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Key Concepts

1. Medication management services are the experienced, measurable events when pharmaceutical care is
practiced.

2. Two distinct approaches to medication management services have emerged: the prescription-focused and
the patient-centered approaches. This book is about the patient-centered approach.

3. The need for medication management services results from more complex therapies, increase in the number
of medications prescribed and the cost of new medications, as well as the lack of a structured, systematic
decision making process for drug selection and dosing.

4. Solutions to address the high level of drug-related morbidity and mortality have been in place at the policy and
institutional levels with some success. However, it is the intervention at the patient-specific level that impacts
decisions made on a daily basis for an individual patient. Medication management services “fit” at the patient-
specific level of improving medication use.

5. Medication management services should be available to all patients who need them. Access should not be
limited until we understand more about who will benefit most from the service.

6. The value of medication management services has been established, documented, published, and
reproduced in many practice settings around the world.

7. Medication management services are being delivered in the ambulatory and institutional settings. They are
recognized in the medical home and accountable care environments, and can function anywhere patients and
qualified practitioners come together.

Medication Management Services Emerge: A Definition

Medication management services are relatively new to those in and out of the health care professions. The first
use of the term on a broad scale in the United States was in 2006 when the Federal Government implemented a
new drug benefit (Part D) within the federal insurance program of Medicare, which now includes a drug benefit for
the elderly population. As part of this benefit a new service was required to help patients to manage these
“covered” medications and this new service was called medication therapy management. This phrase was taken
from terminology used in the British Health System where it referred to managing treatment options and was
called therapy management. When the term was imported to the United States and applied to the management of
medications taken by the beneficiaries of the Medicare program, it became medication therapy management.

A clear definition of the term medication therapy management did not accompany the introduction of the benefit to
the elderly. This may explain why so many different definitions of the concept have arisen, each with a slightly
different emphasis, depending on the organization defining the term. Generally speaking, however, there are two
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different approaches being taken to medication therapy management: the prescription-focused approach and the
patient-centered approach. Each of these will be described in detail later in this chapter; however, first we will
define patient-centered medication management because it will be the focus of this book. We should also clarify
at this point that we will be using the term medication therapy management to refer only to the program defined
by the Federal Government in Part D of the Medicare Program, and we will be using medication management
services to refer to the patient-centered services described in this book.

There are now a number of consistent definitions for patient-centered, medication management services, and we
rely on these for our definition as they come from the medical and political forces in the marketplace today. These
include (1) the definition from the Patient Centered Primary Care Collaborative (PCPCC), the national
organization in the United States, which represents over 500 stakeholder organizations, which is leading the

health care reform movement toward primary care services delivered in the context of the “medical home,”1 (2)
the definition offered by the American Medical Association as part of the Clinical Procedural Terminology codes,

which were granted so payment for medication management services could occur,2 and (3) the definition offered
by the Minnesota State Legislature in 2006 when legislation was passed to allow for medication management

services to be delivered to Medicaid patients by pharmacists and reimbursed by the state government.3
All of these definitions are consistent with the definition used throughout this book:

Medication management services are the professional activities needed to meet the standard of care which
ensures each patient's medications (whether they are prescription, nonprescription, alternative, traditional,
vitamins, or nutritional supplements) are individually assessed to determine that each medication is appropriate
for the medical condition being treated, that the medication is being effective and achieving the goals established,
that the medication is safe for the patient in the presence of the co-morbidities and other medications the patient
may be taking, and the patient is able and willing to take the medications as intended. This assessment is
completed in a systematic and comprehensive manner.

In addition to the comprehensive assessment of the patient's drug-related needs, medication management
services include an individualized care plan that utilizes the patient's medication experience and preferences to
determine desired goals of therapy with the patient, as well as appropriate follow-up to evaluate actual patient
outcomes that result from the care plan. This all occurs because the patient understands, agrees with, and
actively participates in the treatment regimen, thus optimizing each patient's medication experience and clinical
outcomes. Medication management services must be delivered and documented in a manner that adds unique
value to the care of the patient and integrates easily with the medical team caring for the patient.

These interventions must be grounded in the philosophy and ethics of the professional practice of pharmaceutical
care and delivered according to the standards of practice for the patient care process prescribed by the practice.

The Medication Management Task Force, which is part of the PCPCC (www.pcpcc.net), provided even more

guidance in the Resource Document on Comprehensive Medication Management Services of 2010." This
document outlines the 10 steps that need to be completed each time these services are delivered in order to
qualify as comprehensive medication management. This is a critical development in the widespread dissemination
of these services as the largest organized physician groups in the United States endorse these 10 steps.
Members of the PCPCC include more than 500 organizations, all active stakeholders in the health care system. In
addition to all of the major professional physician organizations, membership includes patient advocacy groups,
pharmaceutical companies, nurse and pharmacy professional organizations, health information technology
companies, and many others. With the publication of the resource document described above, PCPCC
recognized and endorsed comprehensive medication management services as necessary when delivering
integrated, coordinated, and comprehensive primary care services. Table 1-1 describes the 10 steps.
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Table 1-1 Ten Steps to Achieve Comprehensive Medication Management

1. Identify patients who have not achieved clinical goals of therapy.
2. Understand the patient's personal medication experience/history and preferences/beliefs.
3 Identify actual use patterns of all medications including over-the-counter, bioactive

supplements, and prescribed medications.

Assess each medication (in the following order) for appropriateness, effectiveness, safety
4. (including drug interactions), and adherence, focused on achievement of the clinical goals
for each therapy.

5 Identify all drug therapy problems (the gap between current therapy and that needed to
' achieve optimal clinical outcomes).

6 Develop a care plan addressing recommended steps, including therapeutic changes needed
’ to achieve optimal outcomes.

v Patient agrees with and understands care plan, which is communicated to the
' prescriber/provider for his or her consent/support.

8. Document all steps and current clinical status versus goals of therapy.

Follow-up evaluations with the patient are critical to determine effects of changes, reassess
9 actual outcomes, and recommend further therapeutic changes to achieve desired clinical

' goals/outcomes, other team members and personalized (patient unique) goals of therapy
are understood by all team members.

10 Comprehensive medical management is a reiterative process—care is coordinated with
" | personalized (patient unique) goals of therapy are understood by all team members.

If we take one-step back, medication management services are the activities a “nonprofessional” sees when a
“professional” is applying his knowledge and skills to execute his professional responsibilities. So the services are
what patients, administrators, and payers relate to when they discuss what this practitioner does to deliver
medication management services. For example, what we “observe” at the dentist are the services he performs for
us—cleaning, drilling, filling, etc.—but what the dentist sees and does is very different—it is his professional
practice, his decision-making process, his professional techniques. It is the same activity described at two
different levels—the professional practice of the practitioner and the services experienced by the others in the
health care system. In this case, the professional practice is pharmaceutical care and the services delivered are
medication management services.
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Medication management services are the identifiable events in practice surrounding the
professional responsibility of managing a patient's medications.

Therefore, medication management services are the activities which are recognized by nonpractitioners as
evidence that care is being provided; it is what is recognized as valuable by a payer, and are deemed necessary
to achieve success if you are an administrator. Medication management services are the components of a



professional practice that can be standardized, measured, evaluated, and reproduced so that accountability and
reward for these services can occur. They are, in essence, the nonprofessional's way of thinking about what
professionals do when they care for patients so that payment and accountability for the services can occur.

However, services that involve decisions that can result in both life-saving and life-threatening consequences
cannot be provided without a clearly defined professional mandate and ethical framework that is the foundation
for these activities. This mandate requires the use of knowledge that is evidence-based and is delivered by a
practitioner who is qualified to make the decisions implicit in taking this responsibility. Therefore, medication
management services can be provided responsibly only when the practitioner delivering these services is
engaged in a professional practice. The professional practice that is at the foundation of ethical, quality
medication management services is pharmaceutical care practice.

So to put it simply, pharmaceutical care is the professional practice of the practitioner providing medication
management services to patients within a health system. This volume will describe both medication management
services and the professional practice of pharmaceutical care. However, before this discussion takes place, it is
useful to step back and consider the different interpretations of medication management services occurring today.
This will also help to place patient-centered services and pharmaceutical care into the proper context.

Approaches to Medication Management Services

There is still significant confusion at present about what are and what are not, medication management services.

Save Table | Print
Key Clinical Concepts

There are two different approaches to delivering medication management services emerging in
practice: (1) the prescription-focused approach, and (2) the patient-centered approach.

Although these two approaches are not entirely different from each other, for explanatory purposes, we will focus
on the major differences between them. Although this book will focus entirely on the patient-centered approach, it
will be useful to understand both approaches.

The Prescription-Focused Approach

The first approach represents those activities that are performed at the time of dispensing the drug product to the
patient. These activities include generic substitution, drug formulary reconciliation, the provision of drug
information, disease education focused around the drug product, population-based clinical rules for the use of the
drug product, and some drug-specific monitoring. These interventions are performed where and when the
prescription is received, or they are provided as the result of prescription claims data analysis. In the latter case,
the patient's name is “queued-up” for the pharmacist to act upon when the prescription request is completed. As
these activities are executed at the site and time of the dispensing process, they are mostly delivered face-to-face
and are usually episodic in that the activities are performed only once for a patient. The activities involved are
varied, and they are performed at the discretion of the pharmacist or are specified by the health plan or payer.
Usually a list of acceptable interventions is provided and the appropriate ones are performed when and if the
pharmacist sees fit. The specific activities performed are dependent on the “available time” of the pharmacist and
the patient at the moment of dispensing, and usually involve a limited amount of documentation at the end of the
encounter. In summary, these activities begin with the prescription and are almost exclusively focused on a
specific drug product.

There are a number of advantages and challenges to performing activities in this manner. The greatest



advantage at this time is that payers recognize this delivery structure and compensate for these activities. In
addition, limited training of the pharmacist is required. As these activities are at the discretion of the pharmacist,
only those that are most comfortable for the pharmacist and can be delivered with confidence are the ones that
are offered. This is seen as an advantage to those wanting a quick and easy approach to providing these
services.

Performing these activities also present a number of challenges. Perhaps the greatest challenge for patients and
prescribers is that a standard service, which is delivered by all pharmacists in a similar manner, does not occur.
This confuses both patients and prescribers and provides a challenge for payers as they try to understand and
determine the value of a wide range of interventions. In addition, the activities can be disruptive to the dispensing
process and they have the potential to make the dispensing process more inefficient and less accurate because
of the disruption.

Also, the episodic nature of these activities is inconsistent with the standards and expectations of other patient
care providers and team members. And because prescribers are not allowed to refer patients to a specific
pharmacy, recruiting patients into a practice quickly becomes an issue. Other challenges include the fact that
these activities have limited impact on the patient and therefore have less economic value than is necessary to
support a financially viable practice. Payment for the service is relatively low compared to other health care
professionals, and it is difficult to establish a patient care practice this way.

Perhaps the most threatening challenge to the prescription-focused approach is the conflict of interest that exists
in this structure—if the prescription-focused activities result in an increase in the use of prescription or
nonprescription products, then the pharmacist profits financially from the decision. This is an issue because it is
considered unacceptable for physicians to make decisions about a patient's medications (write a prescription) and
then profit from the sale of the product. This is the reason why physicians are prohibited from owning pharmacies
in the United States as well as many other countries. This economic and ethical conflict of interest will have to be
managed carefully for prescription-focused services to persist. Pharmacists will have to separate the dispensing
business and functions from the patient care business and process for this approach to be successful. Significant
work needs to occur to make prescription-focused medication management services a viable option for the
pharmacist.

The Patient-Centered Approach

The second approach, and the one that will be described in detail in this book, is illustrated in Figure 1-1, and will
be referred to as the patient-centered approach.
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FIGURE 1-1
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The patient-centered approach.

This approach delivers medication management services completely separate from the dispensing process. This
approach includes a specially trained practitioner who is usually a pharmacist working in a clinic setting, a
patient's home, in a space separate from the dispensing area in a retail pharmacy, in a mental health facility, or,
as a consultant to physician group practices or assisted living facilities for elderly or disabled. This approach also
includes the patient. The practitioner works face-to-face, or telephonically, usually on an appointment basis, in a
systematic manner to deliver a consistent service, and applies specific standards of care to each patient
encounter. This service is longitudinal and is based on the professional practice of pharmaceutical care.

This patient-centered service starts with understanding each patient's medication experience: their concerns,
preferences, beliefs, and behaviors associated with their medications. The service engages the patient from the
initial assessment of his drug-related needs to the identification of drug therapy problems, from establishing goals
of therapy through to developing the care plan, and to completing a follow-up evaluation to determine the actual
outcomes experienced by the patient. There are a number of advantages and challenges to this approach as
well.

One advantage is that patient-centered services are delivered in a manner that is consistent with, and can be
easily integrated into, the delivery of care by a medical team. It is easy for a prescriber to refer patients to these
practitioners. The patient-centered practice is consistent in terminology and standards with medicine, nursing,
dentistry, and veterinary medicine. When medication management services are provided in this patient-centered



manner, the practitioner can demand a high enough level of reimbursement to financially sustain a practice.
These services report a consistently positive return on investment (ROI) because documentation is extensive
enough to measure outcomes and economic impact.

A number of challenges to this approach are also apparent. The training of practitioners in the practice of
pharmaceutical care is not yet the focus of most colleges of pharmacy. In addition, this approach requires that
pharmacists have dedicated time to deliver the service. Meaningful documentation is required, and the service is
relatively new so payers are hesitant to reimburse at a level that is commensurate with the time and effort
involved. In addition, the economic benefits of this service are largely realized on the medical side of the health
system budget rather than on the drug side of the budget. This makes it difficult for those trying to decrease the
costs of medications.

Details of how to deliver patient-centered medication management services will be the subject of the remainder of
this book. However, the question of who should take responsibility for providing these services is a very
interesting one, and one that needs to be considered.

Taking Responsibility for Medication Management Services

Medication management is the responsibility of everyone involved in making decisions about a patient's drug
therapy. And, to a certain degree, medication management now occurs in patient care practices on a daily basis.
It is certainly the case that prescribers have the training and experience to manage medications in their area of
generalist or specialist knowledge. However, it is logical that with the increasing complexity and number of
medications being used, they will want to seek assistance in managing medications outside of their usual scope of
care, or when patients are taking medications that put them at particular risk, or when the patient is unable to
reach his or her intended goals of therapy.

The practitioner who provides medication management services is not there to replace the physician, the
dispensing pharmacist, or any other health care practitioner. Medication management services are meant to
complement existing patient care practices to make drug therapy more effective and safe. The responsibilities
associated with drug therapy have become so numerous and complex that the need for a practitioner with this
focus has become urgent. The practitioner who provides medication management services is essentially a new
patient care provider within the health care system. It would appear that this practitioner is likely to be the
pharmacist who receives additional training to provide these services.

Drug therapy has long been the focus of the pharmacist. Dispensing the medications has been the primary
responsibility for most pharmacists for the past six decades; however, since the 1960s pharmacists have been
expanding their responsibilities to the patient care arena. With the expansion of the education for pharmacists
moving from 2 formal years in the 1950s to 6, 7, or 8, depending on the specific program, in 2012, pharmacists
receive more formal education on the use of medications than any other health care provider. The education of
the pharmacist in the United States and around the world is moving toward a Doctor of Pharmacy level degree
with a minimum of 5 and in some cases as many as 8 years of preparation in the understanding and use of
medications. Although pharmacy curricula, since 2000 (in the United States), have focused on the preparation of
practitioners capable of delivering these services, additional training is often necessary to focus the service on the
whole patient and all of the patient's medications, using the philosophy and patient care process of
pharmaceutical care practice. With this training, pharmacists can contribute essential and new knowledge to the
care of patients; however, the ability to do this has been limited by the lack of recognition and payment for these
services. This is now changing with the acceptance of medication management services as a necessary
component for optimal patient care.

Medication management services introduce a new standard for the use of medications in society. These



standards ensure that all medications are the most appropriate, the most effective available, the safest possible,
and convenient enough for a specific patient to take as intended. There are many variables that affect these
decisions. These variables include specific information about the patient, the patient's particular medical
conditions, and the drug therapy being used to treat the conditions. Because the sciences around the use of
medications has expanded so dramatically in the past three decades, a sophisticated level of knowledge is now
necessary to make the decisions in a systematic, comprehensive, and consistent manner, which defines a new
standard for medication use.

Practicing to this standard requires extensive knowledge in the areas of pharmacology, pharmacokinetics,
biopharmaceutics, pharmacotherapeutics, toxicology, and physical chemistry, in addition to knowledge of
pathophysiology and patient behavior. And, although any health care provider who has command of the
knowledge, expertise, and experience required to make systematic, comprehensive decisions about drug therapy
can provide medication management services, it is the pharmacist who appears to be the most logical practitioner
to contribute to this new standard.

It is not our intention to say who can and who cannot provide this service. There is overlap in the knowledge
possessed and the activities performed by all patient care providers, whether they are physicians, physician
assistants, nurses, nurse practitioners, or other clinical personnel. However, to add unique value to patient care,
each patient care provider must have specific knowledge for which he or she is responsible. The physician
identifies, resolves, and prevents medical problems; the nurse, nursing care problems; and in the case of
medication management services, this responsibility involves the identification, resolution, and prevention of drug
therapy problems. Pharmacists are now being prepared to execute these responsibilities in order to optimize the
care patients receive.

We will refer to the person providing medication management services as the practitioner or clinician, and it can
safely be assumed that we are referring to a specially trained pharmacist who has demonstrated the ability to
deliver quality medication management services. However, a nurse or a physician who has undergone similar
academic and clinical preparation would also qualify.

The Need for Medication Management Services

Not long ago there was considerable debate about whether medication management services were necessary to
provide quality patient care. This debate has changed recently to focus not on whether they are necessary,
because the data supporting this position are very convincing, but how these services can be delivered on a
broad scale so more patients can benefit on a daily basis. In spite of this change in focus we would like to
describe, in an abbreviated manner, why medication management services are necessary for the comprehensive,
integrated, and coordinated care of patients. This discussion will look at the need for medication management
services from two perspectives: (1) how medications themselves have changed, as have their daily use, and (2)
how the level of drug-related morbidity and mortality associated with the use of these medications has increased
to an unacceptable level. These arguments should convince even the most skeptical that patients deserve better
management of their medications.

Changes in Medications and How They Are Used

Medications themselves, as well as the manner in which we use medications, have undergone significant changes
in the past decades. These changes include (a) increased complexity and specificity of the products themselves
as well as how they are monitored, (b) increases in the number and types of practitioners with prescribing rights,
as well as an increase in the number of prescriptions being written, (c) increased costs of new medications, and
(d) the continued lack of a structured, systematic decision-making process for drug selection, dosing, and



monitoring of medication use. All of these factors together contribute to the need for a more evidence-based,
patient-centered approach to managing a patient's medications.

Medications become more complex in their structure and more specific in their function as science evolves. They
have become more specific in terms of their “sites of action” in patient-specific receptor characteristics, as well as
more specific in their “mechanism of action” due to more advanced knowledge about the pathophysiology of
diseases such as AIDS, rheumatoid arthritis, and diabetes. This increase in complexity and specificity changes the
way these medications must be dosed, monitored, and used in combination with other medications. These
medications interact with others in unique ways and the characteristics of the side effects are more complex. Even
the manner in which a patient's goals of therapy are established is different from previous generations of drug
therapy. Therefore, monitoring today's medications for effectiveness and safety requires more time, more skill,
and more knowledge than ever before. Drug therapy is becoming very sophisticated from a medical science
perspective, and we have to be sure that we have practitioners who are prepared to optimize these medications
so patients can achieve maximum benefit and minimal risk from these scientific advances.

Along with the progress in the complexity and specificity of medications has come a dramatic increase in the
number and type of practitioners with prescribing privileges who can utilize these medications. In addition to
allopathic and osteopathic physicians, dentists, nurses, physician assistants, chiropractors, podiatrists,
psychiatrists, ophthalmologists, and now pharmacists, under collaborative practice agreements, can all initiate
drug therapy, change doses, and monitor medication use in patients. In fact, patients over 65 in the United States
see an average of 13 different practitioners who prescribe medications, often without the full knowledge of what

other practitioners are prescribing.4 These same patients have an average of eight comorbidities and are taking
an average of 15 different medications. The potential for something to go wrong for these patients is very high. In
fact, 60% of these patients have a drug therapy problem that must be fixed immediately in order to prevent costly
and painful consequences. Certainly, multiple prescribers, multiple comorbidities, and multiple medications

contribute to this very complex picture.5

Retail prescriptions dispensed in the United States alone, has reached a total eye-catching 3.99 billion.

Prescriptions dispensed under Medicare Part D amount to 871 million, or 22% of the total.8 The number of
prescriptions written (per patient) annually has increased from 6 to 18 over the past three decades. Although this
would not be harmful in and of itself, we know that 25% of those prescriptions are inappropriate, ineffective,
unsafe, or cannot be taken by the patient as intended. This level of risk and complications with prescriptions must
be addressed.

As people age they take more prescription drugs. And, because the population is aging, more and more
medications are being used by patients. Even allowing for attrition as people die, the elderly population in the
United States is projected to double by the year 2030. Medications are becoming a larger and more significant
variable in peoples' lives because of the increase in the chronic illnesses experienced by people who are living
longer. In 1999, 82% of aging Medicare beneficiaries had one or more chronic condition, and 65% had multiple
chronic conditions. Twenty-four percent had four or more chronic conditions. Per capita Medicare expenditures
increase with the number and types of chronic conditions from $211 among beneficiaries without a chronic
condition to $13,973 for those with four or more chronic diseases. On average, patients 65 and older with two or

more chronic conditions see seven different physicians per year.7

All of these sophisticated changes in the medications being used, the increase in the number of practitioners who
are prescribing, and the increase in the number of prescriptions written as a result in the increase in chronic
illness have all contributed to the continual increase in the cost of medications. When we look at spending in
major therapy areas such as diabetes, we find that spending grew by $1.9 billion in 2010 of which $1.3 billion was
for human insulin and its synthetic analogues. The most recent data available show that in 2010 spending on



medications “exceeds $307 billion,” more than $200 billion on prescription medication and another $100 billion on

nonprescription products in the United States alone.b A single patient's out-of-pocket expense for medications
can reach hundreds of thousands of dollars annually in the United States. Whether it is the patient himself who is
paying the bill, as is common in the United States, or the government, as is the case in most other health care
systems, these are costs that cannot be sustained.
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Increased medication complexity, the increased use, and increased costs of medications are three
important factors in explaining the need for medication management services. Another significant
factor is the continued lack of a rational, systematic, and comprehensive decision-making process
for drug selection, dosing, and monitoring being taught in schools of medicine and applied in
practice.

Although the lack of a systematic decision making process is not broadly studied or recognized, it is a major
contributor to drug-related morbidity and mortality. Early research into how prescribers make decisions and what
influences a prescriber's decision about which medication to use, how much to use, and how long to use it,
reveals the arbitrary nature of these decisions. Much of this work resulted from allegations that the
pharmaceutical industry was having “undo” influence on prescriber decisions through “perks” and benefits that
included everything from free pens and free trips to salary supplementation through speaking engagements and
clinical research. Although these concerns have led to significant changes in what is and is not allowed by the
pharmaceutical industry, little was revealed about how decision-making might be improved.

In 1983, Strand initiated what became a career of research that suggested at the time that prescribers were

inconsistent in their selection of medications and dosing guidelines.8 The inconsistency in decision making was so
pronounced that it was not possible to reproduce the same decision for the selection of a drug product, or the
dosing of a medication for the same patient, within a matter of weeks. Further research into the literature and
medical practice revealed the absence of a logical, systematic, and comprehensive decision-making process
being taught to or practiced by prescribers. This comes as a tremendous surprise to most, especially because so
much care is taken to teach physicians and nurses how to diagnose medical and nursing problems systematically
and consistently. It would appear that when the diagnostic process is complete and the treatment modality is
selected (e.g., surgery, radiation, or pharmacology), the decision-making process becomes arbitrary and less
structured. Most prescribers of medications learn their pharmacology in practice from those who learned it from
practitioners who came before them, in the “see one, do one, teach one” tradition. So, it is not surprising that the
same behaviors, be they good or bad, are passed down from one generation of practitioner to the next and
limited reflection on the process occurs.

These results revealed the need for a rational, systematic, and comprehensive approach to the selection, dosing,
monitoring, and evaluation of outcomes around the use of medications. Strand et al. suggested this should be the

unique contribution that pharmacists make to the care of patients.9 And, for the next three decades Strand and
colleagues worked to define the most logical and accurate way to select medications, dose drug therapy, and

monitor patient outcomes. > 10,11

Further research by Strand and colleagues revealed that the only systematic decision-making process available is
the relatively straightforward approach of problem solving. Therefore, it was necessary to develop a taxonomy for
all of the drug therapy problems that could possibly exist in practice so that practitioners could be taught to

identify, resolve, and prevent a finite set of problems. After significant clinical work to define the categories, seven




discrete drug therapy problems were defined that are mutually exclusive and all inclusive.? These categories,
which represent the rational thought process to making decisions about drug therapy, are listed in Table 1-2.

Table 1-2 Seven Categories of Drug Therapy Problems

1 The patient requires drug therapy for an indication that would benefit from medications but
" | presently is not being treated with a medication.

o The patient does not have a legitimate indication for a medication, which is being taken, and
" | the medication should be discontinued.

3 The patient is taking a medication that is not able to be effective for the medical condition
" | being treated.

4. | The patient is not taking enough of the medication to be therapeutically effective.

5 The patient is experiencing an adverse event as a result of the medication so the medication
" | should be discontinued.

6. | The patient is taking too much of the medication and it is causing a toxic effect.

7. | The patient is not able and/or willing to take the medication as intended.

In addition to the taxonomy of drug therapy problems, Strand and colleagues defined the set of common causes
of each of the drug therapy problem categories. These problem categories, their causes, and the process for
identifying, resolving, and preventing them will be discussed in Chapter 5.

When the drug therapy problems were categorized, it then became possible to define the problem-solving
process that could lead to their identification, resolution, and most importantly, prevention of these problems. This

research culminated in the Pharmacotherapy Workup.10 This Workup parallels the workup of the differential
diagnosis for physicians. It is the essence of the practice of pharmaceutical care and is the decision-making
process that allows practitioners to fulfill their professional responsibilities.

These tools made it possible for a practitioner to intervene in a patient's drug therapy with predictable outcomes.
This was new and provided the basis for developing both the professional practice of pharmaceutical care and the
new set of services, now known as medication management services.

With these new developments; a taxonomy of drug therapy problems, a rational decision-making process, the
Pharmacotherapy Workup, and a new professional practice, it became possible to manage a patient's
medications in a manner that could significantly impact the level of drug-related morbidity and mortality that is
documented around the world. Let's consider this problem in more detail.

Increased Levels of Drug-Related Morbidity and Mortality

Deeply embedded in the ongoing discussion on health care costs and the need for reform are the specific costs
associated with drug-related morbidity and mortality. Such costs are quite staggering and complex. Early work by
Johnson and Bootman presented an alarming account of the high costs of drug-related morbidity and

mortality.12_14 They argued that these costs could reach $136 billion and this figure represents 1997 dollars!
Howard and colleagues concluded “preventable drug-related admissions were associated with prescribing

problems (30.6%), adherence problems (33.3%), and monitoring problems (22.2%).”15 Of particular interest in
the United States is that in emergency departments, one-third of adverse drug events found in persons over 65
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were caused by warfarin, insulin, and digoxin.15 These are medications we have used for over six decades, with
well-understood pharmacology, dosing guidelines, and monitoring parameters.

Outside the United States similar problems are documented. One very useful study was conducted in Germany by
Renee Stark and colleagues. Here, they posited that approximately 2 million adults would have an adverse drug

reaction in 2007 and the health care costs associated with them would be 816 million Euros.‘|6 Furthermore,
approximately 58% of these costs came from hospitalization, 11% from emergency room visits, and 21% were

found to be in the area of long-term care.1” Overall the costs of adverse drug events in the ambulatory context
were found to be alarming.

Field et al. carried out a 1-year retrospective cohort study among Medicare patients. In this study, 1210 older
patients were experiencing an adverse drug event. Among other findings they reported that for “all adverse drug

events, the increase in post event costs over the pre-event period was $1310.”18 This was found to be “greater
than those experiencing an adverse drug event than the comparison group after controlling for age, sex, co-
morbidity, number of scheduled medications, and having been hospitalized during the pre-event period”. Of
particular interest is that “for preventable adverse drug events, the adjusted increase was $1988.” Upon
examination, the rates of adverse drug events “would have annual costs related to adverse drug events in the
ambulatory setting of $65,631, with $27,365 of this associated with preventable events.”

When we attempt to put all of the pieces of the puzzle together we find some unsettling figures. Here we are
assisted by a compilation prepared by the American Society of Consultant Pharmacists For example, they cite
Kongkaew et al. who conclude that 10.7% of hospital admissions in older adults can be attributed to adverse drug

reactions. 19 This report also cites Gurwitz et al. and highlights the following:

if the findings of the present study are generalized to the population of all Medicare enrollees, then more than
1,900,000 adverse events — more than a quarter of which are preventable — occur each year among 38 million
Medicare enrollees; furthermore, estimates based on our study suggest that there are in excess of 180,000 life

threatening or fatal adverse drug events per year, of which more than 50% may be preventable.20

For all the reform efforts that are being put into place, the problem of drug-related morbidity and mortality is
growing. It is alarming to find that more than $200 billion is added to the United States health care costs through
adverse drug reactions and other medication-related problems. Additionally, these figures are equally staggering:
37% of preventable medication errors occur due to dosing errors, 11% occur due to drug allergies or drug
interactions, 22% occur during admission to the hospital, 66% during “transitions in care,” and a significant 12%
take place during discharge. Dispensing errors can be seen as a large piece of a problem where we find almost

100 “undetected dispensing errors” that can occur on a daily basis.20

The above facts and figures are by no means exhaustive. On the contrary, they only “scratch the surface” of what
has to be seen as a major health care problem. Given the centrality of pharmaceuticals in care, and the rapidly
escalating cost, a comprehensive reckoning of the benéefits, risks, and costs of prescription drugs must take place

at the national level.21 More to the point, discussion must occur concerning the remedy for this growing crisis. It is
our unrelenting position that pharmaceutical care, within the administrative context of medication management
services, takes us a long way to the solution. Indeed, our experience has provided us with great confidence that
pharmaceutical care intervention can and does work.

We give the last word in this section to Johnson and Bootman who have developed a probability-pathway model

that estimates “the degree to which pharmaceutical care could minimize negative therapeutic outcomes.”12 Their
work remain very important and most encouraging:
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According to the model, with the reductions in negative therapeutic outcomes that would result if all ambulatory
care pharmacy settings provided pharmaceutical care, nearly 84% of patients would achieve optimal therapeutic
outcomes due to drug therapy. According to our previous estimate, if pharmacists were available to provide only a
dispensing function in typical ambulatory care settings, less than 60% of patients receiving medication would have
no problems. Thus, the provision of pharmaceutical care would lead to an increase in optimal therapeutic

outcomes of more than 40%.12
There are not too many other health innovations that could be expected to improve outcomes by more than 40%.

Much has been said about both the level of drug-related morbidity and mortality in the world as well as the
extreme costs associated with this problem. The government, the medical community, as well as the pharmacy
community have all documented the problem to the point where it is broadly accepted by those in the health care
industry that drug-related morbidity and mortality is so high that it must be addressed in a timely manner.

Attempts to Reduce Drug-Related Morbidity and Mortality

Efforts to better manage medications have been extensive and ongoing for as long as drug therapy has been
available. It is not our intention to describe all of them in detail; however, it is useful to step back and reflect on the
many solutions that have been offered so we can understand the challenges that must be overcome if medication
management services are going to accomplish more than previous efforts.
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Medications are managed at three different levels. Efforts are being made at (1) the policy or
system level, (2) the institutional level, and (3) the patient-specific level.

Figure 1-2 illustrates these levels as well as the different solutions offered at each level. All three are described
below.This material is summarized in order to understand what has historically worked and not worked, and to
see where medication management services might “fit” with the previous efforts.

FIGURE 1-2
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Levels of managing medications.

Solutions Offered at the Policy or System Levels

At the system level, governments pass laws, regulations, and policies to try to manage the use of medications.
The controlled substances designations, the need for a prescription, the control over who can prescribe, and the
application process for a new drug product are all examples of how we manage medication use at the system
level. Although much progress has been made at this level in the United States and around the world, there are
still significant challenges to controlling medications at this level. For example, a number of medications are still
available around the world without a prescription and/or the oversight of a physician, a nurse, or a pharmacist.
And, fraudulent medication formulations are appearing at increasing rates around the world.

The relatively recent decision by the United States government to allow direct-to-consumer advertising by the
pharmaceutical industry is another example of how policy at the system level can contribute to drug-related
morbidity and mortality. The impact of these advertisements on the patients' willingness to take medications is not
yet known; however, patients in practice voice grave concerns over taking medications that cause all of the side
effects listed in these televised scripts. Magazines, talk shows, friends, and now the Internet all offer “advice” on
the use of medications, much of which we are finding is unreferenced, of questionable help, and at the very least,
confusing. Some of it is simply wrong.

Any country's inability to control the illicit use of drugs speaks to our limited success of managing medications at
the system level. In addition, the expanded demand for cheaper generic medications has introduced the highest
level of counterfeit medications ever seen. It is difficult to control medication use at the system level.

Solutions Applied at the Institutional, Practice, or Professional Levels

Efforts at this level involve organizational approaches, practitioner approaches at the practice level, and efforts
directed toward managing a population of patients. Let us review just a few of these endeavors.



Hospitals, as well as managed care organizations, have attempted to manage their drug costs and the use of
drug therapy, through Pharmacy and Therapeutics Committees, also known as P&T Committees. The method
most commonly used by these decision-making bodies has been the formulary system. The formulary is a list of
drug products available for use in the institution, prepared by the committee members, after reviewing the drug
products based on their therapeutic characteristics. This process limited the available alternatives, emphasized
cost issues, tried to avoid therapeutic duplication, and had limited impact on all of these variables. However, the
pharmaceutical industry and its pricing structure, to say nothing of the marginally legal “rebates,” has had so
much influence on the decision-making of these groups that the formulary is now known to represent cost
accounting decisions, and not drug use decisions. Perhaps the most significant contribution resulting from the
formulary has been to expand the use of generic products instead of brand name products. Generic use has now
reached 60% to 70% of prescribed medications.

More recently the decision-making bodies in managed care organizations, hospitals, and physician group
practices have focused on developing protocols and national practice guidelines for drug therapy use by
physicians and other health care professionals who prescribe drug therapy. Protocol development is based on the
“best-practice” standards available in the literature or developed by a group of practitioners. The protocols are
meant to represent guidelines used for decision-making in situations where drug therapy is indicated. This
process successfully brought to our attention the need to standardize the decisions concerning drug therapy.
However, although they can be helpful as a starting place, the protocol makes it difficult to manage patient-
specific variations. In addition, practitioners in this country are not entirely comfortable with decision rules for drug
therapy. This may be the case as few of the educational programs for prescribers teach a rational, systematic
decision process for drug therapy selection, dosing, and monitoring. Therefore the protocol, by definition,
interferes with, and does not complement, the practitioners' individual decision-making processes.

Pharmacists in management positions in hospitals, managed care organizations, and nursing homes have
implemented drug use evaluations (DUEs) and drug utilization reviews (DURS) to influence drug use in their
respective organizations. These evaluations are usually done retrospectively in response to a problem of
prescribing identified in the institution. The DURs and DUEs provide a framework for critically evaluating the use
of drugs. However, the results lack timeliness and have quite limited impact. These activities have been part of
the clinical pharmacy movement that influenced drug use in hospitals through the development of specialty clinics
(e.g., warfarin dosing, diabetes education, refill clinics) and clinical services (e.g., pharmacokinetic dosing
services, total parenteral nutrition services). The clinical pharmacy service movement had significant impact on
those patients receiving the services. However, after 30 years of development, only a very small percentage of
patients receive limited assistance from these services, and this is almost exclusively in hospital settings.

All of the approaches just described have been ongoing for the past two to three decades, and yet, as recently as
2010, the National Institute of Medicine indicated that a significant change in the level of drug-related morbidity

and mortality has yet to occur, in spite of all of these efforts.22

We are certain that there are many different reasons why the approaches described above have had a limited
impact on the use of drug therapy. However, one reasonable explanation may be that these approaches have
primarily been developed and implemented on a population, political, or economic basis, and not on a patient-
specific basis of caring for an individual patient. The patient-specific level is where the practitioner and the patient
interact and where drug-taking behavior is determined and acted upon on a daily basis.

Solutions Delivered at the Patient-Specific Level

The health care delivery system can cause a number of problems for patients and prescribers. For example,
formulary restrictions make it difficult to gain access to a particular medication or a medication may not be
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available to the patient at all. Also, the manufacturer, or the pharmacy, can have a shortage of supply so the
product is not available in a timely manner, but most issues surrounding medication use develop because of
decisions made by the specific patient and prescriber.

Pharmaceutical companies have tried to influence decisions made by individual practitioners through their
“detailing” processes. It is debatable as to whether this impact is positive or negative, but it is certainly a vehicle
for prescribers to obtain important information about a medication and this is a positive outcome. Also, physicians
continually seek input into decisions about a patient's drug therapy through medical conferences, practitioner
interactions, and continuing education.

It is more difficult for patients to obtain unbiased, informed input into their decisions about drug therapy. The
health care system in general has kept patients quite uninformed about medications. Prescribers seldom involve
patients in the decisions and prescribers seldom engage the patient in the development of the care plan that is
implemented by the prescriber. And yet, patients decide every day, sometimes two or three times per day, to take
a medication or not, and how to take the medication.

So relatively little effort has been directed toward managing drug therapy at the patient-specific level. This level of
intervention has been left to the physician in terms of prescribing medications and to patients in terms of taking
medications. The high level of nonadherence and the significant level of drug therapy problems indicate that we
have failed to manage medications well at the patient-specific level. Medication management services change
this. These services are implemented on a patient-specific basis for the purpose of helping individual patients
make better decisions on a daily basis. This is where medication management services “fit” into our efforts to
control the use of medications in the health care system.

Patients WHO Benefit Most from Medication Management Services

One of the first questions asked about medication management services is, which patients will benefit most from
medication management services? Presumably this is such a common question because it is assumed that we
cannot afford to deliver the service to every patient taking medications. Perhaps before this assumption is
accepted as fact, we should consider the converse—can we afford NOT to provide these services to every patient
taking medications? Consider how expensive it is to pay for medications that are inappropriate, ineffective,
unsafe, and inconvenient for the patient. Because these problems exist at such high frequency, we may want to
re-think the assumptions underlying this question.

This question of who will benefit most is difficult to answer at this early stage in the development of medication
management services, for a number of reasons. First, there is a lack of sufficient data to draw a conclusion and
make informed decisions about who should and who should not receive the service. Second, there is significant
pressure from administrators to be cost-effective in adding new services, so the error is naturally toward providing
fewer services. Finally, there are demands of starting and expanding a new health care service that go against
this administrative bias. All three issues will be discussed below.

What the Data Reveal

Unfortunately, the data collected in practice to date are not very helpful in defining which patient populations will
benefit most from medication management services. The prevalence of drug therapy problems, when
comprehensively assessed, is so high that it is difficult to predict who will benefit and who will not benefit.
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One out of two ambulatory patients filling a prescription (regardless of specific patient, disease,



and medications) has a drug therapy problem that is of enough concern that it needs to be
addressed. With statistics this high, it is difficult to arrive at a demographic group that would not
benefit from medication management services.

As all patients, all medical conditions, and all medications can contribute to a drug therapy problem, it is logical to
assume that it takes an assessment of a specific patient's drug-related needs to determine the level of need. As
with all health care professional services, an assessment of needs must be done to determine what work needs to
occur. This is true with the physician making a diagnosis, the dentist determining what dental needs a patient has
and even the veterinarian. This does not have to take a significant amount of time and it can be done almost
anywhere. Far too much time is being spent on determining who does not need medication management
services. Perhaps our time would be better spent evaluating which patients might logically need the service and
learn from the experience so we can make better decisions in the future.

Establishing which patients are most in need of medication management services will require the service be
provided on a broader basis to more patients for a longer period of time. So, we may not know for some time,
which patients benefit most from the service. However, if we look at the largest database of documented patients
receiving comprehensive medication management services to date, we can get an idea of which variables are
most revealing. This is the database generated from the Assurance System software. To date, over 150,000
patients have been seen during over half a million encounters by hundreds of practitioners throughout the United
States, Puerto Rico, and Canada. Although averages are not very useful in health care, we are often asked to
describe the typical or the “average” patient who receives medication management services. From the data, the
average patient is a female who is 66 years old and has six active medical conditions being managed with nine
medications (three of which do not require a prescription). She will have two drug therapy problems identified at
her initial assessment and will have two additional drug therapy problems at some time over the course of her
care. Over the first 90 days of care, $435 in health care costs will be saved through the provision of medication
management services (see Chapter 7).

The Assurance System database (www.medsmanagement.com) lets us search for patients in whom a
hospitalization was avoided by the identification and resolution of a serious drug therapy problem. These patients
were mostly female (63%) with an average age of 60 (median age of 61 years). They were taking an average of
13 medications (varied from 1 to 43 medications) to treat or prevent an average of nine different medical
conditions. The vast majority of their drug therapy problems (82%) were caused by underdosing, adverse drug
reactions, and noncompliance resulting from the patient not understanding how to take her medication properly.
Average health care savings were $4211 per patient. Their drug therapy problems involved commonly used
medications such as inhalers for asthma and chronic obstructive pulmonary disease, insulin and oral antidiabetic
agents, furosemide, warfarin, nonsteroidal anti-inflammatory drugs, angiotensin-converting enzyme
inhibitors/angiotensin 1l receptor blockers, and oral prednisone. These data support the numerous worldwide

reports of medication-related hospitalizations that have not improved over the past 40 years.18=19’23124

Although these data do not provide us with an accurate predictive model yet, we are collecting the information
that will soon allow us to identify those patients most in need. Until this information is widely known, we should
make every effort to provide as much care to as many patients as possible. Only after we have sufficient data will
we know how to deliver this service most effectively.

The Business Demands

The cost of adding a new service is a concern when the costs of current health care services are growing every
year. It is the sign of a vigilant manager who questions the addition of new services. From his perspective, it is
necessary to insist on data to demonstrate the value of any service being delivered, especially a new service that


http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133809
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133920
http://www.medsmanagement.com/
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133777
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/content.aspx?bookid=491&aid=56173398

is unfamiliar to most and not yet routinely reimbursed. The natural reaction is to limit the scope, and therefore the
cost of the new service. For these reasons, criteria have been applied to patient data to select out those patients
who “seem to benefit most from the service.” These criteria can include the number of medications being taken,
the number of chronic diseases being treated, and the amount of money spent on medications. Others are using
the presence of patients in case management or disease management programs or those being reviewed in a
prior authorization program, to trigger inclusion in the medication management service.

Although these criteria serve a purpose in defining where a new service should begin, it would be unethical to
withhold a necessary service from a patient, especially when the patient can benefit tremendously from that
service. This discussion needs to continue. More data are needed before a clear picture will evolve.

Initiating This Service in Practice

Every new patient care practice is started with a single patient. Therefore, a practitioner cannot hope to take care
of everyone in a physician's practice on the first day. Any logical approach can be taken in terms of determining
who needs medication management services (number of medications, type of medical condition, cost of care or
cost of medications), but perhaps the best way to start is by asking prescribers which patients need the service
most. Patients who (a) have not reached their therapeutic goal, (b) are taking very complex dosage regimens, (c)
have newly diagnosed medical conditions, (d) have questions or concerns about their medications, and/or (e)
demand more time discussing the use of their medications than physicians can provides are all very logical places
to start to provide medication management services. Physicians, nurse practitioners, and physician assistants are
all good sources of patients who can benefit from the service.

It is imperative to collect data on the medication management services provided so that the decision of who needs
the service most can be answered as quickly and effectively as possible in your practice. Because medication
management services are new and recently reimbursed, it may take 2 years to build a full-time practice so it is
necessary to take care of as many patients as possible, as quickly as possible. It must be remembered that a
practitioner must see sufficient patients to become very proficient at the practice and to maintain a financially
viable practice. Be cautious not to limit the service to such an extent that a service cannot be supported in terms
of numbers of patients or payment levels or the service will not be available in the long term.

The Value of Medication Management Services

Medication management services result in measurable, reproducible value to the patient, other patient care
providers, the payer, and the health care system in general. Here we discuss how the value of the service is
measured and what the results have shown.
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Medication management services have been shown to decrease medical costs, improve clinical
outcomes, and have significant impact on the appropriateness, effectiveness, safety, and
compliance with medications.

The value of this service is experienced in a number of ways for a number of stakeholders. First, and hopefully,
most importantly, the patient benefits not only from improved outcomes but from having an individual who focuses
on questions, concerns, and needs around the use of medications. The patient benefits directly from the
increased individualized attention to medications and the role they play in his or her daily life. Physicians benefit
when someone with pharmacotherapeutic expertise is able to help manage complex drug therapies and the



treatment selection process, enabling them to be more efficient, see more patients, and spend more time

providing medical care.2

In general, health plans, employers, and payers benefit tremendously when they pay only for medications that are
safe, appropriate, and effective for the patient and are used as intended. Keeping patients out of the hospital is
one of the most cost-effective outcomes, and providing comprehensive medication management to complex
patients is one way to accomplish this.
The Clinical Value to the Patient

Early results from a high-risk Medicaid population involving 1651 patients who were seen during 4453 encounters
demonstrate very positive results. Patients, who had an average age of 48 and averaged 9 medical conditions
and 13 medications, experienced an average of 7 drug therapy problems per patient. The percentage of medical
conditions at goal changed from 54% at baseline to 80% with the service, and an average savings of $1594 per
patient and $2,729,424 in total cost savings were realized as a result of identifying and resolving drug therapy

problems.25

A Medicare group of 706 patients (average age 70) was found to have an average of 18 medications and 11
medical conditions. These patients were eligible to receive Part D MTM services, but were actually offered
comprehensive medication management services. Approximately 28% of these patients were found to have 10 or
more drug therapy problems! As these drug therapy problems were identified and resolved, significant
improvements in clinical parameters (P < 0.0005) in cholesterol and blood pressure control were documented with
an average cost savings of over $1750 per participant. Approximately 97% of the savings are related to
nonpharmacy costs such as reductions in hospital, long-term care, and provider cost, approximately $2.2 million

of this group.1

Perhaps the measure of most interest to the greatest number of people is the economic value of the service to
the health care system.

The Economic Value to the Health Care System

Another way to measure value is through the calculation of ROI, or how much value the service adds compared to
the cost of delivering the service. ROl data are frequently difficult to obtain and vary significantly, depending on
the patient population being evaluated. However, the ROI of medication management services has been
established. The data from the delivery of this service are positive, with a demonstrated ROI of as high as 12:1
and an average of 3:1 to 5:1. ROI reflects an ability to decrease hospital admissions, physician visits, and
emergency room admissions and reduce the use of unnecessary and inappropriate medications. This is a
conservative estimate as practitioners express concern about overestimating the impact of their interventions.

The Asheville Project began in 1996. This project involved community pharmacy based practitioners who were
specially trained to address issues in patients with diabetes. This project was later expanded to include
cardiovascular health, asthma, and depression, and is continuing today. Direct mean medical costs decreased
between $1200 and $1872 per patient per year, compared to the baseline, for each of the first 5 years, with a 4:1
ROI. Interestingly, Asheville is ranked in the top five communities by the Dartmouth Atlas for high medical
outcomes and low cost of medical services. Asheville Project results were successfully replicated in the Diabetes

Ten City Challenge, which implemented services in over 50 employers in 10 sites across the country.26_29

A randomized controlled trial in Minnesota delivered comprehensive medication management services and
demonstrated a 12:1 ROl when the service was delivered by qualified providers (trained clinical pharmacists) in a



commercial insurance population resulting in a $3768 (31.5%) decrease in costs per patient in one year. Clinical
goals of therapy improved from a baseline of 76% to 90% with an average of 2.2 drug therapy problems identified

and resolved per patient.25

The service has been shown to have value both clinically and economically. Patients, other health care providers,
health system administrators, and payers have all recognized the unique contribution that better medication
management makes to all the other services being provided. Now it is necessary to consider where these
services can be accessed for patients who will benefit from the service. Some of these settings already have
services established, whereas others are just getting started.

Structures for Delivering Medication Management Services
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Medication management services are being provided in a number of different practice settings.
They are being delivered to patients in ambulatory clinics and in institutional settings.

The service is being delivered face-to-face and offered telephonically. A number of these delivery systems will be
described below.

Although medication management services are, and will be, offered in a number of different patient care settings,
the professional practice must remain the same across all practice settings. As with all professional practices in
health care (medicine, nursing, dentistry, and veterinary medicine), the practice process and standards
associated with the practice will remain the same in all settings, only the delivery technique changes. In fact, to be
evidence-based, patient-centered, and accountable, there will be one professional practice of pharmaceutical
care used throughout the world to provide medication management services. This will result in consistent,
comprehensive medication management services provided worldwide. The standards of practice for
pharmaceutical care will define what needs to be done regardless of practice setting or cultural context. These
standards can be found in Appendix 1 and apply to all practice settings. It is clear that in order to be taken
seriously as a patient care provider by other health care professionals all practitioners must be held to the same
practice standards, which need to be transparent to the patient and other care providers. These standards, and
how to meet them, will be discussed in detail in Chapters 6, 7, and 8.

The Ambulatory Care Setting

The delivery of patient care services by pharmacists in ambulatory clinics is not new. In fact, this may represent
the clinical service that most closely approximates the delivery of medication management to patients. For
decades, clinical pharmacists have been employed by family practice clinics and utilized by health care providers
to help patients to not only better manage their medications but teach physicians the best practices of medication

selection, dosing, and monitoring.?’0

In most of the early examples, the pharmacist was employed by the clinic (and/or college of pharmacy) and was
assigned to a patient population in the clinic. Direct reimbursement for the clinical pharmacist's work was never
achieved on a broad scale and these examples did not include a consistent definition of the professional practice
that served as the ethical and clinical foundation for the services delivered. This meant that there was not a
consistent standard of care delivered across practitioners, patients, or practice settings. Medication management
services are meant to utilize the best of the clinical services that have been provided in the ambulatory clinics for
many years and introduce a professional practice, a standard of care, and a reimbursement mechanism to those


http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/content.aspx?bookid=491&aid=56173104

clinical services so financially viable practices can be realized.

A number of changes have made this possible. Forty-six of the 50 states in the United States and 7 provinces in
Canada allow for collaborative practice agreements between pharmacists and prescribers. These agreements
provide the pharmacist the right to select medications, establish and changes doses of medications, and
discontinue medications on behalf of the prescriber if done in a manner consistent with the agreement. This
legislation has made it possible for pharmacists providing medication management services to increase the
efficiency of physicians and nurses. The pharmacist is able to work with the patient to achieve goals faster and
more often, provide answers to questions and concerns, and ultimately, to improve adherence by eliminating
legitimate reasons for the patients not taking their medications as intended.

Medication management services are being provided in family practice, internal medicine, and general medicine
clinics. A number of these have been described in the literature.229-36
Medication Management Services in the Medical Home and the Accountable Care Organization

The concept of the medical home has existed in the United States since the 1960s. However, the use of the
medical home to describe the integrated, comprehensive management of a patient's medical needs in the primary
care setting on a large scale is relatively new in the United States. And, the concept of the Accountable Care
Organization (ACQ) is a completely new concept in the United States. For this reason, basic information about
both will be described below. However, as the focus here is on medication management services, we refer you to

other more comprehensive resources to understand the medical home 137 and the ACO38 in more detail.

The medical community in the United States, as represented by and articulated by the PCPCC (www.pcpcc.net) is
calling for “a personal medical home for each patient, ensuring access to comprehensive, integrated care through
an ongoing relationship.” In addition, this “medical home” would provide “a basket of acute, chronic, and
preventive medical care services for each patient, and would serve as a repository of patients' health-related

information.”39 The primary concepts that must be fulfilled by the medical home have been defined by the
PCPCC,‘I the National Committee for Quality Assurance (36), and the Commonwealth Fund.40

The ACO is still a new concept in the United States as they will not become active entities until 2012. It is a
concept developed through federal legislation for the purpose of controlling costs, specifically for Medicare
patients because a large portion of the U.S. population (e.g., “baby boomers”) will soon become eligible for
Medicare benefits.

An ACO is a network of doctors and hospitals that shares responsibility for providing care to patients. In the new
law, an ACO would agree to manage all of the health care needs of a minimum of 5000 Medicare beneficiaries for
at least 3 years. ACOs would make providers jointly accountable for the health of their patients, giving them
strong incentives to cooperate and save money by avoiding unnecessary tests and procedures. For ACOs to work
they will have to seamlessly share information. Those that save money while also meeting quality targets would
keep a portion of the savings. But some providers could also be at risk for losing money. Primary care doctors
who are part of an ACO would be required to tell their patients. Although physicians will likely want to refer
patients to hospitals and specialists within the ACO network, patients would still be free to see doctors of their
choice outside the network without paying more. ACOs also will be under pressure to provide high-quality care
because if they do not meet standards, they will not get to share in any savings—and could lose their contracts.

Because the ACO is at risk for the care of a population, the administrators will be looking for services that can
save money. Medication management is such a service and it is anticipated that these services will be in high
demand by ACO administrators in the near future. In this setting the pharmacist providing medication
management services may be employed by the ACO or contract with the ACO for these services.
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The demand for medication management services is likely to grow tremendously as both the medical home and
the ACO become common structures for delivering care to patients throughout the United States.

Medication Management Services in Community Pharmacy Settings

Pharmacists have been trying to deliver patient care services in the community pharmacy setting for many years.
However, payment for these services on a large scale has never materialized. In fact, fees for dispensing
prescriptions have continuously decreased and in many cases are now below what it costs to fill the prescription.
Therefore, pharmacists have had to fill more and more prescriptions in order to make the business profitable.
This has constantly interfered with the pharmacist's ability to take the time needed to provide quality patient care
in this setting.

If services are offered in the community pharmacy setting, they are usually prescription-focused services
(described earlier in this chapter). The services are usually focused on the prescription being filled and are one-
time events. Limited payment is available for some of these services.

There are a small number of exceptions to this, however. A limited number of chain pharmacies in the United
States have created a separate management “track” for pharmacists who want to provide patient-centered
medication management services. When this occurs, pharmacists are assigned to a particular pharmacy for at
least 1 day a week. Appointments will be set up with the pharmacist for that day and care is provided completely
separate from the dispensing process. One pharmacist may service as many as four different pharmacies during
a week. This schedule is maintained until there are more appointments than time allows and a second day of the
week is added at that site.

In addition to the limited amount of time available to community pharmacists, there is a conflict of interest that
needs to be managed. When a pharmacist is making decisions about a patient's medications, it introduces an
ethical conflict for those who benefit directly from the sale of the product. In addition, neither patients nor
physicians expect clinical services to be provided in a commercial, retail setting, so perceptions will have to
change before this becomes a common setting for medication management services.

Medication Management Services in the Inpatient Setting

Although clinical pharmacy services have been provided to patients receiving care in the inpatient setting for
decades, there is little comprehensive medication management being delivered as direct patient care in the
inpatient setting. Most clinical pharmacy services are defined for a specific activity (individualizing dosing for
digoxin, aminoglycosides, anticoagulants, or parenteral nutrition), or activities are performed for an entire team
(rounding, drug information, etc.), but seldom are pharmacists signed on to a particular patient's care and
manage all of the medications comprehensively during the hospital stay. This could easily be done if a pharmacist
were assigned to each admitting team and given responsibility for a patient's care throughout the length of stay.

The recent threat of refusal of payment for re-hospitalization of Medicare patients within 30 days of discharge for
certain diagnoses has given rise to pharmacists being assigned to discharged patients for follow-up to keep these
patients out of the hospital. Imagine the benefit if they were assigned when the patients were admitted before
many of the medication changes and difficulties with medications arise. In addition to trying to slow down hospital
readmissions due to medications, a tremendous amount of attention is now being placed on adherence of
patients to medication regimens in order to stop hospitalizations in the first place. Because hospitalizations are so
expensive, it now appears that pharmacists who wish to provide medication management services have still
another focus for their efforts.

Medication Management Services in Long-Term Care, Assisted Living, Mental Health and



Rehabilitation Facilities

Although pharmacists have been require by law to provide 30-day reviews in long-term care facilities in the U.S.
since 1983, there is no significant evidence that medication management services are being provided in these
facilities on a large scale. And, there is debate occurring as to the differences between the 30-day reviews and
medication management services. The federal government is proposing regulations that would require that
patients who qualify for Medicare Part D services receive them in the nursing home where they reside. This
introduces a number of questions about the value of the 30-day review compared to medication management
services, which plan would be expected to provide the medication management service, and how payment would
be structured.

The situation is not as complicated in mental health facilities where pharmacists have been active clinically for a
number of years. A practice that is delivered as part of a care team and is integrated well with other patient care

providers is described in detail by the Canadian Collaborative.*

In all the situations described above, medication management services have to be provided as a team effort. It is
becoming increasingly clear that individuals will no longer provide services in an isolated environment separate
from where and how the patient receives other health care services. For this reason, we devote significant space
in the next chapter to what it means to provide care in the primary care setting, alongside other patient care
providers, integrating medication management services with the medical care a patient receives.

Summary

Medication management services are now recognized and accepted as necessary to assure that patients are
taking medications that are appropriate for them, effective, safe, and convenient enough to be taken as intended.
These services, although relatively new to the health care system, result when pharmaceutical care is practiced,
which has been evolving for the past 20 years. These services have been shown to be necessary, they have
been demonstrated to be valuable, and they are now being delivered in all types of practice settings. Now it is
necessary to better understand the professional practice of pharmaceutical care that is at the core of all patient-
centered medication management services.
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Key Concepts

1.

Pharmaceutical care is a professional patient care practice, which, when provided as an organized service, is
experienced, documented, evaluated, and paid for as medication management services.

. Whenever expert knowledge is required to solve a specific set of problems, a “professional” is brought in to

intervene in another individual's life by making decisions and taking actions. A professional practice is
necessary to function as the ethical reference point, the clinical framework, and the basis for legal definitions
and defenses in the health care professions.

. All professional patient care practices, whether it be medicine, nursing, or dentistry, consist of three major

components; a philosophy of practice, a patient care process, and a practice management system.
Pharmaceutical care has all three components defined.

Pharmaceutical care uses the common vocabulary of medicine, nursing, and other patient care practices.
This is necessary to integrate pharmaceutical care with these services.

. The philosophy of pharmaceutical care practice consists of (a) a description of the social need for the

practice, (b) a clear statement of individual practitioner responsibilities to meet this social need, (c) the
expectation to be patient-centered, and (d) the requirement to function within the caring paradigm. A
philosophy of practice is expected when working with medicine and nursing and is practiced by all health care
professionals.

. The patient care process, which must be consistent with the patient care processes of the other health care

providers, consists of (a) an assessment of the patient's drug-related needs, (b) a care plan to meet the
specific needs of the patient, and (c) a follow-up evaluation to determine the impact of the decisions made
and actions taken.

. The practice management system includes all of the resources required to bring the service to the patient.

Physical space, the appointment system, documentation, reporting, evaluation, payment for the service, and
much more are included in the management of a service.

. Pharmaceutical care practice evolved from clinical pharmacy as a direct patient care practice with specific

standards of practice consistent with other health care providers.

Pharmaceutical care is a generalist practice. A generalist practice is necessary to structure specialist practices
because they are defined relative to the generalist practice (they use the same patient care process).

. As pharmaceutical care is a generalist practice, it is consistent with the concepts of primary health care

generally and the medical home specifically.
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The Need for a Professional Practice

It is most common for a professional practice to develop first and for the services that result from that practice to
be defined after the practice has been implemented and recognized as legitimate in the health care system. This
is not the case with medication management services. Although the professional practice of pharmaceutical care
was introduced and endorsed by the profession of pharmacy as early as 1990, by the time medication
management services were introduced in 2006, the practice had been extensively talked about but only minimally
developed in practice by practitioners. Perhaps this helps to explain the current confusion and lack of consensus
around medication management services today.

The professional practice of a patient care profession (such as medicine, nursing, dentistry, veterinarian
medicine) serves as the ethical reference point, the clinical framework for applying evidence and conducting
research, and the basis for legal definitions and defenses. So a professional practice is necessary whenever a
professional intervenes in another person's life. This is most relevant for the health care professions.

Ever since the functions of the physician and the pharmacist separated into different professions in the 1800s,
pharmacists have not been responsible for providing direct patient care. In fact, pharmacy is the only profession
included in the health science professions (medicine, nursing, dentistry, and veterinarian medicine), which does
not have (take) direct patient care responsibilities. Pharmacy has developed “differently” in this respect. Although
clinical pharmacy services are delivered in the “environment” of the patient and the pharmacist functions very
“close” to the physician, it is the physician or the nurse who still assumes ultimate responsibility for the decisions
or recommendations made by the pharmacist, in most situations.

As will be described later in the text, direct patient care involves three very distinct responsibilities: (1) assessing
each individual patient's needs, in a comprehensive manner, to determine what a professional must do to return
the patient to a state of health; (2) organizing all the available resources into a treatment plan, which will meet the
needs of the individual patient; and (3) following up with the patient in order to be held accountable for the
decisions made and the results achieved. Unless all three activities are performed to a consistent standard for
each patient, direct care to a patient has not occurred. So, the majority of pharmacists was not applying a
professional patient care practice in the same manner and to the same standard as the other health professionals
when medication management services became a reality.

As pharmacists had not consistently been taught a professional practice, it is especially difficult to communicate
the need for one, the importance of it, and the role that it plays in defining education, research, and practice
standards. For these reasons, we will start at the beginning and explain what a professional patient care practice
is and how it functions.

Characteristics of All Professional Practices

The professional practice described in this text, universally known as pharmaceutical care practice, was
developed to meet the standards and to be consistent with the professional practices of medicine, nursing,
dentistry, and veterinarian medicine. In fact, it was developed only after extensive study and observation of
medical and nursing practice from educational, research, and practice perspectives. The terminology for the
practice was selected carefully so that those practicing pharmaceutical care can easily integrate with those
practicing medicine and nursing. This practice was developed to survive the “fads” and “fancies” that come and
go, wax and wane, change and go away. It was developed to withstand economic pressures and changes in
social norms and expectations. It should be a practice that serves the patient and the practitioner well for many
decades to come.

However, because it is a new professional practice, new to practitioners, new to patients, and new to the health



care system, we believe that it is necessary to begin with the basic question, “What is a professional practice?”
This question is especially challenging as other health care practices (e.g., medicine, dentistry, nursing, and
veterinary medicine) have existed for such a long time and have changed in relatively small ways that we tend to
take for granted what a health care practice is and how it functions. We are also likely to assume that the internal
logic and processes of practices (such as medicine, nursing, and dentistry) have been clearly defined and
systematically studied. This has not been the case. However, over time, these professions have evolved with a
reasonably well-understood conceptualization of what it means to “practice” their responsibilities. Thus, almost
every physician, for example, tacitly understands her roles, responsibilities, and the rules that define practice.
Pharmacy is presently coming to terms with definitional developments as these shape practice.
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A professional practice is the application of knowledge which is guided by a philosophy and
purpose to the resolution of specific problems. This special knowledge held by a practitioneris
applied according to a standard that is accepted by professional review. Moreover, practice is the
experiences a practitioner encounters during the process of caring for a patient.

All health care professionals bring their knowledge and expertise to patients in the form of a practice. Indeed, in
common use, “practice” refers to what those with knowledge actually do or can potentially do. At best there is a
tacit understanding that the application of specific forms of knowledge to daily actions constitutes practice. Also,
there is the confusing, but frequent, reference to practice as “place” or context—where the action occurs. In short,
practice is a concept that all too frequently appears vague, confusing, and somewhat taken-for-granted.

Practice is more than simply a list of activities—no matter how important these may be to those conducting them.
Most importantly, “practices are not just agents' activities but also the configuration of the world within which those

activities are significant.”1 Within the context of pharmacy, the concept of practice has taken on the oversimplified
meaning of “doing.” That is to say, practice is generally taken to mean whatever activities pharmacists engage in
at any given time. This view is simply too narrow.

Here, our purpose is to broaden the conceptualization of practice and provide it with a deeper meaning than that
found in common use. Practices are more than the application of knowledge to some ill-defined end. Practices
contain a strong commitment to providing good. Thus, for our present purpose, practicing pharmaceutical care
means to apply knowledge to promote the well-being of others. In this sense, practice clearly contains a strong
ethical component that defines purpose and end. Morality is to be seen as inescapably an integral part of all
practices. Any practice must have a clear, recognizable understanding of its internal goods, goods shared by all
members of the community participating in the practice. There must be a common understanding of, and
commitment to, a moral purpose that sets it apart from the more general, discursive, moral frameworks that
define goods external to the practice. For Maclntyre, virtues have a key role to play in sustaining practices. He
contends that:

Every practice requires a certain kind of relationship between those who participate in it. Now the virtues are
those goods by reference to which, whether we like it or not, we define our relationship to those people with whom

we share the kind of purposes and standards which inform practices.2

When we place this within the context of pharmaceutical care, we contend that its practice requires a shared
understanding of, and commitment to, those values and virtues that promote group solidarity (practitioners),
circumscribed by a commonly held philosophy that defines rules, roles, responsibilities, and purpose. Moreover,
as Maclntyre makes quite clear, practices consist of whole systems of meanings, and are not to be seen as
confined to those skills and technical interventions which tend to dominate as defining characteristics of this



concept. Thus, he observes, “brick-laying is not a practice; architecture is. Planting turnips is not a practice,

farming is.”3

Practices must also be sustained over time. In a real sense, this means that the foundations that support them
must be solid and provide ongoing reference points for practitioners. Practices build traditions and become
socially visible. They act as the source of practitioner identity and prepare nascent members for future growth and
development. Like culture, practices exist before any particular individual, and “acculturate” future members into
the group.

Furthermore, they “are identifiable as patterns of ongoing engagement with the world, but these patterns exist
only through their repetition or continuation.” These patterns “are sustained only through the establishment and

”

enforcement of ‘norms” and standards. Thus, practices depend not on the autonomous (often idiosyncratic)
actions of practitioners, but on whether they “understand and respond to one another as capable of acting in
accordance with norms.” It is important to recognize that central to the very notion of a practice is the idea that

“practices are understood by their practitioners as enforced.”! The norms that sustain practice must be held in
common by all practitioners.

Pharmaceutical care embraces norms and expectations of performance that must be accepted by all who claim to
practice it. This is not to suggest an authoritarian presence, but rather to define standards of practice, and
thereby provide a rationale for all those electing to commit to the practice itself. A complete set of the standards of
practice for pharmaceutical care practice is in Appendix 1 of this book.

In light of the above discussion, pharmaceutical care practice is defined by its foundational philosophy, dedicated
to a patient care process with all its attendant responsibilities, and is an acceptance of accountability for all
practitioner interventions. Moreover, pharmaceutical care practice provides a visible, consistent identity for its
practitioners. Public scrutiny will reveal practitioners who hold specific responsibilities in common. The identity of
such a practitioner will be clear and meaningful to patients and other health care providers alike.

Components of a Professional Practice

It might be helpful at this point to review the difference between practice and service; in this case, pharmaceutical
care practice from medication management services. As described above, pharmaceutical care practice is the
specific application of scientific knowledge and clinical experience to the needs of a patient in a very specific
manner to achieve a very specific end. When these individual, patient-specific activities are organized and
integrated into the health care system and a delivery system is developed, which allows the practitioner to
“practice” his profession repeatedly, on a daily basis, complete with an appointment process, defined care
process, reimbursement system, and everything else needed to “practice,” then a service is being provided. So,
what is seen from the practitioner's perspective is his practice, what is seen from the patient's side, is the service
being delivered.
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All patient care practices consist of three primary components: (1) the philosophy of practice,
which is the ethical foundation for the practice and prescribes appropriate professional behavior;
(2) the patient care process, which organizes the knowledge and decisions that need to be made
and the actions that need to be taken; and (3) the practice management system, which allows the
services to be delivered in an organizational structure that assures quality, accountability, and
payment in order to sustain the long-term viability of the practice.




Figure 2-1 illustrates the relationship of the three components to each other.

FIGURE 2-1
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Source: Cipolle RJ, Strand LM, Morley PC: Pharmaceutical Care Practice: The Patient-centered Approach
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The components of a patient-centered practice.

The philosophy of practice is the base or anchor for a practice. It is the moral compass so that the patient care
process and the practice management system can constantly push against it and determine what is appropriate
and consistent with that philosophy. The philosophy of practice is different from the other components in that it is
quite stable, it does not change on a day-to-day basis, and it only changes or evolves slowly, over time.

We can see from the figure that the patient care process determines the type of management system needed to
support its activities on a daily basis. The patient care process represents the work that must be accomplished
and the practice management system must facilitate that work every day.

Each of the components of a professional practice serves a slightly different purpose. The philosophy of practice
is prescriptive in that it informs the practitioner of what is and is not acceptable behavior; it outlines the
responsibilities of the practitioner, and it claims a social purpose for the profession. In addition, it prescribes the
working paradigm so everyone knows what is expected of the practitioner. The patient care process, on the other
hand, describes the work that occurs between one practitioner and one patient. It sets the standard for the care
process so that patients and practitioners know what to expect. The patient care process provides the practitioner
with a decision-making process that is explicit, comprehensive, systematic, and effective each time it is applied in
practice. This is most important in the case of health care where the practitioner is making decisions that impact
another person and the impact can be dramatic (life-saving or life-ending). To intervene without a philosophy of
practice and a patient care process would be unethical and very unprofessional. The standards of care for
pharmaceutical care practice are described in Chapters 6, 7, and 8 and in Appendix 1.

The practice management system is defined not at the practitioner and patient level, but at the health care system
level. The practice management system organizes what the practitioner does on a patient-specific, individual
level, into a set of services that contribute value and are worthy of payment. The practice management system
provides the support needed by the practitioner to provide services to as many patients as possible in the course
of the day. This support can be personnel, space, equipment, billing, and documentation, to name just a few of
the necessary resources to make a professional practice financially viable and long lasting. The practice
management system is what makes it possible to deliver quality in education management services.


http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/content.aspx?bookid=491&aid=56173104

Pharmaceutical Care as a Professional Practice

Definition Pharmaceutical care is a practice in which the practitioner takes responsibility for a patient's drug-

related needs, and is held accountable for this commitment.4 In the course of this practice, responsible drug

therapy is provided for the purpose of achieving positive patient outcomes. 40

Each of the practice components will be described in detail in their own chapters in this textbook. However, it is
useful to see all of the components summarized together before the pieces are dissected and discussed. This
practice should become the focus of the curricula in colleges of pharmacy, and it will become the organizing force
for practice research in the years to come. As it will define how pharmacists provide care in the future, it needs to
be understood by all stakeholders in providing medication management services. Following is an abstracted
description of the practice.

The Philosophy of Practice
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The philosophy of pharmaceutical care consists of four key elements: a description of the social
need for the practice, a clear statement of individual practitioner responsibilities to meet this social
need, the expectation to be patient-centered, and the requirement to function within the caring
paradigm.

At its most global level, it begins with a statement of social need to reduce drug-related morbidity and mortality.
The philosophy continues by describing how this social need is met only when fulfilling individual practitioner
responsibilities on a patient-specific basis, so these responsibilities are spelled out in detail for the practitioner.
The philosophy continues by prescribing how these responsibilities should be performed; namely, in a patient-
centered context, using a caring paradigm. These four constructs—social need, practitioner responsibilities,
patient-centered context, and the caring paradigm—work together to prescribe appropriate behavior when
engaged in pharmaceutical care practice. Unless this philosophy is internalized by its practitioners, it is difficult to
deliver care at a standard that can be defended ethically, clinically, and legally.

Statement of Social Need

Professions exist for the sole purpose of meeting a social need. Professionals are expensive to prepare, demand
autonomy, insist on regulating themselves, and are closed to those not meeting the requirements for inclusion.
However, in return for this privileged role in society, the profession must contribute meaningfully to solving a set of
problems better than anyone else in society. Pharmaceutical care was developed to optimize the use of
medications and minimize the drug-related morbidity and mortality associated with medication use. This
statement of social need moves from a slogan that can be repeated mindlessly to a meaningful raison d'étre only
when a profession's practitioners prepare themselves appropriately and fulfill their responsibilities on a patient-
specific basis.

Description of the Practitioner Responsibilities

As stated earlier, all professionals must be able to identify a set of problems more effectively than others to earn
the role of professional. This is certainly true in the practice of pharmaceutical care. Most simply stated, the
practitioner's responsibilities in pharmaceutical care practice are to identify, resolve, and prevent drug therapy
problems. This problem solving occurs during the patient care process, specifically as the practitioner assesses
the patient's drug-related needs.



Each and every patient deserves to be taking medication that is appropriate for the medical condition being
treated. Patients have a right to have all of their medical conditions treated with medications that work and they
have a right to be prescribed only those medications that are necessary for them. Patients deserve to be taking
only the most effective medications and to be taking them in therapeutic doses that can be effective for the
specific medical condition being treated. In addition, patients have a right to be on medication that will not cause
adverse effects and will be given in doses that are safe for the patient. Finally patients need to be able to take the
medication as indicated so adherence to the regimen produces the intended results. So, in summary, the
responsibilities of the pharmaceutical care practitioner are to ensure that all of the medications being taken by the
patient are appropriate, effective, safe, and able to be taken as intended.

Expectation to Be Patient-Centered

These responsibilities have to be carried out in a very specific manner to benefit the patient. The practitioner must
fulfill his responsibilities in a patient-centered manner. There has been significant discourse about the meaning of
patient-centeredness but most practitioners agree that it is difficult to grasp this concept. The easiest way to
describe this approach is that the patient comes first; the patient's needs determine all that you do and the patient
is at the center of all decision making, actions taken and results interpreted. No aspect of the care that is
delivered is done without including the patient, without letting the individual needs and preferences of the patient
dictate what occurs when the practitioner's responsibilities are executed. This is a very different mindset than
traditionally used in medicine. It translates into the pharmacist working for the patient, not the physician; the
pharmacist responding to the patient's needs, not the expectations of the employer or manager; the pharmacist
“finishing” when the patient meets their therapeutic goals, not when time runs out or interest wanes. The best way
to characterize patient-centeredness in pharmaceutical care practice is by reiterating the obvious, “drugs don't

have doses - people have doses.”®

Decisions about the future health care system are focused on patient-centeredness as a primary stimulus for
change. A professional practice without patient-centeredness as a key element to its philosophy has no role in the
future. The patient will be the “driver” of health care in so many different ways so patient-centered will be how
pharmaceutical care is delivered.

Need to Function in the Caring Paradigm

Much has been written about the concept of caring. In one way it is the simplest of concepts and in another way it
is complex. The paradigm certainly includes the feelings and actions associated with compassion, understanding,
human tenderness, respect, and even devotion. In pharmaceutical care it means doing all that one can to
decrease the suffering of others through the use of medications. To care for someone in pharmaceutical care
practice means we take the time and the energy to understand each individual patient's medication experience so
we can optimize future experiences with drug therapy. It means understanding the necessity for a therapeutic
relationship that involves trust and mutual respect and a commitment to take responsibility and be held
accountable for all that we do.

Caring is basic to all patient care professions but it must be acted upon, in a prescribed manner, meeting
established standards, to be considered professional caring. So unless we do the individual assessments of need,
unless we mobilize all the resources needed to meet those needs, and unless we follow-up to determine what
happens to our patient—we simply don't care. This concept is captured best in the phrase, “If you do not follow-
up, you do not care.” It should come as no surprise that the patient care process is simply a reflection of the
caring process: assessment, care planning, and follow-up.

The Patient Care Process
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The three major steps in the patient care process are (1) the assessment of the patient, his or her
medical problems, and drug therapies leading to drug therapy problem identification, (2) care plan
development, and (3) follow-up evaluations.

These steps are all highly dependent upon each other. The completion of all steps is necessary to practice
pharmaceutical care and to have a positive impact on your patient's medication experience. The process is
continuous and occurs over multiple patient visits. Your initial assessment, drug therapy problem identification,
and care planning occur at your first encounter with each patient, and follow-up evaluations and additional
adjustments to drug therapy occur at subsequent patient encounters. However, before we explore the three
steps, it is necessary to discuss the basic foundation of the patient care process, the piece of the patient care
process that occurs in the mind of the practitioner and cannot be seen in practice. This is the decision-making
process that is specific to the practice and is the trademark of the pharmaceutical care practitioner.

The Foundation of the Patient Care Process: The Pharmacotherapy Workup

All patient care practitioners, be they physicians, nurses, dentists, or pharmaceutical care practitioners, need a
structured, rational thought process for making clinical decisions. What makes a practitioner qualified to do his or
her work is the application of a unique knowledge base and set of clinical skills using a systematic thought
process to assess the needs of a patient, identify and resolve problems, and prevent problems from occurring. In
the case of the pharmaceutical care practitioner, this unique knowledge base is focused on pharmacology,
pharmacotherapy, and pharmaceutical care practice, in which the practitioner identifies, resolves, and prevents
drug therapy problems. The systematic thought process used in this practice is the Pharmacotherapy Workup.

Definition The Pharmacotherapy Workup is a rational decision-making process used in pharmaceutical care
practice to identify, resolve, and prevent drug therapy problems, establish goals of therapy, select interventions
and evaluate outcomes. It is a description of the thought processes, hypotheses, decisions, and patient problems
that occur during practice.

The Pharmacotherapy Workup is the cognitive work occurring in the mind of the practitioner while caring for the
patient. In contrast, the patient care process, is what the patient experiences when he or she receives
pharmaceutical care. This process is a series of interactions between patient and pharmaceutical care
practitioner. The patient care process is where the practitioner's unique knowledge and clinical skills are applied
to solve health care problems for patients.

The Steps of the Patient Care Process

The best way to think about pharmaceutical care practice is in terms of the work that occurs between the patient
and the practitioner. This work is described as the patient care process. The three steps of the patient care
process are illustrated in Figure 2-2, and the activities and responsibilities of each step are summarized in Table
2-1. The three steps in the patient care process are described in detail in Chapters 6 to 8.

FIGURE 2-2
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Assessment

Ensure all drug therapy is
indicated, effective, safe, and
patient is able and willing to

comply with instructions

Identify drug therapy problems

Evaluation

Record actual patient outcomes

Evaluate status as progress in
meeting goals of therapy

Reassess for new problems

Source: Cipolle R), Strand LM, Morley PC: Pharmaceutical Care Practice: The Patient-centered Approach
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The patient care process.

Table 2-1 Activities and Responsibilities in the Patient Care Process

Activities Responsibilities

e Meet the patient

e Elicit relevant information from
the patient

ASSESSMENT o Make rational drug therapy

decisions using the .

Pharmacotherapy Workup

Establish the therapeutic relationship
Determine who your patient is as an
individual by learning about the
reason for the encounter, the patient's
demographics, medication
experience, and other clinical
information

Determine whether the patient's drug-
related needs are being met
(indication, effectiveness, safety,
adherence), identify drug therapy
problems




» Establish goals of therapy » Negotiate and agree upon endpoints

o Select appropriate and time frame for pharmacotherapies
interventions to: with the patient and other providers
* resolve drug therapy « Consider therapeutic alternatives
CARE PLAN problems « Select patient-specific

« achieve goals of therapy pharmacotherapies

e prevent drug therapy « Consider nondrug interventions
problems o Education of the patient

o schedule follow-up
evaluation

Elicit clinical and/or laboratory
evidence of actual patient
outcomes, compare them to
the goals of therapy to
determine effectiveness of drug
therapy

e Evaluate effectiveness of
pharmacotherapy

Elicit clinical and/or laboratory » Evaluate safety of pharmacotherapy

. ¢ Determine patient adherence
evidence of adverse effects to . .
FOLLOW-UP * Make a judgment as to the clinical

EVALUATION ;jhe(;[(raarmme safety of drug status of the patient's conditions being
Py - managed with drug therapies
Document clinical status of .
" . « |dentify any new drug therapy
each condition being managed .
problems and their cause

with drug thergpy e Provide continuous care
Reassess patient for any new

drug therapy problems
Schedule the next follow-up
evaluation

Because the identification, statement of cause, prioritization, resolution, and prevention of drug therapy problems
represent the unique contribution of the pharmaceutical care practitioner, a separate chapter has been devoted to
this portion of the assessment (refer to Chapter 5).

Remember that the patient care process describes the interaction between the patient and the practitioner. It is
that portion of practice that is actually seen and experienced by both patients and practitioners. All practitioners
use the same patient care process and structured decision-making process regardless of the patient's
characteristics, the patient's medical conditions, the specific drug therapy being used, or the practitioner's
expertise.

Table 2-1 integrates both the cognitive (Pharmacotherapy Workup) and physical work (the patient care process)
of the pharmaceutical care practitioner. Each of these steps will be briefly presented here to describe the entire
patient care process.

Assessment

The purpose of the assessment is threefold: (1) to understand the patient and the patient's medication experience
well enough to make rational drug therapy decisions with and for him or her; (2) to determine if the patient's drug
therapy is appropriate, effective, and safe, and if the patient is compliant with his or her medications; and (3) to
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identify drug therapy problems.

The information required to make clinical decisions with your patient includes patient data (demographic
information, medication experience), disease data (current medical conditions, medical history, nutritional status,
review of systems), and drug data (current medications, past medication use, social drug use, immunizations,
allergies, and alerts).

The three major activities that occur during the assessment are as follows:

1. Gathering information from the patient, and the patient's health records

2. Eliciting the patient's medication experience

3. Making clinical decisions about the patient's medications and identifying drug therapy problems.

The assessment begins by getting to know your patient by discussing the patient's medication experience. The
medication experience is a new and important concept in health care (refer to Chapter 4 for a detailed description
of the patient's medication experience). Patients relate to the impact that taking medications have on their
everyday lives as their medication experience. The medication experience is the patient's personal approach to
taking medication. It is the sum of all the events in a patient's life that involve medication use. The medication
experience is the patient's beliefs, perceptions, understandings, attitudes, and behaviors about drug therapy. It is
these factors that will most directly influence the patient's decisions about whether to take a medication or not,
how much of the medication to take, and how to take the medication. Patients come with their own medication
experience. Our responsibility is to understand it and positively influence it.

Therefore, the more you know about the patient's medication experience, the more likely you are to have a lasting
and positive influence on it. The medication experience includes more technical aspects as well; the patient's
current medications, social drug use, immunizations, allergies, alerts, and medication history. It is usually easier to
deal with the technical aspects of the medication experience; however, your ability to influence these dimensions
depends upon how well you understand the patient's personal approach to taking medication. Take the time and
learn the skills to effectively elicit the patient's description of his or her medication experience—it will always be
worth your effort. The quality of the care you can provide depends upon it.

The pharmaceutical care practitioner has a responsibility to understand the patient's medication experience
because it directly impacts the decisions a patient makes about his or her drug therapy. Although physicians,
nurses, and pharmaceutical care practitioners can make suggestions to a patient, it is the patient who ultimately
decides what he or she will do about taking the medication.

The major decisions that the pharmaceutical care practitioner makes during the assessment include (1) whether
the patient's drug-related needs are being met at this time, and (2) whether the patient is experiencing drug
therapy problems. Therefore, an understanding of drug therapy problems is important. (See Chapter 5 for
details.)

Definition Drug therapy problems are undesirable events or risks experienced by the patient that involve or are
suspected to involve drug therapy, that inhibit or delay him or her from achieving the desired goals of therapy,
and require professional judgment to resolve.

These problems are identified during the assessment process, so that they can be resolved through individualized
changes in the patient's drug therapy regimens. Drug therapy problems are identified by assessing sociological,
pathophysiological, and pharmacological information of the patient, disease, and drug therapy collected during
the assessment step. The synthesis and application of this knowledge occurs in a logical, systematic manner
using the Pharmacotherapy Workup. (See chapter 6 for details.)
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The process used to identify whether or not the patient is experiencing a drug therapy problem requires a
continuous assessment of four logical questions:

1. Does the patient have a clinical indication for each of his or her drug therapies, and is each of the patient's
indications being treated with drug therapy?

2. Are these drug therapies effective for the patient's medical condition?

3. Are the drug therapies as safe as possible?

4. Is the patient able and willing to take the medication as intended?

When clinicians apply knowledge of patient, diseases, and drugs to this set of inquires, they can make clinical
decisions as to whether or not a drug therapy problem exists. If the patient is experiencing a drug therapy
problem, it can be classified into one of the seven categories described in Table 2-2.

Table 2-2 Categories of Drug Therapy Problems

Drug therapy
problem

Description of the drug therapy problem

Unnecessary drug
therapy

The drug therapy is unnecessary because the patient does not have a
clinical indication at this time.

Needs additional
drug therapy

Additional drug therapy is required to treat or prevent a medical condition.

Ineffective drug

The drug product is not effective at producing the desired response for
this patient.

Dosage too low

The dosage is too low to produce the desired response for this patient.

Adverse drug
reaction

The drug is causing an adverse drug reaction.

Dosage too high

The dosage it too high resulting in undesirable effects.

Adherence

The patient is not able or not willing to take the drug regimen as
instructed.

Once categorized, it is then necessary to identify the cause for each drug therapy problem. Knowing the cause of
the problem leads to the best solution for the patient. These three components are necessary to be able to
adequately describe the patient's drug therapy problem. This process includes identifying the medical condition
involved in the problem, the drug therapy associated with the problem, and the cause of the problem.

When multiple drug therapy problems are present, they need to be prioritized to determine which should be
addressed first. The order of priority of drug therapy problems is based on the patient's views regarding which
one is causing the most concern, the preferences he or she has toward addressing the problem(s), and the
clinical severity of the problem(s).

The result of the assessment of a patient's drug-related needs is the description and prioritization of the drug
therapy problem(s) to be resolved through specific interventions in the care plan. The identification and resolution
of drug therapy problems represents the unique contribution made to the patient's care by the pharmaceutical




care practitioner.
Care Plan Development

The purpose of the care plan is to organize all of the work agreed upon by the practitioner and the patient to
achieve the goals of therapy. This requires interventions to resolve drug therapy problems, to meet these goals,
and to prevent new drug therapy problems from developing, thereby optimizing the patient's medication
experience. These are described in detail in Chapter 7.

Care plans are developed primarily to help the patient achieve the established goals of therapy for each of his or
her medical conditions or illnesses. Constructing care plans is done in collaboration with the patient and, when
appropriate, other health care practitioners providing care to the patient.

Care plans are organized by medical condition, and a separate care plan is constructed for each condition or
illness. Constructing a care plan involves three steps: establishing goals of therapy, selecting appropriate
individualized interventions, and scheduling the next follow-up evaluation. If a patient has multiple medical
conditions, the care plans will have to be integrated and a single care plan presented to the patient.

The first and most important step in the care planning process is to establish goals of therapy for each medical
condition. Goals of therapy consist of a parameter, a value, and a time frame. Throughout the text, goals of
therapy are used to describe the future desired endpoints. The goals of therapy guide all subsequent decisions,
actions, interventions, and patient education. Therefore, goals of therapy must be explicitly stated, consistent with
the patient's preferences and desires, clinically sound, and observable or measurable in a stated time frame.
Perhaps most importantly, the goals of therapy must be understood and agreed upon by practitioner and patient.

Each care plan contains a plan of action to be taken on behalf of the patient. The specific actions are called
interventions.

Care plans contain interventions designed to

» resolve drug therapy problems
» achieve the stated goals of therapy
e prevent new drug therapy problems from developing.

The first interventions in a care plan should be those intended to resolve identified drug therapy problems.
Resolving drug therapy problems takes precedence within the care planning process because goals of therapy
cannot be achieved until and unless the patient's drug therapy problems are successfully resolved. Most common
interventions are to initiate new drug therapy, discontinue drug therapy, increase dosages, decrease dosages,
provide patient-specific education, or refer the patient to another health care practitioner with the expertise
needed to solve the patient's health problem.

A second type of intervention in care plan development ensures that the patient achieves the goals of therapy.
Interventions to achieve goals of therapy most often include changes in drug therapy regimens and individualized
patient instructions. These interventions include relevant patient education or instructions as to the optimal use of
medications, related technology, and/or diet and exercise to increase the probability of success with the
medication regimen.

Interventions made to prevent the development of drug therapy problems are necessary to complete a care plan.
These interventions are especially important for patients who have a higher than normal probability of developing
a drug therapy problem due to some identified risk factor(s).

The final step in every care plan is to schedule the follow-up evaluation to determine the outcomes of drug
therapy. During the follow-up evaluation, the results of care plan actions are judged as to their positive or negative
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impact on the patient. Therefore, the decision regarding when to schedule the next follow-up evaluation needs to
incorporate the timing of the expected positive outcomes, achievement of the goals of therapy, and the probable
timing of any negative outcomes including side effects and/or adverse reactions from the medication. If there are
multiple care plans, the schedules for the follow-up evaluations must be coordinated.

The patient and the practitioner always negotiate the components of the care plan including goals of therapy,
interventions, and the schedule for the next evaluation.

Follow-Up Evaluation

The purpose of the follow-up evaluation is to determine the actual outcomes of drug therapy for the patient,
compare these results with the intended goals of therapy, determine the effectiveness and safety of
pharmacotherapy, evaluate patient adherence, and establish the current status of the patient's medical conditions
being managed with drug therapy. These are described in detail in Chapter 8.

It should be noted that the term “outcomes” in pharmaceutical care practice is used to describe the actual clinical
result and should not be confused with the goals of therapy or general concepts of outcomes that are vaguely
defined.

The evaluation step is where clinical experience and new knowledge are gained. In fact, most learning occurs
during follow-up evaluations. The follow-up evaluation is the step in the process when the practitioner sees which
medications and doses were most effective or caused the most harm.

In a well-conducted follow-up evaluation, the practitioner evaluates the patient's response to drug therapies in
terms of effectiveness, safety, and adherence and also determines if any new problems have developed.

The specific activities performed at a follow-up evaluation are described as follows:

» Observe or measure the positive results the patient has experienced from drug therapies (effectiveness).

» Observe or measure any undesirable effects the patient has experienced that were caused by a drug therapy
(safety).

» Determine the actual dosage of medication the patient is taking that is producing the results observed
(adherence).

» Make a clinical judgment of the status of the patient's medical condition or illness being managed with drug
therapy (outcomes).

» Reassess the patient to determine if he or she developed any new drug therapy problems.

The practitioner must gather data to evaluate the effectiveness of the drug therapies. These data often include
the improvement or reduction of the signs or symptoms of the patient's medical condition or iliness.

Effectiveness is also evaluated using data to demonstrate the extent to which abnormal laboratory test results
have returned to within the desired or normal range. The practitioner must also gather data to evaluate the safety
of the drug therapies instituted in the care plan. Safety data include the evaluation of unintended pharmacological
effects (side effects) of the patient's drug therapy. Evaluation of safety data also includes whether laboratory tests
have become dangerously abnormal due to the drug therapy. Because both effectiveness and safety are
evaluated based upon the drug dosages that the patient has actually taken, it is important to determine patient
compliance at each follow-up evaluation.

A clinical judgment is made as to the outcome status of each medical condition being treated with drug therapies.
At each evaluation the status might be resolved, stable, improved, partially improved, unimproved, worsened, or
failed. Each term has a specific meaning in practice and contains two items of important information: the patient's
present condition and what was done to the drug therapy in response to the patient's condition. This clinical
judgment is recorded and compared to the status at each subsequent evaluation to determine if the individualized
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drug therapies are helping the patient to meet the desired goals of therapy.

At each follow-up evaluation, the practitioner must also determine if the patient has developed any new drug
therapy problems or illnesses since the last encounter. If so, the patient care process will begin all over again.

An important goal of completing the patient care process is to establish a meaningful, therapeutic relationship with
the patient. This relationship is different from any other relationship you might develop with an individual. It
involves a high level of trust, respect, and sharing. Without this relationship, the patient care process cannot be
completed well and the quality of care will be compromised. It takes time to develop such a relationship and it is
able to grow with each encounter. It is very difficult to provide pharmaceutical care without such a relationship.
The therapeutic relationship is discussed in detail in Chapter 4.

The Practice Management System

The key to a successful practice is to add new patients continually so the practice can become financially viable,
and survive over the long term. Providing care to a large number of patients requires an efficient and effective
structure and the appropriate resources to be successful. To accomplish this, a practice management system that
facilitates the work that must be done—in this case, provide pharmaceutical care, must be developed. This is
described in detail in Chapter 11.
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A practice management system includes all the resources required to provide a service to patients
in an effective and efficient manner.

The practice management system will involve the following major categories of information about the practice:

» a clear mission for the practice (a clear description of the service provided), this mission then defines the
environment and culture in which the service will be provided.

e recognition of all the resources required to deliver the service (it includes physical, financial, and human
resources, and it includes tangible and intangible aspects of these resources).

o development of methods for evaluation of the practice. In the short term this represents evaluation processes
that measure the practitioner's ability to manage the patient, and in the long term, the ability of the
practitioner, or in some situations a manager, to manage the practice. Both aspects will contribute to the
outcomes described above.

« identification of ways to reward the practitioner and financially support the longevity of the practice
(reimbursement mechanisms). This represents the value of the service to the patient in the short term and to
society in the long term.

The practice management system is invisible when one practitioner cares for one patient. It becomes crucial
when a practitioner must see 10 to 20 patients a day to earn the revenue needed to continue in practice. There
are a number of issues associated with managing a practice: some of them clinical, some legal, and many of
them business-related. Usually the clinician is not the best person to manage the practice and care should be
taken to identify the most qualified individuals when practices are established.

The Language and Vocabulary of Practice

We have introduced a number of new terms related to the professional practice into the pharmacist's vocabulary.
We want to take just a moment to emphasize the importance of vocabulary in patient care practice. The French
philosopher Paul Ricceur concluded that the most significant factor that connects us to the social world is
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language. Language constructs our realities, and shapes our sense of who we are.’

All health care professions, over time, have generated a descriptive language for their roles and responsibilities,
and they continuously introduce technical vocabularies that serve to define and delineate specific tasks and

interventions.8 These frequently function to specifically identify who is carrying out these acts. Thus, we find that
physicians customarily establish “diagnoses,” nurses perform “physical assessments,” and pharmacists practicing
pharmaceutical care conduct “assessments of drug-related needs.”

On the surface much of this is self-evident. However, as pharmaceutical care practice develops, its
language/vocabulary describing unique purpose and function, process, and action(s) taken must also evolve and
represent these to others. This cannot be overemphasized for it is through language/vocabulary that we will
communicate what we do, for whom, and how we do it. In short, we communicate our identity as practitioners, our
responsibilities, and our particular unique knowledge base, through our language. Therefore, pharmacists must
learn the new language of pharmaceutical care practice and use it consistently.

Our language/vocabulary will communicate our practice, its meaning and value, to all other health care
professionals, patients, third-party payers, potential clients, university colleagues, and other members of the

general public. Furthermore, the language we use is a form of empowerment.9 It is essential that pharmaceutical
care practitioners learn to “speak with authority” on those matters that lie within his or her area of expertise. To
engage in clinical discourse with other health care practitioners requires that pharmacists speak-like-clinicians,
and articulate their expert recommendations with a technical clarity that conveys meaning. There is no room for
obfuscation in clinical exchange. Language is also about legitimacy and recognition. Other practitioners will listen
to and respect those who present authoritative knowledge and information in competent, coherent language. This
is certainly the case when any unique body of knowledge, sometimes seemingly wrapped in highly technical
disciplinary-bound “jargon,” is communicated to “outsiders.”

To facilitate a “beginning,” we have constructed a glossary at the end of this book that provides a point of
departure in our attempt to build and communicate the essence of pharmaceutical care practice to other
practitioners and to patients. We have included those terms most directly related to pharmaceutical care practice.
We encourage readers/practitioners/students/patients to build upon this vocabulary as they focus on the
importance of linguistic competency in practice.

This special emphasis on language is made here because as we mentioned earlier, the pharmacy profession
developed differently from medicine and nursing. Its focus has been the drug product and not the patient for most
of its existence. The profession has developed its own vocabulary in its isolation from other direct patient care
providers, and this now is causing a significant amount of confusion for all involved. Pharmacists must be
cognizant of these differences as they move into positions of direct patient care. Misunderstandings about
vocabulary can have dire consequences when a patient's health is the subject of the confusion. For this reason,
we will take a moment to illustrate how key terms are used differently in pharmacy and the rest of the medical
world. It should be obvious that pharmacists will have to “give up” their meanings and adopt the common
definitions for terms as used by other health care providers if they want to participate on a team of health care
practitioners.

Some of the terms that have developed different meanings for pharmacists than for the other patient care
providers include practice, care, standards of practice, counseling, generalist, specialist, and many more
examples are available. A few of these will be discussed to illustrate the point.

For all other patient care providers, one's practice includes the specific type of care that is delivered and the type
of patients who receive that care. For example, a physician might describe his practice in the following manner: |
provide pediatric care to patients between the ages of 6 months and 16 years. | see approximately 20 patients a



day in my practice, which includes two other physicians, a nurse practitioner, and two nursing assistants.
Pharmacists, on the other hand, are used to describing their practice by the physical building in which they work.
“l am in retail practice, long term care practice, or hospital practice.”

Pharmacists usually include all the activities they perform (even dispensing-related functions) in their meaning of
caring for a patient. This is a very different meaning than that used in the practice of medicine. To care for a
patient, three activities have to be performed in their entirety for each patient: (1) an assessment of their
individual needs, (2) an individualized care plan that brings all the necessary resources together must be
developed for the patient, and (3) follow-up with the patient must occur to determine the actual outcomes that
result from the decisions made by the practitioner. This is what is meant when someone says they have provided
care to patients. These three activities are not optional, one is not provided without the other, and, the content of
the activities are defined by the patient's needs, not the practitioner's time availability, personal preference, or a
manager's wishes.

Standards of practice traditionally have had a different meaning in the pharmacy profession. Standards have
routinely been determined by surveying what pharmacists are presently doing and then the professional
organizations turn these common activities into the standards of practice. These standards of practice are
optional and can be chosen to reflect personal preferences, time availability, and comfort with the activity.

In patient care practice, these standards are defined by performance at 100% when care is delivered
comprehensively and optimally to a patient. These standards of care are consistent across patients, independent
of disease or drug therapy, and are transparent to both patient and other practitioners. Patient care standards are
not optional, negotiable, or based on individual preferences. Patient care must be evidence based, thoroughly
and expertly performed and all practitioners must be accountable for their decisions and actions. This requires a
very concise and comprehensive definition of the standards of care within a professional practice. These have
been developed for pharmaceutical care and will be discussed in detail in the chapters to follow.

Counseling is a word used by the pharmacy profession to describe the “patient care” activities performed by
pharmacists at the time of dispensing a prescription. For many years pharmacists sought payment for performing
“counseling” activities. These activities included giving patients directions for taking the medication as prescribed,
cautioning the patient about potential side effects and/or answering questions patients have about their
medications. Medicine uses the word “counseling” to mean something very different. First, counseling is done
only by licensed clinical practitioners in medical practice. For example, social workers, psychologists, psychiatrists,
ministers, and crisis interventionists would all have a clinical license to “counsel” patients. So, imagine the
confusion when pharmacists constantly talk about “counseling” patients in a retail pharmacy setting.

Another concept that is frequently confused is that of a generalist and specialist practitioner. In medicine,
specialists developed to address more complex problems than can be managed by the generalist. In pharmacy,
“specialists” were developed more as content experts and didn't evolve relative to the care provided by generalist
practitioners since there were no generalists. Generalists and specialists use the same philosophy and patient
care process, which is why specialists evolve to solve more complex problems relative to the generalist and
specialists evolve after the generalists. Pharmaceutical care was developed as a generalist practice and the
meaning of this will be described in the next section.

There are many other words that are used differently, and this will interfere with the smooth integration of the
pharmacist into the medical team where patient care is the common goal. This point is made so strongly here
because the practice of pharmaceutical care was developed using the vocabulary and meanings of the patient
care professions and not the vocabulary of the pharmacy profession.
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The words used to describe pharmaceutical care are chosen carefully and their definitions are
very specific to their use in practice. This, among other things, is why it is very easy to integrate
the practice of pharmaceutical care with the practice of medicine or nursing or any of the other
patient care professions. Without a common language, little care can be delivered and many
negative consequences are possible.

Pharmaceutical Care as a Generalist Practice

The practice of pharmaceutical care has been developed as a generalist practice. This is significant because
clinical pharmacy practice developed as a specialty practice. Although this has occurred, it is not the way
medicine functions and in order to be successful in patient care, pharmacists will need a generalist practice on
which to build its specialist practices. This practice will be pharmaceutical care practice. Both the definition of a
generalist practice and the need for a generalist practitioner are described here.

Generalist Practitioner Defined

Definition A generalist practitioner is one who provides continuing, comprehensive, and coordinated care to a
population undifferentiated by gender, disease, drug treatment category, or organ system (adapted from

American Boards of Family Practice and Internal Medicine).10=11

The European Academy of Teachers in General Practice developed a standard definition for general practice
(and Family Medicine). In doing so, they describe 11 characteristics of a general practice, the first characteristic
being:

“the point of first medical contact within the health care system, providing open and unlimited access to its users,
dealing with all health problems regardless of the age, sex, or any other characteristic of the person concerned.”

Other characteristics within this comprehensive definition of general practice include: coordinating care with other
professionals, being patient-centered, establishing a relationship over time, providing longitudinal care, using a
specific decision-making process based on the prevalence and incidence of illness in the community, managing
simultaneously both acute and chronic health problems, early management of risk factors, promoting health and
well-being within the community, and dealing with health problems in their physical, psychological, sociocultural,

and existential dimensions.‘I1
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The pharmaceutical care practitioner assesses all of a patient's medications, medical conditions,
and outcome parameters, not just those chosen by disease state, drug action, or quantity of
medications consumed. The generalist identifies, resolves, and prevents drug therapy problems
up to a level of complexity defined by the standard of care for practice.

Although disease state management became popular as an approach to patient care, and one commonly taken
by clinical pharmacists in practice, it has recently been shown to have less value than originally predicted.
Treating a single disease in patients with an average of five to eight comorbidities has limited utility, especially as
it applies to medications. Selecting out certain disease states because of familiarity and confidence, or personal
interest, is not consistent with the patient-centered philosophy of pharmaceutical care practice. It is necessary to
make an assessment of all of a patient's drug-related needs and apply the same standard of care across all
diseases and all medications. Once a basic standard of pharmaceutical care is assured, then specialists can solve




problems that the generalist is not capable of solving.

Patient care specialists in health care disciplines are defined relative to the generalist. Therefore, only when
pharmaceutical care is practiced widely, and practitioners become familiar with the practice process, can
specialists develop practice areas. The generalist and the specialist must have the same philosophy of practice,
use the same patient care process, have a common vocabulary, and refer patients back and forth between
themselves for the practice to work efficiently and cost effectively. In pharmaceutical care, the complexity of the
drug therapy problem will dictate whether the patient's pharmacotherapy is best managed by a generalist or by a
specialist, so both must be identifying and resolving drug therapy problems.

The generalist practice described here is applicable in all patient care practice settings, including ambulatory,
long-term care, hospital, and clinic settings. The practice of pharmaceutical care does not change depending
upon setting because the practice can accommodate all types of patients and medical conditions, as well as all
types of drug therapies.

The data indicate that over half of all patients have drug therapy problems that must be solved. Problems of
inappropriateness, ineffectiveness, and unsafe medications as well as the lack of adherence all occur at a high
frequency. Young patients, old patients, patients with all types of medical conditions on all types of medications,
even those patients who are not taking medications but need them, experience drug therapy problems.
Therefore, for the foreseeable future, efforts should be directed at preparing generalist practitioners who are able
to provide pharmaceutical care.

Pharmaceutical Care as Primary Health Care

As pharmaceutical care was developed as a generalist practice, it is ready for integration into primary care
practice. Primary care has always been an important part of medical care in countries other than the United
States. In the United States specialty practice has been the primary delivery structure for the past four decades.
This is about to change since the Health Care Reform Act of 2010 reintroduces primary care in the form of the
Medical Home as the structure for the future. The Medical Home concept takes primary care to the next level.
However, first, let's understand what is meant by primary care so it becomes clear how pharmaceutical care can
be easily integrated into both primary care and the Medical Home.

Primary Care Defined

The distinguished physician and bioethicist Eric Cassell identifies primary care medicine “as the capstone of

twentieth century medicine,” and “the foundation for twenty-first century doctoring.”12 Primary care is rapidly
emerging as the dominant form of medical practice within the context of managed care. Indeed, as Cassell
contends, primary care has emerged as a “sophisticated generalism” that is “propelled by the mismatch between
the high-technology medicine at which we excel and the health care needs of large groups of the population—for

example, the poor, chronically ill, aged, and disabled.”12

Historically, primary health care has been afflicted with ambiguity and has taken on several different meanings.
One of the earliest definitions (1920) focused on organizing medical services into primary health centers and

teaching hospitals.13 This organizational framework—*“definition-by-location”—was used to organize medical
services until 1978 when an international conference (Alma-Ata) moved the emphasis from medical to health
services. This was a significant change as it broadened the concept, and somewhat subverted medical hegemony
as the “defining” force.

This broader, more sociocultural, ecological framework also contained explicit acknowledgment of the political



nature of all health matters. Indeed, what is essentially an anthropological conceptualization challenged the
biomedical model and the professional dominance of the medical profession. Finally a radical humanistic
approach to health that opened all areas of health care to critical scrutiny was being offered. So primary health
care was transformed into a more collaborative effort with numerous health professions participating in the
provision of services.

After 1979, discourse on primary care appeared in the form of two distinct views. The first was developed by the

World Health Organization (WHO), which focused on operationalizing an “approach” to primary care.14 This
particular approach encompassed a broad range of interests: health education, environmental sanitation,
prevention, drugs, nutrition, and traditional medicine. The WHO approach was most commonly accepted in less
developed or modernizing countries.

The second view of primary health care was more focused on a constellation of health activities and/or

emphasized temporality or a basic “level of service,” usually at the point of first contact.1® These services might
include responsive care for episodic illness, continuing care for chronic illness, health screening and monitoring,

preventive services, appropriate health education, and integration with care in acute and long-term institutions. 16

This view of primary care was most commonly accepted in developed countries such as the United States.

Practitioners have been differentiated over time as primary, secondary, or tertiary, based on the variety of
problems encountered. Primary care practitioners are seen as those encountering greater variety among the
most common diagnoses (50% of all visits), whereas the secondary and tertiary practitioners see more variety

among the rare diagnoses.13 In addition, a larger percentage of primary health care visits are prevention related
and involve more patients who are continuing in care than are coming into the health care system for the first

time.13

Regardless of the view taken, either the “approach” of the WHO, or the alternatives emphasizing “levels of
service,” there are common core elements to primary care. These may be summarized thus:

» services that are comprehensive, continuous, coordinated, accessible, and acceptable
» strategies for serving the vulnerable

« first contact care (gate keeping function)

o “de facto” care for most people's problems, most of the time

» care provided by multiple practitioners

« emphasis on health not medicine

 proliferation of generalist practitioners

Developed countries such as the United States will have to undergo a significant conceptual shift to move beyond
specialized medicine to the concepts of primary health care. Subtle shifts from specialized medicine to a more
“generalist” practice of primary care are reflected in the change in focus from iliness to health, and from cure to
prevention and care. Also, important shifts in content must occur. We should expect to see movement from an
emphasis on specific problems to one on comprehensive care, episodic care to continuous care, and treatment to
health promotion. We can also expect the increased emergence of teams whose members are drawn from a
number of professions. Solo practice is already a thing of the past. These changes are beginning to take shape in
the United States.

Primary health care is “based on the centrality of the patient rather than on an organ system or a disease, as is
the case with specialism.” Moreover:

It is addressed to both the sick and the well. It understands functional impairment and disease to be processes
that enter into the patient's life story, so that its interventions are chosen with the development of that story in



mind. Because of this, it is as well suited to prevention as to treatment, to children as to adults, and especially to

the care of the chronically ill, who make up the largest number of sick in our society.‘|2

Cassell concludes:

Primary care medicine can best be provided by generalists who are specifically trained to meet the broad, as well

as the intellectually and technically exacting, demands implied in the definition of the term.12

Hibbard and Nutting also offer a valuable description of primary care, which serves to “situate” pharmaceutical
care in this context.

...primary care is distinguished by being ‘front-line' or ‘first contact' care, person-centered (rather than disease or
organ system-centered), and comprehensive in scope, rather than being limited to iliness episodes or by the
organ systems or disease process involved. Primary care is distinguished from other levels of care by the scope,
character, and integration of the services provided. Primary care practitioners deal with ambulatory patients at the
initial interface of the individual with the health care system. Patients present with a variety of illnesses, ailments,
and concerns that represent early stages of disease that are not easily classified by organ system or diagnostic
label. Often patients have multiple problems, and a rational approach to one problem may make another worse.
Primary care thus provides an integrating function, balancing the multiple requirements of the patients problem(s),
using information developed from many sources, and developing a strategy to help each individual achieve the

highest level of function possible.17

This definitional framework leads us to conclude that in all conceptualizations of primary health care the patient's
needs dictate the services required. Therefore, primary care is not the same as specialized services such as
disease management, pharmacokinetic services, or drug utilization review. In addition, we can conclude that
practitioner selected services, or those specified by health care plans such as formulary control, adverse drug
reaction (ADR) reporting, and generic/therapeutic substitution are not necessarily a subset of primary health care
because, to be a subset of a patient's care plan the whole must exist.
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Pharmaceutical care, in theory and practice, is primary health care.

Indeed, the basic focus of primary health care and pharmaceutical care are the same. These include

» patient-centeredness

» addresses both acute and chronic conditions

» emphasizes prevention

» documentation systems continuously record patient need and care provided
e accessible, frontline, first contact

» continuous and systematic care

« integration of care

e accountability

« emphasis on ambulatory patients

 includes educational/health promotional intervention

These concepts apply to the primary care practice environment and are consistent with the new concept of the
medical home.

Medication Management Services in the Medical Home



These defining characteristics of primary care have also become the principles of the Medical Home concept,
according to the Patient-Centered Primary Care Collaborative (PCPCC). The Task Force on Medication
Management Services of the PCPCC has taken the concepts of primary care as expressed as the principles of

the Medical Home and applied them to the practice of pharmaceutical care.18Table 2-3 demonstrates how well
the practice of pharmaceutical care accommodates and integrates with the principles of the medical home.
Certainly this service is ready to facilitate the work that needs to be done in this practice context.

Table 2-3 Contribution of Medication Management to Medical Home Principles

Medical home Medication management contribution

principle

Personal

relationship with The therapeutic relationship is established and the patient's medication
physician or experience is revealed and used to improve care.

other practitioner

The rational decision-making process for drug therapy is utilized and the
Team approach assessment, care plan, and follow-up of drug therapy is integrated with the
team's efforts.

Comprehensive
whole/person
approach

All of a patient's medications (regardless of source) are coordinated and
evaluated to ensure they are appropriate, effective, safe, and convenient.

Coordination and | The intended therapeutic goals, which are made measurable and

integration of individualized to the patient, serve to coordinate and integrate the patient's
care care with other team members.

Quality and Drug therapy problems are identified, resolved, and prevented in a systematic
safety are and comprehensive manner so everyone is working most effectively to realize
hallmarks appropriate, effective, safe, and convenient drug therapy for the patient.
Expanded Physicians are extended, made more efficient and more effective through the
access to care optimal management of a patient's medications.

Added value is Clinical outcomes are improved, return-on-investment is positive, acceptance
recognized by patients is high, and physician support the practice.

See reference 18.

All that remains in describing the professional practice of pharmaceutical care is to speak to its origins.

Origins of Pharmaceutical Care Practice

Pharmaceutical care practice developed out of the need to re-professionalize pharmacy, much the same way as
nursing re-professionalized itself during the 1980s and 1990s. Although the science around the use of

medications was expanding exponentially, the efforts to apply this knowledge in practice, as a practice, were not
working in either the clinical pharmacy or the clinical pharmacology paradigms. In an effort to get this knowledge



to more patients in a more effective manner with more efficient systems, pharmaceutical care was born.
Pharmaceutical Care as the New Paradigm

Pharmaceutical care was first used to describe the care that a given patient requires and receives, which assures
safe and rational drug usage. Although the term has been used a number of times since its introduction,

elaboration was not substantially forthcoming until Brodie et al.19 suggested that pharmaceutical care includes
the determination of the drug needs for a given individual and the provision not only of required drugs but also of
the services necessary (before, during, and after treatment) to ensure optimally safe and effective therapy.
Brodie's conceptualization includes the idea of a feedback mechanism as a means of facilitating continuity of care
by those who provide it. Thus, Brodie's work contributed to furthering the cause of safe and effective drug use
and paved the way toward heightened consciousness and greater public/professional discourse. The changes
that occurred subsequent to his work focused primarily on controlling the availability and distribution of the drug
product, and not specifically on patient need within identifiable clinical parameters.

In 1988 Hepler,20 in a more philosophical vein, described pharmaceutical care as “a covenantal relationship
between a patient and a pharmacist in which the pharmacist performs drug use control functions (with appropriate
knowledge and skill) governed by the awareness of and commitment to the patient's interest.” Hepler and Strand,

in 1990,4 published a paper that provided a conceptualization of pharmaceutical care that stimulated widespread

debate within the profession. A more detailed account of this history is provided by Posey.21 It is the following
definition that best characterizes Hepler and Strand's foundational conceptualization:

Pharmaceutical care is that component of pharmacy practice which entails the direct interaction of the pharmacist

with the patient for the purpose of caring for the patient's drug-related needs.*

Hepler and Strand emphasized that two activities must occur for pharmaceutical care to be delivered. First, the
practitioner takes time to determine the patient's specific wishes, preferences, and needs concerning his or her
health and iliness. Second, the practitioner makes a commitment to continue care once it is initiated. From this
fundamental premise it follows that “pharmaceutical care is the responsible provision of drug therapy for the

purpose of achieving definite outcomes that improve a patient's quality of life.”4

Hepler and Strand also placed considerable emphasis on the adoption of a strong patient focus, and the
development of a therapeutic relationship in which both patient and practitioner work together to resolve complex
issues. Moreover:

Pharmaceutical care is a necessary element of health care, and should be integrated with other elements.
Pharmaceutical care is, however, provided for the direct benefit of the patient, and the pharmacist is responsible
directly to the patient for the quality of that care. The fundamental relationship in pharmaceutical care is a
mutually beneficial exchange in which the patient grants the authority to the provider and the provider gives

competence and commitment (accepts responsibility) to the patient.4

The concept of pharmaceutical care, as enunciated by Hepler and Strand, has received widespread
acknowledgment as the foundational mandate for the profession of pharmacy. In this sense, the profession has
been redefined as a patient care practice profession with a direct and manifest responsibility for patient care.

The Practice of Pharmaceutical Care Emerges

Although the concept of pharmaceutical care was widely accepted by the profession as early as 1990, the

practice itself was not defined until 1998 by Cipolle, Strand, and Morley.22 The definition of the practice resulted



from a 5-year research project conducted from the University of Minnesota. The research involved 20 different
community pharmacy practice sites and 54 practicing pharmacists. This project brought together the results of
more than 20 years of research efforts that had been started by Strand in 1978.

Strand's work began with looking for a rational, systematic approach to decisions made in practice to treat with
medications. Strand's research with physicians who were selecting treatment for essential hypertension failed to

produce empirical evidence of a rational approach.23 Therefore, Strand, with the assistance of Cipolle, beginning
in 1978, and Morley in 1983, worked to develop a cognitive process in which the drug-related needs of patients
could be approached systematically and comprehensively.

These efforts resulted in the creation of a problem-solving process applied to the use of drugs. It was presented
initially as a means to document drug therapy decisions and was called the Pharmacists Workup of Drug

Therapy.24 This Workup, which has undergone continuous revision since its inception, has proven effective in
structuring and framing drug use decisions. The Pharmacists Workup of Drug Therapy became the patient care

process for the practice described in this volume and is now called the Pharmacotherapy Workup.25

This systematic problem-solving approach allowed Strand, Cipolle, and Morley to further focus their efforts to
clearly define the responsibilities of a practitioner managing a patient's drug therapy. It became clear that such a
practitioner had two primary responsibilities: (1) to assure that all of a patient's drug therapy was appropriate, the
most effective possible, the safest available, and convenient enough to be taken as indicated, and (2) to identify,
resolve, and most importantly, prevent any drug therapy problems that interfered with accomplishing the goals of
therapy. These responsibilities were defined in 1990, and, became the foundation for pharmaceutical care

practice.26

With the practice successfully defined in 1998, efforts could be directed toward changing the educational
preparation of pharmacists to more closely meet the needs of practice. In addition, payment mechanisms for
delivering these services would be necessary to continue to practice. Toward these ends, the American Medical
Association approved reimbursement codes in 2004, the Federal Government passed the Drug Benefit of
Medicare in 2006 and State Medicaid programs started to pay for the service in 2006. The practice of
pharmaceutical care has now been shown to add value, improve care and has become a permanent fixture in the
care of patients around the world.

Summary

Medication management services require a professional practice as its ethical, clinical, and legal basis.
Pharmaceutical care is this professional practice. A professional practice includes a philosophy, patient care
process, and practice management system. In addition, a professional practice has standards, a specific
vocabulary, and must “fit” with the other patient care professional practices. Pharmaceutical care meets these
requirements and “fits” nicely into the primary care context that has emerged in the United States called the
medical home. In other words, pharmaceutical care practice has finally found its home. Now it is necessary to
understand each of the components of the professional practice in more detail, and we will start with the
philosophy of practice in the next chapter.
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The components of a patient-centered practice.

The patient care process.
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Key Concepts

1. The philosophy of practice is the most important concept of a professional practice, but the most difficult to
grasp because it is the only component that is not tangible.

2. A philosophy of practice is the set of values that guides a practitioner's behavior to be ethically appropriate,
clinically accurate, and legal. It defines the rules, roles, relationships, and responsibilities of the practitioner.

3. A philosophy of practice is specific to a practice, not the practitioner. A practitioner's philosophy of life is
different and separate from the practice philosophy.

4. The philosophy of pharmaceutical care establishes the purpose for the practice that is to meet the social need
to control drug-related morbidity and mortality by managing medications well.

5. The professional responsibilities defined by the philosophy of pharmaceutical care are to identify drug therapy
problems, resolve them, and most importantly, prevent them from occurring in patients.

6. The philosophy of pharmaceutical care states that these responsibilities will be carried out in a patient-
centered manner using the caring paradigm that has been defined by the professions of medicine and
nursing. This paradigm requires that the practitioner comprehensively assess a patient's drug-related needs,
that he develops a care plan that can address these needs, and that he follows up to determine that the
desired outcomes are achieved and no harm has been done.

7. There are standards of professional behavior that determine if a practitioner is applying the philosophy of
practice in practice. These standards should be met each time a patient is cared for by the practitioner.

Toward a Philosophy of Pharmaceutical Care Practice: Introduction

All professional patient care practices (e.g., medicine, nursing, dentistry) have a philosophy of practice that serves
as the basis for all that occurs in practice. This philosophy of practice guides the patient care process and the
practice management components of the professional practice. The philosophy is the most challenging of the
three components to grasp because it is the only one that is not tangible, it can only be seen in the behavior,
attitude, and work of the practitioner. The philosophy of practice reflects the professional values that the
practitioner holds—the values that guide his every day behavior and decision making in practice. As the
philosophy of pharmaceutical care practice is new to pharmacists, we will spend time describing the meaning and
importance of it in practice.

A Philosophy of Practice Defined

Definition A philosophy of practice is the set of values that guides behaviors associated with certain acts—in this
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case, those of pharmaceutical care.

A philosophy defines the rules, roles, relationships, and responsibilities of the practitioner. Any philosophy of
practice, which is to be taken seriously, must reflect the functions and activities of the practitioner and also
critically provide direction toward the formation of a consistent practice. How a practitioner practices from day-to-
day should reflect a philosophy of practice.
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A philosophy of practice helps a practitioner make decisions, determine what is important, and
sets priorities over the course of the day by establishing which responsibilities need to be met,
which ethical parameters apply, and which moral obligations exist.

Ethical dilemmas, management issues, and clinical judgments are all resolved with the assistance of a
practitioner's philosophy of practice. This is why the philosophy of practice must be well understood and clearly
articulated, so it is explicit and relied on when facing difficult problems.

A philosophy of practice is specific to a practice, not to the practitioner, and it is different from an individual's
philosophy of life. A philosophy of life includes an individual's beliefs about politics, religion, child-rearing, and the
work ethic, among many other things. And, in a democratic society individuals are allowed to have whichever
philosophy of life he chooses, provided it does not lead to illegal behaviors. However, when an individual chooses
to care for another individual's health, that person is obligated to make decisions and take actions according to a
specific philosophy of professional practice. This philosophy will protect the patient from unprofessional or
unethical behavior from the practitioner, and it will help to guide the practitioner to know his responsibilities and
ethical obligations.

When a practitioner takes an oath to practice a profession, it is the philosophy of that practice the practitioner is
promising to uphold. Therefore, all practitioners who purport to be engaged in a specific professional practice will
hold the same philosophy of practice. This uniformity of philosophy, and therefore standardization of behaviors,
can then result in consistently high-quality services and expectations from patients, which then leads to a new
demand for the service. Additionally, the philosophy must be applied to all patients in that practice, and not
applied selectively depending on convenience, time availability, or personal preferences. The philosophy of
practice is the “prescriptive” component of a practice as it defines what should be done. A practice philosophy is
“timeless” in that it does not change on a daily basis, nor is it different among and between practitioners. This is
not to say that the philosophy is dogmatic and unchanging, but rather it is to be seen as a set of ideals, principles,
concepts, and values held in common by “all practitioners” who draw upon this framework to define the nature of
their practice.
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The philosophy of practice specific to pharmaceutical care describes a purpose for the practice
that is to meet the social need to manage drug-related morbidity and mortality, with an explicit
objective to care for a patient's drug-related needs by making it the practitioner's responsibility to
ensure that all of a patient's drug therapy is appropriate, the most effective available, the safest
possible, and is taken as indicated.

This is accomplished by identifying, resolving, and preventing drug therapy problems, which could interfere with
successfully meeting a patient's drug therapy goals and producing positive patient outcomes. All of this needs to



be done in a patient-centered manner using the caring paradigm that is at the center of all patient care
professions.

This philosophy of practice remains only “wishful thinking,” or abstract, until a therapeutic relationship is built with
the patient, and the pharmacist engages in the patient care process to provide a service. There is always a
tendency to want to “get on with the practice” when learning about pharmaceutical care. However, because
everything about the practice emanates from the philosophy and reflexively returns to “push against” it, we need
to understand the philosophy of pharmaceutical care in some detail.

The Philosophy of Pharmaceutical Care Practice
The philosophy of pharmaceutical care practice was outlined in Chapter 2 but will be discussed in more detail
here.
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The philosophy consists of four discrete elements, expressed as a commitment to (1) meet a
social need with the practice, (2) fulfill specific responsibilities to achieve the goals of practice, (3)
utilize a patient-centered approach to meeting this need, and (4) “care” for another through the
development and maintenance of a therapeutic relationship.

This philosophy of practice allows patients and practitioners to know what to expect and through the philosophy of
practice can the practitioner be held accountable for what he should do as well as what he actually does. This is
why the philosophy of practice is so important in practice. We will now discuss each of the commitments involved
in the philosophy of pharmaceutical care practice.

Meeting a Social Need

All professions must meet a unique social need to justify their elevated position and privileges in society. This
need is at the heart of the philosophy of practice. In the case of pharmaceutical care practice the practitioner
optimizes the use of medications and minimizes drug-related morbidity and mortality for society. The practitioner
meets this social need by attending to the needs of patients, one at a time. This can be achieved only if the
philosophy of practice is patient-centered, which means that all decisions made by the practitioner are made for
the benefit of the patient first, and what is done by the practitioner is done in response to the patient's needs, and
is not driven by self-interest or economic advantage.

Professional activities are rewarded when they meet a unique social need. This is accomplished when the
practitioner applies specialized knowledge and skills to provide a service that addresses “client” problems. In the
case of health care professionals, these unique needs are health-related. And, although all health care
professionals are first and foremost in the business of keeping patients healthy, they usually do so by preventing,
identifying, and resolving a unique set of health-related problems.

Meeting a unique social need balances the benefits realized by professionals. For example, society supports an
extensive education for the professional student through public taxes. Society provides the professional with an
exclusive right to earn a relatively high income, grants her an elevated status in the community, and generally
accepts the autonomy with which professions govern themselves. Such privileges come with certain social
responsibilities and accountability.

Fulfilling Specific Responsibilities
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Traditionally, we have assumed that physicians optimize the use of medications and minimize drug-related
morbidity, and sometimes nurses take on a portion of this responsibility, and less frequently pharmacists
contribute to this goal. However, it is this fragmentation of responsibility, along with an ever-expanding range of
new, more complex drug products that has created the need for a specific professional to be designated to
correct this openly and comprehensively because only then can a specific individual be held accountable for its
management. When such a person is “in place” can the level of drug-related morbidity and mortality experienced

in society be minimized, and the cost of drug-related illness to society managed.1 Therefore, we emphasize that
the first premise of the philosophy of pharmaceutical care is that it is the pharmacist's essential responsibility to
meet society's need to assure that patients are taking appropriate, effective, safe, and convenient drug therapy.

Pharmaceutical care prescribes the responsibilities that must be met through standards of practice (see Appendix
1 for these standards). These standards are non-negotiable and they must be met each time care is provided in
order to contribute the value expected from this professional practice. All patients deserve to be taking
medications that achieve their goals and optimize their experience, and it is the responsibility of the
pharmaceutical care practitioner to ensure this is the case. The responsibility for drug therapy has to be accepted
completely without caveats and conditions to be considered a professional mandate. Therefore, the philosophy of
pharmaceutical care states that wherever there is drug therapy, there needs to be a practitioner ensuring the
patient receives the appropriate product, dose, duration, and monitoring. This responsibility can be no more
clearly stated than this. When a practitioner accepts this philosophy of practice, he accepts this professional role
in society.

The Patient-Centered Approach

To effectively meet the social need described above and the responsibilities outlined, it is necessary for the
practitioner of pharmaceutical care to use a patient-centered approach to practice. This approach considers the
patient as a “whole” individual whose health care needs generally, and drug therapy needs specifically, are the
primary concern of the practitioner. The patient is seen as an individual with rights, knowledge, and experience,
all of which are necessary for the practitioner to fulfill his responsibilities. Using this approach prevents the patient
from being seen as a repository for drugs to be studied and also precludes the patient from being defined as a
conglomerate of organ systems and drug reactions. Such objectification is not acceptable to the pharmaceutical
care practitioner. This approach requires that the practitioner treat the patient as a partner in care planning, and
always as the ultimate decision maker because the patient experiences the ultimate consequences of drug
therapy.

A patient-centered approach means that all of the patient's drug-related needs are seen as the responsibility of
the practitioner, not just those associated with a specific drug category or a specific disease state. All of the
patient's concerns and expectations about his drug therapy become the practitioner's responsibilities.
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The patient-centered approach insists that the patient's needs, and not the practitioner's
preferences, “drive” the practice of pharmaceutical care. In a pragmatic sense, this means that the
practitioner will start with the patient's needs and provide care until they are all met.

The practitioner will make all of the decisions and take all of the actions necessary to meet the drug-related needs
of the patient.

The term patient-centered has taken on an even greater significance, as the patient-centered medical home
concept has become reality in the United States. Pharmaceutical care will integrate easily with the other services



provided by members of the “medical home team” because the philosophy of practice for all members now is
consistent and complimentary with the others. This magnifies the importance of understanding and applying the
philosophy in practice. For these reasons, the next chapter will focus on the patient-centered concept and
describe in detail the elements of pharmaceutical care that make it a patient-centered practice.

Caring as a Practice Paradigm

The term “caring” means many different things. However, when caring is used in the context of a philosophy of
practice, its meaning is very specific. It indicates that the practitioner should accomplish three objectives for the
patient. First, the practitioner comprehensively assesses the patient's needs, then brings all the resources he has
available to meet those needs, and finally, determines whether the needs have been met or if any negative
outcomes have occurred.

However, within the context of a philosophy of practice, the idea of care generally derives from two different, but
complementary concerns:

1. the technical dimensions of taking care of patients

2. caring for or about a particular patient thereby demonstrating a concern for the well-being of another person.2

The first of these is reasonably well understood. Indeed, some may very well argue that it is too well “understood”
and is reflected in our national preoccupation with “high-tech” solutions to all manner of health problems.
Certainly, pharmacy has general agreement on such matters as they manifest themselves in the empirically
driven use of pharmaceutical agents—the usual emphasis being on the actual therapeutic agent in question at
any given time.

It is the second concern that provides pharmaceutical care with the focus on the “softer” side of practitioner
purpose. To use a somewhat well-worn distinction, the first exemplifies the science of pharmacy-at-work, the
second plumbs the depths of the art of practice.

Within the context of pharmaceutical care the emphasis/focus moves from product to person—from
pharmaceutical agent to patient. We emphasize that this does not diminish the importance of pharmaceutical
knowledge! In fact, we would argue that the responsibility to apply pharmaceutical knowledge to the benefit of
another dramatically elevates the requirement to possess a comprehensive understanding of the pharmacological
basis of therapeutics. But, it does refocus attention on the recipient of such technical knowledge. This change in

focus is very clearly established in Cipolle's understanding that “drugs don't have doses—people have doses.”3

Thus, the patient becomes the central focus for our interventions. Such a change of focus involves very serious
cognitive, conceptual, and some would add emotional, shifts on the part of those committed to giving and
receiving pharmaceutical care. Conventional boundaries, tracing their legitimacy to disciplines and professionally
arrogated authority, must be critically examined and practitioners intending to practice pharmaceutical care
should be prepared to ground technical knowledge within a broader philosophical and sociocultural context. Facts
and values must both be examined as these affect persons who are more than biological, or organ systems.

In essence, the practitioner of pharmaceutical care will welcome the opportunity to participate in the development
of a scientific humanism that emancipates both practitioner and patient from the often debilitating excesses of a
“technical fix.”

Rollo May, for example, defines caring as a state in which something matters. Care is seen as the antithesis of

apathy and distance, and is the necessary source of eros. It is “the source of human tenderness.”4

For May, and other humanists, care is not to be confused with sentimentality, for this emotion is reflecting on



sentiment itself, rather than experiencing who is the subject of the caring attention. Care is essentially equated
with compassion. But, it is important to note that within the humanistic tradition, the concept of care conveys a

compassionate state of being and not merely an attitude.

Within the humanistic psychology of Rogers and Maslow is found the essence of “otherness” in the caring
relationship. To care for another person, in a meaningful sense, is to help with growth and “self-actualization.” It is
a process, a relationship wherein the cared for individual is deeply involved in his healing journey. Self-
actualization, as a process, engages all those concerned in the healing process. Thus, “client-centered” therapy
does, in a secular sense, what theological intervention achieves as it integrates mind, body, and spirit.
Disjunctions between “care giver” and the “cared for” become blurred as the relationship brings two, or more,

individuals together in a partnership intent on the resolution of a particular problem.5’6

Caring, then, involves a profound respect for the otherness of the other. It differs considerably from any
paternalistic, authoritarian imposition of will or direction upon the other. Thus, with this in mind, therapeutic
compliance is not to be seen as enforcement based on the authority of the practitioner, but is to be seen as a
consequence of an alliance between all those concerned with the resolution of a particular problem. Perhaps the
better term for this is adherence. Caring, as situated within the context of pharmaceutical care, finds its
expression in helping the other come to care for herself. It requires a relationship where there is a sense of
participation in the other, an awareness of that individual's particular need for growth and control over the
therapeutic process. This is frequently minimized or dismissed completely as practitioners assume the more
paternalistic posture of the “expert knows best.”

Any effective and appropriate therapeutic alliance requires that the “voice” of the patient be heard and heeded.
On matters that require empirical knowledge practitioners have a duty to inform, educate, and engage in listening
to the patient's needs and preferences. Dialogue is essential, practitioner monologue is not. Mayerhoff, for
example, emphasizes the importance of self-actualization:

Caring, as helping another grow and actualize himself(sic) is a process, a way of relating to someone that
involves development in the same way that friendship can only emerge in time through mutual trust and a

deepening and qualitative transformation of the relationship.7

Gaylin offers a somewhat different viewpoint. His understanding of caring attempts to demonstrate that caring is
biologically programmed and caring must be seen as a fundamental fact of human growth and development. His
thesis weds biology to culture, and reaches out to humanistic philosophy in an attempt to argue a case for innate

goodness.8

Perhaps the most substantive discourse on the subject of caring and relationships is to be found in nursing.
Indeed, the literature is rich with intellectual argument and passion. Benner's work is of particular importance and
goes directly to the heart of the matter:

Caring is a relational word, and it shows up in relational contexts. Caring, if it means anything, always means
something in a particular context, a particular relationship. Caring is incompatible with radically free individualism
and autonomy. Caring means that others can lay claim on your time, your interests, your resources. It means that

you cannot remain atomistic, unrelated, outside a community, or outside of relationships.9
Surely this captures the essence of any caring relationship. She continues:

Caring unravels the control paradigm and forms one of the few cultural resistances against the anomie,
dominance, and oppression of a technological self-understanding. Caring requires both listening and a form of
knowing that goes beyond curiosity and dissection, beyond laying bare the facts. Caring requires a truth theory



that is true to the knower and the known. Caring is embodied and embedded in a community or social network.
Caring unleashes pleasure in the midst of work; a sense that some things are worth doing and some things are

good in themselves—a uniting of means and ends.9

Moreover:

Care sets up what matters, what counts as stressful, what can count as coping, what being related and situated

means, and finally, what counts as giving and receiving help.9

Benner, in our view, provides us with one of the clearest, most comprehensive treatments of the caring concept
particularly as it relates to the therapeutic relationship as we envisage it within pharmaceutical care.

Nurse theorists have now turned their attention to such important issues as the meanings attached to care,
transcultural themes in caring, values, beliefs concerning care and practice (theory and practice relationships),
the aesthetics of care, the economics and politics of care, the ethics of care, spiritual and religious dimensions of
care, and the educational requirements for a “caring profession.” These are but a few of the issues central to any

caring practice.10 Pharmacists will have to deal with these issues as they begin to practice pharmaceutical care.
Caring as Covenant

Hepler and Strand have asserted that pharmaceutical care is “provided for the direct benefit of the patient and the

pharmacist accepts direct responsibility for the quality of that care.”11 Recall, they emphasize that pharmaceutical
care “is based on a covenant between the patient, who promises to grant authority to the provider, and the

provider, who promises competence and commitment to the patient.”11 To this we would add that the pharmacist
is to be held accountable for her decisions and interventions.

The key term in the original Hepler and Strand position is “covenant.” They use the term to signify a bond
between the pharmacist and patient. This is the bond that “cements” the therapeutic relationship. It is to be seen
as a common understanding of roles and responsibilities for both parties actively engaged in such a relationship.
Essentially, it is an agreement, for all concerned, to work toward the resolution of all experienced and potential
drug-related problems.

Within pharmaceutical care practice, and the reciprocity of the covenant, certain responsibilities are recognized,
assumed, and accounted for, on the part of both practitioner and patient. The practitioner of pharmaceutical care
agrees to assess the patient's needs, bring whatever resources are required to successfully address these needs,
and follow-up to ensure that effective, good interventions have taken place. The patient agrees to at least two
important things. First, he agrees to provide accurate and complete information (data) to the practitioner so that
both individuals can make effective decisions. Also, the patient agrees to play an active role in the care provided.
This means that the patient agrees to set goals, carry out agreed upon behaviors, and provide information
required for beneficial care.

Cooper believes that “a covenant relationship brings the moral and personal aspects of nursing care together.”12

She notes that:

a responsiveness to the presence of the patient and his or her needs, an acknowledgment of the indebtedness by
the caregiver to the patient for the benefit of practice and engagement, and a recognition of the mutuality and

reciprocity that distinguishes the relationship indicate a willingness by nurses to enter a covenantal relationship.12

Although the concept of a covenant does have a certain appeal, particularly as it fits well into accepted Judeo-
Christian understandings of commitment, it does have some limitation. Bishop and Scudder, for example, contend



that:

A covenant is an agreement that both includes and excludes. For example, in the Judeo-Christian tradition, the
people of the Covenant saw themselves as connected to each other through covenant but separate from those

who were not of the Covenant.13

The central issue, they continue, is that the covenantal relationship is too restrictive in that it emphasizes the
practitioner's responsibilities, but does not adequately address the patient's involvement. Thus, although we
recognize the essential element of good faith implied in covenantal relationships and accept the positive
implication for professional responsibility, and ultimately accountability, we also recognize the importance of the
dialogue that frames the formation of covenantal relationships, or for that matter, those of a more contractual
intent. Cooper expresses this well:

Unlike a covenant relationship, a dialogical relationship does not assume a common purpose between both
parties. Each person meets the other as they are present to each other as persons. They mutually respond to
each other's presence in a relationship which recognizes the legitimate right of the other to be. This relationship
has been described by Buber (1923) as an I-Thou relationship, in contrast to a I-It relationship in which the
person is treated as a thing to be categorized and used. I-Thou relationships are cultivated and developed

through dialogue.12

Covenant and dialogue clearly have a place in pharmaceutical care. Once the dialogical preconditions are
satisfied, both practitioner and patient can enter into a covenantal relationship that is committed to open, not
exclusive, conditions. Moreover, such a relationship must very seriously incorporate the desires, wishes, and
needs of the patient. Such an alliance must move from the patient to the practitioner. However, we also recognize
the essential dialogical preconditions that must frame the “agenda” and shape the nature of the relationship. We
do not see covenantal and dialogical relationships as necessarily mutually exclusive. Rather, we see both as
dimensions of the therapeutic relationship and central to effective pharmaceutical care.

Caring, then, initiated and sustained through dialogue, is fundamental to pharmaceutical care philosophy and
practice. The covenantal ethic establishes commitment to, and respect for, persons. Certainly, close inspection of
the dynamics of a covenantal relationship reveals that it is essentially dialogue that makes such a relationship
possible and maximizes its inclusive probabilities. Hence, the relationship is not simply a mutual understanding,
however arrived at. It is first and foremost, the process of how such a relationship is formed and sustained.
Dialogue shapes expectations, desires, methods, and therapeutic commitment. It identifies needs, fosters well-
being, and brings to the relationship on-going reflection on meaning and purpose. Dialogue explores the sense of
trust, respect, truth-telling, and authenticity. For some, talk may be “cheap,” but in a viable therapeutic
relationship, not talking can be costly.

The Values Involved in Caring

Pharmaceutical care practice is inherently value-laden and the philosophy of practice defines those values that
need to be applied in practice. Values, or that which we consider worthy, are central to all interventions in the lives
of others. As Guttman observes: Values are embedded in all facets of the intervention process and both influence

and serve as justification for the choice of the intervention goals and objectives.14

For the pharmaceutical care practitioner, this fact is of vital importance. Clinical intervention is much more than
the accurate, competent application of technical knowledge to the resolution of health problems. It is also the
value-laden context in which the clinician struggles with the process of decision making, judgment, and
justification for choices made.

The first step to dealing with these situations successfully on a daily, patient-specific basis is to separate your



personal values from the professional values that are required to provide care to others. This is difficult for new,
young practitioners because in order to separate one set of values from another, one must be conscious of what
one's personal values are. To become conscious of these values, it is necessary to engage in critical thinking in
an area usually referred to as values clarification.

Values clarification is an essential step in the development of a pharmaceutical care practitioner as it leads to
greater self-awareness. Practitioners who engage in a reflective process to become more conscious of what they
value or consider worthy, do the following:

« Understand one's beliefs and behaviors, which include knowing what one does and does not support, and
communicating this to others.

» Choose one's beliefs and behaviors by evaluating values received from others, which includes examining
alternatives and their consequences, then deciding which are one's own.

* Act on these beliefs with a consistent pattern that reinforces actions supportive of the values.14-16

A personal set of values will include political views, religious beliefs, social norms, personal preferences, and
influence from personal experiences. Practitioners must become consciously aware of these personal values so
that they know when they create conflict in the practice setting. Problems can develop in practice when
practitioners confuse personal values with professional values and when they impose personal values onto the
patient. Personal values must be kept separate from professional values because personal values are private,
whereas professional values are public and ascribed by the practicing community. This is the distinction between
a personal philosophy of life and a professional practice philosophy.

From Values to Ethics

The leap from values to ethics is in reality a short one. Values help to shape what is individually conceived as right
and wrong, and this drives the decisions and interventions made in practice. Ethics is a system of understanding

what motivates and determines our behavior, based upon individual conceptions of right and Wrong.17 Moreover,
ethics helps us to address the question “What should | do in this situation?” Ethics offers a formal process for
applying moral dimensions to our actions when we are making decisions for and with another individual as we do

in practice.1 7

A strong case can be made for including ethical reflection within the context of pharmaceutical care practice.
Indeed, we argue that such a focus is essential to practice and is closely tied to care. Accepting responsibility for
the outcomes of another person's drug therapies is not a complex commitment, but it is a serious commitment
that requires frequent reflection and critique against a set of ethics.

Husted and Husted 18 put forward the following decision-making principles as natural in all interactions. These are
especially relevant to health care providers to help guide behavior in practice:

» Every patient has a right to be treated according to her unique character.

» Every patient has a right to decide and act on her own values to fulfill individual life plans.

» Every patient has a right to expect complete objective information and the emotional support necessary to act
effectively on that information.

» Every patient has the right, alone or through a health care professional, to the control of her time and effort.

o Every patient has a right to expect whatever benefit is possible in the health care setting and to expect no
avoidable harm.

» Every patient has a right to expect that agreements established with the health care professionals will be

kept.18



Such principles as these provide ethical justification for a certain standard of care. Hence, they are useful for
practitioners to push against while exploring their personal values and ethical positions. Can you readily and
unreservedly accept these principles? How do they affect your professional obligations, responsibilities, and
duties to patients? What will you do when you cannot accept any one of these? These questions, and others, are
important to ask at all stages of values/ethics exploration.

Ethics in Practice

The practice of pharmaceutical care will create situations that have the potential to involve ethical dilemmas. Two
individuals (patient and practitioner) perhaps from different cultures, with different values and levels of knowledge
are meeting to address life-changing issues of disease and treatment. This is occurring in a society that is
increasingly dependent on technology and that has limited financial resources coupled with an increased demand
for services. Any one of these situations can lead to an ethical dilemma.

Every practitioner must be prepared to recognize situations with moral and ethical implications. This requires the
practitioner be prepared with (1) insight of his or her own values, cultural norms, moral development, and ethical
principles; (2) time, focused attention, and sensitivity to recognize subtle clues that may indicate a situation is
laden with ethical components; and (3) the knowledge and aptitude for making logical, fair, and consistent
decisions. Basic professional behavior can go a long way in helping to avoid ethical dilemmas. Each of these
important behaviors is based on an ethical principle and is described in Table 3-1. Pharmaceutical care
practitioners will learn these behaviors and make them a consistent part of everyday practice. It is useful to briefly
discuss each of these and place them in the context of pharmaceutical care.

Table 3-1 Basic Professional Behaviors Expected in Practice

Professional behavior Ethical principle

Do the very best you can for every patient Beneficence

In all cases, do no harm Nonmaleficence

Tell the patient the truth Veracity

Be fair Justice

Be loyal Fidelity

Allow the patient to be the ultimate decision maker | Autonomy/paternalism
Always protect your patient's privacy Confidentiality

Beneficence

The ethical practitioner will want to do what is best for the patient. Although perhaps exceptionally well-informed
on pharmacological matters, we have seen that in itself, this does not mean that the practitioner knows best.
Clearly, when the centrality of the patient and her preferences are considered, deciding what is best under any
circumstance involves more than professional opinion and alternatives. For example, deciding the burdens and
benefits of therapeutic protocols cannot be carried out without the involvement of the patient.

Patients will decide what risks to take, what benefits they desire, and what burdens they are willing and able to



endure.

Although the expert may be capable of calculating the technical dimensions of risk and uncertainty based on
empirical evidence, once this is communicated to the patient, she must decide the course of action. Beneficence
— doing what is best for the patient—is therefore negotiated between two parties rather than imposed even if
what is best for the patient seems to be clinically obvious.

A simple rule of thumb is to consider all available information, engage in free noncoercive discussion with the
patient, facilitate decisions that derive from this individual, and serve his or her best interests.

Nonmaleficence

All health care practitioners are familiar with the Hippocratic principle of primum non nocere, or above all, do no
harm. This can be seen as linked to the principle of beneficence. However, while we may all agree that any
principles opposed to inflicting harm must be accepted, it is reasonable to suggest that wherever there is risk,

there is the potential to harm.19

At no time should the pharmaceutical care practitioner aggressively force a treatment on a patient. No matter
what justification is offered, whether in the name of pharmaceutical science, clinical evidence, or practitioner
preference, the clinician who performs without due regard for the patient's considerations acts with malfeasance.
In this sense, the end does not justify the means.

Veracity

It sounds simple to insist that practitioners tell the truth at all times. Keep in mind that there are many questions
that must be explored. Should we tell the truth at all times? Is it ever ethical not to tell the patient the truth? Can
telling the truth harm people? If so, under what circumstances can people be harmed? Can we lie when we
consider it in the best interest of our patients? Does lying sometimes protect people? Why not deceive a patient if
it promotes her health and recovery? Does this particular patient want bad news? Will a bleak prognosis harm the
patient? Why not withhold certain information? Is nondisclosure a form of lying? Do we need to tell the patient
everything? Don't we confuse patients with all this information?

These are but a few of the questions that emerge in any discussion related to truth-telling. There are no formulaic
answers unless one adopts the position that the truth will be told at all costs regardless of the consequences.

Although we endorse the ethical principle of veracity, and believe honesty to be a highly regarded part of
character, we also recognize that in practical terms, grounded in the realities of human suffering, individual
practitioners are fallible creatures, and often lack the emotional strength necessary to tell the complete truth if
they are convinced that it will harm the patient. Emotional strength, conscience, and often, clinical judgment can
present barriers to truth-telling.

Those providing care devote considerable time reflecting upon the nature and practice of truth-telling and its
place in the therapeutic relationship. Can there be trust based on deception and lies? Does it matter how small
the lie, how insignificant the deception? What if it worked and the patient recovered? Those who provide care,
respect patients, and recognize the importance of trust in the therapeutic relationship must ask themselves how
they can transmit peace of mind to those who willingly place themselves in the hands of strangers.

Does it really come down to a personal choice? Not exactly. Truth-telling may be a skill that can be learned with
practice. Providing patients with bad news is difficult and sometimes heartbreaking. It may seem easier to
equivocate, be vague, or even mumble. Rest assured, in the end, the truth will win out. Individuals in trouble,
often weak, vulnerable, and impoverished in spirit, seem to find the truth.



In the end, the principle of veracity can only serve the best interests of the patient. Sensitivity and thoughtful
communication skills on the part of the pharmaceutical care practitioner can be learned and polished with

experience.zo_22

Once initial formative trust is established and a therapeutic relationship is developed, honesty should be
unconditional and reciprocal. In order to accomplish this it is useful to make honesty a part of therapeutic
discourse. Outline the expectation of truth, emphasize its importance, and nurture its development. Only when
truth is a central piece of a relationship can a care plan be created with any hope of success.

Justice

Justice is an ethical principle “that relates to fair, equitable, and appropriate treatment in the light of what is due

or owed to persons. The principle of justice recognizes that giving to some may deny receipt to others.”19

Frequently, patient circumstances raise serious considerations of fairness and justice. Not all patients can afford
essential drugs. Is it appropriate to accept what are generally described as the morals of the marketplace?
Clearly, practitioners, who are predominantly employees, cannot give away the store. What are their
responsibilities to the poor who need assistance?

What of the uninformed patient who does not understand insurance options and limitations? Is it ethical to refuse
to serve uninsured patients? This has become a serious issue when practitioners claim that insurance does not
pay enough to cover expenses. Once again there is no easy fix for issues arising from questions of justice.

At the outset the problem is systemic in that the distribution of goods and services in a market-driven economy is
always going to be inequitable, uneven, and—for many, of questionable fairness. Presently in the United States,
we do not have a national health system, and there is no common acceptance of the idea that health care is a
fundamental right. Given the prevailing realities of our social norms and values, pharmaceutical care practitioners
must resolve problems within the context of what is, not what ought to be. Most practitioners are aware of such
matters and will endorse a pragmatic approach to each case as it presents itself.

In effect, it is reasonable to expect the ethical pharmaceutical care practitioner to make every effort to treat all
patients equally and assist those who are legitimately disadvantaged by locating information and programs that
will meet their needs. This is not to suggest that all pharmaceutical care practitioners should become social
workers, but rather to know the health care system in general and policies in particular and use this information to
solve a patient's problems of access to care and pharmaceuticals.

Practitioners will be expected to adhere to the principle of equality in so much as they care for patients as equals
regardless of ethnicity, class, gender, or sexual preference. Discrimination of any kind is unacceptable, unethical,
and intolerable.

Fidelity

This is an ethical principle that relates “to the concept of faithfulness and the practice of keeping

promises.”15 Pharmaceutical care practitioners are granted authority to practice by a society that regulates
competition through licensure and thereby protects the self-interests of the profession. In a real sense, such a
social contract provides privileges to an elite group, and in doing so demands accountability. Bukhardt and
Nathaniel, while specifically referring to nurses, put the case well:

The process of licensure is one that ensures no other group can practice within the domain of (pharmaceutical
care) as defined by society and the profession. Thus, to accept licensure and become legitimate members of the
profession mandates that (pharmaceutical care practitioners) uphold the responsibilities inherent in the contract



with society.1 o

Although we have inserted pharmaceutical care practitioner where they had written nurse, the same conditions
apply. Pharmaceutical care practitioners are expected to “be faithful to the society that grants the right to

practice.”1 o

Moreover, they are expected to:

» Keep the promise of upholding the professional code of ethics,

 to practice within the established scope of practice and definition of (pharmaceutical care),
» to remain competent in practice,

» to abide by the policies of employing institutions, and

» to keep promises to individual patients.15

To be a pharmaceutical care practitioner is to make and keep promises to patients. Of course, it can readily be
seen that fidelity is related to trust as an essential part of any meaningful therapeutic relationship.

Promises can be hard to keep in patient care, particularly when they are based on hope or reassurance. The
often heard I promise—you will be all right, meant to reassure, and perhaps motivate the patient all too often
cannot deliver the promised outcome. In short, there can be no absolute promises, or immutable duty to keep

them. 1S The ethical pharmaceutical care practitioner should keep in mind “that in every case, harmful
consequences of the promised action should be weighed against the benefits of keeping the promise.”15
Autonomy

No one is entirely self-governing. For the purpose of ethics discourse, however, the concept of autonomy refers to
a patient having the freedom to make choices for him or herself. In this sense, it implies that an individual is free
from coercion or threat and can make informed decisions as a free agent. This does not mean that other
individuals play no role in influencing the choices people make. Rather, it means that individual choices are
respected and subsequent interventions are predicated on respect. This is particularly true when the patient's
choices conflict with those of the practitioner. Respect for patients is mandatory. Without it there can be no trust,
no therapeutic relationship, and no care.

Of course everything has limits. In the case of autonomy, while respect should be ever present, there are serious
considerations to be taken into account when formulating a care plan. Does the patient have a clear
understanding of all important facts and values? How do | know if the patient is cognitively competent and can
make informed, autonomous decisions? Is the confused patient acting autonomously? These questions may
sound rhetorical, but they are frequently asked, and uncertainty is common. Some patients—children and the
mentally incompetent, for example—are not thought capable of making autonomous decisions.

Respect for the patient's autonomy is essential in pharmaceutical care practice. Trust, and the necessary

therapeutic relationship—the covenant! 1 —cannot become a shared reality unless, and until, respect is
established. Failure to take this foundational principle seriously makes a mockery of any claim to have provided
care, and most certainly offers very little assistance that is meaningful to those seeking help.

Paternalism is not the answery

Setting aside the child or otherwise dependent patient, there are very few occasions when paternalism should be
acted upon. Paternalism refers to “the practice of overriding or ignoring preferences of patients to benefit them or

enhance their welfare.”23 Moreover, paternalism represents the judgment that beneficence takes priority over



autonomy.23

Pharmaceutical care is committed to informed patient preference. As stated earlier, the pharmaceutical care
practitioner and the patient form a therapeutic alliance where the patient is given to understand the
pharmaceutical care practitioner's responsibilities and duties and, most importantly, understands her personal
responsibilities in relation to those of the practitioner. In effect, both the practitioner and patient must have a clear
understanding of the rules, roles, and responsibilities central to the therapeutic relationship. Without such an
understanding there can be no meaningful relationship that produces positive outcomes.

The authoritative and univocal allocation of pharmaceutical fact and value does not result in productive

communication.24 It is equally doubtful that such an approach will result in too much informed consent or
compliance.

Therefore, it can be argued that it is both ethically and therapeutically more appropriate to engage in dialogue
and develop meaningful two-way communication that maximizes cooperation and meaningful understanding of all
facets of the pharmaceutical care experience.

Respect for autonomy is not simply an ethical imperative, but it also receives a legal mandate in some instances.

For example, the Patient Self-Determination Act of 199022 mandates that in all institutions receiving Medicare or
Medicaid funding patients must receive written information explicitly stating

« their right to accept or refuse treatment;
« their rights under existing state laws regarding advance directives;
» any policies the institution has regarding the withholding of life-sustaining treatment.

The logical consequence of respect for autonomy and person can only be understood as respect for patient
preference. Ethically, it should be the individual's desires, aspirations, and priorities that form the nucleus of
pharmaceutical care. Such a view of patient-centered care sets an agenda where the pharmaceutical care
practitioner acts as advocate for the patient's well-being.

Pharmaceutical care practice is not possible without due regard to the full implications of patient autonomy and
informed consent. Indeed, upon reflection, it is noteworthy that pharmacotherapy is the most common form of
treatment found on a daily basis, yet very little attention is focused on consent. Although surgery, a much less
common invasion on mind and body, requires written consent based on substantive information,
pharmacotherapy relies on a less rigorous process of an entirely verbal nature.

Patient-centered care requires an ethical and clinical commitment to a therapeutic relationship in which accurate,
therapeutically optimal drug therapy and drug information is discussed. Options are examined, and the patient
communicates a strong sense of understanding. The practitioner has acted ethically and in a clinically appropriate
manner when both parties have reached a common understanding of purpose and goals, and a care plan has
been jointly negotiated and agreed upon.

Confidentiality

The trust that is built between practitioner and patient is compromised without the assurance of confidentiality.
The duty to protect patient confidentiality emerges from a relationship based upon trust.

As a clinician with clearly defined pharmaceutical care responsibilities, you have a duty to protect a patient's
personal information from public view. This is a well-known fact of clinical life. The expectation of confidentiality is
essential to further the free exchange of information between patient and practitioner and should not be taken
lightly. Patients must feel that anything they say, the nature of their disease or illness, the medications they take,



or any other matter they regard as private will be respected.

If the pharmaceutical care practitioner displays a respectful attitude and protects privacy at all times even a
nondrug-related transaction can contribute to a relationship that embodies trust and eventually has some
therapeutic value. It is simple—at all times, confidentiality is the rule.

These practice responsibilities, the patient-centered approach to pharmaceutical care, and the ethical principles
involved in patient care all lead to a set of standards for professional performance. Although these standards are
quite self-evident, their statement in an explicit and complete manner is necessary to finish the subject of
practitioner responsibilities within the philosophy of practice.

Maintaining a patient's privacy is the greatest test of the respect a practitioner gives a patient. Practitioners can
claim to be fair and loyal, they can argue they are patient-centered, they can attest to a positive therapeutic
relationship, and yet if the patient's privacy is not protected, then they have failed on all of these accounts. Patient
confidentiality has always been a concern in health care. However, since April 14, 2003, it is of even greater
concern. New patient privacy standards were developed as a result of the Health Insurance Portability and

Accountability Act (HIPAA).26 The U.S. Federal Government intervened to establish a new standard for patient
confidentiality with the HIPAA requirements. These guidelines require a higher expectation and a more diligent
adherence to the precept of always protect your patient's privacy. HIPAA regulations are designed to protect the
privacy and security of individual health information. Patients have the right to request a copy of their medication
information. They also have the right to amend any information that is incorrect or incomplete. Patients also have
the right to request that practitioners communicate about health matters in a specific way, for example, only by
mail or e-mail, or at a certain location such as only at work or only at home. See summary of HIPAA rules at
http://www.hhs.gov/ocr/privacy/hipaa/understanding/summary/privacysummary.pdf.

Professional Responsibility Expressed as the Standards for
Professional Behavior
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Caring for others is a privilege that is reserved for those individuals who are uniquely well
prepared and who adhere to standards for professional behavior.

All health care professionals are expected to learn and execute a set of behaviors that set them apart because
they are working with patients to make decisions that can have significant consequences. The behavior and the
standards expected are described as the Standards for Professional Behavior. New practitioners need to
internalize the meaning of each standard and become comfortable with the level of expectation associated with
the successful application of each standard in practice. Table 3-2 summarizes the seven professional behaviors
expected of all pharmaceutical care practitioners. These standards were adapted from nursing, medicine,

dentistry, and veterinary models of standards for professional behavior.2° 27

Table 3-2 Standards of Professional Performance for Pharmaceutical Care Practitioners

Category Standard

Quality of The practitioner evaluates his or her own practice in relation to professional
care practice standards and relevant statutes and regulations.
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Ethics The practitioner's decisions and actions on behalf of patients are determined in an
ethical manner.

The pharmaceutical care practitioner contributes to the professional development

Collegiality | o peers, colleagues, students, and others.

The practitioner collaborates with the patient, family, and/or caregivers, and health

Collaboration . : L .
care providers in providing patient care.

The practitioner acquires and maintains current knowledge in pharmacology,

Education pharmacotherapy, and pharmaceutical care practice.

The practitioner routinely uses research findings in practice and contributes to
Research o .

research findings when appropriate.
Resource The practitioner considers factors related to effectiveness, safety, and cost in
allocation planning and delivering patient care.

These standards refer to the behaviors expected of practitioners who belong to an identifiable group of
professionals. Each practitioner is expected not only to adhere to the standards herself but to hold her colleagues
accountable for similar behavior. Even though practitioners are seldom evaluated in any formal or consistent
manner, all practitioners know whether a colleague is able to maintain these standards in practice on a daily
basis.

One of the cornerstones of a profession is that it is self-regulating. Colleagues hold other colleagues accountable
for the quality of the work that is performed. This starts with self-evaluation. It is important to be reflective in
practice so that each practitioner comes to know the quality of her work. This helps each practitioner improve in
practice and contributes to maintaining high standards of professional performance.

The standards of professional performance applied to the practice of pharmaceutical care are described below.
The criteria to measure adherence to each standard are also described. These standards should be considered
constantly, reflecting on each patient encounter and making adjustments as needed to provide quality
pharmaceutical care.

Standard I: Quality of Care
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STANDARD I: THE PRACTITIONER EVALUATES HER OWN PRACTICE IN RELATION TO
PROFESSIONAL PRACTICE STANDARDS AND RELEVANT STATUTES AND REGULATIONS.

Measurement criteria

1. The pharmaceutical care practitioner uses evidence from the literature to evaluate
performance in practice.

2. The pharmaceutical care practitioner seeks peer review on a continual and frequent basis.

3. The pharmaceutical care practitioner utilizes data generated from practice to critically evaluate
performance.

A significant amount of discussion has already focused on ethical behavior in practice. Its presence here only



helps to emphasize the relative importance of this behavior. Second to providing high-quality care is providing
care in an ethical manner.

Standard lI: Ethics
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STANDARD II: THE PRACTITIONER'S DECISIONS AND ACTIONS ON BEHALF OF PATIENTS
ARE DETERMINED IN AN ETHICAL MANNER.

Measurement criteria
1. The practitioner maintains patient confidentiality.
2. The practitioner acts as a patient advocate.

3. The practitioner delivers care in a nonjudgmental and nondiscriminatory manner that is
sensitive to patient diversity.

4. The practitioner delivers care in a manner that preserves/protects patient autonomy, dignity,
and rights.

5. The practitioner seeks available resources to help formulate ethical decisions.

It is common knowledge among experienced practitioners that it is impossible to become a great practitioner
without the support and assistance of colleagues. This is especially true as a patient care provider. It is impossible
to know everything, experience everything and make the right decision in all cases. Therefore, the need to be
collegial becomes absolutely necessary. In the end it serves the patient's best interest, but it also serves the
practitioner's purpose as well.

Standard lll: Collegiality
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STANDARD IllI: THE PHARMACEUTICAL CARE PRACTITIONER CONTRIBUTES TO THE
PROFESSIONAL DEVELOPMENT OF PEERS, COLLEAGUES, AND OTHERS.

Measurement criteria
1. The practitioner offers professional assistance to other practitioners whenever asked.

2. The practitioner supports positive relationships with patients, physicians, nurses, and other
health care providers.

Patient care, perhaps more than most other activity, is collaborative. The patient is complex. Patient care is
complex. The health care system is complex. Collaboration makes all of this manageable, even enjoyable. The
practice of pharmaceutical care has been developed to make collaboration relatively easy and productive. Take
advantage of this and become comfortable with all patient care practitioners, for the patient's benefit.

Standard IV: Collaboration
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HEALTH CARE PROVIDERS IN PROVIDING PATIENT CARE.
Measurement criteria

1. The patient is seen as the ultimate decision maker, and the practitioner collaborates
accordingly.

2. The practitioner collaborates with the patient's health care providers whenever it is in the best
interest of the patient.

The professional behavior described as education is closely associated with the first standard of providing care. It
is virtually impossible today to remain competent without a rigorous schedule of continuing education and collegial
interaction. You owe it to your patient, yourself, and your colleagues to invest both time and energy in remaining
current with your knowledge and competent in your skills. The volume and rate of knowledge expansion makes
this a necessity today.

Standard V: Education
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STANDARD V: THE PRACTITIONER ACQUIRES AND MAINTAINS CURRENT KNOWLEDGE
IN PHARMACOLOGY, PHARMACOTHERAPY, AND PHARMACEUTICAL CARE PRACTICE.

Measurement criteria

1. The practitioner uses the skills of reflecting on practice to identify areas where knowledge
needs to be supplemented.

2. The practitioner continually updates knowledge with journal subscriptions, current texts,
practitioner interactions, and continuing education programs.

The expectation that research will serve as the basis for decision making in practice is expressed as evidence-
based practice. This is a requirement when a practitioner makes decisions that will impact another person.

Because our knowledge of drug therapy, human physiology, and pathology is incomplete, clinicians make
decisions in areas of uncertainty on a daily basis. The appropriate method for dealing with this is to use our
knowledge well, understand the limits of the knowledge, and be able to recognize when science is inconclusive on
a topic.

Standard VI: Research
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STANDARD VI: THE PRACTITIONER ROUTINELY USES RESEARCH FINDINGS IN
PRACTICE AND CONTRIBUTES TO RESEARCH FINDINGS WHEN APPROPRIATE.

Measurement criteria

1. The practitioner uses research results as the basis for practice.

2. The pharmaceutical care practitioner systematically reviews the literature to identify
knowledge, skills, techniques, and products that are helpful in practice and implements them in
a timely manner.




3. The practitioner approaches practice with a perspective to conduct applied research in practice
when appropriate.

All health care resources are limited whether it be time, personnel, knowledge, or access to the latest technology.
Practitioners need to recognize this, but always put the patient's best interest first.

Standard VII: Resource Allocation
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STANDARD VII: THE PRACTITIONER CONSIDERS FACTORS RELATED TO
EFFECTIVENESS, SAFETY, AND COST IN PLANNING AND DELIVERING PATIENT CARE.

Measurement criteria

1. The pharmaceutical care practitioner is sensitive to the financial needs and resource limitations
of the patient, the health care providers, and the institutions.

2. Decisions are made by the pharmaceutical care practitioner to conserve resources and
maximize the value of those resources consumed in practice.

Becoming a patient care practitioner is about being prepared to meet, and exceed when necessary, professional
practice standards on behalf of the patient. These activities become part of the clinician's personality, and
executing them becomes a way of life. Pharmaceutical care practitioners will come to expect this behavior of
themselves and colleagues. The following represent healthy practice behaviors for pharmaceutical care
practitioners.

1. Insist on knowing or learning the facts before acting or speaking (evidence-based practice).

2. Always follow through—find the answer by looking for unknown information immediately—never let unknowns
last.

Set an example both personally and professionally. People respect you, and they will emulate you—act like it.
Be a colleague who can be trusted.
Hold yourself and your colleagues to the standards of practice.

Attend to appearance and be conscious of the impact it has on others.

N o g ~ w

Practice ethically.

These seem to be “common sense” and therefore we take them for granted or assume they are in place and yet
these standards need to be reflected upon constantly. Patients are able to detect even the smallest deviation
during a patient encounter. The purpose of personal reflection is to detect it before they do!!!

Summary

The philosophy of practice is what practitioners hold to be true and right as they provide care to patients. Having
this philosophy, internalizing it and applying it each time a decision is made in practice is what gives practitioners
the right to care for patients. The philosophy of a professional practice outlines the ethical obligations the
practitioner has to the patient; it establishes evidence as the basis for decisions made in practice; and it provides
the practitioner with the legal foundation he needs to make the very difficult decisions implicit in a patient care



practice. Whenever confusion or uncertainly emerges, the philosophy can be used to guide the thought process
through to a logical conclusion. This philosophy is applied in practice at each step of the patient care process.
This becomes especially apparent when looking more closely at the patient-centered approach found in this
philosophy of practice. The next chapter investigates what is involved in patient-centeredness with an emphasis
on how to apply these concepts in practice.
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Key Concepts

1. Patient-centered behavior includes a number of constructs, but the most important one is that the patient
comes first.

2. What the patient wants and needs is what drives the patient encounter.

3. Little can be accomplished until the practitioner understands the patient's concept of his illness and his
medication experience, in the patient's words, so listen closely.

4. The therapeutic relationship is a partnership or alliance between the practitioner and the patient for the very
specific purpose of optimizing the patient's medication experience.

5. The quality of the care provided will depend on the quality of the therapeutic relationship developed because
the relationship will impact the information shared, the decisions made, and what you can learn from the
patient.

6. The patient has both rights and responsibilities; practitioners must attend to both.

7. Adherence to a medication regimen is a test of the practitioner's ability to practice in a patient-centered
manner.

8. Medication management services, when provided in a patient- centered manner, can achieve adherence
rates of over 80%, consistently, because of the active participation of the patient.

9. Patient-centered adherence can be achieved when the practitioner takes into account the patient's individual
needs, his rights, his responsibilities, and the practitioner's obligation to make decisions in a consistent,
systematic, and comprehensive manner for each individual patient.

Defining Patient-Centeredness

The concept of patient-centeredness can be a difficult idea to “get your arms around,” which makes it hard to
operationalize it in practice. Because it is a concept that reflects so many general “feelings” among other things, it
is important to ask, “Where do | begin to ensure | practice in a patient-centered manner”? Oliveira and

Shoemaker provide a useful framework for thinking about this question.1

Fortunately, when you practice pharmaceutical care, you will always think in a specific, structured order. What you
do for each patient has a clearly defined beginning, middle, and end.
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The order of thinking, making decisions and acting always is patient first, medical condition
(diagnosis) second, and medications third.

This may seem a bit counterintuitive because this practice is mostly about medications; however, in order to get
the medications right, you must understand that the patient-specific context in which you are going to make your
decisions is most important. This translates in practice, to understanding what your patient wants and needs
before you address their medical conditions and medications. This is why a physician starts a patient interview
with, “What can | do for you today?” Only after the physician understands what is most important to the patient—
why the patient came to see the physician—does he begin to understand the medical problem at hand. This is
true in pharmaceutical care practice also. This is a service so what the patient wants is most important.

In order to understand what the patient wants and needs, it is necessary to understand how the patient thinks
about his illness and his medications. What the patient thinks is usually different than what the physician or the
pharmacist thinks; in fact, they tend to be so different that we call the patient's perspective, the iliness, and the
physician's perspective, the disease. We call the patient's perspective on medications, his medication experience,
whereas we call the pharmacist's perspective on medications, pharmacotherapeutics. Remember how we argued
in Chapter 2 that language matters? It makes all the difference. So, if we are going to practice in a truly patient-
centered manner, then we will begin by understanding what our patient wants, what their concept of illness is, and
perhaps most importantly in pharmaceutical care practice, what the patient's medication experience is. This is all
explained below.

Understanding the Patient's Concept of lliness

To a physician or pharmacist, the collection of symptoms or laboratory values results in a diagnosis, which reflects
a particular disease, ailment, or syndrome. To a patient, however, this is experienced as an “illness” as it is the
patient's lived experience and has associated with it, many consequences, some negative and some positive. In
fact, when the medical provider decides not to take the time to understand the meaning of the patient's illness,
then a number of negative outcomes can result.

The systematic inattention to illness is in part responsible for patient noncompliance, patient and family

dissatisfaction with professional health care, and inadequate clinical care.?

Therefore, in order to understand how we might best utilize medications to treat a patient we must first
understand how the patient thinks about his health and his ilinesses. When we discuss health with patients, their
attitude tends to be either positive or negative. In the cases it is positive, it is usually focused on the “ideal state.”
Such a notion is central to the old and well-worn definition offered in 1946 by the World Health Organization:

Health is a state of complete physical, mental, and social well-being and not merely the absence of disease and
infirmity.3

Until one becomes ill, this concept of health is frequently held by patients. And when asked about their health,
patients often refer to their functional status and their ability to cope with life. This has significant meaning in
different cultural contexts and is important to know when conducting interviews and assessments. In the second
sense—the negative dimension—individuals see health as primarily the absence of disease, disability, and most
certainly symptoms of pain and discomfort. The individual with this negative perspective on health will often focus
entirely on symptoms, and the underlying causes of the problem can get lost in the search for specific treatment
of generalized symptoms. So, an individual's conceptualization of a “healthy state” tells us something about his
beliefs, values, attitudes, and expectations about iliness. Moreover, this also serves as an introduction to what he
will do to “fix” the problem he brings to the clinic.
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Discussions on the general topic of health are valuable in that they allow the clinician to obtain important
information about health behavior, ideas of wellness, and often reveal motives and past methods used to maintain
what is considered to be a healthy state. Clearly this can be of considerable importance as you are developing a
therapeutic relationship with the patient and working to involve the patient in his care plan. It will be very useful to
understand what matters most in maintaining one's health to determine appropriate interventions to achieve the
patient's goals of therapy when illness occurs.

Brown, Weston, and Steward4 provide a particularly useful set of four dimensions that illuminate the relationship
between illness experience and behavior. These dimensions can be directly related to the patient's medication
experience and the drug therapy problems that are identified. They are as follows:

1. What are the patient's ideas about their illness? What meaning do they attach to the illness experience? Many
persons endure iliness as an irreparable loss; others may view it as an opportunity to gain valuable insight
into their life experience. Is the illness seen as a form of punishment or, perhaps, as an opportunity for
dependency? Whatever the illness, knowing it's meaning is paramount for understanding the patient.

2. What are the patient's feelings ? Do the patients fear that the symptoms they present may be the precursor of
a more serious problem such as cancer? Some patients may feel a sense of relief and view the illness as an
opportunity for respite from demands or responsibilities. Patients often feel angry or guilty about being ill.

3. What are the expectations of the [clinician]? Does the presentation of a sore throat carry with it an expectation
of penicillin? Do they want the [clinician] to do something or just listen?

4. What are the effects of the illness on function? Does it limit patients' daily activities? Does it impart their family
relationships? Does it require a change in lifestyle?

At one level the meaning of an iliness experience can be seen to be subjective and devoid of empirical
considerations derived from the usual medical paradigms. A large part of the problem is to be found in the
confusion between the concepts of “illness” and “disease.” Disease is the physiological condition analyzed,
interpreted, and diagnosed largely through the empirics of medicine. lliness, on the other hand, is the individual's
experience of disease. In the case of medication experience we find both the empirical pharmacological agent
imposed, and the subjective cognitive, emotional, sensate, experiences of the individual, who may or may not,
take the medicine as prescribed. Either way, the individual in question experiences something and probably has a
history of medication experience locked away inside of him or her.
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Patients have stories to tell and much to teach us. Their narratives open up a vast mine of usable
information that can be used in formulating a care plan.

However, this only becomes meaningful, in a broad sense, when what the patient experiences and articulates is
actually heard and used to benefit the patient. Listening to the patient reflect on sensations, emotions, anxieties,
fears, and other manifestations of illness experience, and the therapeutic encounter, is essential if resolution is to
occur. The narrative offered by the patient is an attempt to find meaning in illness and its treatment. It is a process
directed toward understanding “what is going on.” Thus, while it is often the case that meanings and experiences
of illness are different for patient and clinician, there is a common purpose to understand what is actually “going
on” from the patient's perspective.

Clinicians collect patient information. We take “histories” that with varying degrees of detail, depth, and
comprehension we construct charts, which become the patient's “biography,” a biography that often becomes the



single foundation for all interventions. Now electronic devices have largely replaced paper records, but the quality
of information gathered continues to depend on the quality of the interview, the nature of the questions asked and
the answers given. Many times we record a few answers to what we consider vital, clinically relevant questions.
The central problem here is that we ask and the patient answers. However, what we are looking for is more of an
autobiography not a biography almost entirely constructed by a clinical “author.”

We clinicians must avoid the situation where there is little dialogue and the patient is afforded little opportunity to
“tell his story.” By this we mean that the patient's story is usually much deeper than the typical clinical questions

reveal. Kleinman's classic work The lliness Narratives? reveals the magnitude of this frequent tension between

patient and clinician. Not all patients become in-depth cases with their input at center stage.

In any therapeutic encounter both patient and clinician attempt to impose order on what frequently appears to be
“chaos.” There is an attempt to make sense out of the multiplicity of signs, symptoms, and expressions of distress
uttered by the patient. As Kleinman avers the “problem of illness as suffering raises two fundamental questions for
the sick person and the social group: Why me? (the question of bafflement), and What can be done? (the
question of order and control).” Patients have their own explanatory models of their illness. They have a story to
tell about its causes, its duration, when it was first noticed, its possible outcomes, and how these will impact daily

life.2

Also, it is not unusual to hear about treatment options from patients. This last theme has become noticeably more
prevalent in the age of the Internet. Patients do their own “research” and arrive armed with beliefs, ideas, and
specific information that they “found on the WEB” and which serve to enhance or elaborate their stories. The
patient's explanatory model is an essential part of the therapeutic relationship. As we have repeatedly stated, it is
imperative that the clinician understands the patient's explanatory model in order to meet on common ground and
identify those parts of the story that will become clinically relevant to both parties and form the foundation for

impending treatment. Sacks,5 a physician, who became a patient, says it well:
There were some difficulties about the “history” because they wanted to know the “salient facts” and | wanted to

tell them everything, the entire story. Besides, | wasn't quite certain what might or might not be “salient” in the
circumstances.
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Patient input, their personal stories, should become a central part of any medical and pharmacy
history.

A collaborative partnership where the patients' story is heard and their conception of iliness examined, leads to
better treatment and more positive outcomes. lliness experience generally, and the medication experience in
particular, both benefit from shared understanding. The underlying assumptions of both patient and clinician
should be made explicit and critically examined by all concerned as they are incorporated into the treatment plan.
Such mutual understanding can only improve treatment and adherence to any collaborative plan of action.

The Patient's Medication Experience

The medication experience is a relatively new concept in health care. Practitioners, as discussed a propos of the
illness experience, have always completed medication histories and created medication records that list drug
therapies taken in the past or are currently being taken. But, providers have not traditionally sought and utilized
information from the patient about (1) how the patient feels about taking her medications, (2) how a patient makes



her decisions about whether to take a medication or not, and, how she will actually take it. This level of inquiry
requires time and attention to the details involved in the comprehensive management of a patient's medications.
The work of Oliveira and Shoemaker has added important depth to our discussion of the medication

experience.6_8

For quite some time physicians have recognized the need to understand the patient's interpretation,
understanding, and feelings about her disease. Recall that this is illness experience and illness behavior, as
discussed previously. So too must the pharmaceutical care practitioner understand the patient's perception of her
medication and the impact these medications are having on her life. This is called the patient's medication

experience.6

Definition The patient's medication experience is the sum of all the events a patient has in his lifetime that
involve drug therapy. This is the patient's personal experience with medications. This lived experience shapes his
attitudes, beliefs, and preferences about drug therapy.

The patient's medication experience reveals how patients make personal decisions about medications. It includes
the evidence of medications that were effective, and those that failed in the past, and it tells you what drug
therapy is currently prescribed and how the patient is actually taking it, or, as the case may be, not taking it. There
is no more important information about your patient than the medication experience. Because it describes his
attitudes and beliefs about medications, it has a very powerful influence on the outcomes of drug therapy. In fact,
a practitioner cannot make sound clinical decisions without a good understanding of the patient's medication
experience.
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The patient's medication experience is the patient's personal approach to the use of medicines—
why he believes or feels a certain way about drug therapy.

Some patients have little or no well-formed medication experience, others who have taken numerous medications
may have developed distinct beliefs or preferences and habits. It is shaped by patients' traditions, religion, culture,
and what they have heard and learned from others. All of these factors and others will influence whether patients
take a medication or not, how they will use the medication, whether they believe it will be effective, and whether
they believe the medication will be harmful. The patient's medication experience influences the confidence she
has in your abilities to help, whether you are an experienced clinician or this is your first encounter.

Some patients will express a high level of frustration with past drug therapies that have failed to produce any
benefit. This negative experience can influence that patient's expectations of your recommended drug therapy
unless you recognize and directly address the individual's negative impressions. Also, patients may prefer not to
use medications while at work or at school or during religious observances. Incorporating patient preferences into
your pharmacotherapy decisions can greatly enhance adherence and outcomes.

The patient's medication experience can be strongly influenced by others including friends and family members.
This is especially true of individuals who have little or no personal experience with medications. It is not only
helpful to become familiar with your patient's understanding and beliefs concerning medications, but also learn
how others influence those beliefs. Always consider these issues within the context of the particular individual's life
experiences and world view.
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Your primary responsibility as a pharmaceutical care practitioner is to improve each patient's
medication experience—to make it better than it was before you provided care.

The medication experience is the context in which you will do all of this work, and it is the portion of the patient's
life you will influence most. Remember, each patient has a highly personal medication experience. Some patients
will have a very short, concise medication experience because they are young, they have taken very few
medications, or they have never been ill. Others, especially the elderly with multiple medical conditions, will have
an extensive medication experience and require a significant amount of time to communicate it to you. Patience
and empathy are of considerable value here.

Sometimes, these specific beliefs or preferences concern only a limited scope of pharmacotherapy, such as a
patient with a chronic back ailment who has endured numerous therapeutic attempts with nonsteroidal anti-
inflammatory drugs (NSAIDs) and now feels these medications will not be effective to manage her back pain. It
will not be useful to make assumptions about your patient's medication experience or to generalize from one
patient's experience to another. Taking the time to understand each patient's individual medication experience is
a valuable investment in your time. Not putting forth the effort to understand a patient's medication experience will
impede your decision-making ability and reduce the likelihood of your patient experiencing positive outcomes.

Some patients have strong religious beliefs that inhibit them from taking oral contraceptives to prevent pregnancy.
Others may rely on traditional or folk medicines to maintain health and only seek conventional pharmacotherapy
for acute illnesses. Practitioners learn to make decisions in all of these unique patient contexts. It is the reason
each patient must be treated as an individual.

Understanding the Patient's Medication Experience in Practice

The first step to managing a patient's medications is to elicit the patient's medication experience. As we
emphasized earlier, listen intently to the patient's story. Let us consider which pieces of the patient's story you will
want to “target”:

 What is the patient's general attitude toward taking medication?

o To what extent does the patient understand her medications?

» What does the patient want/expect from her drug therapy?

» What concerns does the patient have about her drug therapy?

» Are there cultural, religious, or ethical issues that influence the patient's willingness to take medications?
« What is the patient's medication taking behavior?

These are the some of the questions you will use to learn of your patient's medication experience. It is useful to
take the time to understand the meaning behind each one.

Patient's general attitude toward taking medications

Keep in mind that the patient's medication experience represents the sum total of the impact of events in the
patient's life that have formed the patient's impressions, beliefs, concerns, understanding, and preferences about
the use of medications to manage specific health problems. Over time and with experience, patients develop
attitudes toward and beliefs about drug therapy generally and the medications they are taking specifically.
Negative attitudes and beliefs that patients may develop include “Drugs don't work, they only cause more
problems,” or “I| don't take medications.” Overly positive attitudes include “There must be a drug | can take to
solve this problem.” For example, individuals who use herbs may have a less positive perception of the safety of

prescription therapies and a more favorable attitude regarding the impact of herbs on their health.9=11 The word
“natural” frequently is used to denote “safe”—a much misleading interpretation and a possibly dangerous one at



that.

These beliefs and attitudes work to establish specific preferences that each patient has about taking medications.
These preferences will directly impact whether or not a patient will take medication and how she will take the
mediation. It is likely that you will need to influence the patient's attitudes and beliefs about drug therapy. It is also
necessary to know what your patient believes before you attempt to change those beliefs or attitudes.

Patient's understanding of drug therapy

The patient may present with a thorough and comprehensive understanding of all her drug therapies or may
understand very little about the medications. Other patients will know more than you do about both their disease
and their drug therapy. Your patient's level of understanding will determine the extent to which you will need to
educate and explain effectiveness and safety instructions. Experienced practitioners are certain to elicit the
patient's level of understanding before embarking on a time-consuming patient drug information and education
campaign. Achieving the patient's goals of therapy depends on the patient having a clear understanding of why
each medication is being taken, the name of each medication (in a way the patient understands), the dosage and
dosing schedule for each medication, the clinical and laboratory measures that will be used to determine a
successful outcome, and the clinical and laboratory measures that can be used to detect if any safety/risk issues
occur. The pharmaceutical care practitioner must elicit enough information from the patient to determine how well
she understands medications.

Patient's “wants” and expectations

Establishing what your patient wants is the most productive place to begin an assessment. This is for two
commonsense reasons. In order to provide a service that a patient feels is valuable, it must be perceived to be
doing what she wants it to do. The best way to determine what another person wants is to ask. The other, and
more pragmatic reason to begin an assessment by determining what your patient wants, is that virtually all
patients already know, in varying measures, what this is. Every patient who walks into a clinic, an office, or a
pharmacy is there for a purpose. Some people may have difficulty describing what they want in terms that the
practitioner can fully understand. Some may be hesitant to share their goals with someone with whom they have
not yet established a strong therapeutic relationship. Some may feel as though what they want is not very
important to the practitioner. Some patients may feel that the practitioner is too busy with other issues to deal with
their personal concerns.

You may experience all of these situations in your practice, but it is important to reiterate that all patients you care
for have a good idea of what they really want. The better you are at discovering what that is, the better you will
serve your patients. If you provide services that people want, you will engender their loyalty. If you can determine
what your patients want and reassure them that you intend to help them achieve a positive experience from their
medications, then patients will have full confidence that you have their best interest in mind. This establishes the
basis for the trust that is required to build a strong therapeutic relationship. It also assures your patient that you
intend to be comprehensive in your care. A caveat: remember that sometimes what a patient wants is not
necessarily what he needs. Needs and wants must be differentiated and resolved. Discuss these distinctly
different issues with the patient.

For example, in the situation when the patient describes that she wants to “not have to take so many pills every
day,” the practitioner should make every effort to minimize the number or frequency of doses she is required to
take every day. During the assessment, the practitioner may determine that other clinically important drug therapy
problems need to be resolved; however, it is still important to address the patient's original stated request to
reduce daily doses. There will be plenty of opportunity to interpret what the patient wants relative to your
professional decision of what is needed, later in the assessment. However, if you fail to determine what your
patient wants from her medications, you have no reference point, no starting place.



Patient concerns

Patients frequently express what they want in terms of concerns they have about the medication itself or how it

must be taken.2 Such concerns are frequently the reason they want to see a pharmaceutical care practitioner.
Common concerns include risks of taking a certain medication, side effects experienced, and confusion over how
to take a medication or why it is being taken. Concerns can be more expansive if the patient is afraid to take
medications in general because of previous problems experienced. It is important to know all of a patient's
concerns because they have a dramatic impact on the patient's medication taking behavior. Furthermore, patients
who feel that their concerns are not being attended to by the practitioner often do not take medications as
intended. Concerns related to medications are a major cause of nonadherence. Past experiences with
medications have a significant impact on the patient's willingness to take them in the future, so take the time
required to address this important issue.

For example, the patient may be afraid to take an antibiotic because a friend or another family member once had
a bad experience with a drug that was also used to treat an infection. Even if the two antibiotics are completely
different, such as amoxicillin and erythromycin, and even if the infections were different, such as pneumonia and
urinary tract infection, you must recognize and address this patient concern to have a successful outcome. A
concerned patient could raise highly controversial and ideological issues such as vaccines and autism. Be
prepared to fully present the facts and listen to the patient's concerns.

Cultural, ethical, and religious issues

The impact that society has on shaping individual attitudes and beliefs has been widely documented and broadly

accepted.12_18 Therefore, it is important to understand the social context of each patient. Within that social
context lie religious beliefs, traditions, and social expectations that can all impact a patient's attitudes and beliefs
about the efficacy of the medication, its appropriateness, and the proper way to administer it. Again, this
information is relevant because it shapes the patient's medication taking behavior or compliance. Practitioners
frequently need to influence this behavior to optimize the patient's response to medications. Additionally, the
practitioner must accommodate religious practices, traditional beliefs, and cultural norms that may be very
different from her own. All of these belief systems may directly influence a patient's willingness to comply with the
recommended drug therapy. Unfamiliarity with issues or differences in views commonly introduces ethical
dilemmas into practice. For example, many Native Americans value a process of group decision making by the

family that may need to be balanced with the concept of personal autonomy.19

Ethical dilemmas do not have to be negative experiences. They can serve as discussion topics between the
practitioner and the patient. It is important to emphasize that the patient is always the final decision maker, and he
must give consent to the practitioner's influence on whether and how to take a drug product.

Patient's medication taking behavior

All of the previous components of a patient's medication experience—a patient's expectations, values, concerns,
understanding, beliefs, attitudes, preferences, culture, and religion—can influence what is described as the
patient's medication taking behavior. A patient's medication taking behavior describes the decisions a patient
makes and acts upon related to the use of drug products and dosage regimens. These behaviors include whether
a patient chooses to obtain and take the medication, how the patient takes the medication, whether the patient
chooses to refill a prescription, or if the patient chooses to adhere to the regimen. These behaviors frequently
need to be positively reinforced to obtain the desired results from therapy. Some patients may not believe that the
drug therapy the clinician recommended will work. Therefore, the patient may not even have the prescription filled
or purchase the product. The practitioner needs this information to make good decisions. Some portions of your
patient's description of her medication experience may be confusing or missing. Complicated brand and generic
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names, complex dosing schedules, and multiple instructions can all contribute to a patient having incomplete
information or recall about the medication and how it was taken. It will require both time and patience to elicit this
information.

Utilizing the Patient's Medication Experience to Optimize Therapeutic Outcomes

Pharmaceutical care, as a practice, cannot function without the practitioner having a firm grasp of the patient's
medication experiences revealed by the patient himself. Without a clear detailed knowledge of the patient's past
experiences, present wants and needs, and future aspirations and expectations, clinicians can, and do, make
mistakes. One can readily see how adherence levels can sink so low when little of this information is sought and
integrated into a care plan. Empowering the patient to proactively place himself “in charge” of his treatment, and
assume the life-supporting responsibility of what is usually termed “self-care” is essential to positive outcomes. To
think of this in a more mundane manner, consider the simple act of selecting paint for someone's house without
asking or caring what his preferences are, what colors he likes or doesn't like. Although the consequences of drug
preference and paint preference may differ in degree of risk, there is in both cases a required rational decision-
making process, and we might add, a courtesy that should be followed.

Clearly, few clinicians will elicit or understand all (or sufficient) information concerning the medication experience
in the beginning of their career. But, such information gathering is an ongoing enterprise, and each patient's
biography will develop and become more illustrative as time passes and the clinician's skills improve. Remember,
communication skills can and will improve as trust and an empathic caring self is revealed to the patient.
Completing an assessment with any degree of meaning, acceptable to both patients and clinician, is very difficult
with little shared frame of reference. Some say “talk is cheap,” but it may be the most valuable asset a clinician
has at his disposal. Chapter 6 will continue this discussion in reference to the specifics of conducting an
assessment of a patient's medication needs.

The Practitioner and the Patient Form a Relationship

The ability of the practitioner to elicit the information described above depends on establishing a meaningful
relationship with the patient where personal, intimate feelings and beliefs can be shared. This is, indeed, a special
relationship that is developed only with a patient care provider. This relationship is one of the most important
“tools” a practitioner can have when practicing pharmaceutical care. In fact, it is our experience that the quality of
care you are able to provide will depend entirely on the nature of the therapeutic relationship you develop with
each patient.

The Therapeutic Relationship Defined

The relationship that develops between the patient and the practitioner is termed the therapeutic relationship.

Definition The therapeutic relationship is a partnership or alliance between the practitioner and the patient

formed for the purpose of optimizing the patient's medication experience.20

The therapeutic relationship requires recognition of certain responsibilities on the part of the patient and the
practitioner. It is based on trust, respect, authenticity, empathy, and commitment. We use the term therapeutic
because this distinguishes it from other relationships including familial, friendly, customer, or professional. The
therapeutic relationship has the specific purpose of facilitating the exchange of information and expertise so that
patients can achieve the best possible results from drug therapies. The first function of the face-to-face interaction
with the patient is to build and maintain an effective therapeutic relationship. Although it may be more difficult, a
therapeutic relationship is also necessary if the care is provided telephonically. This will take additional skill and


http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/content.aspx?bookid=491&aid=56173104

practice.

An effective relationship takes the form of a partnership with the patient. This partnership serves as the
foundation for the entire assessment process as well as future follow-up evaluations. There will always be a
relationship between practitioner and patient, and it is your responsibility to maintain the quality of that
relationship. A good therapeutic relationship means that you can provide good care to your patient, whereas an
excellent therapeutic relationship allows you to provide excellent care. Therefore, it should come as no surprise
that a badly maintained therapeutic relationship often results in unsatisfied patients and even litigation. The
therapeutic relationship can make this much of a difference.

The nature of the information that is shared by your patient can be quite technical, often personal, occasionally
embarrassing, and frequently difficult to describe. Therefore, the therapeutic relationship must be supported by
trust, honesty, cooperation, sensitivity, empathy, and confidentiality. It will take time to develop a relationship with
these qualities, but the continuous nature of pharmaceutical care practice facilitates the establishment and growth
of a positive therapeutic relationship. Achieving a positive therapeutic relationship is an active rather than passive
process. It is an act of caring for and about a person. It focuses on the whole person and not simply a biological
specimen, organ system, disease state, or drug product in any reductionist sense.

Therapeutic relationships will vary because each patient is different, and each practitioner is different. However,
there are certain characteristics and behaviors that facilitate building the therapeutic relationship with your patient.
There are characteristics about yourself and behaviors toward your patient that make a noticeable difference in
the quality of relationship that can be built. These are listed in Table 4-1.

Table 4-1 Characteristics and Behaviors Associated with the Therapeutic Relationship

Characteristics about yourself Behaviors you manifest toward your patient

Honesty/authenticity/open communication Putting the patient's needs first

o Offering reassurance

Empathy/sensitivity « Seeing the patient as a person
Patience and understanding Mutual respect/trust

Competence Cooperation/collaboration
Assuming responsibility for interventions Caring

» Building confidence

e Supporting the patient

Being held accountable for the decisions and « Offering advocacy

recommendation made « Paying attention to the patient's physical
and emotional comfort

This list includes characteristics and behaviors that are central to the philosophy and practice of pharmaceutical
care. The therapeutic relationship links a practitioner's philosophy of practice to the real world of the patient. In
essence, the relationship with the patient is how a practitioner brings his philosophy of practice to the care that is
provided.



The Importance of the Therapeutic Relationship

All practitioners should make every attempt to create a collaborative, patient-centered, therapeutic relationship
with their patients. Foremost in this relationship is good communication and a thorough evaluation of patient
feedback. For the clinician (physician, pharmacist, nurse, physician assistant, etc.), the centrality of the patient,
her autonomy, and self-determination are critical to the care provided. Understanding what these concepts mean
and their problems or possible limitations (e.g., cognitively impaired individuals) is essential to forming a
therapeutic relationship. The ability to (a) note nonverbal cues, (b) listen attentively, (c) focus critically and
reflexively on all information exchanged, (d) pay attention to all emotions displayed and see these as an important
part of any communicative act, (e) provide feedback promptly, and (f) develop a level of trust that becomes an
integral part of the therapeutic regimen are all indispensable components of a caring culture.

Dialogue is therapeutic! Patient preferences and clinician recommendations can conflict. Patient preferences must
be heard and respected, and when appropriate, integrated into any treatment plan. When values, ideas, and
recommendations conflict without finding a resolution for them, nonadherence is possible. The issues in question
must be discussed and to the best of everyone's ability resolved. What is the patient's preference based on?
What does the clinician prefer? If there is any conflict, can it be worked out to everyone's satisfaction? If not, why
not? Are the patient's preferences rational, logical, or harmful? Can the clinician examine her preferences and
recommendations addressing the same questions?

In any therapeutic relationship there is a “search for meaning,” sometimes deeply philosophical, often at a more
pragmatic level emphasizing what patients refer to as “commonsense,” and frequently involving highly personal

experiences even of a spiritual nature.? Everyone tries to make sense of their experiences. Patients bring to the
therapeutic arena a considerable amount of experience, both good and bad, and seek answers to many troubling
questions. lliness is transformative, as is medication taking. It changes worldviews, attitudes, expectations, values,
conceptions of self, and many other attributes that define the afflicted and influence those whose purpose it is to
offer assistance. Indeed, some illnesses define a significant part of identity as in: “I'm a diabetic” or, “I'm an
epileptic.” Such power of transformation and ascription found in the illness and medication experience cannot be

ignored. Oliveira reveals this and more in her work with patients receiving pharmaceutical care services.21
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The time and effort invested in developing strong therapeutic relationships will serve you well in
practice. This relationship will make it easier to elicit necessary information from the patient,
positively influence the patient's decisions, and learn from the patient.

The Patient as the Primary Source of Information

In all patient care practices the patient is the primary source of information. The patient either knows everything
the practitioner needs to learn about the case or has primary access to the necessary information. Often we think
of the medical chart, laboratory values, or the physician as the primary source of information, but all of these
sources are secondary to the patient herself. The medical chart is often a translation of patient information.

Laboratory values can be helpful, and whenever we need them, we can obtain them from the patient or request
that the patient obtain them from the physician's office. Often we can generate the data firsthand in practice by
gathering it ourselves (i.e., blood pressure, glucose, cholesterol), or by ordering the test directly from the
laboratory.



The stronger your therapeutic relationship is with the patient, the more likely you can gather all of the personal
medication use and history information necessary to make sound clinical decisions.
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One of the most important results of a positive therapeutic relationship between a patient and a
practitioner is the shared decision making applied to goals of therapy.

Goals of therapy establish the direction, the intensity, the risks, and even the duration of drug therapies to be
employed. Negotiation and agreement between patient and practitioner must be accomplished for positive
outcomes to be possible. Through the therapeutic relationship, patients must be willing to participate in
establishing achievable goals of therapy.

It would be a mistake to underestimate the value of the patient's input into the assessment of drug-related needs
and the identification and resolution of drug therapy problems. Over 75% of all drug therapy problems identified
and resolved in pharmaceutical care practice are resolved directly with the patient.

This is similar to other primary care providers in which the vast majority of issues are resolved between patient
and practitioner. The quality of the therapeutic relationship will greatly impact your ability to accomplish these
objectives.

The Patient as Decision Maker

The patient is the ultimate decision maker in his or her health care. This is especially true for drug therapy
decisions. Prescribers decide only what medication and dosage regimen to suggest, and the patient makes all the
other decisions. Patients decide what medications—both prescription and nonprescription—they will actually take
and what they will not. Patients also decide how much to take, how frequently to take it, and how long they will
continue to take it. Because only the medication that the patient decides to take has an impact on the patient's
condition, the patient's decision-making process is very important to understand.

The practitioner has to positively influence the patient's decisions to create a positive medication experience. This
requires a good therapeutic relationship. If you ever have difficulty influencing your patient's decisions about drug
therapy, reevaluate your relationship with the patient. It usually holds at least part of the explanation.

The relationship between a patient and a health care professional should always be therapeutic in its most literal
sense. We are always striving to help the patient achieve the most positive therapeutic results possible. However,
drug therapy can be dangerous or frightening. It can be confusing. It can be distressing to some patients. These
emotions are implicit in the pharmaceutical care process, and therefore, a significant portion of what the
practitioner contributes to the patient is made possible only through a close, respectful, mutually rewarding
therapeutic relationship. In situations of uncertainty, it will help to recall direction provided by Cipolle: “Treat each
patient as you would treat your own grandmother.”22
The Patient as Teacher

Practitioners will learn more from their patients than they learn from most textbooks. Books, professors, and
experts can teach you a significant amount, but only your patient can teach you what you need to know about
himself and the impact drug therapy has. Never assume your patient has the same values and views about his
drug therapy as you do. Learn what the patient's views are and use his information to develop better goals and
assure positive outcomes. Patients have a wealth of information about their diseases and drug therapy. This is
especially true for patients with chronic diseases. Not only have they lived the experience firsthand, but they can



often describe how drug therapy actually impacts their daily lives.

Patients frequently have multiple medical problems and are using several medications. Each patient presents a
new combination or mixture of diseases, illnesses, personal characteristics, and drug therapies. This is an
experience we can retrieve only from the patient. You will benefit tremendously if you allow your patients to teach
you about their diseases and their drug therapy. It is an efficient and effective way to learn. In contrast to material
learned from a textbook, practitioners retain all that they learn from their patients. The asset that allows you to
learn optimally from your patients is a strong therapeutic relationship.

Pharmaceutical care practice, like all other patient care practices, includes a qualified practitioner, a patient in
need, and the work that occurs between them.

All of the work focuses on the patient. Although you will collaborate with the patient's other providers and
caregivers to ensure that she receives coordinated care in an efficient manner, your responsibility is to the
patient.

The Patient's Rights

In a patient-centered practice, the patient's rights and responsibilities will be foremost in our mind as we make
decisions. They will be primary as we consider the actions to be taken, and will not be relegated to a piece of
paper that is posted on the wall in the waiting room. A patient-centered practitioner is cognizant of what the
patient has a right to expect and what their responsibilities include.

What the Patient Can Expect

Although your patient may not have previously experienced pharmaceutical care, he or she will have received
care from other health care practitioners and will have learned to expect certain behaviors from a clinician. These
expectations often remain unspoken; however, you can be certain that your patients will look for the following
behaviors from you each time care is provided. These expectations and your ability to meet them will have a
significant impact on the quality of the therapeutic relationship you will develop with your patient.

Patients Expect You to Care About What They Want

Experienced practitioners acknowledge what the patient wants and address these wants directly. Patients may not
be able to express what this is in the most sophisticated clinical terms, and they may not have the same
understanding as you regarding what would be therapeutically best, but they know what they want. When patients
feel they are getting what they want, they are usually satisfied. Patients only care how much you know, when they
know how much you care. There will be times when what your patient wants conflicts with what you consider to be
in the patient's best interest. Successful resolution of these dilemmas requires that you put the patient first. What
you think your patient needs is applied in the context of what your patient wants, what your patient expects, and
what your patient is willing to do.

Patients Will Expect You to Put Their Needs First, before Your Own

Patients expect their drug-related needs to dictate what you do and when you do it. Patients' needs establish your
priorities and direct your clinical activities. When you fully recognize that your patient's needs are the focus of
what you do, you will understand what it means to have a patient-centered practice. This is the cornerstone of
pharmaceutical care practice.

Patients Expect Compassion and Understanding of Them as Individuals

All patients are different. Each has unique beliefs, experiences, emotions, and understandings of health and the
use of medications. Patient care practitioners hold the patient's personal beliefs and customs in high regard. You



will have to be informed about patients' beliefs and customs from many different cultural backgrounds because
the decisions you will make must be sensitive to them and reflect your patient's wishes. Taking time to understand
the individual patient's medication experience will demonstrate your interest in the patient.

The Patient Expects You to Possess the Technical Knowledge and the Clinical Experience and Confidence It Takes
to Apply that Knowledge to Their Individual Case

Compassion is only part of what the patient expects. You must be competent in your work. The patient will expect
a similar experience and level of service from all pharmaceutical care practitioners. Patients should be able to
expect practitioners to have and to meet specific practice standards that are consistently and comprehensively
applied to all patients. Patients will expect pharmaceutical care practitioners to be competent at what they do, to
create a written record of the care that is provided, and to follow-up to verify that the desired goals of therapy
have been achieved. When you see a patient for the second time, he or she will expect you to remember what
was said and done the last time—or at least to have a written record of it.

Patients Expect to Receive the Appropriate Medication for Their Medical Problems, and They Expect the Medication
to Work

Because you have the knowledge and skills to meet this expectation, patients have a right to expect you to do
whatever is necessary to ensure that they achieve the results they want from their medication. They expect you to
provide this without taking unnecessary risks in the process. This does not seem difficult, but the data suggest

that in today's health care system, we are having a difficult time meeting this expectation.23 If the drug therapy is
not effective, the patient expects you to find one that will be. If the drug product needs to be changed, they expect
you to change it. If the dose needs to be altered, they expect you to alter it so it is effective, yet safe. There are
several medications that are efficacious for most medical conditions or illnesses. Find one that works for the
patient.

Patients Will Expect You to Be Realistic and Honest About What They Can Expect from Their Medications

All patients are unique, so some will want to know everything about their medications: how they work and what
they do, both positively and negatively. Virtually all patients want to have some level of understanding about the
goals of therapy so that they will know if their drug therapy is working. Some patients will want you to make all the
decisions without explaining much at all about their drug therapy other than how to take it. You will have to
determine the level at which your patient wants to understand details about drug therapy. When you put a drug
product (a chemical entity) about which we know a great deal into a patient (a complex biological system), the
outcome cannot be predicted with full certainty. The more experience you have, the better you will be at
predicting the outcome. There is so much that is still under investigation concerning drug therapy. In most
situations there is no right answer. We are always making our best clinical judgment at the time. The patient has a
right to know how certain you are about the potential positive and negative outcomes of drug therapy. You
selected the drug therapy based upon effectiveness and safety, so be certain to explain how often this product
works. If the data indicate that the drug is effective in 75% of cases, then your patient can expect it to work in
three out of four cases.

Patients Will Expect You to Be Their Advocate for All Their Drug-Related Needs

This will require that a special relationship develop between you and your patient, similar to the relationship
patients have with other patient care providers. This relationship will demand that you respect every patient and
his or her values, views, preferences, and wishes when making decisions about medications. What the patient
wants and needs become your major concerns in practice. Your patients should be able to expect that you will
provide the very best drug therapy possible. They should expect that you will provide the most effective drug
therapy available in every circumstance. They will also expect you to keep their safety as a high priority. As a



clinician, your advocacy for effectiveness and safety takes precedence over other considerations such as
convenience and cost.

Patients Will Expect You to Be Accountable for the Decisions You Make and the Advice You Give

Whatever happens to the patient as a result of pharmacotherapy, positive or negative, you must take
responsibility. The outcomes of drug therapies are your responsibility. Encourage the patient to contact you when
questions arise or problems develop. Although you will work closely with the patient and his or her prescribing
practitioners, always take responsibility for the outcomes resulting from drug therapy. The patient needs to know
that you will be there for him or her regardless of the outcome. The patients need to know that you will find
solutions to his or her problems.

Patients Will Expect You to Know When to Refer Them to Someone with Different Expertise

Don't try to be a dietician, an exercise physiologist, or a psychiatrist. It is important that you know the scope and
breadth of your responsibilities (pharmacotherapy) and that you know where the boundaries of your expertise lie.
Modern pharmacotherapies can improve the lives and overall health of many people. Focus your attention on
maximizing the benefits of all drug therapies. Consultation and referrals serve a vital role in today's health care
system. When referring a patient to another health care practitioner, it is important to be clear about the purpose
of the referral, provide all of the relevant drug therapy documentation you have describing your patient's needs,

and help your patient understand what questions to ask or what service to seek.24
The Patient's Responsibilities

With rights come responsibilities. It is important to be cognizant of your patients' expectations and aware of their
responsibilities. Meeting the patient's drug-related needs requires the patient's participation and cooperation.
Simply stated, you can expect your patients to

1. provide you with accurate and complete information
2. participate in establishing the goals of therapy

3. contribute to the care plan as agreed upon (act on the education and instructions they received, collect
important outcome parameters, keep appointments)

4. maintain a diary of medication use, signs, and symptoms, and test results if needed to evaluate effectiveness,
safety, and compliance

5. notify you of changes and/or problems with their drug therapy so you can act on them before they become
harmful

6. ask questions whenever they arise.

The therapeutic relationship will allow you to uphold your patients' rights and benefit from their responsibilities.
Work to make it a good one.

Adherence as a Test of Patient-Centeredness

Nowhere in the practice of pharmaceutical care are the concepts of understanding the medication experience and
establishing a quality therapeutic relationship more important than in affecting your patients' behavior toward
adherence. Adherence has been talked about and researched to such a degree that it has almost become “an
end in itself,” without regard to the outcomes the medications are meant to achieve. However, having said that, it
must be recognized that adherence can make all the difference in achieving these outcomes.



While no single strategy will guarantee that patients will fill their prescriptions and take their medicines as
prescribed, elevating adherence as a priority issue and promoting best practices, behaviors and technologies may
significantly improve medication adherence in the U.S. Enhancing Prescription Medication Adherence: A National
Action Plan (National Council of Patient Information and Education, 2007)

The problem of medication adherence has been the focus of numerous research projects and marketing
campaigns initiated by the pharmaceutical industry, academics, health care administrators, economists,
practitioners, and others and has produced a significant volume of results. However, in spite of this substantial
effort to both elucidate the dynamics of nonadherence and develop methods of remedy, the level of adherence

has not positively improved to any significant degree since the groundbreaking work of Sackett in the 1970s.2°

Wertheimer and Santella2® help to quantify the problem:

o Sixty percent of all patients cannot identify their own medications

» Thirty to 50% of all patients ignore or otherwise compromise instructions concerning their medications
o Twelve to 20% of patients take other people's medicines

» Hospital costs due to patient nonadherence are estimated at $8.5 billion annually

Additionally, as a Center for Health Transformation report23 discusses:

» Approximately 125,000 Americans die annually (342 people every day) due to poor medication adherence
e Ten to 25% of hospital and nursing home admissions are caused by the inability of patients to take their

medications as prescribed and directed?4
» The rates of nonadherence to prescription medication therapy have remained stagnant over the past three
decades, and recent reviews have shown that as many as 40% of patients still do not adhere to their

2

treatment regimens 7 and up to 20% of all new prescriptions go unfilled.28

Not only are there clinically identifiable consequences to nonadherence, there are also economic costs. It has
been estimated that the annual cost of nonadherence in the United States approximates $290 billion, and as the
population ages is likely to significantly increase.

The work of Cramer,29 Pittman,30 Osterberg and Blaschke,31 Fleming,24 Atreja et aI.,27 McHorney,32

Bushnell,‘?’3 Mattke,?’4 Fortney,35 and Ho et al.36 confirms that the problem of nonadherence is very much with
us. Indeed, a broader reading of the data beyond our shores indicates that the problem has universal
significance.

Defining Adherence

Adherence is essentially a behavioral issue that has communication at its core. Most health care providers would
agree that effective, safe, therapeutic intervention depends on communicating clearly, accurately, and with patient
affirmation and consent. Medication, because of its benefits and risks, must be consumed in specific dosages, at
individualized times and for a clearly determined period of time. This can be quite interruptive, discouraging,
frustrating, confusing, tiring, and can, and often does, lead to nonadherent behavior. Pharmaceutical care is able
to positively impact nonadherence in a number of ways. But first, consider the meaning of these terms.

For purposes of this discussion we define adherence in the following manner:

Adherence is defined as the patient's ability and willingness to take a therapeutic regimen that the practitioner has
clinically judged to be appropriately indicated, adequately efficacious, and, based on all available evidence, can
produce the desired outcomes without any harmful effects.



A critical examination of “classical” adherence literature reveals that all too often, the focus becomes that of
“blaming the victim.” The “bad patient” did not comply with the doctor's orders. The emphasis is on the
paternalistic role of the physician and the subservience of the patient. Although our rhetoric has changed and
denials of this attitude are rampant, it does resonate with the real nature of what still remains of the “doctor—
patient” relationship. The critique of this relationship, particularly from bioethicists, is well documented, and at
present is experiencing a dramatic exposure throughout the health care system as we try to organize patients into
“‘medical homes.” We are quickly realizing that the U.S. health care system is anything but a home, where one
can be safe and comfortable and find solutions from the problems of the world. But, while structural changes
occur at a modest rate, patients continue to be somewhat passive actors reacting, for better or worse, to the
pronouncements of clinicians.

This scenario of “bad patient” and “right prescriber” sets up an explosive situation for a couple of obvious
reasons. First, Conrad discovered, as we do every day in practice, that patients have rational, well-thought-out

reasons for not taking their medications.3” Secondly, our data indicate that 70% of patients receiving medication
management services have a drug therapy problem that needs resolving. These problems occur with the
following distribution: inappropriate medications being used 27%, ineffective medications being used 29%, unsafe
medications 27%, and finally nonadherence of 17%. Essentially these data, which have been reproduced all over
the world, indicate that providers may be responsible, either directly or indirectly, for 83% of the drug therapy
problems being identified and solved today, whereas patients participate, directly or indirectly, in 17% of them!!
This is something to consider.

Medication Management as a Solution to Nonadherence

As described above, medication management services (provided as pharmaceutical care practice) have been

shown to consistently decrease noncompliance levels to less than 20%, and in some cases to as low as 9%.20
How can this be achieved in view of the literature, which demonstrates how difficult it is to achieve levels of less
than 50%? There are four primary reasons why medication management services can accomplish this and each
will be discussed below.

First, and perhaps most importantly, patients receiving medication management services are not encouraged to
be compliant with their medications until an assessment has been completed. This assessment must determine
first, if the medications being taken are appropriate for the medical conditions being treated; second, that the
medications are the most effective available; and third, that the medications are the safest possible. Only after
these decisions are validated, is the patient's behavior assessed to determine whether the patient is being
adherent or not. If the drug therapy is found to be inappropriate, ineffective, or unsafe, then the patient should not
be encouraged to be compliant until changes can be made to address these drug therapy problems. Too many
times an assumption is made that all the medications prescribed and taken by the patient are correct; but too
frequently, in one out of two patients, this is not the case. This will be explained in more detail below.

The second reason nonadherence levels can be decreased so dramatically is that the patient is put at the center
of the care that is delivered. The patient is encouraged to play a very active role in the decisions that are made to
treat the patient's medical conditions. The patient helps to establish goals, assists in determining the most
appropriate interventions, and collects information to monitor outcomes. This active participation keeps the patient
involved in what is happening and gives the patient some control over a situation that often makes the patient feel
“out of control.”

The third reason that medication management services can decrease nonadherence so significantly is that the
pharmacist understands that a quality service starts by revealing the preferences, beliefs, expectations, and
concerns of the patient about his medications. This practitioner comes to understand the patient's medication



experience and uses this information to individualize the care that is delivered to each patient. When a patient's
care is individualized to this extent, the outcomes improve considerably.

And, the final reason medication management services can result in adherence levels of 90% is that the
pharmacist providing the service works to establish a meaningful, therapeutic relationship with the patient.
Through this therapeutic relationship comes the trust and respect that is necessary for adherence to be achieved.

Adherence Is Assessed Last, Not First

Patients have rarely been taught much about medications and, for the most part, have never been taught how to
think about their medications in an empirical, pharmacological manner. This may have been reinforced because

physicians have not traditionally been taught to think about medications in a systematic, comprehensive way.17

Therefore, it would be difficult for physicians to share well-organized information about medications with patients
when they frequently do not have it themselves. And, medications have always been considered the domain of
the physician and they have taken on a mysterious, secretive quality so much so that patients don't feel
comfortable asking questions or sharing information about their medication experience.

It is not a trivial matter to mention the difficulty found in pronouncing and spelling the names of drugs. Anyone
who has taught pharmacy students or other health care professions (who by any measure are a bright and
resourceful lot) has found that the language of pharmaceuticals has mind-bending properties that are
confounding enough to try the patience of any linguist. We know from experience that many clinicians often
“stutter” pronunciations of some drugs and we certainly observe numerous patients “tongue-tied” and frustrated
as they try to provide verbal identities to their medications. A glance at a number of antiepileptic medications, for
example—ethosuximide, lamotrigine, or levetiracetam, gives the impression that struggling to pronounce their
names could in itself produce seizures. Perhaps this is another example of iatrogenesis.

It is unethical, almost unthinkable to imagine that we would encourage our patients to take medications that are
inappropriate, ineffective, or unsafe, and yet, that is exactly what is occurring repeatedly every day. As we
mentioned earlier, one out of two ambulatory patients who enter a retail pharmacy to have a prescription
prepared is taking a medication that is inappropriate, ineffective, or unsafe. However, we frequently assume that
everything is fine and continue to encourage them to be “compliant” every day with these medications. This
happens so frequently that we can no longer encourage patients to adhere to their regimen unless all of the
patient's drug therapy has been assessed, comprehensively and systematically, an individualized care plan has
been developed, and the patient is followed up to determine that the drug therapy is appropriate, effective, safe,
and can be taken as intended. In other words, medication management services have to become the standard of
care for patients in our health care systems.

This seems to be simple and basic. Yet, patients have many different prescribers, medications are becoming
increasingly complex, patients are developing numerous comorbidities because of their age and longevity, and
they are adding many nonprescription medications to the mix. This leaves patients confused, changing their
dosage regimens, stopping their medications, and often refusing to participate in this whole exercise. It doesn't
have to be this way.

A successful approach to fixing this dilemma may be to make it all simpler and more understandable to both the
patient and prescriber. Pharmaceutical care practice is built on a logical way to think about medications. And, this
can provide both the patient and the practitioner a common language for communicating medication information.
We believe this can have a significant impact on decreasing medication nonadherence.

When medication management services are delivered, all of a patient's medications are evaluated, together, in a
very logical order that ensures a patient is given medication and is taking medication that is appropriate for the
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medical conditions she is experiencing, effective for the condition it is treating and safe for those with
comorbidities and many medications. The assessment is done in this systematic way. Only when a medication is
deemed appropriate, is it evaluated for effectiveness. Then, only when the medication is determined to be the
most effective available, does the practitioner determine the safety of the medication. Then, when all of these
criteria have been met, the patient's adherence is evaluated to determine if the medication can be effective and
safe in the dose and manner in which the patient is ACTUALLY TAKING THE MEDICATION. In practice, the
patient's adherence behavior is never evaluated until the practitioner has determined that what the patient has
been given (and is taking) is appropriate, can be effective, and will remain safe. This is the logical way to think
about medications. This is the basis for building a different approach to achieving medication adherence.

Patient-Centered Adherence

Behavioral change on the part of the patient is the sine qua non of improved adherence. We do not refer here to
the questionable ethics of the Pavlovian approach to “behavior modification.” Rather, a more cooperative
collaborative approach is called for. Not surprisingly, such an approach requires change on the part of the patient
and also the clinician! So, we do not direct our attention to a limiting, and oppressive, patient-only approach,
where the “deviant” patient must master better ways to be compliant and dutiful to “doctors orders.” On the
contrary, we argue that altering the behavior of both clinicians and patients is a major step forward.

When patients visit a physician and leave with a prescription, which they take to a pharmacy and exchange for
medication, they usually have every intention of using this to improve their health and quality of life. For many
patients, however, this positive expectation is, for whatever reason, disrupted, altered, or rejected. The reasons
for this are not too difficult to ascertain. The following list, by no means exhaustive, provides some insight into the
reasons found in more than three decades of research:

o The patient does not understand the instructions

» The patient, for whatever reason, prefers not to take the medication

o The patient forgets to take the medication

e The medication costs too much for the patient to purchase

» The patient cannot appropriately swallow or self-administer the product

« The drug is not available for consumption

» Patients take the medication for the wrong reason

» Patients with comorbidities, on many medications, often become confused and indecisive, thus “put off” taking
them

» Patients all too frequently have a poor understanding of the science involved in goals of therapy and the
expectations of healthy outcomes

» Patients can be “pharmacologically” illiterate or do not understand the particular language used by clinician
and others

» Mathematics and measurement involved in dosages and the patient does not always understand frequencies
of administration; hence, dose and duration are often problematic as is safety and efficacy

» Patients frequently have a poor understanding of their health problems

o Patients frequently hold beliefs contrary to any empirically based allopathic paradigm

o Cultural beliefs and practices can, and do, impact the patient's decision to take or not take medicines

» Religious beliefs and practices can inhibit adherence

» Complex therapeutic regimens can be confusing and frightening

» Cognitive factors (especially in older patients) can lead to poor or nonadherence

Although all of these factors can play a role in decisions not to adhere to a medication regimen, much can be
done by the practitioner to prevent this. Perhaps the goal of all practitioners should be patient-centered



adherence.

The practice of pharmaceutical care not only provides us with the opportunity to improve adherence, but expects
us to approach it from a different perspective than has been taken for the past three decades. This approach is
so different, in fact that the traditional meaning of adherence does not really “fit” with the paradigm of the practice.
Therefore, we will refer to this new concept as patient-centered adherence.

Definition Patient-centered adherence is achieved once the pharmaceutical care practitioner ensures that only
those medications which are determined to be appropriate, effective and safe for the individual patient are being
used and that the individualized care plan developed with the patient takes into account the unique medication
experience of that patient. Then the patient is able to actively participate in the decisions made to treat medical
conditions with medications, as well as participate in the development of the care plan to achieve the goals of
therapy, and the patient is able and willing to take responsibility for the actions he/she needs to take to achieve
optimal outcomes.

This definition reveals concepts, which are central to understanding patient-centered adherence. Moreover, these
concepts involve more active and more explicit involvement by both patient and provider. Although these
concepts may not seem new as they are implicit in current understandings of adherence, it is the explicit presence
of them and the change in behavior that is required that creates the patient-centered adherence paradigm. A
more detailed look at each of the concepts will help to reveal this paradigm.

This paradigm eliminates our assumption that everything the practitioner has done is right and good for the

patient and all the patient has to do is to obey the directions of the practitioner. Conrad3’ has demonstrated that
patients change the doses of their medications and stop medications for very intelligent, logical reasons. These
reasons are that the medications that health care providers frequently suggest for patients, and the medications
patients select for themselves, are frequently inappropriate, ineffective, and unsafe because of multiple
prescribers, comorbidities, and the lack of a logical decision-making process that can make sense of it all. And,
finally, the patient has to have input into the decisions and actions to assure that patient-centered adherence can
be achieved.

Patient Participation in Achieving Adherence

It is important to reiterate that the patient is the ultimate decision maker in his health care. Prescribers decide only
what medication and dosage regimen to recommend, and the patient makes all the other decisions. Patients
decide what medications—both prescription and nonprescription—they will actually take and what they will not.
Patients also decide how much to take, how frequently to take it, and how long they will continue to take it, and,
they make these decisions every day.

Save Table | Print
Key Clinical Concepts

The practitioner has to positively influence the patient's decisions to create a positive medication
experience. This requires a good therapeutic relationship.

If you ever have difficulty influencing your patient's decisions about drug therapy, reevaluate your relationship with
the patient. The relationship between a patient and a health care professional should always be therapeutic in its
most literal sense. We are always striving to help the patient achieve the most positive therapeutic results
possible. However, drug therapy can be dangerous or frightening. It can be confusing. It can be distressing to
some patients. These emotions are implicit in the pharmaceutical care process, and therefore, a significant
portion of what the practitioner contributes to the patient is made possible only through a close, empathic,



respectful, mutually rewarding therapeutic relationship, and all that this entails.
Achieving Patient-Centered Adherence

Perhaps more than anything, pharmaceutical care practice brings the patient who has a certain set of beliefs,
expectations, and concerns together with a practitioner who may have a completely different set of values and
level of knowledge about drug therapy, and provides the two of them with a common way to think about
medications and a common way to talk about medications.

This should lead to the best decisions possible, which will bring about a significantly higher level of patient-
centered adherence. This happens best when the patient can share her medication experience, when she is able
to express her drug-related needs that day, and when the practitioner translates this information into drug therapy
problems that the pharmaceutical care practitioner is able to identify, resolve, and prevent with the active
participation of the patient. In Table 4-2 we represent this translational process. If you begin on the left with the
patient's medication experience that is translated into the patient's drug-related needs on any single day and are
then assessed by the pharmaceutical care provider to determine if any of the drug therapy problems in the right
hand column are occurring. This translational process, which actively involves the patient and the practitioner, is
able to focus everyone's efforts on how to resolve the drug therapy problem to achieve the intended goals of
therapy. More about drug therapy problems will be discussed in Chapter 5.

Table 4-2 Translating the Patient's Medication Experience into Drug Therapy Problems

Patient's medication-related Patient's drug

Patient's medication experience needs therapy problems

e 1. Additional drug
therapy is needed

UNDERSTANDING of the The medication is e 2. Unnecessary
medication and why it is being used | APPROPRIATE for the medical drug therapy
and how to use it as intended condition being treated needs to be

discontinued

¢ 3. The medication

Eéifgﬁl I;)Ejvse %fuﬁzirﬁgz'mema”d The medication is likely to be the is the wrong drug
tph di t_g most EFFECTIVE available e 4. The dosage is
€ meaication 00 low

e 5. Adverse drug

- The medication is SAFE for the reaction is
S«.ggfgjmss about taking the patient, his medical conditions experienced .
and other medications e 6. The dosage is
too high
e 7. Patientis

BEHAVIOR of the patient in terms of | The patient is able and willing to
adherence ADHERE to the regimen nonadherent

At this point we would like to introduce another caveat: patients very often do not confine their actions to taking
only prescription medications. Drug substances obtained by prescription often mix with over-the-counter products


http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/content.aspx?bookid=491&aid=56172882

such as food supplements, vitamins, dietary products, and topical ointments and creams to name a few
possibilities. Also, there is growing interest in, and enthusiasm for, alternative/complementary remedies. This
category, regardless of your personal beliefs and practices, does involve a great many risks for the patient.
Although specifically focusing on the prescribed medication, and all its possible complications, the practitioner will
want to know what other treatment options the patient is actively pursuing. Of major concern is the role that herbal

medicine plays in the patient's attempts to alleviate symptoms or produce a “cure.”38,39

Along with a more scientifically based pharmaceutical regimen (with all its flaws) patients are increasingly taking
such things as: aloe vera for herpes, artichoke for high cholesterol, billberry for phlebitis and menstrual pain, block
cohosh for menopause and colds, cranberry for urinary tract infection, horse chestnut for varicose veins, grape
seed for the prevention of cancer, passion flower for anxiety, St. John's Wort for depression, saw palmetto for
benign prostate hyperplasia, willow for general pain and fever-fern to prevent migraine. These are but a few of

the possible herbal remedies that dot the therapeutic Iandscape.38 These herbal remedies, and more, cannot be
ignored. Not only are many of these controversial in their claims, but they do offer potential risks when taken in
conjunction with other pharmaceuticals. Monitoring potential risk, both involving the claims and action of herbal
medicine, and their potential for herb—drug interaction is important. For example, although devil's claw is presently
seen by researches as good for musculoskeletal pain, does it interact with NSAIDs? Does garlic, considered good
for high cholesterol, interact with statins? Simple questions, but asking them about any herb the patient sees as
an essential part of his personal pharmacopeia, can and will, identify numerous medication needs.

Gathering information from the patient and placing it in a coherent, well-organized framework is necessary to
translate his presentation of what he considers his drug-related needs into a problem-solving format. During this
important act of translation the practitioner must assess the patient's level of understanding of drug therapy
generally and the specifics of her past and present regimen.

Does the patient understand why she needs a particular medication, and why she should take it? Does she
understand, to the best of her ability, how it works and what it will do for her? Is she aware of the costs and
benefits? Does she express any reservations, risks, or misunderstandings? In short, is she fully engaged in her
therapy, or is she a mere bystander? If the drug is indicated, we assess her understanding of what this means.

Are the patient's expectations consistent with the stated effectiveness of the medication? Are the expressed
concerns that the patient has about taking the medication consistent with the safety profile of it? How comfortable
is she with safety issues? Is there any reason, found in her past medication experience, to suggest that there is
doubt and possible nonadherence? If there is, can you do anything to ally such doubt, suspicion, or general
resistance? This organized, structured translation of patient-specific information into a framework that facilitates
the practitioner's problem-solving responsibilities is the essence of a rational structured approach to drug therapy
that is central to pharmaceutical care practice.

In sum, the practitioner depends, in large part, on the patient's provision of information required to make a
comprehensive assessment of drug therapy needs, and to formulate a plan of action to do something about any
should they arise. The process whereby the practitioner elicits this information is the patient care process that
forms the interactive dynamic that is the therapeutic relationship. The specifics of this process are discussed in
detail in Chapters 5, 6, 7, and 8.

This translation from the patient's medication experience to understanding her medication-related needs to
identifying drug therapy problems is the essence of medication management services. Having this framework
allows the patient and the practitioner to think about medications in a similar manner and to communicate with
each other using a similar vocabulary. Most importantly, it allows for the patient and the practitioner to develop
together a personal treatment plan for the patient that is based on the rational treatment plan of the practitioner.
This is a tremendously important step in achieving patient-centered adherence. Figure 4-1 describes the thoughts
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and communication approaches used simultaneously by the patient and the practitioner. The patient comes to the
encounter with her own, personal medication experience and a set of questions for the practitioner
(understanding, expectations, concerns, behavior). These personal questions are in the patient's order of priority.
On the other hand, the practitioner is skilled at clinical problem solving and comes to the encounter with a set of
areas of clinical inquiry (appropriateness, effectiveness, safety, and adherence). It is the skill of the practitioner
plus the strength of the therapeutic relationship that allows these two different languages and approaches to drug

therapy to result in an understanding of the patient's drug-related needs and the identification of drug therapy
problems.
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FIGURE 4-1

Communication and problem solving between patient and practitioner.

With this framework for thinking about medications, patients can learn to discuss their understanding,
expectations, concerns, and behavior as it relates to medications with anyone. The questions that are listed apply
to all patients, all medical conditions, and all medications. If we expect patients to participate in their care, and if
we seriously intend to make our practices patient-centered, then we have to provide patients with the tools to gain



knowledge, learn a foreign vocabulary, construct questions, and change their own behavior. This tool is just the
beginning of what needs to occur.

Summary

All practitioners in the health care system are facing the fact that patient-centeredness has received a lot of “lip-
service” but very little behavior has actually changed. This can no longer continue. The structure of the health
care system is finally putting the patient at the center in the primary care context (called the medical home in the
United States). Coordinated care focused on meeting the patient's needs is finally becoming a reality across the
United States. All of these structural changes make it quite explicit that there is much work to be done on the
practitioner's part. There is a need to better understand the meaning of patient-centeredness and to practice in a
manner that treats the patient as the raison d'étre for care being provided. Now the challenge is to apply these
concepts in practice. The following four chapters will provide you the opportunity to do just that.
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Key Concepts

1. Identifying, resolving, and preventing drug therapy problems are the unique contributions of the
pharmaceutical care practitioner.

2. ldentifying a drug therapy problem is a clinical judgment that requires the practitioner to identify an
association between the patient's medical condition and the patient's pharmacotherapy.

3. Medication management services add value to the care of individual patients by identifying, resolving, and
preventing drug therapy problems.

4. There are seven distinct categories of drug therapy problems.

5. How the practitioner describes the drug therapy problem influences the selection of interventions to resolve
the problem.

6. A correctly stated drug therapy problem includes (a) a description of the patient's condition or problem, (b) the
drug therapy involved, and (c) the specific association between the drug therapy and the patient's condition.

7. Drug therapy problems should be assessed for their severity, acuteness, and significance to the patient to
determine how quickly the resolution of the problem must occur.

8. When multiple drug therapy problems exist, prioritize them and begin with the problem that is most important
to the patient and/or is critical to the health of the patient.

9. Patients who have no drug therapy problems still require a care plan and follow-up evaluation to ensure that
the goals of therapy continue to be met and no new drug therapy problems develop.

Drug Therapy Problems: Introduction

Drug therapy problems are the clinical domain of the pharmaceutical care practitioner. The purpose of identifying
drug therapy problems is to help patients achieve their goals of therapy and realize the best possible outcomes
from drug therapy. In the following sections, we will discuss the terminology, components, and categories of drug
therapy problems and their central importance to the practice of pharmaceutical care and medication
management services.

Drug Therapy Problems: Terminology

The identification of drug therapy problems is the focus of the assessment and represents the key decisions
made in that step of the patient care process. Although drug therapy problem identification is technically part of
the assessment process, it represents the truly unique contribution made by pharmaceutical care practitioners.
Therefore, a separate discussion has been devoted to describing drug therapy problems so that you can learn to
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identify, resolve, and most importantly, prevent drug therapy problems in your practice.

Drug therapy problems are a consequence of a patient's drug-related needs that have gone unmet. They are
central to pharmaceutical care practice.

Definition A drug therapy problem is any undesirable event experienced by a patient that involves, or is
suspected to involve, drug therapy, and that interferes with achieving the desired goals of therapy and requires

professional judgment to resolve.1:2

If not resolved, drug therapy problems have clinical consequences. As clinical patient problems, drug therapy
problems require professional (clinical) judgment to resolve. The characteristics of requiring professional
judgment place drug therapy problems at par with other clinical problems in medicine, dentistry, and nursing.

Every health care practitioner is responsible for helping patients with problems that require a certain level of
professional sophistication to identify, prevent, or resolve. Societies have made dentists the primary health care
practitioner responsible for identifying and resolving dental problems. Not all dental problems require the
sophistication of a licensed dentist to resolve, but those dental problems that an individual patient cannot identify
(diagnose) or resolve on his or her own require the knowledge and skills of a dentist.
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Identifying drug therapy problems is to pharmaceutical care, what making a medical diagnosis is to
medical care. It is the most important contribution you can make. Drug therapy problems represent
the major responsibility of the pharmaceutical care practitioner.

It must be emphasized here that the most important role for the pharmaceutical care practitioner is to
prevent drug therapy problems from occurring. This is surely the most valuable service a practitioner can provide
to his or her patient.

Pharmaceutical care practitioners use the term problem to denote an event associated with or caused by drug
therapy that is amenable to detection, treatment, or prevention. A drug therapy problem is a clinical problem, and
it must be identified and resolved in a manner similar to other clinical problems. Patients have drug therapy
problems—drug products do not have drug therapy problems.

Components of a Drug Therapy Problem

To identify, resolve, and prevent drug therapy problems, the practitioner must understand how patients with drug
therapy problems present in the clinical setting. The patient's drug therapy problem always has three primary
components:

1. An undesirable event or risk of an event experienced by the patient. The problem can take the form of a
medical complaint, sign, symptom, diagnosis, disease, iliness, impairment, disability, abnormal laboratory
value, or syndrome. The event can be the result of physiological, psychological, sociocultural, or economic

conditions.1+2
2. The drug therapy (products and/or dosage regimen) associated with the problem.

3. The relationship that exists (or is suspected to exist) between the undesirable patient event and drug therapy.
This relationship can be

a. the consequence of drug therapy, suggesting a direct association or even a cause and effect



relationship

b. the need to add or modify drug therapy for its resolution or prevention.1
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Stating the problem and identifying the cause require that all three components be known. This
step involves clinical judgment by the practitioner.

There is no “right answer” as to whether or not a drug therapy problem exists. There is only the practitioner's
clinical judgment and rationale for the decision. This is the reason pharmaceutical care can contribute uniquely to
patient care. No other practitioner can identify and resolve drug therapy problems as routinely and
comprehensively as the pharmaceutical care practitioner.

Example “Mr. M.'s elbow pain is not being effectively controlled because the dosage of ketoprofen he has been
taking for the past three days is too low to provide relief.”

“My patient is experiencing orthostatic hypotension with mild to light headaches each morning because the 2 mg
dose of risperidone she takes in the morning is too high.”

“My patient has lost her ability to taste secondary to her captopril therapy.”
“Mrs. W. requires additional calcium supplements in order to prevent osteoporosis.”

Having one set of standard definitions and one set of distinct categories for all drug therapy problems help to
define a fixed and manageable set of professional responsibilities for the pharmaceutical care practitioner.

All patient problems involving medications can be categorized into one of seven types of drug therapy problems.
These include any and all side effects, toxic reactions, treatment failures, or the need for additive, synergistic, or
preventive medications, as well as adherence problems and noncompliance. The seven categories of drug
therapy problems are described in Table 5-1.

Table 5-1 Description of Drug Therapy Problems Categories

The drug therapy is unnecessary because the patient does not have a clinical indication at

1. this time.

2. | Additional drug therapy is required to treat or prevent a medical condition in the patient.

3. | The drug product is not being effective at producing the desired response in the patient.

4. | The dosage is too low to produce the desired response in the patient.

5. | The drug is causing an adverse reaction in the patient.

6. | The dosage is too high, resulting in undesirable effects experienced by the patient.

7. | The patient is not able or willing to take the drug therapy as intended.

Practitioners frequently perceive that an infinite number of drug therapy problems exist given the rapidly
expanding array of drug products available, the growing number of diseases being recognized and diagnosed,
and the growing numbers of patients entering our health care system. The existence of an endless list of possible
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drug therapy problems might seem logical due to the fact that, during 2008, there were 4 billion prescriptions
dispensed from community pharmacies throughout the United States and over 44,000 hospitalized patients die

each year resulting from medical errors.3 Although there are many thousands of drug products available, billions
of prescriptions dispensed each year, and numerous acute and chronic diseases managed with drug products,
there are only seven different categories of drug therapy problems.

Several drug therapy problem classifications have been proposed and described in the literature. With minor
exceptions, all of these support the assessment of indication, effectiveness, safety, and adherence first

described by Strand and colleagues.2 Some authors have suggested adding a miscellaneous category in order to
include prescription processing (system) errors. However, when there are no clinical problems identified in a
specific patient, professional judgment usually is not required and therefore adds confusion rather than clarity to

the core patient-centered responsibility of the practitioner providing medication management services. 411

These seven categories should not be confused with the traditional criteria for categorizing medication errors,
which describe the correct drug, correct dose, correct route, correct frequency, and correct duration according to
a prescription. This prescription-focused approach establishes the prescribing and delivery of the drug product
and not the patient's clinical condition as the focus of the problem. Drug products do not cause toxicity until they
are taken by a patient. Drug products cannot prevent diseases unless they are taken at the appropriate time and
at the appropriate dosage by patients. Drug products cannot cure a disease unless and until a sufficient dosage is
provided to and taken by the patient. Drug therapy cannot be considered to have failed to manage a disease
unless it was actually taken by the patient. Therefore, drug therapy problems always involve the patient, the
medical condition, and the drug therapy that connects them.

This categorization of drug therapy problems was first defined, described, and developed in 1990 by the research

group at the Peters Institute of Pharmaceutical Care at the University of Minnesota.2 The seven categories of
drug therapy problems have been examined, critiqued, and applied to practices in a variety of settings, cultures,

and Ianguages.12‘15
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Knowing that there are only seven basic categories of drug therapy problems is a powerful
concept for students and practitioners. These categories define the set of problems that might be
caused by drugs and/or that can be resolved by drug therapy, and therefore describe the scope of
responsibilities of the pharmaceutical care practitioner.

The first two categories of drug therapy problems are associated with the INDICATION. The third and fourth
categories of drug therapy problems are associated with EFFECTIVENESS. The fifth and sixth categories of drug
therapy problems are associated with SAFETY. The seventh category deals with patient ADHERENCE. This order
of problem assessment (indication, effectiveness, safety, and adherence) is significant in that it describes the
rational decision-making process of the Pharmacotherapy Workup (Table 5-2).

Table 5-2 Unmet Drug-Related Needs as Drug Therapy Problems

Drug-related needs | Categories of drug therapy problems

INDICATION 1. Unnecessary drug therapy

2. Needs additional drug therapy




EFFECTIVENESS 3. Ineffective drug

4. Dosage too low

SAFETY 5. Adverse drug reaction

6. Dosage too high

ADHERENCE 7. Nonadherence or noncompliance

You will note that the first six categories of drug therapy problems describe clinical problems that the patient
experiences resulting from the actions of drug therapy on his or her health. These six categories are differentiated
from the seventh in a unique and important way. The seventh category, adherence or noncompliance, results
from the actions the patient makes concerning his or her willingness or ability to use the medication as instructed.

These categories of drug therapy problems are not specific to pharmacological class, area of practice specialty,
medical service, or level of practitioner education or training. Drug therapy problem categories are also not
specific to a unique patient group based on age, disease state, or health care plan. Hospitalized patients do not
have different categories of drug therapy problems than ambulatory patients. Hospitalized patients might have
more critical, unmet drug-related needs and they might require urgent resolution of their drug therapy problems,
but all of the drug therapy problems identified in hospitalized patients fall into the same seven categories. The
categories apply across all patient, practitioner, and institutional variables.

All practitioners who provide pharmaceutical care must be able to identify, prevent, and resolve any and all of the
seven types of drug therapy problems for a given patient. When the practitioner concludes that a patient has a
drug therapy problem, he or she is obligated to work with the patient and other health care practitioners, if
necessary, to resolve that problem.

Categorizing drug therapy problems into seven categories can be an empowering process for a number of
reasons. First, categorizing drug therapy problems serves as the focus for developing a systematic process of
problem solving whereby the practitioner contributes significantly to the overall positive health outcomes of
patients. A systematic process will not only aid the practitioner in achieving successful outcomes on an individual
patient basis but could also aid pharmacoepidemiologists in the development of a national or even international

database concerning drug therapy problems.16 Second, these categories help to clarify and demarcate the
professional responsibilities and accountability of the pharmaceutical care practitioner. This is most helpful in a
team-oriented health care delivery system. Few practicing physicians, nurses, health care administrators, or
payers need to be convinced that drug therapy problems are important, their prevention is necessary, and their

resolution is in need of an expert.13 In today's health care system, drug therapy problems are recognized as
important patient problems to be solved. Within the national guidelines for patient-centered medical home
services, drug therapy problem identification and resolution are recognized as the primary function of
comprehensive medication management services. Third, this process illustrates how adverse drug reactions are
but one category of drug therapy problem, and it also puts adherence and noncompliance into an appropriate
clinical perspective. It becomes clear that practitioners must proactively identify, resolve, and prevent drug
therapy problems of all types in order to ensure that each patient experiences effective and safe
pharmacotherapy.

The fourth function of this categorization is to provide the clinical work of the pharmaceutical care practitioner with
a vocabulary consistent with that used by other healthcare professionals. By defining the practitioner's function in
terms of identification, resolution, and prevention of a patient's drug therapy problems, her function is placed in a



patient care context consistent with the responsibilities of other health care practitioners. Recall, in pharmaceutical
care practice, the patient—and not the drug product—is the major focus of the practitioner's energies, skills,
knowledge, decisions, and actions.

Evidence-based medicine is facilitated by these logical drug therapy problem categories. The logical and
comprehensive categorization of drug therapy problems facilitate the application of population-based evidence to
an individual patient's problems. The development of new drug products and the generation of new
pharmacological knowledge are based on the same set of fundamental pharmacological principles as drug
therapy problems: clinical indication, effectiveness, safety, and compliance. When a new drug product is
developed for commercial use, numerous rigorous research studies must be conducted in order to demonstrate
the safety and efficacy when used to treat a specific indication. Therefore, the wealth of information and evidence
generated in populations of patients during the drug development process can be applied directly in the provision
of pharmaceutical care to individual patients.

Drug therapy problems can and do occur at any stage of the patient's medication use process (Figure 5-1).
Therefore, the practitioner must anticipate drug therapy problems in order to prevent them.

FIGURE 5-1
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Drug therapy problem identification.

The sequence of how drug therapy problems are identified is important. The order in which you make decisions is
of the utmost importance to ensure that your assessment is comprehensive and your clinical decisions are
rational. Remember, in pharmaceutical care practice, decisions concerning an INDICATION are addressed first,
then decisions concerning EFFECTIVENESS can be established, followed by SAFETY considerations. These
categories of drug therapy problems describe the action (or result or outcome) that the drug therapy is having on
the patient. Finally, ADHERENCE problems represent the willingness and ability of the patient to use the
medication as intended.

Categories and Common Causes of Drug Therapy Problems

As with most clinical problems, drug therapy problems cannot be resolved or prevented unless the cause of the
problem is clearly understood. It is necessary to identify and categorize not only the drug therapy problem but
also its most likely cause. Only then can the practitioner apply clinical judgment and proceed with confidence to its



resolution or prevention. The common causes of drug therapy problems are listed in order of frequency and

summarized in Table 5-3.

Table 5-3 Common Causes of Drug Therapy Problems

Drug therapy

problem Drug therapy problem cause

category
Duplicate therapy: multiple drug products are being used for a condition
that requires only single drug therapy.
No medical indication at this time: there is no valid medical indication
requiring drug therapy at this time.

Unnecessary Nondrug therapy more appropriate: the medical indication is more

drug therapy appropriately treated with nondrug therapy.
Addiction/recreational drug use: drug abuse, alcohol use, or smoking is
causing the problem.
Treating avoidable adverse reaction: drug therapy is being taken to treat an
avoidable adverse drug reaction associated with another medication.
Preventive therapy: preventive drug therapy is required to reduce the risk
of developing a new condition.

Needs Untreated condition: a medical condition requires the initiation of drug

additional therapy.

therapy

Synergistic therapy: a medical condition requires additional
pharmacotherapy to attain synergistic or additive effects.

Ineffective drug

More effective drug available: the drug is not the most effective for the
medical condition and a different drug is needed.

Condition refractory to drug: the medical condition is refractory to the drug
product and a different drug is needed.

Dosage form inappropriate: the dosage form of the drug product is
inappropriate.

Contraindication present: the drug product is contraindicated in this patient.
Drug not indicated for condition: the drug product is not an effective
product for the indication being treated.

Dosage too low

Ineffective dose: the dose is too low to produce the desired response.
Needs additional monitoring: clinical or laboratory parameters are required
to determine if the dosage is too low for the patient.

Frequency inappropriate: the dosage interval is too infrequent to produce
the desired response.

Incorrect administration: the drug product was not administered by the
appropriate route or method.

Drug interaction: a drug interaction reduces the amount of active drug
available resulting in lack of effectiveness in this patient.

Incorrect storage: the drug product was stored incorrectly and lost potency.
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» Duration inappropriate: the duration of the drug therapy is too short to
produce the desired response.

o Undesirable effect: the drug product causes an undesirable reaction that is
not dose-related.

o Unsafe drug for the patient: a safer drug product is required due to patient
risk factors.

e Drug interaction: a drug interaction causes an undesirable reaction that is

Adverse drug not dose-related.

reaction e Incorrect administration: the drug product was administered by the
incorrect route or method resulting in an adverse reaction.

 Allergic reaction: the drug product caused an allergic reaction.

o Dosage increase/decrease too fast: the drug dosage was administered or
escalated too rapidly resulting in an adverse reaction.

e Dose too high: the dose of the drug is too high for the patient, resulting in
toxicity.

* Needs additional monitoring: clinical or laboratory parameters are required
to determine if the dosage is too high for the patient.

Dosage too high | + Frequency too short: the dosing frequency is too short for the patient.

o Duration too long: the duration of drug therapy is too long for this patient.

» Drug interaction: a drug interaction increases the amount of active drug
available resulting in toxicity in this patient.

¢ Does not understand instructions: the patient does not understand how to
properly take or use the drug product and dosage regimen.

o Cannot afford drug product: the patient cannot afford the drug therapy
recommended or prescribed.

o Patient prefers not to take: the patient prefers not to take the drug therapy
as instructed.

Adherence  Patient forgets to take: the patient does not remember to take sufficient
doses of the medication.

e Drug product not available: sufficient supply of the drug product is not
available to the patient.

e Cannot swallow/administer drug: the patient is not able to swallow or
administer the drug therapy as intended.

A pharmaceutical care practitioner should have a tacit understanding of the common causes of drug therapy
problems because their identification is the essence of pharmaceutical care practice. By identifying the cause of
the drug therapy problem, the practitioner, other health care providers, and the patient can rationally construct a
care plan to resolve that drug therapy problem, thereby making it possible for the patient to achieve his goals of
therapy.

Patient Data

Throughout this volume we will use examples of practice-based data generated within pharmaceutical care



practices. All of these data are new since the first and second editions of our book. These new data were made
available from Medication Management Systems, Inc (MMS) (www.medsmanagement.com). (Note that the
authors of the book are all founders of Medication Management Systems, Inc and Robert Cipolle and Linda
Strand also serve on the Board of Directors of MMS.)

The examples of practice data all come from a database created by aggregating results from 19 different
medication management services. These patients received medication management services by qualified
practitioners who were providing services in community pharmacies, hospital-based clinics, free-standing medical
clinics, health systems, or pharmacy benefit management company call centers. All of these practices used the
Assurance System to document the drug-related needs of their patients, the care provided those patients, the
drug therapy problems identified and resolved, and the clinical and economic outcomes. This Assurance
Database contains 22,694 patients with 50,142 documented encounters. All patients received services between
April 2006 and September 2010.

In the 22,694 patients receiving medication management services, there were 88,556 drug therapy problems
identified and resolved. Documentation within the Assurance System allows practitioners to track drug therapy
problems by category, cause, and interventions required to resolve the drug therapy problems, and by resolution
date. In addition, the Assurance System facilitates the documentation of health care savings realized by the
provision of medication management services. Table 5-4 lists the drug therapy problems by category and
frequency.

Table 5-4 Drug Therapy Problems Identified in 22,694 Ambulatory Patients

Drug therapy problems category | Number of drug therapy problems | Percentage
Unnecessary drug therapy 4544 5

Needs additional drug therapy 29,794 34
Ineffective drug 6834 8

Dosage too low 20,602 23

Adverse drug reaction 9528 11

Dosage too high 4854 5
Adherence 12,400 14

Total 88,556 100

These 88,556 drug therapy problems represent an average of four drug therapy problems per patient over the
course of their care. The range of drug therapy problems ranged from 0 to 94 drugs therapy problems over the
54 months of care. A full 85% of these patients had 21 drug therapy problems at some time while receiving
medication management services. Five or more drug therapy problems were identified and resolved in 27% of
patients (n = 6027 patients) and 10% of these patients had =10 drug therapy problems. This large number of drug
therapy problems demonstrates the vital need that pharmaceutical care practice fills in the overall health of
patients. Note that the most frequent unmet drug-related need (drug therapy problem) identified in these patients
was the need for additional (new) drug therapy to be initiated in order to prevent or treat a medical condition. The
most common of these were patients needing vaccinations to prevent the development of influenza or
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pneumococcal pneumonia.

It is noteworthy that the second most frequent drug therapy problem identified and resolved in patients receiving
medication management services was that the dosage of the medication they were taking was too low to achieve
the goal of therapy and produce the desired outcomes. Inadequate dosing of prescription as well as
nonprescription medications is a large and costly problem throughout our health care systems. Excluding drug
therapy problems in which the patient presented with a new indication requiring new drug therapy or a need to
add preventive drug therapy to the patient's regimen dosage too low constitute 35% of problems with patients’
existing drug therapies. Underdosing of patients is so common that we now expect it in virtually every patient
receiving medication management services. In these patients, the number of instances in which the drug dosing
was assessed to be inadequate was almost equal to the total number of patients. That means, on average, every
patient in pharmaceutical care practices has at least one medication that is being taken at a dosage that will not
achieve the desired goals of therapy, and therefore will never achieve the intended positive outcome unless and
until the dosage is adjusted to meet the patient's individual requirements.

Let us consider the “costs” associated with dosages that are too low. Imagine a patient who is feeling ill and
decides to enter the health care system to receive treatment for a new condition. Once the decision is made, she
must arrange for an appointment at her clinic. This may require taking time off of work or taking personal (leisure)
time away from scheduled activities. At the appointed time, she goes to the clinic and sees her physician. The
physician must go through the medical workup and history including the differential diagnostic assessment,
physical examination, and required laboratory tests to determine the most likely cause for her illness. Once a
diagnosis is selected, a specific drug treatment is initiated. The physician describes the condition, the risk of not
treating it, and how he expects to manage the condition over the next several months. The patient then visits a
pharmacy and gets her prescription filled. The pharmacist explains the instructions and makes certain the patient
understands what the medication is for and how to use it. The pharmacist also reviews the patient's other
medications to ensure that the new therapy does not interact with her other medications.

If the dosage regimen of this latest (new) prescription medication is inadequate (drug therapy problem = dosage
too low) to achieve the goals of therapy, then the patient is likely to continue to suffer the ill feelings that brought
her to her primary physician in the first place. After feeling no better after several days, what can she do other
than return to the clinic and be seen again by her physician? This time the physician is obligated to revisit the
differential diagnostic list and either repeat previous lab values or obtain new laboratory studies to determine the
most likely cause of the patient's continued iliness. Much if not all of the efforts of the original clinic visit are
repeated or expanded in an attempt to identify the cause of the continued illness. All of these health care
expenses are caused by the fact that the patient's “real” problem was a drug therapy problem caused by the
dosage of the drug selected to treat the patient's medical condition was given at a dosage (dose or dosing
interval) too low to achieve the goals of therapy. Our data and the experience of virtually all of those in
pharmaceutical care practices show that patients are receiving inadequate dosage of medication far too often.
The selection of a “first-line” medication must also be accompanied by the determination of the optimal

(individualized) dosage for each patient. Remember: “Drugs do not have doses, people have doses.” 17

Examined another way, many of the drugs we use in today's practice are being used in a manner in which
patients endure the cost of the medication and are at risk to experience the side effects of the product, but
because their dosage is too low, they do not benefit from the improvement of their medical condition or iliness.
Individualizing a patient's dosage regimen requires understanding not only “recommended doses,” but
practitioners must have command of appropriate initial dosing regimens based on patient demographic
parameters, comorbidities, and other risk factors. Practitioners must also have a full understanding of how to
adjust medication dosages in attempts to achieve the desired goals of therapy for every patient. Should the dose
be increased by 10% or doubled if the patient's initial response is not adequate? How long should we wait in order



to assess if or to what extent the dosage change has been effective? Lastly, practitioners must also be aware of
what the maximum dosage of a medication is that can or should be used for this patient. In summary, not only do
drugs not have doses, but patients can each have three dosage regimens: (1) appropriate initial dosage, (2)
dosage adjustments to ensure goals are achieved, and (3) maximum dosage.

These data also reveal the impact that pharmaceutical care practices can have on patients' willingness and ability
to adhere to their medication regimens. There is a very different picture of nonadherence among patients
receiving medication management services compared to those who do not receive the service. In the patients
receiving medication management services, only 14% of their drug therapy problems were considered to be due
to nonadherence with their drug regimens (Table 5-4). This differs considerably from the published literature on
patient adherence, compliance, and/or concordance with their medications. In many studies, nonadherence or
noncompliance is reported to be 40% up to 60% depending on the patient population and/or the complexity of the
drug regimens.

Table 5-5 lists the number of patients who experienced each of the seven categories of drug therapy problems.
There were 22,694 patients evaluated at a total of 50,142 documented visits and who experienced a total of
88,556 drug therapy problems. The average number of drug therapy problems per patient was four, whereas
10% of patients (n = 2257) had 10 or more drug therapy problems over the course of their care.

Table 5-5 Number of Patients with Drug Therapy Problems by Category in 22,694 Ambulatory Patients

Drug therapy problem Number of patients | Percentage of total (n = 22,694)
Unnecessary drug therapy 3069 13.5
Needs additional drug therapy | 13,325 58.3
Different drug needed 4330 19.1
Dosage too low 8296 36.6
Adverse drug reaction 6003 26.5
Dosage too high 3309 14.6
Adherence 6354 28.0

Our data from many different practices, in many different practice settings, over many thousands of patient
encounters indicate that patients who receive comprehensive medication management services have
substantially higher adherence rates and therefore are much more likely to experience the full benefit of all of the
medications they are taking. The 12,400 encounters in which a drug therapy problem of nonadherence was
identified occurred in 6354 of the 22,694 patients over the 4-year time frame of these pharmaceutical care
practices. This means that there were no adherence problems in 72% of these patients receiving medication
management services at any time during their therapy. Keep in mind that these patients were taking an average
of nine medications to treat or prevent an average of six different medical conditions, and adherence was
individually assessed by qualified practitioners during personal visits with each patient and supported by that
patient's medication possession ratio (based on refill history) when available. This improved level of adherence to
medication instructions in patients in pharmaceutical care practices has the potential to dramatically improve the
outcomes of medications across all patients, all drug products, and all disease states. These higher adherence
rates are a direct result of the application of the logical drug therapy decision-making process that is the



underlying principle of pharmaceutical care practice.

The Assurance System allows practitioners to document the specific cause of each drug therapy problem as well
as the medication(s) involved in each problem. Table 5-6 lists the common causes of drug therapy problems
within each of the seven categories of drug therapy problems. [listed by frequency within category]

Table 5-6 Drug Therapy Problems by Cause in 22,694 Ambulatory Patients

Drug therapy Drug therapy Number of drug Percentage of drug
problem category problem cause therapy problems therapy problems
Unnecessary drug .
therapy Duplicate therapy 2031 2.3
No meqical indication 1711 19
at this time
Nondrug thergpy 603 07
more appropriate
Addiction/recreational 109 0.1
drug use
Treating av0|d_able 90 0.1
adverse reaction
Needs additional Preventive therapy | 14,081 16.0
therapy
Untreated condition 7943 9.0
Synergistic therapy 7770 8.8
Ineffective drug Mor.e effective drug 4111 4.6
available
Condition refractory 1321 15
to drug
Dosage form 1107 13
inappropriate
Contraindication 188 0.2
present
Drug'r)ot effective for 107 0.1
condition
Dosage too low Ineffective dose 9266 10.5
Needs gddltlonal 6660 75
monitoring




Frequency

: : 2476 2.8
inappropriate
Incorrect
administration 1616 1.8
Drug interaction 334 0.4
Incorrect storage 146 0.2
Duration
inappropriate 94 0.1
Adve.rse drug Undesirable effect 4813 54
reaction
Unsafe drug for the
patient 2236 2.5
Drug interaction 1665 1.9
Incorrect
administration 706 0.8
Allergic reaction 62 0.1
Dosage
increase/decrease 46 0.1
too fast
Dosage too high Dose too high 2952 3.3
Needs additional 1128 13
monitoring '
Frequency too short 374 0.4
Duration too long 304 0.3
Drug interaction 96 0.1
Adherence !Z)oes npt understand 3384 3.8
instructions
Cannot afford drug
oroduct 3267 3.7
Patient prefers not to 2334 26
take '
Patient forgets to take | 1736 2.0




Drug product not 1326 15
available

Cannot

swallow/administer 353 04
drug

Total = 88,556

Drug Therapy Problem 1: Unnecessary Drug Therapy

The drug therapy is unnecessary because the patient does not have a clinical indication at this time.

The following is a list of common causes of drug therapy problems involving patients who are taking unnecessary
drug therapies. These common causes of drug therapy problems are listed in order of frequency of occurrence in
practice:

» Multiple-drug products are being used for a condition that requires single-drug therapy.

o There is no valid medical indication for the drug therapy at this time.

 The medical condition is more appropriately treated with nondrug therapy.

e Drug abuse, alcohol use, or smoking is causing the problem.

» Drug therapy is being taken to treat an avoidable adverse reaction associated with another medication.

The Pharmacotherapy Workup guides the practitioner to be thorough and to consider if the patient is taking
unnecessary drug therapies.

The average number of medications taken by these patients was nine, but many patients take even more on a
daily basis. In these patients, 10% of the encounters were with patients taking 215 medications on a continuous
basis. Table 5-7 displays the drugs most frequently assessed to be unnecessary by the pharmaceutical care
practitioner.

Table 5-7 Drugs Most Frequently Assessed to Be Unnecessary

Rank order | Unnecessary drug therapy
1. Vitamin E

2. Ascorbic acid (vitamin C)

3. Omeprazole

4. Aspirin

5. Multiple vitamins with minerals
6. Folic acid

7. Omega-3 fatty acids

8. Cholecalciferol (vitamin D)

9. Ibuprofen
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‘ 10. ‘ Metformin

Note that nine of the 10 drug products assessed to be unnecessary do not require a prescription and are seldom
recorded in the patient's medical record. Personal contact with the patient is required to assess if the patient is
taking medications that are not necessary.

Drug Therapy Problem 2: Needs Additional Drug Therapy

Additional drug therapy is required to treat or prevent a medical condition or illness from developing.

The following is a list of common causes of drug therapy problems involving patients who require additional drug
therapies to meet their needs:

» Preventive drug therapy is required to reduce the risk of developing a new condition.
* A medical condition requires the initiation of drug therapy.
* A medical condition requires additional pharmacotherapy to attain synergistic or additive effects.
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Patients taking no medications can have drug therapy problems. Prevention chronic medical
conditions is a major objective of pharmaceutical care practice.

As new and innovative drug regimens are designed and demonstrated to be efficacious at preventing many
diseases, it is important that patients receive appropriate preventive medications. We now have confirmed
evidence that daily, low-dose aspirin use can prevent secondary heart attacks (myocardial infarction) and/or
strokes in patients with certain risk factors. There are numerous trials demonstrating that fractures and other
injuries can be minimized by the use of daily calcium and Vitamin D supplements to slow or prevent bone loss
(osteoporosis) in women. Safer and more efficacious immunizations are constantly being developed to prevent
serious infectious diseases including measles, mumps, rubella, influenza, and hepatitis. Table 5-8 lists several
examples of drug therapies commonly used to prevent disease or iliness.

Table 5-8 Pharmacotherapy as Prevention

Preventive drug

Clinical indication
therapy

Aspirin Secondary prevention of heart attack and/or stroke

Calcium and vitamin D

Prevention of osteoporosis
supplements

Folic acid supplements

) Prevention of neural tube defects
during pregnancy

Influenza vaccine Prevention of the flu

Pneumococcal vaccine Prevention of pneumococcal pneumonia

Prevention of infection in patients receiving some chemotherapy

Filgrastim (Neupogen) regimens
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Sun screens Prevention of sun-induced skin disorders and burns

Dimenhydranate Prevention of motion sickness
-~ Endocarditis prophylaxis in dental patients with cardiac lesions or
Amoxicillin :
prosthetic heart valves
Colchicine Prophylactic therapy for patients with frequent attacks of gouty arthritis
Propranolol Prophylactic treatment for recurring migraine headaches

Primary prevention of cardiovascular disease in patients with multiple

Atorvastatin cardiovascular disease risk factors or diabetes

The delivery of comprehensive medication management services requires the practitioner to provide proactive
care rather than simply react to prescriptions, changes in drug orders, or questions from patients or other care
providers. Not only does this patient-centered, drug therapy problem identification method facilitate providing
preventive care, but the patient remains the focus of all inquiries and investigations. This exemplifies a major
difference between pharmaceutical care practice as a rational approach to identifying and resolving drug therapy
problems and most traditional methods that are based on a review of a list of prescription medications, often
referred to as a drug review or even medication reconciliation.

A patient-centered focus must be established and maintained if the practitioner is to adequately identify potential
risk factors or problems, especially those for which no drug has yet been prescribed or recommended. If the
practitioner's efforts are limited simply to reviewing a list of medications that has already been prescribed for, or
consumed by, the patient, then there is little chance that all the potential problems that the patient might be at a
high risk to develop will be identified, and certainly not prevented.

Example The patient is at high risk to contract pneumonia and therefore requires a pneumococcal vaccine.

The drug products most frequently associated with the seven categories and the specific causes of drug therapy
problems vary considerably. Within the category of additional drug therapy needed, the three primary causes are
preventive medication indicated, untreated indication, and synergistic therapy indicated. The 10 most frequent
drug products associated with these common drug therapy problems are listed in Tables 5-9, 5-10, and 5-11:

Table 5-9 Medications Most Often Added as Preventive Therapies

Rank order | Needs additional: indicated as preventive therapy
1. Influenza vaccine

2. Pneumococcal vaccine

3. Insulin

4. Aspirin

5. Tetanus toxoid vaccine

6. Metformin

7. Calcium with vitamin D
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8. Zoster vaccine

9. Sunscreens
10. Glucagon
Table 5-10 Medications Most Often Added to Treat a New Condition
Rank order | Needs additional: indicated for untreated condition
1. Acetaminophen
2. Simvastatin (Zocor)
3. Varenicline tartrate (Chantix)
4. Aspirin
5. Nicotine
6. Calcium carbonate with vitamin D
7. Lisinopril
8. Gabapentin
9. Loratadine
10. Metformin

Table 5-11 Medications Most Often Added for Additive or Synergistic Effects

Rank order | Needs additional: indicated as additive/synergistic therapy

1. Metformin

2. Albuterol sulfate (inhaler)

3. Omega-3 fatty acids

4. Insulin

5. Exenatide (Byetta)

6. Lisinopril

7. Acetaminophen

8. Fluticasone and salmeterol (Advair)

9. Pioglitazone
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10. Glipizide

Drug Therapy Problem 3: Ineffective Drug

The drug product is not being effective at producing the desired response or outcome.

The following is a list of common causes of drug therapy problems involving patients who are taking drugs that
are not effective:

» The drug product is not the most effective for the indication being treated.
» The medical condition is refractory to the drug product.

e The dosage form of the drug product is inappropriate.

» Contraindication is present.

« The drug is not effective for the medical problem.

Choosing the drug regimen that will be the most effective for an individual patient involves an important set of
clinical decisions.
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Effectiveness can only be realized if an appropriate drug product is selected and the dosage used
is sufficient to produce the desired outcome in a particular patient.

It is important to keep in mind that if a drug product has been demonstrated to be efficacious in 75% of patients
with a certain medical condition, then it is likely that 25% of your patients with that same condition will not respond
positively. Therefore, even if a drug product is thought to be the first-line therapy or the “drug of choice,” it will not
be effective for all patients. In our patient group, 4330 patients (19%) were taking a drug product assessed to be
ineffective for them. Most frequently, these medications were being used unsuccessfully to manage diabetes,
osteoporosis, hypertension, hyperlipidemia, or insomnia.
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Selecting a drug product for a patient that is likely to be effective requires a thorough
understanding of the pathophysiology of the patient's disorder and the pharmacology of the drug
product being considered.

The pharmaceutical care practitioner must keep up to date with new products and the primary literature to ensure
that the best choices are being made for a particular patient.

The concept of the drug of choice is an overly simplistic view of clinical pharmacology and pharmacotherapeutic
principles. New agents are developed constantly and some are shown to be more efficacious than previously
existing drug products. Entire approaches to therapy can change over time. As an example, in the 1970s, the
drug therapy of choice for peptic ulcer disease was antacids. This changed to H2-inhibitors, such as cimetidine

and ranitidine, during the next decade. In the 1990s, many ulcer patients were found to respond to combination
antibiotic therapy due to Helicobacter pylori involvement. By 2002, the third and fourth leading prescription drug
sales in the United States were Prevacid (lansoprazole) and Prilosec (omeprazole), both proton pump inhibitors
used to treat and prevent peptic ulcer disorders. In 2009, over 13 million prescriptions for Prevacid and 38 million
prescriptions for omeprazole were written in the United States. Table 5-12 lists the 10 drugs most frequently
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assessed to be ineffective and not achieving the goals of therapy in individualised patients.

Table 5-12 Medications Most Frequently Assessed to Be Ineffective for the Patient

Rank order | Ineffective drug

1. Calcium with Vitamin D
2. Acetaminophen

3. Omeprazole

4. Insulin

5. Zolpidem (Ambien)
6. Metformin

7. Simvastatin

8. Loratadine

9. Cetirizine

10. Ibuprofen

Drug Therapy Problem 4: Dosage Too Low

The dosage is too low to produce the desired response or outcome.

The following is a list of common causes of drug therapy problems involving patients whose dosage regimens are
insufficient to produce the desired effects:

e The dose is too low to produce the desired response.

» Needs additional monitoring to determine that the dosage is too low.

o The dosage interval is too infrequent to produce the desired response.

e Incorrect administration of the drug.

» A drug interaction reduces the amount of active drug available.

» Incorrect storage of the drug.

» The duration of drug therapy is too short to produce the desired response.

Example The patient's 10-mg daily dose of glipizipe (Glucotrol) is too low to provide adequate control of her blood
glucose.

The most frequent drug therapy problem associated with lack of effectiveness is seen in patients who receive a
dosage regimen that is not sufficient to produce the desired pharmacological result. A dosage regimen has
multiple parts and includes the drug product, the dose, the dosing interval, and the duration of therapy. All of
these components must be appropriate for your patient in order to produce the desired outcome. Too often
patients are given a drug product that is considered to be efficacious in a population, but the dosage regimen is
not sufficient to benefit the individual patient.

Making certain that patients are taking an adequate dosage of their medications to produce the desired effects is
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a responsibility of the practitioner. One size does not fit all, and one dose does not work for all patients. Student
practitioners need to understand that published dosing guidelines are usually generated through highly controlled
research studies, and therefore can only be used as initial guidelines for drug dosing. Patients will require varying
amounts of medications in order to produce the desired pharmacological effects.

People like to use safe drug therapies. It is easy to make drug therapies safe, simply underdose everyone. If the
patient takes too little of the right drug, there is only a small likelihood of experiencing any undesirable effects. On
the other hand, there is virtually no chance that the patient will benefit from an insufficient dosage regimen.

Allopathic practitioners do not intentionally provide insufficient doses for a patient. However, published dosing
guidelines are often so conservative that patients suffer through ineffective drug therapy because they are
instructed to take the “recommended” dose. The tools, knowledge, and successful approaches to the dosing of
drugs based on patient-specific parameters play an important role in the provision of pharmaceutical care.

There are also many instances in which patients are started on drug therapies using a very low or conservative
dosage regimen in order to “see what happens.” This logical and often safe approach requires that the
practitioner is fully committed to follow-up at scheduled intervals to evaluate the patient's status and make any
necessary dosage adjustments. Without this critical follow-up evaluation step, the patient is destined to suffer
unnecessary periods of inadequate treatment and continued iliness if the dosage received is too low to produce
the desired outcomes.

Similarly, patients may not be taking the dose of a drug product often enough to fully realize the benefit. If the
dosing interval is too prolonged, the beneficial effects of the drug may disappear before the effects of the next
dose appear. Adjusting the dosing interval is a common intervention to resolve some drug therapy problems.

Drug therapy problems caused by dosage regimens that are too low are the second most frequently encountered
problems in pharmaceutical care practice. The 10 drugs most frequently prescribed for patients with doses that
were too low to achieve the desired goals of therapy and therefore did not achieve the intended positive
outcomes are listed in Table 5-13:

Table 5-13 Medications Most Frequently Underdosed in Ambulatory Patients

Rank order | Dosage too low: dose too low

1. Insulin

2. Metformin

3. Gabapentin

4. Lisinopril

5. Exenatide (Byetta)

6. Simvastatin

7. Furosemide

8. Fluticasone and salmeterol (Advair)
9. Hydrochlorothiazide
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10. Sertraline

Note that these are all drug products that are used very commonly in practice and for which there is considerable
evidence of their efficacy and considerable dosing information available. Nevertheless, patients continue to be
treated with inadequate dosages resulting in continued morbidity and mortality. What seems to be missing from
our health care systems is the application of a rational, comprehensive, and effective method to ensure that each
patient receives drug therapy at a dosage likely to produce the intended desired outcomes.

Drug Therapy Problem 5: Adverse Drug Reaction

The drug is causing an adverse reaction.

The following is a list of common causes of drug therapy problems involving patients who are taking drug
products that are not safe for them:

e The drug product causes an undesirable reaction that is not dose-related.
» A safer drug product is required due to risk factors.

o Adrug interaction causes an undesirable reaction that is not dose-related.
e Incorrect administration of the drug product.

e The drug product causes an allergic reaction.

e The dosage regimen was administered or changed too rapidly.

e The drug product is contraindicated due to risk factors.

Example The patient has developed a rash covering his upper torso and arm caused by the co-trimoxazole
(sulfamethoxazole and trimethoprim) he was taking to treat a wound infection.

If the patient has a negative reaction to a drug product it is considered an adverse drug reaction. The resolution
calls for discontinuing that product and identifying one that would likely be effective and would also be safer for
the patient. Compare this type of drug therapy problem with those undesirable events that are caused by the
patient receiving too high a dose. In these cases, the remedy is most often to reduce the dosage regimen. It is
important for pharmaceutical care practitioners to distinguish between undesirable events that are dose-related
and those that are not. The 10 drug products most frequently involved in adverse drug reactions are listed in
Table 5-14.

Table 5-14 Medications Most Frequently Involved in Adverse Drug Reactions

Rank order | Adverse drug reaction

1. Quetiapine fumarate (Seroquel)
2. Doneprzil hydrochloride (Aricept)
3. Memantine (Namenda)

4. Metformin (Glucophage)

5. Simvastatin (Zocor)

6. Clopidogrel bisulfate (Plavix)

7. Lisinopril (Prinivil))



http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=134041
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133788
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133805
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133727
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133970

8. Tramadol HCI (Ultram)

9. Levothyroxine sodium (Synthroid)

10. Amlodipine besylate (Norvasc)

The lack of a uniform definition and the collective inability of the health care system to create and support an
effective infrastructure to identify, document, resolve, and report adverse drug reactions has resulted in an
amazingly sparse amount of practical information that practitioners can apply to protect patients from serious and
life-threatening experiences. The need for a uniform definition is clearly illustrated in the list of terms used to
describe various types of undesired reactions to medications. Table 5-15 lists terms commonly used to describe
adverse drug reactions. The category of “safety” in the taxonomy of drug therapy problems finally provides a
standard vocabulary for and approach to adverse drug reactions in patients.

Table 5-15 Terms Used to Describe Adverse Drug Reactions

Adverse events Excessive therapeutic effects

Adverse drug reactions | Erroneous use and accidents

Adverse reaction latrogenic disease
Complications latrogenic iliness
Drug-induced illness Negative therapeutic effects

Drug-induced disease Pathological reaction

Drug-induce injury Prescribing errors

Drug intolerance Side effects

Drug interaction Super infection

Drug misadventure Unwanted pharmacological effects

Drug Therapy Problem 6: Dosage Too High

The dosage is too high, resulting in undesirable toxic effects.

The following is a list of common causes of drug therapy problems involving the patient whose dosage regimen of
a drug is too high and is therefore resulting in unacceptable risk or harm:

e Dose is too high.

» Need additional monitoring to determine if dosage is too high.

» The dosing frequency is too short.

o The duration of drug therapy is too long.

« Adrug interaction occurs resulting in a toxic reaction to the drug product.

Example The patient developed bradycardia and second-degree heart block resulting from a 0.5-mg daily dose
of digoxin used for congestive heart failure. This dose was too high due to his advanced age and declining renal
function.
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Drugs often exert their pharmacological activities at many different sites in the body or within several organ
systems or enzymatic pathways at the same time. Some of these known pharmacological activities will be
considered beneficial for the specific indication of the patient. The other predictable, but undesirable
pharmacological actions are considered side effects. However, drugs do not know why we sell them, or why we
use them. Drugs merely exert their pharmacology on the patient; sometimes the results are intended and
beneficial, sometimes they are not. Therefore, it is important for the pharmaceutical care practitioner to have an
extensive and in-depth understanding of the pharmacology of the drugs his or her patient is taking. Most side
effects are predictable, and therefore often preventable extensions of the known pharmacology of the drug.

A drug therapy problem resulting from patients receiving a dosage that is too high for them is also a serious
health care problem. For patients in pharmaceutical care practices, 5% of the problems were from dosages that
were too high. Table 5-16 lists the prescription medications frequently associated with drug therapy problems of
the category dosage too high.

Table 5-16 Drugs Most Frequently Given at Too High of a Dose for the Patient

Rank order | Dosage too high

1. Insulin

2. Metformin (Glucophage)

3. Lisinopril (Prinivil)

4, Glipizide (Glucotrol)

5. Furosemide

6. Simvastatin (Zocor)

7. Atenolol

8. Levothyroxine sodium (Synthroid)
9. Hydrochlorothiazide

10. Darbepoetin alfa (Aranesp)

Drug therapy problems resulting from dosage that are too high are common and are associated with considerable
patient discomfort, suffering, and expense. These drug therapy problems are distinguished from adverse drug
reactions because the cause and therefore their resolutions differ. Drug therapy problems resulting from dosages
that are too high for the patient are most commonly resolved by reducing the dose or by administering the drug
less frequently. On the other hand, adverse drug reaction types of drug therapy problems are not related to the
dosage of the medication, and therefore their resolution most often requires the discontinuation of the offending
drug product and replacement with an agent from a different pharmacological class.

For approximately 5% of drug therapy problems, the practitioner determined that the unwanted effects were
dose-related and could be resolved by adjusting the dosage regimen downward. Distinguishing dose-related
effects from adverse drug reactions that cannot be resolved by reducing the dosage is important. Over the course
of their care, 15% of patients experienced a drug therapy problem caused by a dosage regimen that was too high
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for that particular patient. This is contrasted with the 37% of patients who had a drug therapy problem due to a
dosage too low. These data also demonstrate the great need to evaluate patients for the negative outcomes of
drug therapies as well as the intended positive outcomes.

Drug Therapy Problem 7: Adherence (Noncompliance)

The patient is not able or willing to take the drug therapy as intended.

The following is a list of common causes for patients not to adequately comply with the drug therapy instructions.
The causes are listed from most frequently to least frequently encountered in practice:

o The patient does not understand the instructions.

» The patient cannot afford the drug product.

o The patient prefers not to take the medication.

e The patient forgets to take the medication.

» The drug product is not available for the patient.

e The patient cannot swallow or self-administer the drug product appropriately.

Example The patient is not able to remember to instill her timolol eye drops twice daily for her glaucoma.

When a practitioner decides that the patient's drug therapy problem is an adherence problem, he or she must be
certain that the patient's medication regimen has been judged to be therapeutically indicated, effective, and safe.
Recall, the term compliance is used to mean compliance with a dosage regimen, not with the orders of a
paternalistic or authoritarian figure. When pharmaceutical care practitioners conclude that a patient is being
nonadherent they mean the following:

Definition Nonadherence (noncompliance) is defined as the patient's inability or unwillingness to take a drug
regimen that the practitioner has clinically judged to be appropriately indicated, adequately efficacious, and able
to produce the desired outcomes without any serious harmful effects.

There is a reason for all nonadherence, and it is the practitioner's responsibility to discover that reason. The
cause, or reason, for noncompliance determines the interventions and care that are necessary to alter or improve
the patient's outcome. Keep in mind if the patient stops taking a drug because it was not being effective, it is an
effectiveness problem—not a compliance problem. Similarly, if your patient stopped taking her medication
because it was making her too dizzy to stand up, it is likely a safety problem and not a compliance problem. Less
than 15% of all drug therapy problems are compliance problems. Our research and clinical experience indicates
that the majority (>85%) of drug therapy problems involve problems with indication, effectiveness, and/or safety.

Noncompliance among patients receiving prescription medications has been studied quite extensively. This
common drug therapy problem has most often been examined from the point of view of the practitioner rather
than from the more influential attitude of the patient. Considerable efforts have been expended to identify the
social characteristics of patients that might be indicators of who will and who will not comply with a given
medication regimen. Most social factors, including age, sex, race, social class, marital status, and religion, have

proven to be of low value in identifying compliant and noncompliant patients.18

In order to successfully follow any set of instructions, patients must first understand them. Practitioners often use
language and terminology that is unclear to, or not understood by, the patient. Sometimes, patients have different
definitions of terms, and these differences can result in misunderstandings, confusion, and noncompliance.

Patients can have very different interpretations of common phraseology used in prescription directions, such as
“two times a day.” What message are you trying to send to your patient with instructions such as “take this
medicine twice a day?” Most often the intended message is two doses, taken about 12 hours apart. However,
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without being explicit about these instructions, patients may interpret “two times a day” quite differently. Consider
what time frame is intended when common activities such as telephoning a friend or checking your e-mail twice a
day are described.
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Not only are patients capable of making rational decisions, they actually make numerous decisions
concerning their own health and well-being throughout the various stages of the diagnostic and
therapeutic processes.

Each patient decides whether to be concerned about signs, symptoms, or the discomfort present and decides to
agree, or not to agree, with the diagnosis that is presented. Furthermore, patients decide whether they believe
that the proposed therapy is likely to achieve their desired outcome.

Patients decide how they will comply with medications. Patients tend not to take medications that they do not
understand. They usually do not take drug therapies that they believe will not benefit them. Patients also do not
take drugs if they have safety concerns about the product. Similarly, people do not begin taking a medication
without their own preconceived ideas, nor do they enter a health care system without such preferences. They
have their own health care beliefs, ideas about medications, and most importantly, they have ideas about what
they want and when they want it. Patients weigh the advantages and disadvantages of drug therapy, the risks and
benefits, and the possible discomfort of changing their own behavior against the likelihood of a positive outcome.

As with any person who is asked or expected to follow a set of directions, the patient must determine for herself
whether doing what the practitioner has recommended is really going to be in his or her best interest. If patients
believe that it will be, then they are likely to do their best to comply with the instructions. On the other hand,
patient package inserts and coaching by clinicians will be of little value if patients do not perceive that a condition
can cause harm or discomfort, or if they do not believe that the recommended therapy will reduce the threat or
discomfort caused by the ailment.

When patients choose not to take a medication as intended, they have what they consider to be a good reason
for not accepting advice and complying with their prescription instructions. Practitioners must internalize the fact
that patients' perceptions and health care belief systems discovered during the assessment process are major
driving forces that ultimately influence the decision to seek care or not, and to follow instructions and advice or
not.

Patient behavior associated with taking medications has a significant impact on pharmacotherapy outcomes. The
last category of drug therapy problems describes patient actions when they do not or cannot adhere to the
instructions.

The rate of nonadherence among patients receiving comprehensive medication management services care is
low. This category of drug therapy problem is resolved through interventions such as explaining how the
medication works (pharmacology) and how the patient will know if it is being effective (goals of therapy), and
making the instructions clearly understandable to the patient, providing the patient with a daily medication diary,
medication administration reminders, calendars, pill boxes, and access to free medication programs or price
reduction programs offered by some manufactures or governmental agencies. The medications most frequently
involved in problems of nonadherence are presented in Table 5-17.

Table 5-17 Medications Most Frequently Involved in Problems of Nonadherence

Rank order | Adherence (overall)




1. Simvastatin (Zocor)

2. Metformin HCI (Glucophage)

3. Atorvastatincalcium (Lipitor)

4. Insulin-various

5. Fluticasone and salmeterol (Advair)

6. Lisinopril (Prinivil, Zestril)

7. Albuterol—inhalers (Proventil, Ventolin, ProAir)
8. Exenatide (Byetta)

9. Levothyroxine sodium (Synthroid)

10. Rosuvastatin calcium (Crestor)

Of the patients who had problems complying with the instructions for their medications, four causes of
noncompliance were among the most frequently encountered. Eleven percent (2551 patients) reported that they
did not understand the instructions that they were given as to how to properly take or administer their
medications. This was the cause identified in 27% of the cases of noncompliance. Both prescription and
nonprescription products were involved (Table 5-18).

Table 5-18 Medications with Instructions that Patients Often Did Not Understand

Rank order | Adherence—patient does not understand instructions
1. Albuterol—inhalers (Proventil, Ventolin, ProAir)
2. Fluticasone and salmeterol (Advair)

3. Metformin HCI (Glucophage)

4. Insulin—various

5. Mycophenolate mofetil (CellCept, Myfortic)

6. Simvastatin (Zocor)

7. Omeprazole

8. Levothyroxine sodium (Synthroid)

9. Aspirin

10. Lisinopril (Prinivil, Zestril)

One thousand seven hundred twenty-seven patients (8%) explained that they understood the rationale for the
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treatment but preferred not to take the medication. In these situations, the practitioners intervened with some
alternate form of drug therapy that the patient agreed to use (Table 5-19).

Table 5-19 Medications Patient Often Preferred Not to Take

Rank order | Adherence—patient prefers not to take the drug product
1. Metformin HCI (Glucophage)

2. Simvastatin (Zocor)

3. Fluticasone and salmeterol (Advair)
4. Lisinopril (Prinivil, Zestril)

5. Insulin—various

6. Atorvastatincalcium (Lipitor)

7. Furosemide

8. Hydrochlorothiazide

9. Gabapentin (Neurontin)

10. Exenatide (Byetta)

In our sample of 22,694 patients, 2120 patients (9%) found that their drug therapies were too costly, and
therefore did not follow the instructions. Less expensive products were identified and substituted in these cases
(Table 5-20).

Table 5-20 Medications Patient Often Could Not Afford to Purchase

Rank order | Adherence—patient cannot afford the drug product
1. Simvastatin (Zocor)

2. Atorvastatincalcium (Lipitor)

3. Lisinopril (Prinivil, Zestril)

4. Rosuvastatin calcium (Crestor)

5. Insulin—various

6. Esomeprazole magnesium (Nexium)

7. Fenofibrate (TriCor)

8. Losartan potassium (Cozaar)

9. Fluticasone and salmeterol (Advair)
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10. Ezetimibe and simvastatin (Vytorin)

The fourth most common cause of noncompliance was that the patient forgot to take the medication. Five percent
of patients did not remember to take their drug therapies as intended (Table 5-21).

Table 5-21 Medications Patient Often Forget to Take as Instructed

Rank order | Adherence—patient forgets to take the drug product
1. Metformin HCI (Glucophage)

2. Simvastatin (Zocor)

3. Fluticasone and salmeterol (Advair)

4. Exenatide (Byetta)

5. Mycophenolate mofetil (CellCept, Myfortic)
6. Lisinopril (Prinivil, Zestril)

7. Prednisone

8. Insulin—various

9. Tacrolimus (Prograf)

10. Metoprolol tartrate (Lopressor, Toprol-XL)

Many patients receiving pharmaceutical care have to manage multiple drug therapies. More than 30% of patients
require 10 or more different drug regimens, several of which require multiple doses each day. Simplifying a
patient's drug regimens can have a dramatic impact on the patient's ability to follow all of the instructions properly.

In Australia, pharmacists providing medication management services in patients living in residential care facilities
and also for patients living in their own home found a large number of drug therapy problems (mean = 5 per
patient) involving a wide range of medications. Patients at home had more drug therapy problems (mean = 5)

than patients living in a residential care facility (mean = 4).16

These practice-based results create an interesting picture of how medications are presently being used within the
health care system. Far more people can benefit from additional drug therapies to prevent or treat ilinesses than
are presently recognized. Drug therapies are frequently used at dosages not sufficient to provide effective
therapy. Patients often have not been adequately instructed on the optimal way to use their medications. These
problems occur at a frequency sufficient to keep many pharmaceutical care practitioners busy helping patients
achieve the results they want from their medications.

Drug Interactions

It is also interesting to examine the medications most frequently associated with drug therapy problems that are
caused by drug—drug interactions. Note that drug interactions can cause drug therapy problems in several
categories. Drug interactions can result in reducing the effectiveness of a medication, increasing the toxicity of a
medication and/or resulting in an adverse drug reaction. Table 5-22 lists the 10 drug products most frequently


http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133910
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133916
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133739
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133603
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133727
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=134041
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133777
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133970

causing drug—drug interactions that required the practitioner to intervene and change or adjust the patient's drug
regimen(s):

Table 5-22 Medications Involved in Drug Interactions Requiring Interventions

Rank order | Drug interactions

1. Clopidogrel bisulfate (Plavix)

2. Omeprazole

3. Aspirin

4. Calcium carbonate or calcium citrate
5. Levothyroxine

6. Warfarin

7. Ibuprofen

8. Pantoprazole sodium (Protonix)
9. Simvastatin (Zocor)

10. Tramadol

Stating Drug Therapy Problems

When you identify and describe a patient's drug therapy problem, you are adding new and unique information
about the patient's case. How the practitioner describes the drug therapy problem is of paramount importance.
Therefore, it is important to describe the patient's drug therapy problem in a concise, accurate, and informative
manner.

A statement describing the patient's drug therapy problem(s) consists of three components:
1. A description of the patient's medical condition or clinical state.

2. The drug therapy involved (causing or solving the problem).

3. The specific association between the drug therapy and the patient's condition.

In the context of an individual patient, the identification of a drug therapy problem establishes the practitioner's
responsibilities to that patient. This will not only determine the solution to be employed but often dictates other

components of the care plan, including clinical and laboratory parameters to be evaluated and the schedule for
follow-up visits.

The way in which a drug therapy problem is stated, described, and documented can greatly influence the care of
a patient. Simply stating that a patient is experiencing “toxicity” from drug therapy is not very useful. The type of
toxicity (i.e., nephrotoxicity, leucopenia, thrombocytopenia, pseudomembranous colitis, diarrhea, bleeding) and
the specific drug associated with this undesirable event are essential to know. Also, describing if the patient is
experiencing a dose-related or nondose-related reaction should be identified as part of the description of the
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patient's drug therapy problem.

Experienced practitioners are mindful of the benefit of stating drug therapy problems in a format that is most
useful and with an appropriate level of specificity for the patient's condition at the time of intervention. It is not very
useful to describe the patient's drug therapy problem as “the drug she is taking for her high cholesterol is not
working.” Describing all of the components of your patient's drug therapy problems is more useful. “The Lipitor
(atorvastatin) therapy that she has been taking for the past 3 months for hyperlipidemia has only resulted in a 5%
reduction of her total cholesterol using an aggressive dosage of 80 mg daily.”

The terminology used to describe a drug therapy problem can also greatly influence how a patient or other health
care practitioners perceive and resolve the problem.
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The description of the patient's drug therapy problem directly influences the changes that will be
made in the patient's pharmacotherapy regimens.

Terminology that implies cause and effect must be differentiated from terminology that implies a weaker
association. Consider the different interventions that might be initiated to resolve drug therapy problems stated
through the following pairs of examples:

» The 29-year-old patient is having continued breakthrough seizures due to subtherapeutic phenytoin
concentrations.

o This drug therapy problem requires an increase in the patient's phenytoin dosage.

» This 29-year-old patient is noncompliant with phenytoin therapy, as she forgets to take her medication, and
she is experiencing continued seizure activity.

e This drug therapy problem would be resolved by providing the patient with a daily medication reminder
device or a medication diary to help keep track of her medication use.

o This 61-year-old male business executive is experiencing gastrointestinal bleeding caused by aspirin therapy.

o Determining the clinical indication for his aspirin therapy and substituting another medication that is less
likely to cause gastrointestinal bleeding would resolve this drug therapy problem.

» This 61-year-old male patient, who is presently taking low-dose aspirin as prophylaxis to prevent a second
myocardial infarction, has a history of several episodes of gastrointestinal bleeding from peptic ulcers.

e Using an enteric-coated aspirin product and frequently evaluating him for any gastrointestinal symptoms
would prevent this drug therapy problem.

e This 43-year-old female patient, who is being treated for pneumonia with gentamicin therapy, has poor renal
function.

o This drug therapy problem would be prevented by adjusting her dose and interval to provide desired peak
and trough gentamicin serum concentrations and by determining her individual pharmacokinetic
parameters for gentamicin.

» This 43-year-old female patient with pneumonia has acute renal failure secondary to gentamicin therapy.

o This drug therapy problem can be resolved by discontinuing the gentamicin therapy treating the

pneumonia with a different antibiotic that is not harmful to the kidneys.

These examples illustrate the importance of clarity when stating or describing drug therapy problems.

Prioritizing Drug Therapy Problems

Once identified, each drug therapy problem can be prioritized as to the urgency with which it needs to be
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addressed. This prioritization depends upon the extent of the potential harm each problem might inflict on the
patient, the patient's perception of the potential harm, and the rate at which this harm is likely to occur. If multiple
drug therapy problems are to be dealt with sequentially, the patient should be involved in the decision as to the
priority given to each drug therapy problem.

The logic applied to identify, prioritize, and resolve drug therapy problems in complex patients is based on

organizational intelligence and is the best approach to problem solving.19 In patients with multiple drug therapy
problems, some problems are identified but are considered to be of a lower priority, and the effort to resolve them
is delayed until drug therapy problems with a higher priority are first addressed. However, it remains essential to
document those drug therapy problems assigned a lower priority, so they eventually receive the attention required
and are not forgotten.

Prioritizing drug therapy problems is an essential skill because of the high frequency with which you will encounter
patients who have more than one drug therapy problem at the same time. Our research shows that approximately
21% of patients have multiple drug therapy problems when initially assessed by the pharmaceutical care
practitioner.

Once the list of drug therapy problems is prioritized according to risk to the patient, the list is reviewed and the
following issues addressed:

1. Which problems must be resolved (or prevented) immediately and which can wait?
2. Which problems can be resolved by the practitioner and patient directly?

3. Which require the interventions by someone else (perhaps a family member, physician, nurse, care giver, or
some other specialist).

Obviously, pharmaceutical care practitioners hold a great deal of the responsibility for identifying drug therapy
problems. Much of this responsibility stems from their special knowledge and experience in the fields of
pharmacology, pharmacotherapy, pathophysiology, and toxicology. However, patients often identify their own
drug therapy problems. This occurs through self-diagnosis, self-examination, and introspective comparisons with
previous states of health, or the condition of friends, colleagues, acquaintances, and family members.

Patients will help to prioritize drug therapy problems and they can also help you identify them initially. When a
patient has, or at least feels he or she has identified a drug therapy problem, it must receive the full attention of
the clinician. Many elderly patients reveal that they will discontinue taking prescribed medications, without seeking
the advice of a health care professional, if they perceive they are not experiencing the beneficial effects of the

drug. This may be considered to be “rational noncompliance.”20 When a patient self-identifies a drug therapy
problem, the practitioner must make it a priority. One might ask in a patient-centered practice: “Who better to
recognize drug therapy problems than the patient?”

Patients with No Drug Therapy Problems

It is the practitioner's responsibility to identify any and all drug therapy problems that the patient has. Or, the
practitioner may conclude, with substantive evidence, that the patient does not have any drug therapy problems
at the present time. A conclusion that no drug therapy problems exist means that all the patient's drug therapies
are clinically indicated, the dosage regimens are producing the desired results, and they are not causing any
intolerable side effects. A finding that there are no drug therapy problems present will also be interpreted as the
patient understands, agrees with, and is compliant with all of his or her drug regimens and instructions. Finally,
the decision that the patient has no drug therapy problems at this time indicates that all of the patient's drug-
related needs are being met, and no adjustments in drug products or drug dosage regimens are required.



In cases when the patient does not have a drug therapy problem, the pharmaceutical care practitioner focuses on
assuring that the goals of therapy are being met and that the patient is not at high risk of developing any new
problems. Providing continuous care requires the assurance of progress toward achieving and maintaining the
desired goals of therapy. Patients who have no drug therapy problems at this time still require a care plan and
follow-up evaluation to ensure that goals of therapy continue to be met and no new drug therapy problems
develop. Therefore, care plans and follow-up evaluation activities continue even when no drug therapy problems
are found, similar to a yearly check-up with the dentist to identify any new dental problems (cavities, gingivitis, or
excessive build-up of plaque) that may occur.

Documenting Drug Therapy Problems

The standard for documenting the patient's drug therapy problems is that each problem identified is added to the
patient's record and includes the medical condition, illness, or complaint involved, the drug therapy or therapies
involved, and the likely cause of the drug therapy problem. Drug therapy problems are most efficiently
documented within the care plan for each medical condition involved. The interventions required to resolve the
drug therapy problem will also be associated with that care plan. The action that is taken (increase dosage,
discontinue drug therapy, add preventive drug to regimen) also needs to be recorded. Sometimes it is helpful to
record the individuals involved in resolving the drug therapy problem (patient, family, physician, nurse).

Documenting the economic impact of identifying and resolving a drug therapy problem at the time the service is
provided is helpful to provide evidence of the economic impact of new medication management services.
Recording instances in which clinic, specialist, or hospitalization visits were avoided because the drug therapy has
been improved, can help to justify the cost of a new or expanding medication management service. These
additional service management records can be maintained separately from the patient's personal care records
and summarized quarterly or annually. The Assurance Pharmaceutical Care system maintains records that
facilitate information retrieval and data consolidation, as well as providing the summary reports needed to
evaluate the practitioner's services and support improvements and expansion in that service. These are
described in Chapter 9.

Summary

The identification, resolution, and prevention of drug therapy problems are the responsibility of the
pharmaceutical care practitioner and are the central value of all medication management services. Drug therapy
problems are clinical problems because they affect individual patients and require professional judgment to
resolve. The rational assessment of a patient's drug-related needs follows the logic of indication, effectiveness,
safety, and adherence. The centrality of drug therapy problems to the practice of pharmaceutical care cannot be
overemphasized. It is essential that practitioners who intend to provide medication management services
understand each type of drug therapy problem as well as their common causes. The disciplined thought required
in pharmaceutical care practice guides the practitioner to first make certain that all of the patient's indications for
drug therapy are being appropriately treated and that no unnecessary drug therapy is being taken. Then, the
practitioner can logically consider product selection and/or dosage adjustment to maximize the effectiveness of
the medication. The practitioner must then make certain that all drug therapies will be as safe as possible for the
patient. It is important to re-emphasize that only after these first three primary pharmacotherapy principles have
been fully addressed, are adherence and cost issues considered.

The data generated from patients seen in practice present interesting observations. It is instructive to note that
adherence problems are not those most frequently associated with drug therapies seen in clinical practice.
Patients requiring the practitioner to provide appropriate drug therapies for preventive and treatment purposes
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occur most frequently. Also, it is important to note that in today's health care system, patients are underdosed and
not achieving desired goals of therapy three to four times more frequently than they are overdosed. Providing
patients with drug therapies at doses that are not sufficient to produce a clinical benefit is a major problem in the
care of many.

The responsibility to identify, resolve, and prevent drug therapy problems is a “compass” to focus the
practitioner's clinical activities in cases that involve patients with numerous, complex, and difficult therapeutic
dilemmas. Constant referral to the seven categories of drug therapy problems ensures that consistent and
rational, comprehensive medication management services are being provided, and effective care plans can be
established for even the most complicated patient.
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=Chapter 6. The Assessment
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Key Concepts

1. The purpose of the assessment is to determine if the patient's drug-related needs are being met and if any
drug therapy problems are present.

2. Know your patient by understanding his or her medication experience before making any decisions about his
or her drug therapy.

3. Elicit only relevant information necessary to make drug therapy decisions.

4. Always assess the patient's drug-related needs in the same systematic order. First determine if the
indication is appropriate for the drug therapy. Second, evaluate the effectiveness of the drug regimen for
the indication. Third, determine the level of safety of the drug regimen. Only after determining that the drug
therapy selected or being used by the patient is appropriately indicated, effective, and safe do you logically
evaluate the patient's adherence to the medication regimen.

5. Documentation includes the practitioner's assessment of how well the patient's drug-related needs are being
met and a description of the drug therapy problems present.

Purpose, Activities, and Responsibilities

The primary purpose of the assessment is to determine to what extent the patient's drug-related needs are being
met. In order to accomplish this, the practitioner gathers, analyzes, researches, and interprets information about
the patient, the patient's medical conditions, and the patient's drug therapies. Individuals can have drug-related
needs whether they are taking medications or not.

This chapter describes how all of these activities combine to create an assessment of the patient's drug-related
needs. A consistent format will be used to describe the standards of care and the corresponding measurement
criteria that apply to the assessment step of the patient care process.

The assessment step in the patient care process is the most important of the three: (1) the assessment, (2) the
care plan, and (3) the follow-up evaluation. It requires work on the part of the clinician and cooperation on the part
of the patient. There are standard sets of issues and questions the practitioner must constantly think about and
analyze throughout the assessment. The assessment interview is the means through which the practitioner
encourages the patient's participation in the patient care process. The assessment interview influences all other
components of the patient care process. It influences communication, data accuracy, clinical decision making,
ethical judgments, patient adherence, patient satisfaction, practitioner satisfaction, and clinical outcomes.
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The personal, one-to-one nature of the assessment process creates the context to demonstrate
caring and patient-centeredness.
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There are essential clinical skills that each practitioner must develop in order to conduct a productive assessment.
These include inquiry, listening, and observational skills. You must be committed to learning and teaching yourself
the skills needed to assess the drug-related needs of your patients.

To be successful, you must understand and master the basic skills as well as the pharmacotherapy knowledge
required to conduct a comprehensive assessment of your patient's drug-related needs because over a 40-year

career, a clinician will conduct over 160,000 patient assessments. !

The thoroughness and organization of the assessment play a major role in determining how effective you will be
as a practitioner and whether your patients will receive the maximum benefit from your work. All of your
subsequent activities, clinical decisions, care planning, interventions, and evaluations are dependent upon your
ability to fully assess your patient's drug-related needs and identify drug therapy problems.

There is structure to the assessment so the practitioner can be logical, systematic, and comprehensive in the
work that must be accomplished.

The activities and responsibilities of the assessment are shown in Table 6-1.

Table 6-1 Activities and Responsibilities during the Assessment

Activities Responsibilities

Meet the patient Establish a therapeutic relationship

Elicit relevant information Determine who your patient is by learning about the reason for the
from the patient and other encounter, the patient's medication experience, patient

health records demographic information, and other clinical data

Determine whether drug-related needs are being met (indication,

Make rational drug therapy effectiveness, safety, adherence)

decisions using the
Pharmacotherapy Workup Identify drug therapy problems
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During each assessment interview the three responsibilities of developing the therapeutic
relationship, assessing drug-related needs, and identifying drug therapy problems are
simultaneously at work, and each function influences the other two.

Practitioners in training need to expend considerable effort to develop the knowledge and skills required for each
of these essential tasks; however, you can work on developing one skill at a time so as not to become
overwhelmed with the task at hand.

During every assessment, the pharmaceutical care practitioner must collect information and make clinical
decisions concerning the relevance of the patient's demographics, medication experience, immunization history,
allergies and history of adverse drug reactions, medication history, and current medical conditions and drug
therapies. This is accomplished through clinical assessment and inquiry skills and the use of the

Pharmacotherapy Workup.z’3

The Pharmacotherapy Workup directs you through a logical decision-making process that allows you to evaluate




the appropriateness, effectiveness, and safety of each of the patient's medications, and determine the ability and
willingness of the patient to be compliant with the drug therapy.

The assessment and inquiry functions are accomplished by the use of two sets of questions. One is a structured
set of questions the practitioner must learn to ask him or herself about the patient, diseases, and drug therapies
and their interrelatedness. The other set is the questions the practitioner can address directly to the patient to
elicit the information necessary to properly assess all of the patient's drug-related needs. It is important to learn
how to effectively collect information directly from your patient. A few basic skills can help in this most important
clinical endeavor. The mark of an effective practitioner is one who can combine the skills of asking appropriate
assessment questions and analyzing the patient, disease, and drug data in a logical, structured manner.

This is a good time to consider the unique contributions that pharmaceutical care practice brings to our existing
patient care processes (Figure 6-1). Patients who receive pharmaceutical care have their drug therapy problems
identified and clearly described so that the entire team can work together to resolve them. Goals of therapy are
individualized, made explicit and agreed upon so that each member of the care team can contribute to achieving
these goals. The outcomes of drug therapy are documented so that everyone can learn what is most effective
and safe.

Care plan

Goals of
therapy

Assessment
Drug therapy
problems

Evaluation

% Outcomes

Source: Cipolle R), Strand LM, Morley PC: Pharmaceutical Care Practice: The Patient-centered Approach
to Medication Management Services, 3rd Edition: www.accesspharmacy. com

Copyright © The McGraw-Hill Companies, Inc. All rights reserved.
FIGURE 6-1

Unique contributions of the patient care process in pharmaceutical care practice.

Now we can begin to understand the process involved in assessing a patient's medications.
Standard of Care 1: Collection of Patient-Specific Information

Standards of care have been developed for the major activities in pharmaceutical care practice: the assessment,
care plan, and follow-up evaluation. These standards apply to the care that the practitioner provides for individual
patients. These standards are applicable to all practice sites, diseases, patients, and drug therapy categories
because they represent the generalist practitioner's responsibilities to provide pharmaceutical care.

The standards of care and measurement criteria are presented throughout this chapter as well as the two that
follow so the practitioner knows the performance level expected at each step when providing pharmaceutical
care. The complete set of standards for the practice of pharmaceutical care can be found in Appendix 1. The first
standard of care for the assessment (there are three in all for the assessment) is given below.
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Standard 1: The Practitioner Collects Relevant Patient-Specific Information to Use in Decision Making Concerning
All Drug Therapies.

Measurement criteria
1. Pertinent data are collected using appropriate interview techniques.

2. Data collection involves the patient, family and caregivers, and other health care providers
when appropriate.

3. The medication experience is elicited by the practitioner and incorporated as the context for
decision making.

4. The data are used to develop a pharmacologically relevant description of the patient, the
patient's health status, and the patient's drug-related needs.

5. The relevance and significance of the data collected are determined by the patient's present
conditions, illnesses, wants, needs, and preferences.

6. The medication history is complete and accurate.

7. The current medication record is complete, accurate, and includes indication, drug product,
dosage regimen, and result to date.

8. The data collection process is systematic, comprehensive, and ongoing.
9. Only data that are required and used by the practitioner are elicited from the patient.
10. Relevant data are documented in a retrievable form.

11. All data collection and documentation is conducted in a manner that ensures patient
confidentiality.

Meeting the Patient

The first responsibility involved in the patient—practitioner interaction is to establish an effective therapeutic
relationship so the practitioner can collect, analyze, and use relevant patient-specific information to understand
who the patient is and what he or she wants and needs. Meeting and greeting your patient is a very important
step in establishing this relationship.

You must meet and greet a person you may have never met before, describe all of his or her drug-related needs,
identify drug therapy problems, design a plan to resolve those problems as well as to achieve therapeutic goals,
and make certain that your patient experiences the maximum effectiveness from every medication. To accomplish
all of this, it is important to create a positive experience for each patient. The therapeutic relationship begins the
moment you first meet your patient. Patients must feel that you are free to identify with the patient before the
patient will feel free to identify with you as their pharmaceutical care practitioner. As patients and practitioners

begin to develop a shared identity, that is the essence of a therapeutic relationship.4 Make greeting him or her a
positive experience for both of you.

Introducing Yourself

How you introduce yourself sends a very distinct message. If you are a student, make certain your patient
understands that you have a preceptor, mentor, or staff member who is fully responsible for the care being



provided and is available if needed.

Decide how you want to be addressed. Your patients most often address you in the same manner in which you
introduce yourself. Consider whether you want your patients to use your given name, surname, and/or applicable
prefixes. Your patients will usually follow your lead. As an example, you might introduce yourself as Sally, Sally
Brown, Ms. Sally Brown, Dr. Sally Brown, or Dr. Brown. Keep in mind that written materials you provide to your
patients might also have your name on them, and it will be helpful if you are consistent. Furthermore, your
colleagues and other staff in the patient care areas will also address you in the presence of your patients, and it
will be less confusing if everyone calls you by the same name and/or title.

Addressing your patient in a proper manner is essential to begin a positive, respectful relationship. Addressing
adult patients as Mr., Ms., or Mrs. is most often appropriate. Children usually prefer to be addressed by their first
names. Correct pronunciation of your patient's name is important to him or her. If you are unsure of how to
correctly say or pronounce it, ask how he or she would like to be addressed and how he or she pronounces his or
her name.

During the assessment interview the patient's perception of your professional expertise is based on many factors,
including your dress and demeanor, quality and relevance of your comments, your ability to elicit relevant
information, your willingness to listen, your ability to provide meaningful information, feedback, and explanations,
as well as your attitude and confidence. If you are well prepared to meet and help your patient, you will find your
patients are forthcoming, open, and appreciative of your work.

The Physical Environment

The assessment interview can be personal and involve the exchange of sensitive information. The physical
environment you choose to practice in reflects you and the choices that you make as a practitioner. A semiprivate
or private space must be provided for you to conduct an assessment of your patient's drug-related needs. Unlike
a physical examination, the assessment of a patient's drug-related needs rarely requires a fully private area. An
environment in which the patient feels comfortable and assured that others cannot hear the conversation is often
sufficient. However, some patients will need to speak with you in private about some drug-related issues, and
therefore it is advisable to have a fully private space available for those occasions. The private or semiprivate
area must be separate from any commercial business that also occurs in the setting (Minnesota Statute
256B.0625 Subd. 13h;2005).

Keep the area where you meet with patients clean and organized. It is their space, not yours. Only have materials
available that you intend to use to help patients such as informational brochures, patient records, and access to
the Internet, or samples of products or drug administration devices for demonstration. If you have large supplies
of these items, only keep a minimal supply in the patient care area. Keep in mind that most of these items are
new to your patients and can be distracting during the assessment interview.

A comprehensive assessment requires focused work on the part of the practitioner. First, you will need to focus
on your patient and his needs. This means that how you feel personally, how your day is going, what is on your
mind, what you were just doing, and what you will be doing later must all be set aside. Your patient has come to
see you. You need to give each patient your full and undivided attention. This person trusts that you will do your
very best to help. The patient believes you can and do care about his well-being. He will believe that you have the
skills and knowledge to help. He needs to feel comfortable and know that at this moment you are committed to
helping with whatever drug-related issue he may have.

Taking Notes

You will often need to take notes during the assessment. At times you may want to record the patient's words



verbatim as he or she describes the medication experience. Documentation is an essential standard of practice
that you must meet. It is important that your patient feels comfortable with this. Take the time to explain how
essential it is for your records to reflect what is truly happening with the patient and his or her medications.

Assure your patient that all records you make are considered confidential. You can only make good decisions and
provide good advice with good data. Well-meaning decisions based upon bad or missing information can become
bad decisions. When you use a computer to document care, be careful not to focus your attention on the machine
at the expense of your patient. Once you have computerized your pharmaceutical care records, you will find that
only very minimal note taking is required.

Eliciting Information from the Patient

During the assessment, a significant amount of information is needed from the patient. It is important to be clear
about what information is relevant to the patient's case so that only the information you will use is gathered,
otherwise time and resources are wasted. The information that is necessary for the assessment is represented in
Table 6-2.

Table 6-2 Patient Information Required for the Assessment

Demographic Patient's medication experience Clinical
information information
¢ Reason for the
encounter
¢ Relevant
medical history
¢ Relevant
medication
 history
e Age o Patient's attitude toward taking medications . past
+ Weight and o Description of what the patient wants, treatment
height understands, believes, and any concerns about failures
o Gender medications e past
e Pregnancy e The patient's medication taking behaviors treatment
status ¢ Allergies to medication successes
e Living o History of adverse reactions to medications « Review of
arrangements e Other special needs systems
e Occupation « Social drug use (caffeine, tobacco, alcohol) e t0 assess
e Contact e Current medication record for all medical drug side
information conditions effects
o Address e Indication o to identify
o Telephone ¢ Drug product other
number e Dosage problems
¢ E-mail ¢ Qutcome e Relevant
laboratory
values
e to assess
effectiveness
e to assess



http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133819
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133848

safety

All of this information is necessary in all patient encounters; however, each patient is different and will require a
different level of detail in each of these data categories.

Getting Started

The first two challenges for the student practitioner are to learn what information is necessary to help each patient
and how to effectively gather the necessary patient-specific information. The what includes information that
describes the personal characteristics of the patient that influence the use and outcomes of drug therapies. The
how involves becoming skilled in eliciting patient-specific information by employing open-ended questions that
help the patient to tell his or her story and then delving into relevant areas in search of sufficient detail to make
the necessary clinical decisions.

Elicitation techniques that encourage the patient to state his or her full range of concerns and questions and that
help the patient stay actively involved in the assessment process lead to a more valid assessment of needs and
problems, more comprehensive data, greater patient satisfaction, better patient compliance, and more positive
clinical outcomes.

Introductions such as the following can be useful to inform your patient of what to expect:

« | would like to talk with you today in order to gather some information about your health in general and
medications specifically, so we can determine how best to meet your needs.

» Today we will review all of your drug therapies, so we can make certain that you get the results you want from
all of your medications.

Keep in mind that your primary goal is to determine what your patient wants and needs from you. You will find it
helpful to present open-ended questions during most of the assessment interview. Open-ended questions ask
what, when, why, where, who, and how. They allow the patient to fully respond and facilitate complete

descriptions of needs, wants, concerns, and experiences.1 2,6

The first information you will need from your patient is the reason for the present encounter. The following
questions may help to initiate this discussion:

o What can | do for you today?
e How can | help you today?

If you have provided care for this patient in the past, you can open today's assessment with:

» | am glad you came to see me today. Tell me how you have been feeling since the last time we talked.
« Tell me how well your new medications have been working for you.

Reason for the Encounter
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The patient's primary reason(s) for the encounter anchors and directs the practitioner's
assessment process. The primary reason for the encounter can be variable and may be an iliness
that must be managed with drug therapy, a disease, a complaint, a question, a concern, or a new
condition that has developed.




The patient's view of the primary reason for the encounter is vital information in the assessment of drug-related
needs and is often documented directly in the patient's words.

The patient's primary concern is the focus of a patient-centered assessment. The portion of your patient's
medication experience that is the primary reason for the present encounter is what your patient is most
concerned about today, and you must give it your first and full attention. This is the most current information that
you have available. Other past information may also be valuable, but the truly current information is found in the
patient's description of the primary reason for seeking your help today.

The history of the present problem can yield the most essential data you will need in your identification of the
patient's drug therapy problems. Again, it is important to emphasize that the patient and the patient's view of his
or her situation frequently serve to guide the assessment and identification of drug therapy problems. This is
similar to the physician's assessment of a patient to determine the medical problem or diagnosis. The wealth of
information that can be contained in your patient's story of the present problem includes its severity, context,

location, quality, timing, modifying factors, and associated signs and symptoms.7

It is important to understand that during an assessment interview, all of the relevant information should be
obtained, but the clinician rarely conducts an assessment in a strict section-by-section order. Patients provide
information in the order and depth that makes the most sense to them. The clinician must be flexible enough to
pursue a topic with the patient and later in the interview, return to obtain any additional information that might be
required. This is why it is necessary for every pharmaceutical care practitioner to be completely familiar with all
the components of the Pharmacotherapy Workup.

The most efficient way to do this is to allow patients to tell you their story in their own words. This uncovers the
information you will use to provide pharmaceutical care within the patient's understanding and relevance. The
practitioner must help to guide the storytelling to include the necessary clarity, completeness, and detail to make
drug therapy decisions. Practitioners are often tempted to take total control of the assessment interview, but this
invariably leads to practitioners not analyzing factors that are important to the patient.

If you are talking, your patient is not talking. If your patient is not talking, you are not gaining new information. As a
student practitioner you are learning a new way of thinking and of making decisions in the best interest of patients
regarding their diseases and their medications. Learning new methods of thinking and acting can be demanding
at times and require practice. As you gain more knowledge and experience, you will become more confident and
more efficient. Experience requires learning at every opportunity and integrating what you have learned with what
you already know. Take every opportunity with a patient to learn the most you can from his or her unique
medication experience: what was effective, what failed, what they liked, what they did not like, and why. Adding
the information from their stories to your clinical experience is difficult at first, but it begins with the assessment
interview.

Early in your assessment as you explore the primary reason for the encounter, you will want to understand how
important resolving this problem or condition is for your patient. You will need to determine when it began,
previous attempts to treat it, and the results or outcomes of any previous therapeutic approaches. You will always
need to explore fully what self-care steps your patient has taken in an attempt to control or resolve his or her
problem. If your patient has had limited success in the past, you will want to discover how much faith your patient
has in drug therapy, so you can determine if you can confidently recommend continuation. On the other hand, if
your patient has attempted to treat his or her condition with little or no positive results, you must recognize that
repeating this same drug therapy or recommending continuation of that same medication will have a negative
influence on the therapeutic relationship and probably result in poor compliance.

The information describing your patient's presenting signs and symptoms, iliness, condition, or problem will focus



much of the remaining assessment. Your patient's primary complaint, question, or iliness serves as the beginning
and the ending of the assessment. It will focus your inquiry and initiates connections with other patient-specific
data you might need to gather later in the assessment. Furthermore, to conclude the assessment you must
provide your patient with your clinical judgments about his or her primary presenting problem or question.

Patient Demographics

The individual characteristics of each patient create the context for all of your clinical activities. Patient
demographic information is needed to see each patient as a unique individual. The purpose of the patient
demographic portion of your assessment is to determine who your patient is and to provide a description of him at
the time of the assessment. Your goal is to observe and elicit information describing the personal characteristics
of the patient that are relevant to making drug therapy decisions. As you are initiating a therapeutic relationship
and beginning to understand the patient's medication experience, you can begin to understand how your patient
makes decisions as to if and when to take medications.
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The individuality of your patient and understanding his or her personal medication experience is an
essential component in any patient-centered practice.

Your patient's demographic data consists of the information that allows you to treat him or her as a unique
individual. Who is this patient? What makes this person unique and therefore have different drug-related needs
than the last patient you met? Relevant information includes all of the data that will be useful to select and
individualize drug therapies, doses, and instructions, establish goals of therapy, construct care plans, and suggest
lifestyle changes. This information will also be used to determine the optimal timing, methods, and intensity of
follow-up visits to evaluate actual positive and negative outcomes of drug therapies.

The patient demographics portion of your assessment can vary from requiring a few pieces of vital statistics to in-
depth collection and analysis of information to personalize your clinical decisions concerning the patient's drug-
related needs. The initial patient demographic information most often includes age, gender (to assess risk factors
including pregnancy), height, weight, and ethnicity/cultural/language origin to ensure effective communication and
understanding.

Age of the patient Age is a vital statistic when providing pharmaceutical care as it is often applied to both the
discovery of the indication for drug therapy and the appropriate choice of pharmacotherapy to manage the
disease or illness. The patient's age is also required for selecting appropriate products and dosage forms suitable
for his or her age group, and for dosing guidelines (pediatric, geriatric). The appropriate approach to drug therapy
for pneumonia is different in a 7-week-old patient, a 7-year-old patient, and a 70-year-old patient. Age is best
identified and documented as birth date, so that age can be continuously updated as you provide care year after
year.

In our patient data, females constituted 63% of these patients and 37% were males. Their ages ranged from 1
to 101 years old, with a mean age of 63 years (median = 66 years). The above chart shows the distribution of
these patients by age (in groupings of 5 years) (Figure 6-2).
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FIGURE 6-2

Number of patients by age (n = 22,694 patients, median = 66 years old).

Height and weight Each patient's height and weight should be documented so that it can be used for dosage
individualization. In many situations observational estimates of body weight are sufficient, but for extremely obese
patients, or infants and children, and when using medications that require precise dose to body weight
determinations, the exact weight of your patient must be known.

Much of the drug dosing literature considers a normal or average adult body weight to be 70 kg and a body

surface area of 1.73 m2. Lean or ideal body weight is often a better determinant for drug dosage than total or
actual body weight, especially in obese patients. A patient is considered to be overweight if his or her body mass

index (BMI) is 25 to 29.9 kg/m2 and obese if the BMI is 230 kg/m2.8 Lean body weight can be estimated for
dosage individualization of specific medications. There are simple methods to estimate lean body weight, BMI, or

body surface area using equations based on height and weight measurements (Table 6-3).8’9

Table 6-3 Estimates for Body Weight, Mass, and Surface Area in Adults

Ideal body weight males (kg) = 50 + [2.3 % inches > 5'0"]

Ideal body weight males (kg) = 50 + 0.91 (height in cm —-152)

Ideal body weight females (kg) = 45.5 + [2.3 x inches > 5'0"]

Ideal body weight females (kg) = 45 + 0.91 (height in cm -152)

Body mass index (kg/m2) = (weight in kg)/(height in meters)2

Body surface area (m2) = ((height in cm) x (weight in kg/3600))1/2

Living situation The patient's living situation is often a key factor in determining drug-related needs. Who lives
with the patient and who cares for the patient? Does your patient have children who live at home, and are their
ages important to consider for safety purposes (childproof tops, storage of medications)? Does the patient live



with his or her parents, spouse, or significant other? Does he or she live alone? Who is responsible for
administering medications and making health care decisions? Do other family members have a history of certain
diseases, ilinesses, or other risk factors (smoking, alcohol use, eating disorder) that may negatively affect your
patient's drug therapy outcomes (coronary artery disease, depression, allergies)?

Family background, health insurance, and other special needs that might require specific accommodations are
also helpful to gather during the assessment.

Questions to help you understand more about your patient might include the following:

o How would describe your family situation?

* What type of work do you do?

» Is anyone else at home also ill?

» How much assistance with taking your medications do you receive from other family members?

» What arrangements for transportation do you have to make to come to these appointments?
 What issues or problems do you have with insurance coverage for the medications that you need?

Your patient's occupation and socioeconomic status can have a dramatic influence on drug-related needs and
subsequent outcomes. Does your patient's occupation put him or her at risk for certain diseases, injuries, or drug
therapy problems? Drowsiness from antihistamines often found in cough and cold products might have a different
impact on your patient if he or she is a commercial airline pilot or over-the-road truck driver, as opposed to your
next patient who is a studio musician or a librarian.

Pregnancy and breast-feeding Practitioners are often confronted with inquires concerning the safety of
medication use in pregnant or breast-feeding patients. The decisions in these situations involve weighing the
therapeutic benefits of the drug to the mother against its risk to the developing fetus or infant.

When conducting an assessment of a pregnant patient, the practitioner should record the due date. Most
pregnant women know their due date, and this allows the practitioner to determine which trimester the patient is in
during any subsequent evaluations. Risk to the fetus is difficult to predict; however, exposure to harmful drugs
during the first trimester is most dangerous.

We often lack sufficient data and clear answers about the use of most medications during pregnancy or breast-
feeding because the outcomes of such use are rarely studied and are difficult to collect. The amount of new
information on drug effects on the fetus continues to grow. The risks that a drug poses to the fetus have been
assigned to a risk factor level of A, B, C, D, or X. In this system, which is used by the U.S. Food and Drug
Administration (FDA), the lowest level of risk is noted as risk factor A that is felt to be safely used during
pregnancy, whereas the risk factor designated as X indicates that there is strong evidence of fetal abnormalities

caused by the drug.8’10 Each category is described in Table 6-4.

Table 6-4 Risk Factors: Drug Use during Pregnancy*

Category A: Controlled studies in women fail to demonstrate a risk to the fetus in the first
trimester (and there is not evidence of a risk in later trimesters), and the possibility of fetal harm
appears remote.

Category B: Either animal-reproduction studies have not demonstrated a fetal risk, but there are
not controlled studies in pregnant women, or animal reproduction studies have shown an adverse
effect (other than a decrease in fertility) that was not confirmed in controlled studies in women in
the first trimester (and there is no evidence of a risk in later trimesters).

Category C: Either studies in animals have revealed adverse effects on the fetus (teratogenic,
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embryocidal, or other) and there are no controlled studies in women, or studies in women and
animals are not available. Drugs should be given only if the potential benefit justifies the potential
risk to the fetus.

Category D: There is positive evidence of human fetal risk, but the benefits from use in pregnant
women may be acceptable despite the risk (e.g., if the drug is needed in a life- threatening
situation or for a serious disease for which safer drugs cannot be used or are ineffective).

Category X: Studies in animals or human beings have demonstrated fetal abnormalities, or there
is evidence of fetal risk based on human experience or both, and the risk of the use of the drug in
pregnant women clearly outweighs any possible benefit. The drug is contraindicated in women
who are or may become pregnant.

*http //www.safefetus.com/fda _category.asp.

The vast majority of substances used for therapeutic purposes can pass from the mother to the fetus. In general,
substances of low molecular weight diffuse freely across the placenta due primarily to the concentration gradient.
The safety of medications used by mothers who are breast-feeding infants must also be assessed for the
potential risk to the infant. In patients who are breast-feeding, the risks from a specific medication are usually
much clearer, although we often must infer risk and benefit from data generated on related drug products. If the
drug is generally safe to give directly to the infant, then it is generally thought to be safe to give to the mother

during lactation.10Table 6-5 lists the pregnancy risk factor levels for commonly used medications.

Table 6-5 Pregnancy Risk Factor Ratings for Commonly Used Medications

Rank | Drug Risk factor
1. Hydrocodone/APAP C
2. LisinoprilT C
3. Simvastatin X
4. Levothyroxine A
5. Amoxicillin B
6. Azithromycin B
7. Hydrochlorothiazide B
8. Amlodipine besylate C
9. Alprazolam D
10. Metformin B
11. Omeprazole C
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12. Atenolol D
13. Furosemide oral C
14. Metoprolol tartrate C
15. Sertraline C
16. Zolpidem tartrate C
17. Metoprolol succinate C
18. Oxycodone w/APAP C
19. Prednisone oral C
20. Citalopram HBR C
21. Ibuprofen C
22. Fluoxetine C
23. Gabapentin C
24. Warfarin X
25. Tramadol C
26. Clonazepam D
27. Lisinopril/HCTZT D
28. Lorazepam D
29. Cephalexin B
30. Cyclobenzaprine B
31. Amoxicillin/Clavulanate potassium | B
32. Trimethoprim/sulfamethoxazole C
33. Ciprofloxacin HCI C
34. Fluticasone nasal C
35. Triamterene w/HCTZ C
36. Pravastatin X
37. Trazodone HCI C
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38. Propoxyphene-N/APAP C
39. Alendronate C
40. Fexofenadine C
41. Lovastatin X
42. Carvedilol C
43. Paroxetine D
44. Meloxicam¥ C
45. Diazepam D
46. Ranitidine HCI B
47. Fluconazole C
48. Naproxen C
49. Doxycycline D
50. Amitriptyline C

“Source: SDI/Versipan, VONA, full year 2009, Drug Topics Resource Guide.

TManufacturer considers lisinopril category C during first trimester and

category D if used during second or third trimester.

FManufacturer considers meloxicam category C early in pregnancy, but

category D = 30 weeks gestation.

Understanding the Patient's Medication Experience

Understanding the patient's medication experience is necessary in order to provide patient-centered care. The
patient's medication experience is the personal context for all of your patient-specific clinical decisions. The better
you understand it, the better your decisions will be and the more effective you can be in managing your patient's
medications. A detailed description of the medication experience can be found in Chapter 4. You will be expected
to know more about the patient's medication experience than any other member of the health care team.

The patient's description No two patients have exactly the same medication experience. Even patients who
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have never taken any medications have some attitudes or beliefs concerning drug therapy that they acquired
from friends, family, or the media.
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The patient's medication experience is the most specifi ¢ information you have available to make
an assessment of your patient's drug-related needs

The medication experience includes the patient's preferences, attitudes, general understanding of his or her drug
therapy, concerns about it, expressed expectations of desired outcomes, and the patient's medication taking
behavior. An initial objective of the assessment is to understand your patient's preferences and attitudes
concerning medications and to what extent they influence the decision-making process. Your patient will ultimately
decide if and how to use medications.

Your understanding of your patient's preferences, needs, expectations, and concerns will form the basis for the
majority of what will follow in the assessment, care plan, and evaluation. It is important to remind yourself that
these early patient impressions are most important because they reflect how the patient sees the situation. You
may discover that some other issue is more important or more critical, but you must always return to your
patient's initial impressions because that is the basis for his or her decision-making process. Your clinical
decisions, impression, advice, and knowledge must be related to the patient's view of his or her medication
experience. Remember, the more you understand the patient's medication experience, the more likely it is that
you can positively influence it. A primary goal of medication management services is to improve your patient's
medication experience.

The information you discover while inquiring about your patient's medication experience will direct virtually all your
subsequent thinking and questioning. In order to have this positive influence, you will need to assess your
patient's overall understanding of his or her medical conditions or illnesses and how they are or can best be
managed by drug therapies. Discovering the patient's understanding will help you determine what additional
information and education you must provide.

During the assessment, you will need to inquire and make judgments about the following questions:

» What is your patient's level of understanding of his or her disease or illness, drug therapies, and therapeutic
instructions?

» What concerns does your patient have about his or her health in general or medical conditions and drug
therapies in particular?

» What concerns does your patient have about side effects, toxicities, adverse events, or allergies?

» What does your patient dislike about his or her drug therapies?

o What unique preferences about drug therapies does your patient have?

» Are your patient's expectations and goals realistic and achievable?

» To what extent does your patient want to be an active participant in his or her care?

» To what degree is the cost of drug therapy, clinic visits, hospitalizations, or treatment failures, a concern for
your patient?

You will want to inquire as to what the patient expects to gain or accomplish from his or her drug therapies. What
are the patient's goals of therapy? You will also need to determine if the patient's expectations are realistic. Your
clinical judgment concerning these important areas of inquiry will establish the scope of patient information you
will need to fully understand your patient's medication experience and to begin to establish a strong and positive
therapeutic relationship. The three components of your patient's medication experience are (1) the patient's



description of his or her wants, needs, concerns, understanding, and beliefs about health in general and drug
therapies specifically, (2) the patient's medication history, and (3) the patient's current medication record.

Medication history

Your comprehensive assessment of the patient's medication history will include immunization status, social drug
use, allergies, adverse reactions and other special needs, and a history of relevant medication use.

Immunization record

Even to this day, most patient care documentation systems, and in fact many electronic health care record
systems in general, do not adequately address individual immunization records. In the United States, tracking
vulnerable children to ascertain their immunization status is largely left to the school systems. However, because
one of your primary responsibilities as a pharmaceutical care practitioner is prevention, an assessment of your
patient's immunization history is an essential part of the assessment.

With the exceptions of clean water, sanitation, and nutrition, the most effective mechanism that modern health
care has developed to prevent disease and human suffering is immunization. Diseases such as polio, mumps,
diphtheria, tetanus, pertussis, rubella, and many forms of hepatitis and influenza can be effectively prevented if
patients are properly immunized. Immunization standards vary throughout the world, but they are commonly
designed to ensure adequate protection against diseases that can reach epidemicproportions. Ensuring that your
patient is adequately immunized is certainly a health care priority and a primary patient care responsibility in
pharmaceutical care practice. Immunization recommendations differ with age, risk factors, and geography
(http://www.cdc.gov.myaccess.library.utoronto.ca/vaccines/). There are versions designed for families and
parents, so the entire family can understand the recommended vaccination schedule.
(http://www.cdc.gov.myaccess.library.utoronto.ca/vaccines/who/teens/for-parents.html).

Social drug use

The definition of drug use in the context of pharmaceutical care is quite extensive but implies a therapeutic use.
Knowing your patient's exposure to caffeine, nicotine, alcohol, and drugs of abuse will avoid detrimental drug
interactions, dosage errors, and even toxic reactions. When providing pharmaceutical care, you will need to
assess your patient's use or exposure to these compounds and determine the impact this exposure may be
having on the health and well-being of this individual.

Use of these drugs may be a habit that the patient would like to discontinue, and, if so, you can be an invaluable
resource in meeting the patient's drug-related needs.

When inquiring about tobacco use, you can ask:

» Are you now, or have you ever been, a smoker?
 |s this something you would find difficult to give up?
» How would you describe your attempts to cut down or quit in the past?

Effective smoking cessation programs and products are widely available and can have a positive influence on a
patient's quality of life and outcomes. Comprehensive smoke-free legislation in Scotland in 2006 has not only
reduced the rate of respiratory symptoms among workers in bars, but has also significantly lowered the hospital

admission rates for asthma among both preschool and school-age children.!! The pharmaceutical care
practitioner can provide this service. Moreover, poor outcomes from comorbidities, especially respiratory and
cardiovascular disorders, can often be prevented through a comprehensive assessment and management of the
patient's smoking and/or alcohol use. Similarly, constant exposure to drugs of abuse and the associated addictive
behaviors of tolerance, withdrawal symptoms, self-deception, loss of will power, and distortion of attention can
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place your patient at risk to experience serious medical, financial, compliance, or other drug therapy problems. It
is essential to maintain patient confidentiality when assessing social drug use. Only collect and document
information that is relevant to the drug-related decisions you will be making.

Allergies and adverse reactions

“First do no harm” is the tenet of all health care practitioners. An essential part of any assessment of a patient's
drug-related needs is your patient's drug allergies and a history of adverse drug reactions. This information will
help to manage your patient's risk and thus prevent future drug therapy problems. The reason to distinguish
between a drug allergy and an adverse reaction is that how you define the risk will dictate how you make drug
therapy decisions to resolve or prevent it.

For example, if your patient has a history of an allergic reaction to penicillin, this usually implies that it is not safe
to expose him or her to penicillin (or related products) ever in the future. Reexposing the patient who is allergic to
penicillin, to a penicillin-containing product can be life threatening. Doing so would likely place your patient at
immediate risk for a known, severe, and possibly life-threatening allergic reaction. This might include an
anaphylactoid or anaphylactic reaction.

A history of an adverse drug reaction most commonly involved a negative or undesirable effect that your patient
experienced with a specific drug product in the past. These types of reactions are important to document, so you
and others who provide care for the patient can consider the risks and benefits of using that particular agent
again. In most cases, an allergic reaction to a drug product requires that the patient not receive that drug or
related agents in the future. However, if your patient has experienced an undesirable adverse effect caused by a
drug product that was not deemed to be allergic in nature, in future decisions that product may be considered
appropriate despite the past adverse reaction.

For example, if your patient experienced nausea and gastric discomfort when taking erythromycin to treat a skin
infection, then you need to consider that adverse reaction when selecting antibiotics for that patient in the future.
However, this adverse reaction does not necessarily preclude you from using erythromycin or related macrolide
antimicrobials to treat future infections in that patient. Erythromycin might certainly be considered a viable
treatment in your patient who experienced nausea from erythromycin as long as the first episode was
appropriately assessed and documented as an adverse effect, and not as an allergic response.

To make these important clinical distinctions between allergic reactions and other predictable adverse drug
reactions, you will need to be familiar with the presentation, timing, and common drugs involved in allergic
reactions. Similarly, you will need to be familiar with commonly encountered negative reactions to drugs,
especially those that can be successfully managed by dosage adjustments or other means without necessitating
withholding that medication from your patient in the future.

In the case of adverse reactions to drug products, you must assess whether your patient could not tolerate the
medication, or a particular dosage form, and what reservations your patient might have about being reexposed to
this particular medication.

Questions that might help to elicit this important information include:

» What happened when you took that drug?
» What happened when you stopped taking the drug?
e Have you ever taken that same medicine again?

Health alerts, health aids, and special needs

Many patients have some special or unique needs that must be identified and incorporated into the assessment
of specific drug therapy requirements. These often include physical limitations such as sight and/or hearing
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impairment. This might require larger than usual print for instructions or face-to-face follow-up rather than
telephone communications. Patients requiring contact lenses or eyeglasses for vision correction may appreciate
larger or bolder print for instructions, and may be very interested in new products or advances in contact lens
technologies or lens care products as they become available.

Although the general description of the patient often includes observable physical characteristics such as age,
gender, race, ethnicity, height, and weight, it may also be helpful to note any other noticeable, presenting
characteristics such as nervousness and difficulties with speech, hearing, or sight. Being aware of language or
communication difficulties can be helpful when trying to explain complicated instructions to patients or other family
members.

Such language differences and cultural contexts can become barriers to your ability to optimize your patient's
medication experience and achieve positive therapeutic outcomes. Your patient may benefit from a translator who
can help you to assess the patient's drug-related needs. The use of a trained translator may be preferred to a
family member because familial relationships may interfere with the communication of necessary information.

Physical limitations, including requiring a cane, walker, or wheelchair, must be noted and might require home
visits, delivery of services, or mail services for medications and supplies to ensure that the patient receives all of
the support and care required.

History of relevant medication use

The drug therapies that patients have taken in the past (usually during the last 6 months) can provide useful
information. The assessment of past drug treatments is conducted for two primary reasons. First, to determine if
the present problem has been treated before with medications and if so, what was the outcome or result. The
best information a practitioner can have is that a certain drug regimen has already been used by the patient and
was effective for a similar episode. If it was effective before, it is likely to be effective again.

The other usefulness of past drug treatment information is to determine if the patient has experienced any
treatment failures and unwanted side effects to medications used in the past. If so, then it is important to not
reexpose the patient to those drug therapies that have already failed or caused harm. Gathering a
comprehensive medication history will help the practitioner avoid repeating mistakes, treatment failures, and side
effects of the past. If it caused the patient harm in the past, it is likely to cause harm if used again.

To be most useful, past drug treatment information should include the indication for the drug, the drug regimen
actually taken, the response to that therapy, and why the therapy was discontinued if relevant. For drug therapies
taken in the distant past, it is often difficult to ascertain the exact dose and dosing intervals, and sometimes exact
dates are not known.

Questions that can help to elicit this information are given below:

» How well did that medication work for you in the past?

» What happened when you took that drug in the past?

» How would you feel about using the same medication again?

» How would you feel about using the same medication but changing the amount we use in order to get a better
result this time?

Current medication record

In order to make sound, rational decisions about drug therapy, you must have assessed your patient's current
medical conditions and all current drug therapies. Your patient's medication record includes (1) the indication for
drug therapy, (2) all of the drug products your patient is taking for that indication, (3) specifically how the patient is
actually taking them, and (4) the patient's response to the drug therapy. All four of these pieces of patient-specific



information are required to make a rational, clinical assessment of the effectiveness and safety of your patient's
drug therapies.

Medications: prescription, nonprescription, herbals

A complete medication record is most useful if it includes all prescription medications, all nonprescription
products, professional samples, medications obtained from friends or family members, vitamins, nutritional
supplements, home remedies, traditional medicines, and natural and homeopathic remedies. Indeed, it includes
all substances being taken by the patient for therapeutic purposes. A comprehensive assessment will involve
inquiries into conditions that your patient might be treating or preventing with vitamins or minerals, nonprescription
cough and cold preparations, laxatives, antacids, topical ointments, creams, or lotions, oral contraceptives,
aspirin, acetaminophen, ibuprofen, and dietary or herbal supplements. As some of these products are used on
such a routine basis, many patients do not consider them treatments and will need to be asked directly to have
them considered in the comprehensive assessment.
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Establishing the appropriate indication or connection between each drug product that your patient
uses and the corresponding medical condition, disease, or iliness is a necessity in the provision of
pharmaceutical care.

You cannot assess the effectiveness of a drug if you do not know why it is being used (indication). For many
patients this will be the first time that any practitioner has put forth the effort to collect, organize, assess, and
document indications and associated drug therapies. These data are invaluable, not only for you as a
pharmaceutical care practitioner, but also to medical, nursing, emergency, and dental practitioners, as well as
other health care providers.

The comprehensive medication record will become the information centerpiece for you to make clinical decisions
concerning your patient's drug-related needs. To be most useful, the medication record should clarify the
associations between the patient's indications for drug therapy, the drug product and dosage regimens, and the
patient's response to each medication regimen. This is accomplished by establishing the fundamental
connections between the three important categories of information; that of patient, disease, and drug. All three
types of information are necessary in order to make rational decisions and successfully manage a patient's drug
therapies.

Recall the essential elements current medical conditions are as follows:

» Indication: The active medical condition, illness, disease, signs, and/or symptoms being treated or being
prevented by the use of medications.

e The drug Product your patient is taking.

» The Dosage regimen your patient is actually using.

» Qutcome: How your patient is responding to the medication—what progress toward desired goals of therapy
has been achieved to date.

Example “My patient's hypertension has been adequately controlled for the past 4 months with chlorthalidone 25
mg taken each morning.”

Example In order to prevent stage fright, he takes 20 mg of oral propranolol 1 hour before his public-speaking
engagements, and it has been effective for him.

Indication
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A drug without an indication is just a bottle of pills. Assessing all of a patient's medications requires adequate data
and an organized, yet comprehensive, thought process. It is essential to establish and document the clinical
indication for every medication your patient is taking. The concept of indication for drug therapy is intended to
encompass all of the clinical reasons that a patient might require drug therapy. The concept of indication is
broader than simply a diagnosis or a disease.

A diagnosis is a medicolegal term used primarily by physicians to describe his or her best medical judgment
describing the patient's pathology or iliness. A diagnosis is established after the medical practitioner meets with
the patient, conducts an interview, history and physical examination, collects and interprets all relevant laboratory
test results, and sometimes confers with colleagues. We use drugs in a much broader scope within the health
care system.

The clinical indication combines patient-specific information and disease (or illness) information. Therefore,
indications are unique to patients. Your patient may be taking a common drug like lisinopril for hypertension
(indication), however if she is pregnant, the lisinopril may be contraindicated. You can only assess the
effectiveness and safety of your patient's medications by understanding your patient's indications.

Medications are used for many purposes throughout the health care system. We use medications to prevent
diseases (influenza), to treat diseases (breast cancer), slow the progress of a disease (diabetes), to correct
laboratory abnormalities (low serum potassium), to provide comfort (nausea) and relieve pain (analgesia), and we
use medications to assist in the diagnostic process (antianxiety for magnetic resonance imaging). All of these
situations are considered clinical indications for drug therapy. In pharmaceutical care practice, the term indication
refers to the clinical reason the patient is taking or needs to take a medication. This is often different from the FDA
use of the term indication. The FDA and therefore the pharmaceutical industry restricts the use of the term
indication to refer only to the approved labeling and marketing of a product based on data submitted by the
industry and reviewed by the FDA. In fact, when a product is used for a clinical condition that the FDA has not
approved, it is termed “off-label” use. This should not be confused with the clinical use of the term indication. In
practice, the term indication is used for the clinical condition for which the practitioner, prescriber, and/or patient
have decided to use the product. (Note: This use may or may not be FDA approved and therefore may or may
not be “off label.”)

We often initiate drug therapy before a firm diagnosis is established. We may use medications to assist in
establishing the diagnosis. Drug therapy is also used to provide comfort during other treatments. Many preventive
medications are used before the signs and symptoms or any evidence of the disease are present.

Therefore, indication reaches well beyond disease or medical diagnosis, and includes the following uses for drug

therapy.12

e Cure a disease or illness

e Prevent a disease or illness

» Slow the progression of a disease or illness

» Supplement nutritional, electrolyte, hormonal, or other deficiencies

o Correct abnormal laboratory test results

e Provide comfort or temporary relief from signs and symptoms of a disorder
e Assist in the diagnostic process

During the assessment, it is vital that the intended indication for each medication is identified, verified, if
necessary, and associated with the appropriate medication(s). This connection is required for all drugs in all
patients. It is neither efficient nor safe to assume an indication. Propranolol, a commonly used beta-blocker, can
be used to treat hypertension, essential tremors, hypertropic subaortic stenosis, pheochromocytoma, stable
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angina, and tachyarrhthmias. It is also used to prevent migraine headaches.

The effectiveness of a drug product can only be assessed if you know the intended indication. Most pharmacy
claims data do not include the indication for the drug; therefore, it becomes the practitioner's responsibility to
establish what the indication is and to assess the clinical appropriateness of the indication.

The clinical indication is necessary to establish goals of therapy, and goals of therapy are necessary to evaluate
outcomes. Establishing and assessing the appropriateness of the indication directs the rest of the pharmaceutical
care process. The care plan is dependent on the indication, as are all subsequent evaluations. Identifying and
deciding whether the indication is clinically appropriate for the patient is the first clinical judgment you will make
within the pharmaceutical care assessment.

Your patient's, sources of drug products can vary and include purchasing nonprescription (over-the-counter or
OTC) products, using physician samples, and obtaining medication directly from friends or family members.
Samples and drug products provided by friends and family members represent approximately 5% of the products
patients use to manage their health.

You will need to assess the appropriateness of the entire drug therapy including the drug product, dosage form,
the dosage regimen your patient is expected to take, the dosage the patient is actually taking, the method of
administration, and the duration of therapy. You will assess when the patient started the particular drug regimen,
and, if applicable, when it was or should be discontinued is also important to consider and document in the
medication record.

The medication record also contains a brief description of the clinician's impression of any evidence as to the
effectiveness of each drug regimen, as well as any associated side effects. For every indication and medication
combination you must assess the status of both positive and negative outcomes. In most situations the single
most influential determinant a practitioner will use in clinical decision making is direct, patient-specific evidence as
to the actual effectiveness, or toxicity, of a particular drug regimen(s). Therefore, each assessment you conduct
of a patient's drug-related needs must consider and document any evidence of drug therapy outcomes, be they
successes or failures.
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A comprehensive medication record is organized by therapeutic indications and includes clinical
evidence of outcomes.

This type of comprehensive and organized personal medication summary rarely exists in any other place in the
health care system. It is a valuable instrument, not only for you as a pharmaceutical care practitioner, but also for
other health care practitioners who care for your patient. Also, patients express thanks and voice appreciation
when you provide them with a copy of this type of clear, organized information about all of their medications. Our
experience is that patients respond very positively when this record is made available to them as part of their
personalized pharmaceutical care plan.

Patient Data

MEDICAL CONDITIONS: In our group of patients receiving medication management services (n = 22,694) 51% of
patients had five or more medical conditions being managed with drug therapies. One in five (20%) of patients
had =10 medical conditions requiring drug therapy. There was an average of six medical conditions evaluated per
encounter over these 50,142 patient encounters.




Other Clinical Information

Medical history

The primary purpose of the past medical history portion of the assessment is to describe and make appropriate
connections between what your patient needs today and the influence of relevant past health events. The past
medical history contains information about past serious illnesses, hospitalizations, surgical procedures,
pregnancies, deliveries, accidents, or injuries. Data about important past medical conditions can lend useful
information to the comprehensive assessment. Any information in the patient's history or background that
suggests a high risk or predisposition to develop a serious condition, or that would represent a contraindication to
future drug therapies, should be described as part of the patient's past medical history. It is important to note that
past successful or failed drug therapies are often the best predictors of future drug therapy outcomes for
individual patients.

Example Patients who have a history of peptic ulcer disease are at higher risk for gastrointestinal erosion from
nonsteroidal anti- inflammatory agents than are patients with no past history of peptic ulcer disease.

In order to make an appropriate transition from inquiring about your patient's current needs to questions about
past medical history, you will find it helpful to guide your patient with the following:

« Ok, I think I understand what has been happening over the last few weeks; now, tell me about your health in
the past.

« Tell me about any serious illnesses or medical problems you have had in the past.

e How has your health been in the past?

Gathering information about your patient's past medical history is often one of the most challenging for new
practitioners. These data are usually well understood by the patient due to the fact that they have already
occurred, and your patient has developed a full understanding of these past events. Your patient feels
comfortable with this section of the story. This portion of the patient's explanations can become quite lengthy and
may not add new relevant information to the assessment of current needs. Another challenge to keep in mind is
that your patient is here for today's drug-related needs and today's drug therapy problem(s). There is a tendency,
especially on the part of practitioners in their early stages of skill development, to overcollect and sometimes even
overinterpret the importance of some historical data.

Before you finish the assessment and determine if drug therapy problems exist, you need to be certain that you
have been comprehensive in your fact finding. A brief, but systematic, oral review of systems will serve that
purpose.
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An oral review of systems has two main purposes: (1) to uncover significant symptoms or
problems that have not already been revealed during the assessment interview, and (2) to screen
for any side effects, toxicities, or other undesirable/adverse reactions your patient may be
experiencing, but does not necessarily associate with a medication.

Review of systems

An efficient review of systems is organized around body systems. Some practitioners begin with the head and
work anatomically through the body. Beginning practitioners will find it useful to consult a list of relevant questions
or illnesses so as to not miss an important finding. Positive responses by your patient need to be explored by
more focused questions.



The review of systems also allows you to explore in more depth any positive findings from earlier portions of the
assessment. The length of the review of systems depends on what information you have gathered up to this
point. It should require no more than a few minutes for most patients.

The review of systems is designed to function as a screen for a large number of potential drug therapy problems
that the patient may have or be at risk to develop. You will want to explain to the patient that this is a separate
part of the assessment and helps you make certain that nothing important is omitted.

You will want to direct the patient to report common, recurrent, or particularly troubling symptoms.

» | need to ask you a series of short questions to help make sure we do not miss any important information
about how well your medications are working for you or any trouble they may be causing.

You will be examining and establishing connections between actions of the medications the patient is taking and
signs and symptoms reported. The review of systems is therefore an excellent opportunity to check with the
patient for any common side effects he or she may have, but did not associate with any drug therapies.

Example By asking your patient if she has experienced any stomach discomfort, diarrhea, constipation, or
vomiting during the past 2 weeks, you can make a clinical judgment as to whether she has experienced any
bothersome gastrointestinal side effects from her antibiotic therapy or from any other medication.

The review of systems is used to organize new findings, and your interpretation of any abnormal or unexpected
results ensures that a comprehensive review has been conducted. For each new finding in your review of
systems, you will constantly be asking yourself “Is this something that is being caused by a drug, or is this
something that | can treat with a drug?” As described earlier, patients will not always have the ability to identify or
describe all of their drug-related needs, and you will need to systematically investigate and assess the patient's
medical conditions, complaints, and concerns. The review of systems may include physical findings, descriptions
and experiences offered by your patient, and laboratory values, in addition to baseline information required for
later comparison to evaluate effectiveness and safety. When recording your findings in the review of systems,
include the objective, empirical data as well as your interpretation of the clinical significance of the result.

For example, is the headache your patient has had for the past 3 days being caused by the ketoprofen she is
taking for her tendonitis? Are your patient's myalgias being caused by atorvastatin (Lipitor) he is taking to manage
his hyperlipidemia? Is the cough the patient has asked for help to treat being caused by the captopril he is taking
to manage his hypertension?

For each portion in the review of systems we have developed key questions, or areas of inquiry, that are useful.
All positive findings should be documented to permit efficient retrieval at a later date, either by you when initially
providing care for your patient or by colleagues who subsequently participate in the patient's care. These
questions are by no means exhaustive, but are designed to serve as examples of important probes focused on
identifying additional drug-related needs at the patient-specific level. The list of questions that you will find helpful
to establish your review of systems techniques is shown in Table 6-6.

Table 6-6 Pharmacotherapy Workup: Review of Systems

Assessment questions:
o Are there deviations from normal that could be due to drug therapy (side effects)?
o Are there deviations from normal that should be incorporated into the care plan or
follow-up evaluation?

o Vital Signs: Temperature: Heart Rate: Blood Pressure: Respiratory Rate:
o Eyes, Ears, Nose, & Throat
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e Do you have any problems with your eyes or eyesight?
¢ Do you need to wear glasses or contacts?
¢ Any troubles with your contacts?
¢ Are you being treated for glaucoma, eye infections, ear infections, cold sores, or dental
pain?
» Are you experiencing coughs, colds, sore throats, sinus infections, or seasonal allergies?
Cardiovascular
¢ Have you had any trouble with your heart; any abnormal rhythms (dysrhythmias), chest
pain, dizziness, blood pressure problems?
e What was your blood pressure the last time it was measured?
+ Have you ever had your cholesterol checked? What are your cholesterol levels?
Pulmonary
¢ Are you having any problems with your lungs?
¢ Do you experience shortness of breath that bothers you?
e Are you now or have you ever been treated for pneumonia, bronchitis, influenza, chronic
obstructive pulmonary disease (COPD), pulmonary emboli, or chest pain?
Digestive
» Are you experiencing trouble with your stomach, heartburn, gastritis, or ulcers?
¢ Any stomach pain, trouble with your bowels, nausea, diarrhea, or vomiting?
Endocrine
¢ Do you have any thyroid problems?
* Have you ever had your blood glucose checked?
+ Have you ever been told you have high blood glucose or diabetes?
Genitourinary
¢ Are you having any problems urinating?
¢ Any pain or urine discoloration?
¢ Are you experiencing yeast infections, dysmenorrhea, or urinary tract infections?
+ What are you doing to prevent osteoporosis?
* Have you had a prostate test recently?
* Some people who use this medication experience some change in their sexual function;
have you noticed any changes?
Kidney
e Have you had any problems with your kidneys?
* Have you ever been told you have kidney disease?
Liver
+ Have you noticed any signs of jaundice such as yellowing of the eyes or skin?
Hematological
¢ Do you bruise easily?
e Have you ever been told you have anemia?
¢ Do you take a multivitamin with iron?
¢ Do you take a folic acid supplement?
Musculoskeletal
¢ Do you have any problems with your joints or muscles?
¢ Do you exercise regularly?
Any pain, swelling, or tenderness?
Do you have any arthritis or arthritis-like pain?
What medications do you use for relief of minor pain or discomfort?
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¢ Neurological
+ Any problems with weakness, numbness, tingling, balance, or walking?
+ Have you had trouble with seizures?
o Any difficulty with memory?
e Psychiatric
¢ Any problems with anxiety, mood, depression, panic disorder, or attention deficit disorder?
e What do you do to relieve stress in your life?
e Skin
¢ Are you having any problems with your skin?
» Are you bothered by itching, rashes, acne, eczema, or sores?
* Do you use any topical medications like ointments, creams, or salves?

Vital Signs:

Every patient has a temperature, a pulse, a systolic and diastolic blood pressure, and a respiratory rate. These
data are always available, can be collected at very little or no cost, and are often important in drug therapy
decision making. Your interpretation transforms these data into information that can be useful in the provision of
pharmaceutical care. Remember, many of the most commonly used medications can cause undesirable
increases or decreases in your patient's vital signs. Additionally, these most important monitoring parameters are
used to evaluate the outcome of drug therapies in almost all patients.

The discipline that is required of you, as a pharmaceutical care practitioner, demands that each section of the
review of systems be considered in order to avoid errors of omission. Only with this type of professional discipline
and serious attention to detail can patients be confident that all of their drug-related needs are being addressed.

At this point in your assessment you will be establishing your clinical impressions of your patient's drug-related
needs and how you can best meet them. However, up to now, you have been gathering information from your
patient, primarily in response to information he or she has offered to tell you. You have been listening intently and
creating a comprehensive list or mental picture of your patient's drug-related needs, wants, expectations,
concerns, and understanding. It is now time to make the clinical decision, are all your patient's drug-related needs
being met or does your patient have a drug therapy problem.

The Pharmacotherapy Workup

Now that you have a pharmacologically relevant understanding of your patient, you have the context in which to
make patient-specific clinical decisions. Individualized, logical, and systematic drug therapy decisions represent
your professional contribution to patient care. It is drug therapy problem identification, resolution, and prevention
that will serve as your unique contribution to your patient. Because drug therapy problems interfere with your
patients' ability to reach their goals of therapy, it is of the utmost importance that you acquire the hypothetical-
deductive reasoning skills and knowledge necessary to identify, resolve, and prevent drug therapy problems in
order to have a positive impact on their health and welfare.

Standard of Care 2: Assessment of Drug-Related Needs
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Standard 2: The Practitioner Analyzes the Assessment Data to Determine If the Patient's Drug-Related Needs Are
Being Met, that All the Patient's Medications Are Appropriately Indicated, the Most Effective Available, the Safest
Possible, and the Patient Is Able and Willing to Take the Medication as Intended.




Measurement criteria

1. The patient-specific data collected in the assessment are used to decide if all of the patient's
medications are appropriately indicated.

2. The data collected are used to decide if the patient needs additional medications that are not
presently being taken.

3. The data collected are used to decide if all of the patient's medications are the most effective
products available for the conditions.

4. The data collected are used to decide if all of the patient's medications are dosed appropriately
to achieve the goals of therapy.

5. The data collected are used to decide if any of the patient's medications are causing adverse
effects.

6. The data collected are used to decide if any of the patient's medications are dosed excessively
and causing toxicities.

7. The patient's behavior is assessed to determine if all medications are being taken appropriately
in order to achieve the established goals of therapy.

If your patient's drug-related needs are not being met, then a drug therapy problem exists. Identifying drug
therapy problems requires professional judgment, discipline, a thorough understanding of your patient as a whole
person, drug and disease knowledge, communication skills, and a systematic approach to the patient care
process. It is unique to pharmaceutical care practice that both the empirical problem and your patient's perception
of the problem become the focus of your deductive energies.

The Pharmacotherapy Workup

There is considerable information to be learned about patients, pathophysiology, and pharmacotherapy, but in
order to understand how to apply this information to help an individual patient, you need an organizing framework.
You need a framework in which to think about your patient-specific information, your knowledge of patients,
diseases, and drug therapy, and the decisions you have to make. This is called the Pharmacotherapy Workup,
and you will use it for making drug therapy decisions each time you care for a patient.

The Pharmacotherapy Workup represents the cognitive work involved in pharmaceutical care. During the
Pharmacotherapy Workup you will systematically and repeatedly consider the questions dealing with indication,
effectiveness, safety, and adherence. This disciplined way of examining patient—disease—drug findings is central
to making sound decisions as to the optimal pharmacotherapy for any clinical situation. All health care
professionals who accept the responsibility to work with patients to help manage their medications need to have
mastery of the Pharmacotherapy Workup. The complete Workup can be found in Appendix 3.

Managing Medications: Assessing the Appropriateness of the Indication for the Patient's Drug

Therapy

In pharmaceutical care practice, every indication for a drug is assessed to determine if it is clinically appropriate or
not for this patient with this condition at this time. The following table presents the 25 most common clinical
indications for drug therapies that were assessed in pharmaceutical care practices in ambulatory care clinics.
These 25 common indications represent approximately 78% of all of the various clinical indications in these
patients receiving medication management services (Table 6-7).



Table 6-7 Twenty-Five Most Common Indications for Drug Therapy

Rank | Indication

1. Hypertension

2. Diabetes

3. Hypercholesterolemia

4. Vitamin supplements/nutritional deficiencies

5. Esophagitis (gastroesophageal reflux disease)
6. Osteoporosis treatment/prevention

7. Depression

8. Secondary prevention of myocardial infarction/stroke (aspirin)
9. Pain-generalized

10. Allergic rhinitis

11. Insomnia

12. Arthritis pain

13. Vaccination

14. Constipation

15. Asthma

16. Hypothyroidism

17. Anxiety

18. Edema

19. COPD (chronic obstructive pulmonary disease)
20. Heart failure

21. Backache

22. Tobacco use disorder

23. Psychosis

24. Diarrhea
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‘ 25. | Atrial fibrillation

Note that on average, these patients had six clinical indications (medical conditions, Figure 6-3) for drug therapies
at the same time (comorbidities).
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FIGURE 6-3

Number of patients by the number of medical conditions per patient.

Figure 6-4 introduces the most basic structure of the Pharmacotherapy Workup and the first step of the decision
making that must occur. This basic structure illustrates the connections that must be established to determine if
each drug product the patient is taking has an indication that is appropriate for the patient's medical problem and
if each indication that requires drug therapy is being managed appropriately. The associations that must be
established between these variables are illustrated in Figure 6-4, 6-5, 6-6, 6-7, 6-8, and 6-9.
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FIGURE 6-4

Associations within the Pharmacotherapy Workup.
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FIGURE 6-5

Drug outcomes: effectiveness and safety.
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FIGURE 6-6

Achieving goals of therapy determines effectiveness within the Pharmacotherapy Workup.
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FIGURE 6-7

Effectiveness parameters within the Pharmacotherapy Workup.
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FIGURE 6-8

How safety decisions are made within the Pharmacotherapy Workup.
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FIGURE 6-9

Effectiveness and safety parameters of the Pharmacotherapy Workup.

The intended use of the medication is the starting point in drug therapy problem identification. You must first
make the connections between the indication (medical condition), the drug product, the dosage regimen, and the
outcome. These represent the minimum data set needed to successfully manage a patient's medications. For
each medication being taken by the patient, consider: Is there is a medical condition or illness present requiring
drug therapy. What drug product is being used to manage the condition? What dosage is actually being taken?
What has the patient's response been?

If there is not a clinical indication requiring the drug therapy, then the drug therapy is unnecessary. If there are
any therapeutic indications that are not presently being treated, the patient may need additional drug therapy.
During this step of the Pharmacotherapy Workup, you are constantly asking yourself if the patient's problem is
caused by drug therapy or if the problem is something that can be treated (or prevented) with drug therapy.

Establishing that the patient has a clinically appropriate indication for the medication is of prime importance. It is
virtually impossible to provide rational, personalized, valuable recommendations concerning a patient's drug



therapy if you cannot identify the indication. Assuming what the indication might be from knowing only the drug
product is dangerous and often leads to misleading and confusing decisions. You cannot optimize drug therapy if
you do not know what is to be accomplished (goals of therapy). In the case of nonprescription drug product use,
the patient (or the patient's family member or caregiver) has an indication in mind. The best method to gather this
information is to ask the patient directly for what purpose he or she is using the product and what he or she is
trying to achieve.

In the case of drug therapies that require a prescriber to initiate therapy, it is most helpful if you can educate the
patient to ask why the prescriber is initiating this drug therapy. If your patient is not certain of the clinical intent of
the medication, it is your responsibility to determine the intent of the prescriber. This can be accomplished
through direct communication between you and the prescriber or by instructing the patient to ask the prescriber at
the next office visit.

It is helpful for prescribers to write the indication within their dosing instructions. For example, “Take one tablet
every morning to control blood pressure.” Or, “Take one capsule every eight hours for lower back pain.” Asking a
prescriber to incorporate the intended use within the instructions can be extremely valuable. There is always an
intended use (indication) for a drug prescribed by a practitioner who is licensed to prescribe drugs. The intended
use is best known at the time the decision is made to prescribe a drug. Similarly, the patient always has an
intended use in mind when he or she decides to self-initiate drug therapy that does not require a prescription. In
any case, the indication is a vital piece of information in the identification and resolution of drug therapy problems.

If the patient has an indication that is appropriate for each medication and if each of the patient's medical
problems is being treated or prevented with drug therapy, then you are ready to evaluate the patient's
medications for effectiveness.

Note If the patient does not have a clinically appropriate indication or needs additional drug therapy to treat or
prevent a medical condition, then you have identified a drug therapy problem.

Managing Medications: Determining the Effectiveness of the Drug Regimen

Figure 6-5 introduces the two main determinants of drug therapy outcomes: effectiveness and safety. Whenever
a medication is used, its results can be described by determining the effectiveness and the safety experienced by
the patient. To be responsible to: (1) manage a patient's medications and (2) achieve the desired outcomes from
drug therapies, means that you accept the responsibility to evaluate and make clinical judgments about both the
effectiveness and safety of all of your patient's drug therapies.

Drug therapy is effective if it is achieving the intended goals of therapy. Effectiveness is determined by evaluating
the patient's response compared to the desired goals of therapy for each indication. In today's health care system
these goals of therapy are not often explicitly stated. To evaluate effectiveness you must establish goals of
therapy. Goals of therapy are based on: (1) the signs and symptoms experienced by patients, or (2) the abnormal
laboratory values associated with the underlying disorder or (3) a combination of signs, symptoms, and laboratory
test results. Figures 6-6 and 6-7 introduce the information needed to evaluate the effectiveness of your patient's
medications.

By comparing the desired goals with actual patient status at this time you can judge whether the drug therapy is
being effective or not.

Note If the patient's drug therapy is not being effective (not achieving the goals of therapy), then the patient has a
drug therapy problem.

When the drug therapy is not effective for the patient, the practitioner will consider two of the most frequent
reasons: “Is this the wrong product for this patient's condition?” or “is the dosage regimen too low to produce the



desired effects?” Once again ask yourself “Is this problem caused by a [ineffective] drug or is this a problem | will
resolve with [more] drug therapy?”

The next objective is to determine if your patient is experiencing any safety issues secondary to drug therapy.
Managing Medications: Establishing the Safety of the Drug Regimen

Drug products and dosage regimens can cause adverse drug reactions and/or toxicities in patients. Adverse drug
reactions are either (1) undesirable or unintended responses to the known pharmacology of the drug product or
(2) idiopathic effects experienced by the patient. Toxicities are the result of dosages that are too high for your
patient. (Figure 6-8)

The first safety consideration is reflected in the following question: “Is this undesirable effect the patient is
experiencing caused by a drug he/she is taking?” The next safety consideration is whether the undesirable effect
is related to (or proportional to) the dosage of the drug the patient is taking. Within the Pharmacotherapy Workup,
practitioners must make clinical judgments as to whether an unwanted effect is dose related or not. If the patient's
drug therapy problem is related to the dosage of the product, then the resolution is to continue to use the same
product, but to reduce the dosage regimen. The dosage regimen can be reduced by giving the patient a smaller
dose or by instructing the patient to take the dose less frequently. Most drug therapy problems caused by taking
too much of the correct drug product are predictable because they are extensions of the known pharmacology of
the drug product. In general, dose-related problems are resolved by lowering the dose, whereas those reactions
not dependent on the amount of a drug the patient takes are resolved by switching to another drug product.

The safety of your patient's drug therapy is assessed by evaluating clinical parameters (signs and symptoms) or
laboratory values to determine if any are associated with the unwanted effects of the drug therapy. Practitioners
constantly ask: “Is this safety problem caused by too much of a drug?” Or, “Am | going to resolve this safety
problem by using a different drug?”

Note If you have identified a medication or dosage of the medication that is unsafe, a drug therapy problem
exists.

If the patient's drug therapy is effective and safe in your clinical judgment, then you are ready to assess the
patient's adherence with the medication regimen (Figure 6-9).

Understanding Patient Adherence (Compliance)

The disciplined thought process that is described in the Pharmacotherapy Workup requires practitioners to make
clinical decisions about indication, effectiveness, and safety issues before they evaluate the patient's compliance.

Note Although we are aware of the controversy surrounding the term “compliance,” we have chosen to continue
its use in some cases. There is no consensus on alternative wording (adherence, concordance), and the term is
used here specifically to mean compliance with a dosage regimen, not compliance with the orders of a
paternalistic or authoritarian figure.

Therefore, noncompliance is considered a problem only after the drug therapy is deemed to be clinically
indicated, judged likely to be effective in achieving the goals of therapy, and safe in that it is not causing or likely
to cause any harm to the patient. In the practice of pharmaceutical care, a noncompliant patient refers to
someone who is not able or willing to take an appropriate, effective, and safe medication as intended. Patients
have personal reasons for the decisions they make about whether or not to take the medication. Your
responsibility is to discover that reason, so you can help to optimize the patient's medication experience.

Noncompliance represents a distinct category in that it describes the behavior of the patient, not the actions or



effects of the drug therapy. Effective pharmacotherapy requires the medication be consumed in a particular
dosage, at specified times, and for a specific period of time. Therefore, patients who are exhibiting a drug therapy
problem of noncompliance need to be cared for in the context of altering their behavior. Identifying and resolving
compliance problems are important responsibilities of every practitioner.

Patient Data

MEDICATIONS: Our patients were taking numerous medications to treat or prevent multiple medical conditions.
The average was nine medications evaluated per patient. These medications were being used to treat or prevent
an average of six medical conditions per patients. The number of medications per patient encounter varied from 0
to 49. In practice, not every medication is evaluated at every medication management encounter. In these
patients an average of seven medications were evaluated at each encounter, with 30% of encounters requiring 10
or more medications be evaluated to ensure their effectiveness and safety. The following chart displays the
number of medications evaluated in these patients by the number of documented encounters (total = 50,142
encounters) (Figure 6-10).
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to Medication Management Services, 3rd Edition: www.accesspharmacy. com
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Number of medications evaluated by the number of documented encounters.

The pharmacological classes of these medications included virtually every type of product used to treat or prevent
diseases. Based on generic product indicator (GPI) codes, the most frequently encountered medications were
antidiabetic, antihyperlipidemic, antihypertensive, and analgesic medications. These four classes represented
approximately 25% of all medications (total medications = 317,965). The following table lists the 25 most frequent
pharmacological classes of the medications taken by patients requiring pharmaceutical care. Medications from
these 25 most frequently encountered classes represent 75% of all medications taken by patients receiving
medication management services (Table 6-8).

Table 6-8 Most Frequent Medications Used by Patients Receiving Medication Management Services (by
Pharmacological Class)

Rank | Pharmacological class




Antidiabetic agents

2. Antihyperlipidemic agents

3. Antihypertensive agents

4. Analgesics-non-narcotic

5. Minerals and Electrolytes

6. B Blockers

7. Antidepressants

8. Ulcer drugs

9. Diuretics

10. Vitamins

11. Antiasthmatic and bronchodilator agents
12. Vaccines

13. Calcium channel blockers
14. Analgesics-anti-inflammatory
15. Analgesics-opioids

16. Anticonvulsants

17. Antihistamines

18. Nutrients

19. Dermatologicals

20. Hematopoietic agents

21. Laxatives

22. Thyroid agents

23. Psychotherapeutic agents
24. Alternative medicines

25. Nasal agents (systemic and topical)




The most frequent medications used by patients receiving medication management services were aspirin,
metformin, simvastatin, lisinopril, and insulin (glargine). The following table presents the 25 medications most
frequently encountered in patients receiving medication management services (based on GPI codes, 10 digits).
These 25 medications accounted for 37% of all of the medications used by these patients. It is essential for
practitioners who are responsible to work directly with patients to manage their medications to have a thorough
understanding of the appropriate use, initial dosing, dosage adjustments, maximum dosages, monitoring
parameters for effectiveness and for safety for all of these commonly used medications (Table 6-9).

Table 6-9 Most Frequently Used Medications by Patients Receiving Medication Management Services

Rank | Medication

1. Aspirin

2. Metformin

3. Simvastatin

4. Insulin

5. Lisinopril

6. Acetaminophen
7. Omeprazole

8. Metoprolol

9. Calcium with vitamin D
10. Furosemide

11. Multiple vitamins

12. Omega-3 fatty acids

13. Amlodipine besylate

14. Albuterol sulfate

15. Atorvastatin

16. Levothyroxine

17. Influenza vaccine

18. Hydrochlorothiazide
19. Pneumococcal vaccine

20. Glipizide
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21. Gabapentin

22. Fluticasone-salmeterol

23. Ibuprofen

24. Atenolol

25. Pioglitazone

The Assurance System allows practitioners to document and assess all medications the patient is taking
regardless of the source of the product (prescription, nonprescription, dietary supplement, professional samples,
or herbal products). In addition to the numerous prescription medications required by patients seen in these
pharmaceutical care practices, they also take many nonprescription (or OTC) medications. It is essential that
practitioners recognize the ever-growing use of nonprescription medications and the extensive practice of self-
medication by patients in order to address their illnesses and prevent the worsening of medical conditions. This
group of 22,694 patients receiving medication management services was taking 78,782 nonprescription
medications (mean = 3.5 OTC med per patient). In addition, the practitioners documented the use of 1977 dietary
supplements being used by 502 different patients. In those patients who use dietary supplements on a regular
basis, that represented an average of four supplements per patient. The dosing, effectiveness, and potential for
harm must be fully assessed in all patients using dietary supplements as therapies or as general support of their
health. Similarly, 300 different patients were attempting to manage their medical conditions using physician
samples given out in their medical clinics. These prescription medications are not recorded in any pharmacy
claims systems and seldom appear in any medical records. This can be very problematic for patients who require
multiple other medications to treat comorbid conditions. Practitioners, who are responsible to manage all of a
patient's medications, must inquire about the use of profession samples in order to assess their potential impact
on the patient.

Most common nonprescription medications taken by patients receiving medication management services are
listed in Table 6-10.

Table 6-10 Most Frequently Used Nonprescription (OTC) Medications in Patients Receiving Medication
Management Services

Rank | Nonprescription medications
1. Aspirin

2. Multiple vitamins

3. Glucosamine-chondroitin

4. Acetaminophen

5. Omega-3 fatty acid (fish oil)

6. Calcium with vitamin D

7. Ibuprofen
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8. Ferrous sulfate

9. Docusate sodium

10. Loratadine

In addition to prescription medications and nonprescription products, many patients use dietary supplements on a
daily basis to help manage their health. These products can often interact with or enhance the effects of other
medications the patient is taking and therefore must be included in any comprehensive assessment of a patient's
drug-related needs. In our sample over 243 encounters patients involved using dietary supplements on a chronic
basis. The most common dietary supplements taken by patients receiving medication management services are
listed in Table 6-11.

Table 6-11 Most Frequently Used Dietary Supplements in Patients Receiving Medication Management Services

Rank | Dietary supplements | Rank | Dietary supplements
1. Zinc 6. Cinnamon

2. Coenzyme Q1 7. Echinacea

3. Ginger root 8. Acidophilus

4. Flaxseed 9. Lysine

5. Cayenne pepper 10. Chromium

In addition to prescription and nonprescription medications and dietary supplements purchased and used by
these patients, we also found that in 702 encounter patients were managing their medical conditions with
physician samples. Their physician at no charge provides these prescription medications to the patient. The
products are supplied to the physician or clinic by the pharmaceutical manufacturer and usually contain a limited
number of tablets, capsules, or inhalers. Due to the limited supply, patients with chronic conditions are often
required to return to the clinic frequently to obtain an additional supply or eventually a prescription for the product
in order to purchase the medication through the normal drug delivery system. Physician samples can be
problematic in that their use is not captured in any prescription claim systems, and therefore are not recognized
by other health care providers as being part of the patient's drug regimen. Pharmaceutical care practice calls for
the assessment of all medications taken by the patient (regardless of source), and therefore physician samples
used by patients receiving medication management services are important to assess and document. The
following are the most frequent medications provided as physician samples to patients receiving medication
management services (Table 6-12).

Table 6-12 Most Frequently Used Physician Samples in Patients Receiving Medication Management Services

Rank | Physician sample medications

1. Insulin pens (FlexPen, SoloSTAR)

2. Byetta (exenatide)

3. Actos (pioglitazone)
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4. Albuterol inhalers (ProAir, Ventolin, Proventil)
5. Diovan (valsartan)

6. Crestor (rosuvastatin)

7. Advair (fluticasone and salmeterol)

8. Lyrica (pregabalin)

9. Spiriva (tiotropium)

10. Vytorin (ezetimibe and simvastatin)

Drug Therapy Problem Identification

In the process of assessing your patient's drug-related needs, it is possible that you will identify a situation where
things are not as they should be. Perhaps your patient may be taking a medication, but there is no valid clinical
indication for it. Perhaps your patient is not benefiting from the medication he or she is taking. Your patient may
be experiencing an adverse effect from one or more medications. Or, perhaps your patient cannot afford the
medication that was prescribed, so he or she is not taking it. When you discover that your patient's medications
are not appropriately indicated, as effective as they need to be, safe, or taken as intended, you have identified a
drug therapy problem.

The last standard of care that prescribes appropriate practitioner behavior refers to the identification of drug
therapy problems.

Standard of Care 3: Identification of Drug Therapy Problems

Save Table | Print
Standard 3: The Practitioner Analyzes the Assessment Data to Determine If Any Drug Therapy Problems Are
Present.

Measurement criteria
1. Drug therapy problems are identified from the assessment findings.

2. Drug therapy problems are validated with the patient, family, caregivers, and/or health care
providers, when necessary.

3. Drug therapy problems are expressed so that the medical condition and the drug therapy
involved are explicitly stated and the relationship or cause of the problem is described.

4. Drug therapy problems are prioritized, and those that will be resolved first are addressed.

5. Drug therapy problems are documented in a manner that suggest the goals of therapy and
desired outcomes within the care plan.

Figure 6-11 illustrates where drug therapy problems can exist throughout the decision-making framework. This
figure makes it clear that drug therapy problems can occur at each step of the patient's medication use process.
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FIGURE 6-11

Drug therapy problem identification.

Each time a drug therapy problem occurs, the goals of therapy are compromised and cannot be met. Therefore,
successful medication management requires the resolution of these drug therapy problems before positive
outcomes can be expected. This is the reason why the identification, resolution, and prevention of drug therapy
problems is the most important responsibility of the pharmaceutical care practitioner.

Documenting the Assessment

It is essential that you document each visit and each encounter with every patient. In health care “if you did not
document it, you did not do it.” Your actions, interventions, advice, warnings, and drug therapies are all designed
to impact another person. You are professionally obligated to keep a record of the care you provide for patients.
At first, this task can seem labor intensive and monotonous, but all of the time and effort spent documenting your
initial assessment will yield great dividends at all follow-up evaluation visits.

Recording the findings from your assessment is best done at the time you see the patient or shortly thereafter.
Waiting for a more convenient time to record essential patient information, clinical findings, and decisions will only
lead to errors of omission or confusion in your documentation. The expectation of most health care providers is
that your documentation will be complete the same day you see the patient or provide the care. When first
learning this skill, it is often useful to create a written paper record (see Appendix 3). This allows you to learn what
information you use to make your clinical decisions and how to make the appropriate connections between
patient, disease, and drug information. When caring for many patients it is very difficult to maintain accurate and
up-to-date records using a paper system. Computerized documentation systems have been developed to support
busy practitioners. All of the patient data in this book originated from the clinical documentation by practitioners
using the Assurance System.

The information you will find useful to record includes name, address, and contact information for the most
common forms of communication including telephone, cell phone, and e-mail. Correct spelling of your patient's
name is important and demonstrates respect. Some patients may change their names when married or divorced.
Obviously, your patient's name is a personal characteristic that you must value whenever you speak with your
patient, communicate in writing, or for record keeping purposes.



Contact information is used to mail, telephone, or e-mail information to your patient. These are not clinical data
and can be collected by support personnel, gathered through an electronic interface, or simply supplied by the
patient or a family member. You may need the patient's address to mail health information to the patient or for
billing purposes. The patient's preferred telephone numbers, or parent(s)' in the case of pediatric patients, may
be useful in order to conduct convenient follow-up evaluations in the future or to contact the patient with new or
additional information. Many of your patients might prefer to be contacted using e-mail, and if that is their
preferred method of routine communication, then you will want to accommodate them by recording an e-mail
address.

Patient demographic information usually does not change too much and need only be recorded at the first
encounter. Age is best recorded using birth date, so all care providers can determine the patient's correct age at
any future visit. Weight changes can be noted as some drug dosing guidelines are based on body weight, usually
in kilograms. Pregnancy status is essential to note as drug safety becomes an overriding issue in pregnant and
breast-feeding patients. Health insurance information changes frequently in the United States and constant efforts
are required to keep current plan and policy numbers as well as eligibility.

The patient's primary reason for the encounter should hold a prominent place in your assessment record. Each
visit may be for a different reason and therefore new or additional information may be required.

Your record of the patient's description of her medication experience is often best described in the patient's own
words. This reduces your chances of over- or under-interpreting patient comments or descriptions of concerns or
beliefs about using medications to manage health. This is helpful to note if you need to attend to any specific or
unique patient needs that are revealed in your patient's description of her medication experience. The
immunization status can simply be noted as to any vaccinations your patient needs to receive if that is the case.
Drug allergies warrant thorough description as to the offending agent, the time frame of the reaction, the
sequelae, and any treatment that was required. Some record systems place the drug allergy documentation in the
very front in a bright color to notify all health care practitioners of this important risk factor.

Your record of your patient's current medical conditions and associated drug therapies can be considered the
centerpiece of your assessment documentation. This will often be the first and only place in which all of your
patient's medical conditions or illnesses, the drug products, and dosages actually being used are gathered and
organized in the same place. This record has five components for every medical condition: indication, drug
product, dosage regimen, length of therapy, and response. The dosage regimen to be recorded is that actually
taken by your patient. If it is different from that prescribed, note the difference. It is important for all health care
decisions to be made based on what dosage the patient is actually taking. The responses to be documented
include both positive results and any side effects experienced by the patient. Drug therapies are organized and
grouped by medical condition. Tobacco, alcohol, and other social drug use are documented in terms of amounts
or frequency of use.

Your pharmaceutical care record should also document relevant past medical events including surgeries,
illnesses, accidents, and special dietary needs/restrictions if they contribute to your drug therapy decision making.

You will need to record all pertinent findings from the review of systems. Positive findings as well as relevant
negative findings are briefly noted. The absence of side effects or expected drug actions should be noted here.
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Documenting your drug therapy problem decisions requires a clear record of the patient's
problems or medical conditions, the drug therapy that is involved, and the relationship (cause and
effect) between the two. Noting the cause of the drug therapy problem in the assessment is most
valuable, as it will guide future changes in your patient's drug therapies whether you or other
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clinicians implement them.

It is often useful to write a brief, two to three sentence summary of the assessment in the record to summarize the
most important information and findings.

A comprehensive record that includes the description of your patient, his or her medication experience, the
medical condition(s), associated drug therapies, actual dosages, and the results as of the present visit, as well as
any drug therapy problems you identify, is required to contribute in a consistently positive path to the patient's
good health.

Summary

Patient care requires time, commitment, knowledge, skills, and compassion. When managing a patient's
medications, the assessment step will require most of your time and energy. The assessment is the most
important step in the care process because it establishes a relationship and the direction, urgency, and resources
that will be committed to a patient's drug-related needs.

Understanding a patient's medication experience depends on the quality of the therapeutic relationship
established between you and your patient. The patient's medication experience is the personal basis on which
your patient makes drug therapy decisions. You will use the Pharmacotherapy Workup to make your clinical drug
therapy decisions, but the more you understand and pay attention to your patient's past experience, preferences,
and concerns about medications, the more likely you will have a positive impact on the long-term outcomes of
drug therapies.

As a pharmaceutical care practitioner you bring new knowledge and skills to patient care. You will contribute in
many ways, but essentially you are adding and verifying the clinical appropriateness of the indication for every
medication, the medication's effectiveness and safety, and the patient's compliance. You are also contributing
uniquely by the identification of the patient's drug therapy problems. This straightforward approach to managing
medications places all of your patients' drug therapies into a rational context and greatly increases the probability
of positive outcomes.
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Key Concepts
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. A care plan is developed for each of the patient's medical conditions being managed with pharmacotherapy.
2. Care plans include goals of therapy, interventions, and a schedule for the next follow-up evaluation.

3. Agoal of therapy is the desired response or endpoint that you and your patient want to achieve from
pharmacotherapy.

4. The care plan includes interventions to resolve the drug therapy problems, interventions to achieve goals of
therapy, and any necessary interventions to prevent drug therapy problems.

5. Pharmacotherapy interventions include; initiating new drug therapy, discontinuing drug therapy, or increasing
the dosage, decreasing the dosage regimen, or changing the product.

6. Additional interventions to achieve the goals of therapy can include; patient education, medication adherence
reminders/devices, referrals to other health care practitioners, or initiating a monitoring plan including how to
use the equipment to measure outcome parameters.

7. The last activity in the care plan is scheduling a follow-up evaluation with the patient to determine the
progress toward achieving the goals of therapy and desired outcomes.

8. Documentation of the care plan shows the relationship between the goals of therapy and the interventions

made to achieve the goals.

Purpose, Activities, and Responsibilities

The purpose of the care plan is to determine, with the patient, how to manage his or her medical conditions or
illnesses successfully with pharmacotherapy and includes all the work that is necessary to accomplish this. The
activities and responsibilities involved in care planning are described in Table 7-1.

Table 7-1 Care Planning Activities and Responsibilities

Activities Responsibilities
Establish goals of Practitioner and patient negotiate and agree upon desired endpoints and
therapy time frame for pharmacotherapies.

e Determine
appropriate
interventions to:
¢ resolve drug
therapy

problems Consider therapeutic alternatives and select patient-specific

pharmacotherapy, patient education, and other nondrug interventions.
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e achieve goals
of therapy

e prevent new
problems

Schedule follow-up Establish a schedule for follow-up evaluation that is clinically appropriate
evaluations and convenient for the patient.

Standard of Care 4: Development of Goals of Therapy

There is a standard for each of the activities in the care plan. The first of these follows:
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Standard 4: The Practitioner Identifies Goals of Therapy that Are Patient-Centered

Measurement criteria
1. Goals of therapy are established for each indication managed with drug therapy.

2. Desired goals of therapy are described in terms of the observable or measurable clinical and/or
laboratory parameters to be used to evaluate effectiveness and safety of drug therapy.

3. Goals of therapy are mutually negotiated with the patient and other health care practitioners
when appropriate.

4. Goals of therapy are realistic in relation to the patient's present and potential capabilities.

5. Goals of therapy include a time frame for achievement.

The structure of a care plan functions as a framework for the cooperative efforts of all those involved in the
management of a patient's medications especially regarding the goals of therapy. The care plan allows you to
work with the patient, who may have different expectations or understanding of his or her medication. Most often
the care plan serves as a negotiated agreement or a joint venture between the practitioner and the patient. In the
case wherein care is provided using a team approach, the team functions as a single entity when negotiating a
care plan. When family members, guardians, friends, or other caregivers act on the patient's behalf or in
conjunction with the patient, it is helpful if this patient is represented by a single voice when negotiating the details
of a care plan with a practitioner.

Organizing care plans and clearly stating goals of therapy can benefit all patients in all settings. In the ambulatory
setting, care plans and goals of therapy must be communicated and understood by several individuals including
patients, family members, physicians, pharmacists, nurses, and other caregivers. Evidence in intensive care units
(ICU) revealed that the daily use of “goals” reduced the length of stay in the ICU by 50%.1 In the ICU, the team
included physicians, nurses, respiratory therapists, and pharmacists. To manage the work required to care for

patients in an ICU, the entire care team must agree upon the goals of therapy, the tasks to be performed, and the
communications plan.
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In most clinical practices, care plans are organized by medical condition. In pharmaceutical care,
care plans are organized by indications for drug therapy (i.e., pain management, sinusitis,
prevention of osteoporosis). This structure allows the practitioner to constantly be aware of the




indications the patient has for drug therapies and how best to manage each of them.

It is important to note that patients often have multiple medical conditions requiring drug therapy. Some conditions
are acute and can be resolved with effective drug therapy, whereas many are chronic disorders requiring long-
term medication management plans. Therefore, the practitioner constructs a separate care plan for each
indication. This allows for more organized decision making and facilitates follow-up evaluations. Establishing
separate care plans for separate indications facilitates record keeping in that changes in one or two drug
therapies can be noted in the appropriate care plan, while not affecting or confusing the information in the plans
treating the patient's other disorders. This organization of care plans by indication becomes more important as
patient complexity increases. Being responsible for the outcomes of drug therapies in a patient with six medical
conditions and nine separate drug therapies requires strict organization to avoid confusion, mistakes, and errors
of omission.

Multiple drug therapies for the same indication are grouped together within the same care plan. This allows you to
evaluate the impact of the entire pharmacotherapeutic approach for each condition, and thus make rational
decisions about changes that might be required. Our data indicate that it is very common for patients to require
multiple drug therapies at the same time. Pharmaceutical care practitioners in the ambulatory setting provide care
for patients taking from one to as many as 20 or more medications. The median is more than 11 medications per
encounter when prescription, nonprescription, herbal, and vitamin supplements are all taken into account.

The major questions you must consider to construct a successful care plan are as follows:
1. What goals of therapy are you and your patient trying to achieve with pharmacotherapy?

2. What are you going to do, or how are you going to intervene, to resolve any drug therapy problems identified
during the assessment?

3. What interventions (drug therapies, devices, patient education) are you going to provide to ensure that your
patient achieves the desired goals of therapy?

4. When are you going to follow-up with your patient to determine the actual outcomes of drug therapies and
other interventions?

Common things are common. As a new practitioner, it is helpful to become familiar with the most common drug-
related needs your patients will have. In ambulatory practices, several indications for drug therapy occur
frequently. Table 7-2 lists the most frequent indications for drug therapy in patients receiving medication
management services in ambulatory practice settings (same as Table 6-7). This list can serve as an excellent
study guide because patients with combinations of these conditions will be encountered numerous times
throughout your practice career. These 25 indications represent 78% of all the indications treated in this patient
sample.

Table 7-2 Most Common Indications for Drug Therapy in Patients Receiving Medication Management Services

Rank | Indication

1. Hypertension
2. Diabetes
3. Hypercholesterolemia

4. Vitamin supplements/nutritional deficiencies




5. Esophagitis (gastroesophageal reflux disease [GERD])

6. Osteoporosis treatment/prevention

7. Depression

8. Secondary prevention of myocardial infarction/stroke (aspirin)
9. Pain-generalized

10. Allergic rhinitis

11. Insomnia

12. Arthritis pain

13. Vaccination

14. Constipation

15. Asthma

16. Hypothyroidism

17. Anxiety

18. Edema

19. Chronic obstructive pulmonary disease
20. Heart failure

21. Backache

22. Tobacco use disorder

23. Psychosis

24. Diarrhea

25. Atrial fibrillation

Establishing Goals of Therapy

Goals of therapy allow all those involved in a patient's drug therapy to participate constructively. Goals of therapy
are necessary in order to produce and document positive outcomes. For each medical condition, you and the
patient must agree upon clear and concise goals of therapy. Establishing goals of therapy is an essential step
toward ensuring a patient will maximally benefit from drug therapies.

When goals of therapy are agreed upon and described explicitly, not only can the patient work toward achieving
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them, but so can supportive family members, caregivers, and other health care practitioners.

The goals of drug therapy can be to:

1. Cure a disease

. Reduce or eliminate signs and/or symptoms

2
3. Slow or halt the progression of a disease
4. Prevent a disease

5. Normalize laboratory values

6. Assist in the diagnostic process

Most drug therapies are used to manage chronic diseases that are not curable with our existing drug products.
Examples include; diabetes, arthritis, hypertension, hyperlipidemia, and hypothyroidism. The goals of therapy for
these disorders will include reducing or eliminating the patient's signs and symptoms, the normalization of
laboratory values, and slowing the progression of the disease. Table 7-3 contains examples of common disorders
and the goals of therapy that most frequently apply.

Table 7-3 Examples of the Goals of Therapy for Common Medical Conditions

Goals of therapy

Medical condition

Cure a disease

Urinary tract infection
Diarrhea
Streptococcal pneumonia

Reduce of eliminate signs and/or
symptoms

Allergic rhinitis
Major depression
Low back pain

Slow or halt the progression of disease

Diabetes
Ischemic heart disease
Alopecia

Prevent a disease

Osteoporosis
Stroke
Measles

Normalize laboratory values

Hypokalemia
Anemia

Assist in the diagnostic process

Anxiety with magnetic resonance
imagingprocedures
Intraocular pressure tests for glaucoma
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Goals of therapy have a specific structure and always include the following components:

1. clinical parameters (signs and symptoms) and/or laboratory values that are observable,
measurable, and realistic;

2. adesired value or observable change in the parameter;

3. a specific time frame in which the goal is to be met.

Goals of therapy have the qualities of being realistic, observable, measurable, and describable by the patient
and/or the practitioner. Patient-centered goals of therapy must be also associated with a time frame describing
when each goal should be achieved. This time frame is important to your patients as it lets them know what to
expect and when to expect it. The time course for achieving patient-specific goals of therapy also serves as a
guide to establishing an appropriate schedule for you and your patient to evaluate the impact or outcomes of drug
therapy. It is not very useful to say your goal is for the patient to feel better soon. What is meant by feel better?
When is soon? A goal of therapy might be stated as “The patient's elbow pain will be eliminated within 24 hours,”
or “The patient's diastolic blood pressure will be reduced to between 75 and 85 mmHg within 30 days,” or “The
patient will have no more than two episodes of seizures within the next month,” or “The patient's serum potassium
will increase to between 3.5 and 4.5 meq/L within 48 hours.”

The patient's presenting signs and symptoms often form the foundation for the patient-centeredgoals of therapy
within the care plan.

For example, a patient who suffers from allergic rhinitis and presents with nasal congestion, runny nose, and eye
itching, but no cough or loss of taste; the patient-specific goals of therapy might include the relief of the patient's
complaints of nasal congestion, runny nose, and eye itching in a time frame of 48 hours.

Given this type of patient-centered goal, a rational approach to pharmacotherapy is possible. Goals of therapy
should be realistic and observable or measurable. Eliciting goals of therapy and obtaining agreement with the
patient can be facilitated with the following discussion questions.

» What would you like to achieve with your medications?
» What are your goals for this therapy?
» How do you feel about trying to achieve...with a new drug therapy?

There are generalized goals of therapy that have been established for many medical conditions by groups of
practitioners and researchers who specialize in the treatment of a particular disorder. These general guidelines
(Table 7-4) have been established in the literature and verified in practice and can be used as initial goals until
patient-specific goals of therapy can be negotiated and agreed upon by those involved in the care of the

patient.z‘4 These include such published parameters as goals for blood pressure in patients with

7

hypertension,5’6 goals for serum lipids in patients with hyperlipidemia,’ and recommended goals for glycemic

control in patients with diabetes.8:9 To optimize each patient's medication experience, patient-specific goals must
be established, agreed upon, and documented in the patient's individualized care plan(s).

Table 7-4 Goals of Therapy for Common Medical Conditions

Medical condition and general guidelines for goals of

Comments and time frame
therapy

e The aim of reducing blood




HYPERTENSION

Systolic <140 mmHg® 115-140 mmHg
Diastolic <90 mmHg 75-90 mmHg
<130/80 mmHg for patients with diabetes or chronic

kidney disease

<140/90 mmHg with cardiovascular disease 10

pressure is to minimize end-
organ damage including heart
disease (angina, myocardial
infarction, heart failure), stroke,
renal impairment, and/or
retinopathy.

o Evaluate effectiveness of drug

therapy monthly for the first 3—6
months following initiation or
change in antihypertensive
therapy.

HYPERLIPIDEMIA

Total cholesterol <200 mg/dL (Sl <5.17 mmol/L)
Low-density lipoproteins (LDLs) <160 mg/dL (Sl < 4.14
mmol/L) in patients without risk factors

<130 mg/dL (SI < 3.36 mmol/L) in patients with two

risk factors’

<100 mg/dL (Sl < 2.59 mmol/L) optimal and
considered the goal in patients with diabetes and in
patients with coronary heart disease and two
additional risk factors

High-density lipoproteins (HDL) >40 mg/dL (SI > 1.03
mmol/L)

Triglycerides <150 mg/dL (S| <1.69 mmol/L)

o Goal of therapy varies depending
on other patient risk factors
including hypertension, smoking,
family history of coronary heart
disease, males >40 or female
>45, and HDL <40 mg/dL.

o Peak effects on lowering lipids
can be evaluated 4—6 weeks
after starting or changing drug
therapy.

o Statins can be expected to lower
LDL 18-55% and triglycerides
7%—-30%.

» Niacin therapy can be expected
to lower LDL 5%—25% and
triglycerides 20%—50%.

e Once goals are achieved,
continuous follow-up evaluation
every 6 months to 1 year is
recommended.

DIABETES

Glycosolated hemoglobin (A1c)

Alc < 7%

Blood glucose

Fasting or preprandial 80—-120 mg/dL (4.0—-7.0 mmol/L)
2 hours postprandial 100-140 mg/dL (5.0-10.0

mmol/L or 5.0-8.0 mmol/L if A1c not at goal)&9
Blood pressure
e Systolic < 130 mmHg
¢ Diastolic < 80 mmHg
e 110-129/65-79 mmHg in pregnant patients with
diabetes
LDL

e The aim of glycemic control is to
reduce risk of microvascular
complications including poor
wound healing, retinopathy
possibly leading to blindness,
polyuria, polydipsia, polyphagia,
and diabetic ketoacidosis.

e A1lcis used to evaluate glucose
control over the past 2—3 months.

o Timely adjustments to and/or
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e LDL <100 mg/dL
e LDL <70 mg/dL for patients with overt
cardiovascular disease (CVD)
e LDL < 2.0 mmol/L
Total cholesterol (TC)/high-density lipoprotein
cholesterol (HDL) ratio
TC/HDL ratio < 4.0
HDL
e HDL > 50 mg/dL in women
e HDL > 40 mg/dL in men
Triglycerides
e <150 mg/dL
Plasma Apo B (apolipoprotein)

« ApoB<0.9g/L8

additions of antihyperglycemic
agents should be made to attain
target A1c within 6 to 12 months.
A1c should be measured every 3
months when glycemic targets
are not being met and when
diabetes therapy is being
adjusted.

Once A1c is at goal, testing every
6 months is recommended

HYPOTHROIDISM

Achieve normal thyroid function, reverse any
biochemical abnormalities, and provide relief of
symptoms that may include lethargy, weakness, loss
of ambition and energy, dry skin, cold intolerance,
weight gain, constipation, coarse hair, periorbital
puffiness, muscle cramps, myalgias, abnormal
menses, decreased libido.

Thyroid-stimulating hormone (TSH) TSH generally
elevated in primary hypothyroidism.

Goal is to reduce TSH to reference range of 0.4—4.5
mU/L

Low TSH levels (0.1-0.4 mU/L) in patients >60 years
old may increase risk of osteoporosis or atrial

fibrillation 1

Usual replacement dose of
levothyroxine is 1.6—1.8
Mg/kg/day (lean body mass)

In patients <50 years old and
without cardiac disease, may
start with 50—100 pg/day of
levothyroxine or with full
replacement dose. In older
adults, initial starting dose of 25—
50 ug/day.

In patients with cardiovascular
risk factors or history of coronary
artery disease begin dosing with
12.5-25 ug/day. Increase 12.5—
25 yg/day every 4—6 weeks
Resolution of symptoms usually
begins in 2—-3 weeks after
beginning levothyroxine.

Optimal TSH levels (0.4—4.5
mU/L) may not be achieved for
6—8 weeks.

If dosage changes are required,
allow 4—6 weeks to determine
effectiveness of new therapy. Full
effects may require 4—6 months.

Early evaluation based on FEV1
at 30 minutes after use of inhaled
Bo-agonists is a useful predictor

of outcome.
Patient usage of inhaled Bo-
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o ASTHMA

¢ Maintain normal activity levels.

e Prevent symptoms of wheezing, cough, dyspnea,
and/or chest tightness. Maintain normal, or improve
spirometry.

o Spirometry goals vary with severity of asthma levels 1
through 4.

e Level 1: FEV1 or PEF >80%—-85% of patient's
personal best or predicted value

e Level 2: FEV1 or PEF >80% of patient's personal best
or predicted value

e Level 3: FEV1 or PEF >60%—-80% of patient's
personal best or predicted value

e Level 4: FEV1 or PEF <60% of patient's personal best
or predicted value

o FEV1, Forced expiratory volume in one second; and
PEF, Peak expiratory flow.

agonists on a daily or weekly
basis is used to evaluate
effectiveness of
pharmacotherapeutic plan.

Use of short-term Bo-agonists on

a daily basis indicates addition of
inhaled corticosteroids therapy is
needed.

When inhaled corticosteroids are
added for long-term control,
improvements observed in 1-2
weeks with maximum
effectiveness evaluated in 4-8
weeks.

Following a severe exacerbation
requiring hospitalization, return to
normal lung function may require
3—7 days.

Once stable, patient's drug
therapy should be evaluated
every 3—6 months.

e GERD

¢ Alleviate or eliminate patient's symptoms which often
include esophagitis (heart burn), hypersalivation,
belching, regurgitation after eating

o Decrease frequency and duration of GERD

¢ Heal the injured mucosa prevent recurrence

Symptom relief generally
observed within 2 weeks.
However, prolonged treatment
(8—16 weeks) required to achieve
healing and minimize recurrence.

e ALLERGIC RHINNITIS

e Reduction or elimination of signs and symptoms that
may include rhinorrhea, sneezing, nasal congestion,
postnasal drip, and/ or conjunctivitis

Therapeutic benefits of nasal
steroids can be seen within a few
days, but may require 2—3 weeks
to see maximum response.
Antihistamines generally produce
maximum benefit when
administered a few hours before
exposure to allergen.

o« DEPRESSION
» Improvement of patient's target signs and symptoms

Adverse effects of antidepressant
drugs may occur immediately,
while symptoms of depression
may not improve for several
weeks.

Antidepressants typically require
1-4 weeks to begin to be




identified before starting drug therapy including effective. Full effect may take 6

depressed mood, loss of interest and enjoyment, weeks, and in some cases
fatigue, reduced energy, reduction in self-confidence, improvement may continue for
appetite, disturbed sleep, reduced concentration, and several months.
attention. e Some symptoms can improve

¢ Aim is to reduce symptoms and help patient return quickly, with energy and interest
level of functioning present before the onset of illness. improving within 10-14 days.

¢ Mood improvement often
requires 2—4 weeks.

o Continuous follow-up evaluations
every 6—8 weeks to ensure
continued control.

As a blueprint to achieve positive outcomes, the care plan includes your decisions as to how specific goals of
therapy will be achieved and when this should be accomplished. All of the activities that you perform are called
interventions. These interventions may directly involve drug regimens, or they may utilize education, technology,
exercise, or dietary instructions.

Interventions

In order to resolve or prevent a drug therapy problem, practitioners intervene with, or on behalf of, the patient to
make changes in the patient's drug regimen. In general, these resolution actions (interventions) involve starting
new drug therapies, increasing dosages, decreasing dosages, discontinuing drug therapies, providing patient-
specific drug information/explanations, or referring the patient to another health care practitioner who has the
expertise to resolve a complex problem.

Patient Data

In our sample of 50,142 documented patient encounters, 80% of the interventions to resolve drug therapy
problems occurred directly between the patient and the pharmaceutical care practitioner. The other 20% of
inventions to resolve drug therapy problems required direct contact with the patient's prescriber (usually the
primary physician). Many pharmaceutical care practitioners have collaborative practice agreements with
physicians or medical practice groups allowing the modification of a patient's drug regimen within published
guidelines without the direct approval of the physician. In those practices without collaborative practice
agreements, the physician must be contacted whenever the resolution of the patient's drug therapy problem
needed the modification of any product that requires a prescription.

In those cases requiring the patient's physician to get directly involved in resolving the patient's drug therapy
problem, the most frequent action needed was the initiation of new medication for the patient that required a new
prescription. Table 7-5 lists the interventions requiring the direct involvement of the patient's physician.

Table 7-5 Interventions Requiring Direct Communication with the Patient's Physician

Physician action required to resolve the drug therapy Percentage of total physician
problem actions
Initiate new drug therapy 43

Change the dosage regimen 18




Change the drug product 15

Discontinue the drug regimen 12

Institute a monitoring plan (labs) 12
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The majority of drug therapy problems identified by pharmaceutical care practitioners are resolved
by actions taken directly between the pharmacist and the patient.

Most frequently, the pharmaceutical care practitioner instructs the patient on how to best use the product to
achieve the desired goals of therapy. Patients often need assistance in eliminating barriers to obtaining needed
medications due to cost or administrative barriers put in place by payers. Table 7-6 describes the actions taken by
the practitioner and the patient to resolve drug therapy problems.

Table 7-6 Interventions Implemented Directly by Patient and/or Practitioner

Patient—-pharmacist actions required to resolve the drug Percentage of total patient
therapy problem interventions
Patient-specific instructions on proper use of medication 33

Removal of barriers to obtain medication 21

Initiation of new drug regimen 15

Change in dosage regimen 11

Initiation of a monitoring plan 8

Change in drug product 4

Discontinue drug therapy 4

Drug administration device provided 1

Other 3

Resolving some drug therapy problems require the pharmaceutical care practitioner to refer the patient to a
specialist or some other health care provider with specialized expertise. If the patient's problem is acute or critical,
the patient may be referred to an emergency department or to a hospital. In the short tem, these referrals add
health care costs. In the longer term, these early referrals reduce overall health care expenses. Table 7-7 lists the
most frequent referrals made by pharmaceutical care practitioners.

Table 7-7 Medication Management Referrals

Referrals to Number of referrals

Physician office 1415




Specialist office 497

Emergency department/hospital | 93

Health Care Savings and Return-on-Investment

When pharmaceutical care, practitioners document the interventions required to resolve the patient's drug
therapy problem, the Assurance System tracts the health care savings and costs associated with each action.
These savings and cost data are conservative and only take into account expenses and savings that would have

occurred over the next 90 days following the visit. Based on national data from 2008,12 there was $11,437,130
saved through the provision of pharmaceutical care to these 22,694 patients. The average health care savings
was $504 in medical expenditures per patient. Medical savings were the net of dollars saved and dollars spent for
referrals. These savings resulted from avoided medical office and specialist office visits, emergency department
visits, and hospitalizations due to drug therapy problems.

The medical savings were partially offset by the net use of more medications in these patients. Although there
was $1,356,618 saved by eliminating unnecessary, ineffective, or unsafe medications, these practitioners also
added medications to prevent ilinesses, increased dosages to achieve desired goals of therapy, and improved
adherence. These added medication costs totaled $2,928,679. The net for medications was an increase in drug
expenditures of $1,570,061.
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Overall, the average health care savings associated with these pharmaceutical care practices was
$435 per patient. There was an average savings of $197 per patient encounter.

The average charge for medication management was $82.62 over the 50,142 document encounters. The overall
return-on-investment (ROI) was 2.4:1. An ROI of 2.4:1 means that for every dollar paid for pharmaceutical care
services, $2.40 of health care expenses can be avoided.

The net health care savings for patients >65 years of age was $3,995,449. The ROI for the patients >65years of
age was slightly higher at 2.6:1. Patient-centered services dedicated to the identification and resolution of drug
therapy problems has a positive ROl and makes medication management services one of the most cost effective
new services in our health care system.

Table 7-8 is a summary of the medical and drug savings and costs documented in pharmaceutical care practices.

Table 7-8 Medical and Drug Savings and Costs Documented in Pharmaceutical Care Practices

Savings ($) | Costs ($) | Net ($)

Medical services | 14,157,270 | 2,720,149 | 11,437,120

Drugs 1,358,618 2,928,679 | -1,570,061
Totals 15,515,890 5,648,828 | 9,867,062
Per encounter 309 113 197

Per patient 684 249 435




Health care savings can be achieved by the identification and resolution of drug therapy problems. Savings are
not realized in every case, but improving the overall outcomes associated with drug therapies has a positive
impact on the economics of health care delivery. Using the Assurance System, practitioners can document health
care savings realized by the resolution of drug therapy problems. Also, when a referral is made to another health
care provider (physician, emergency department, or hospital), the added health care costs of those referrals are
recorded. The conservative standard of only counting savings and costs that would occur over the following 90

days is used. This validated method 13 yielded over $9.8 million in health care savings in these 22,694 patients.
This average of $434.79 in savings per patient, makes medication management services one of the best
investments we can make in our health care system. Table 7-9 describes the savings and costs associated with
the provision of pharmaceutical care.

Table 7-9 Healthcare Savings and Costs Outcomes from Interventions to Resolve Drug Therapy Problems

Number . Number

Health care

. 12,14 of ?;;vmgs Eg:tl;h care | of Costs ($) | Net ($)
savings events events

Office visit Office visit

avoided ($182) 33,895 6,168,890 referral 2,044 372,008 5,796,882
Specialist visit Specialist

avoided ($564) 1,791 1,010,124 visit referral 497 280,308 729,816
Employee work Employee

day saved 616 197,120 work day 10 3,200 193,920
($320) lost

Laboratory Laboratory

services avoided | 817 40,850 monitoring 5,408 270,400 -229,550
($50) added

Urgent care 1232 | 224204 | Urgentcare | g 3,276 220,948
avoided ($182) ’ ’ referral ’ ’
Long-term care

avoided Long-term

($17,438/90 day 9 156,852 care referral 14 243,992 -87,140
stay)

Emergency Emergency

department visit 2,610 2,142,810 department | 41 33,661 2,109,149
avoided ($821) referral

Hospital

admission 145 4211670 | Hospital 52 1,510,392 | 2,701,278
avoided referral

($29,046)

Home care visit 26 4732 Home care 16 2912 1.820
avoided ($182) ’ referral ’ ’




Drug savings 13,845 1,358,618 | Drugcosts | 30924 | 2,928679 | -1,570,061
(varied) added
Totals 15,515,890 5,648,828 | 9.867,062

The next standard of care for developing a care plan refers to the interventions required to optimize the patient's
medication experience.

Standard of Care 5: Statement of Interventions
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Standard 5: The Practitioner Develops a Care Plan that Includes Interventions to Resolve Drug Therapy
Problems, Achieve Goals of Therapy, and Prevent Drug Therapy Problems.

Measurement criteria

1. Each intervention is individualized to the patient's conditions, drug-related needs, and drug
therapy problems.

2. All appropriate therapeutic alternatives to resolve drug therapy problems are considered, and
the best are selected.

3. The plan is developed in collaboration with the patient, his family and/or caregivers, and health
care practitioner.

4. All interventions are documented.

5. The plan provides for continuity of care by including a schedule for continuous follow-up
evaluation.

Patient-centeredcare plans designed to manage a patient's medications can contain interventions to:

 start drug therapy

» stop drug therapy

» increase doses

o decrease doses

» provide personalized patient instructions or education
o refer patients to another practitioner or specialist

The patient's care plan is constructed by selecting the interventions that will help the patient to achieve the
desired goals of therapy. These interventions will resolve any drug therapy problems identified during the
assessment, optimize the patient's medication experience, and prevent drug therapy problems. Finally, all care
plans must contain a scheduled plan for the follow-up evaluation.

The interventions portion of the care plan represents the creative portion of the clinical problem-solving process.
Based on the patient's value system and his sense of what is important, you and your patient collaborate to
establish a prioritized list of activities designed to effectively and efficiently address all drug-related needs. The
interventions you select are grounded in patient preferences, selected according to patient needs, and limited by
patient tolerance. Therefore, the higher the level of patient participation and the more creative you can become at
individualizing the care plan to meet your patient's unique needs, the higher the success rate will be. This success
is not only evaluated as compliant behavior but also in terms of patient outcomes that are positive when
measured at follow-up visits.




Interventions to Resolve Drug Therapy Problems
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The resolution of drug therapy problems is given highest priority within a pharmaceutical care plan.
Drug therapy problems need to be resolved because they interfere with patients realizing their
goals of therapy and meeting their drug-related needs.

For example, if your patient is not realizing the full effectiveness from her prescribed antihistamine to manage
seasonal allergic rhinitis because the dose is too low, the dosage regimen must be increased before there is any
realistic hope of achieving a positive outcome.

Similarly, if your patient is experiencing dose-related side effects from her antihistamine, the dosage regimen
must be modified in order for her to receive appropriately indicated drug therapy that is both effective and safe.

The patient's drug therapy problems must be dealt with early in the care planning process. With the goals of
therapy firmly in mind, you can decide how you will intervene on the patient's behalf in order to resolve the drug
therapy problem.

Interventions designed to resolve drug therapy problems include the full spectrum of modifications in drug dosage
regimens. These might include initiating new drug therapy, changing the drug product, altering the dose and/or
the dosing interval, or discontinuing drug therapy. Each of these decisions is a balance between potential benefit
to the patient (achieving goals of therapy) and potential harm to the patient through the selection of a specific
drug product and/or dosage regimen. The drug product and/or dosage regimen determines the safety
parameters you will evaluate at follow-up visits.

In clinical practice, drug therapy problems are considered resolved when the practitioner initiates or executes an
intervention. Therefore, drug therapy problems are documented as being resolved at the time the intervention is
initiated. After appropriate interventions have been chosen to resolve the patient's drug therapy problem,
additional interventions and individualized drug therapies to achieve the goals of therapy can be implemented to
optimize the patient's medication experience.

It is important to include the patient at each step in the decision-making process. The following questions can
facilitate this discussion:

» How do you feel about making these adjustments in your medications?
 |s this a change that you think you can manage in your daily use of this medication?
» What do you think would be the best way to improve your therapy?

In patient-centered practices, 75% to 80% of interventions to resolve drug therapy problems are negotiated and
agreed upon directly between the patient and the practitioner. The original prescriber is involved in the remaining
20% to 25% either through direct contact or via preapproved protocols or collaborative practice agreements.

Interventions to Achieve Goals of Therapy

Once the drug therapy problem is fully addressed in the patient's care plan, the goals of therapy for the primary
indication can again be considered. The intent of the goals of therapy is to provide direction to a variety of
activities for the patient and the practitioner. The goals of therapy become the agreed upon target of the
prescriber's drug therapy, the patient's nonprescription drug therapy, other interventions, and the patient's
adherence behavior.



Interventions to achieve the goals of therapy can include new drug regimen(s) the patient should receive,
changes in drug therapy that are required, patient-specific education or information, referrals to specialists,
instructions on how to properly use prescription drug products, nonprescription drug products, and how to use
other remedies, products, and devices.

The patient's ability and willingness to obtain the drug products is an important consideration in a patient's care
plan. A care plan is of little value if the patient is unable to acquire the medication, unable to afford the medication,
unable to take the medication, or simply refuses to fill a prescription. All of these issues can cause additional drug
therapy problems.

Interventions to Prevent Problems

Each patient's care plan must also address the need to prevent the development of new drug therapy problems.
This is an area that can be confusing to some when first beginning to practice. Actions required to prevent a
problem are in direct response to risk factors identified during the assessment of the patient's drug-related needs.
These interventions are unique to each patient's situation.

In the course of clinical practice, practitioners always design drug therapies and patient education to avoid
preventable side effects or risks known to be associated with certain drug therapies or diseases. If these are
routine and standard practice, then they do not necessarily become part of the patient's individualized care plan.
Examples include initiating antihypertensive therapy with a minimal dosage to prevent orthostatic hypotension or
warning patients about drowsiness associated with some antihistamine products. Practitioners also routinely
recommend that patients take certain medications with food to avoid stomach upset. These types of product-
associated activities are due to the pharmacological or chemical properties of the drug and/or the disease but are
not unique to the patient. These would be considered standard or routine instructions and would be provided for
all patients taking those medications.

The types of preventive actions to be considered in this step are interventions that are necessary due to unique
risk factors that your patient has. What do you need to do because of your patient's specific circumstances to
make certain that nothing harmful occurs while taking medications?

For example, if your 29-year-old female patient is pregnant, you may decide to make certain that she is getting
enough folic acid and other vitamins during her pregnancy. Additionally, you may also need to suggest that she
reduce consumption of caffeinated and alcoholic beverages during her pregnancy and not take prescription or
nonprescription drug products without checking with you first.

These interventions are preventive because she is pregnant. Neither would likely be considered if she was not
pregnant. Only a comprehensive, disciplined assessment can identify patient risk factors that indicate the need for
preventive interventions.

Prevention interventions are too often avoided by patients because of the delay in observable positive patient
outcomes and the cost of the preventive intervention itself. This is unfortunate because the cost of the disease
itself can be much greater. Interventions designed to prevent the development of a drug therapy problem can
take the form of the initiating drug therapies, vitamins, diets, immunizations, educational programs (either directly
to the patient or the patient's caregiver), or recommendations made on behalf of the patient to the prescriber (see
Tables 7-5, 7-6, and 7-7).

Therapeutic Alternatives
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There is seldom, if ever, only one best intervention. The best drug, the best dose, the best
approach is always patient-specific.

Clinicians train themselves to consider several options that might be useful for each patient. They will weigh these
options in their minds or discuss them with colleagues and decide which are best for this patient at this time. Here,
practitioners apply the rational process of the Pharmacotherapy Workup. For a given indication, the clinician
considers effectiveness as the first criterion when selecting among therapeutic alternatives. The next
consideration of therapeutic alternatives involves safety issues. This is when your pharmacotherapy knowledge
and evidence-based information are applied to the care of individual patients. Which drug product in combination
with what dosage regimen is most likely to achieve the goals of therapy? This is an important clinical decision-
making process.

During the learning phase, it is useful to always identify at least three different therapeutic alternatives for every
drug therapy decision you make with your patients. This helps you to learn about drugs that you may not
otherwise encounter, and it helps you to learn to investigate, compare, and contrast the evidence supporting
efficacy and safety of drug products used for similar indications. When you make recommendations to prescribers
for changes in your patient's drug therapy, you will want to provide alternatives that you consider acceptable.
Always indicate which is preferred and why.

Drug therapy alternatives constitute a unique knowledge base that the pharmaceutical care practitioner brings to
the patient's case, whether practicing independently or as part of a team. In general, drug therapies are
considered as viable therapeutic alternatives if there is evidence (in the literature and/or your own clinical
experience) of efficacy in managing the patient's medical condition. The list of therapeutic alternatives is then
assessed according to the safety risk to the patient. Practitioners must make these benefit-to-risk decisions
continuously for their patients.

Practitioners who accept the responsibility for the outcomes of a patient's drug therapy (the definition of
pharmaceutical care practice) must constantly consider all of the potential therapeutic alternatives that might
benefit each individual patient. Keep in mind that the evidence we have concerning the efficacy of many drug
products we use for even the most common conditions (hypertension, depression, allergic rhinitis, chronic pain,
diabetes) is that they will be effective in 60% to 85% of patients. So, even the most popular, first-line, drug-of-
choice will fail in a substantive number of your patients. There really is no “drug-of-choice” anymore than there is
a car-of-choice or purse-of-choice or fruit-of-choice.

In medication management services, it is the responsibility of the practitioner to consider all of the viable
therapeutic alternatives, not only to be able to select the best initial therapy, but also to be prepared with an
alternative if and when the first therapy does not produce the desired outcome.

Cost Considerations
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Cost is an important management issue, but effectiveness and safety always take precedence in
the decision-making process of a patient-centered practitioner.

After you have considered the evidence of efficacy and safety, then cost and convenience considerations can be
applied. The least expensive drug therapy is the one that is most effective and does not cause the patient harm.

The cheapest drug is the one that works. Cost considerations should become important only after you have




generated therapeutic alternatives based on effectiveness and safety. Any drug therapy that is ineffective for a
patient or results in toxicity is too expensive.

Considering drug product costs before efficacy and safety considerations is not rational and can often be harmful
and wasteful. Too often, if the differences between the clinical efficacies and/or safety of various drug therapy
alternatives have not been well documented, they are considered to be the same. Not knowing the evidence as to
whether one therapy is more efficacious than another, and assuming they are the same, is not clinically
appropriate. This results in choosing the less expensive of the alternatives. Drug costs are easy to determine and
require no clinical judgment. The rational decision-making process within the Pharmacotherapy Workup requires
the practitioner discover and incorporate comparative efficacy data and safety data in order to make the optimal
clinical decisions about drug therapies.

Schedule and Plan for Follow-Up Evaluations

The last standard of care for care plan development refers to the follow-up evaluation that must be scheduled
with each patient.

Standard of Care 6: Establishing a Schedule for Follow-Up Evaluations
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Standard 6: The Practitioner Develops a Schedule to Follow-Up and Evaluates the Effectiveness of Drug
Therapies and Assesses Any Adverse Events Experienced by the Patient.

Measurement criteria

1. The clinical and laboratory parameters to evaluate effectiveness are established, and a time
frame for collecting the relevant information is selected.

2. The clinical and laboratory parameters to evaluate the safety of the patient's medications are
selected, and a time frame for collecting the relevant information is determined.

3. A schedule for the follow-up evaluation visit is established with the patient.

4. The schedule and plan for follow-up evaluation is documented.

“If you don't follow-up, you don't care.” The final component that practitioners negotiate during the care planning
process is the schedule and plan for follow-up evaluation. Every intervention in a care plan may have a positive
impact on the patient, a negative impact, or no demonstrable impact at all. Only through a well-constructed
comprehensive follow-up evaluation can the practitioner and the patient learn whether the pharmacotherapies,
drug information, and other interventions have met the patient's drug-related needs and resulted in the intended
positive patient outcomes.
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Practitioners providing medication management services are responsible to follow-up and evaluate
the impact and outcomes of the drug therapies provided.

The appropriate time for the patient and the practitioner or team to meet again must be established. At this time,
the progress of the intervention, drug therapy regimens, changes in products and dosage regimens, devices,
information, and referrals provided for the patient will be evaluated. It is important to be explicit. The more precise



you are about when to have the next clinical encounter, the better. Being precise about the follow-up evaluation
helps the patient understand your commitment to achieving the goals of therapy that have been established.

The plan for the follow-up evaluation addresses three basic questions:
1. When should the follow-up evaluation occur?
2. How will you determine if positive outcomes have occurred? (effectiveness)

3. How will you determine if negative outcomes have occurred? (safety)
Timing of Follow-Up Evaluations

Deciding when to see your patient again to determine the effectiveness and safety of the therapy is a clinical
decision. The optimal timing for the next follow-up evaluation is often difficult for new practitioners to determine.
Most textbooks and guidelines cannot provide precise timetables for scheduling the follow-up visit, as each
patient's situation involves different combinations of drug therapies, comorbidities, and risk factors. The clinical
decision as to the optimal time to schedule follow-up visits should be based on the most likely period for the
desired benefits to manifest themselves, balanced with the most likely time for harm or side effects to appear.

Evaluating effectiveness requires an understanding and appreciation for the onset of action and the time to
maximum effect of each of your patient's medications.

Evaluating safety requires an understanding and appreciation for what the side effects are and when they are
likely to occur. Therefore, the clinical decision as to when to schedule the next follow-up evaluation becomes the
balance between: “When am | likely to see the beneficial effects?” versus “When am | likely to see the adverse
effects or toxicity?” A rule of thumb for new practitioners is “Use whichever of these two occur sooner to schedule
the next follow-up.”

There are primary factors used by experienced practitioners to determine the appropriate time to follow up with
any given patient. There are also the “red flags” that require more aggressive (earlier and more frequent) follow-
up schedules. In general, the patient's medical condition list, the current medications, the patient overall health
status, and the patient's ability and reliability to manage their own health are used to decide when it is necessary
to follow-up with the patient. If the patient's case has some unique situations, often referred to as “red flags,” then
earlier and more often follow-up schedules are indicated. Examples include a patient who has had a very negative
medication experience (past treatment failures or adverse outcomes), or if the patient's clinical status has been
worsening over the past few visits, then a more aggressive follow-up schedule is indicated. Also, patients who
struggle to understand or lack the full capability required to execute the care plan or fully utilize the health care
system, also deserve a more aggressive follow-up schedule. Finally, there are several medications that for many
years have been associated with a high risk of hospitalization including digoxin, warfarin, oral corticosteroids,

antiplatelet, hypoglycemics and insulin.1® Patients taking these medications and who are not at goal also deserve
to be seen more often than guidelines might suggest.

During the learning phase, it is helpful to remember the adage: Follow-up early and follow-up often. In general,
the more evidence, experience, and confidence you have that the care plan will result in positive outcomes and
not result in undesired toxicity, the longer the time interval between follow-up evaluations. On the other hand, the
less supportive evidence, data, information, clinical experience, and confidence that you and/or your patient have
in the care plan, the sooner and more frequent the follow-up evaluations should be scheduled. Using the standard
of “treat every patient as you would treat your own grandmother” to select your follow-up schedule. Early learners
can ask themselves: “If | had my grandmother on this care plan, when would | check on her (follow-up) to
determine how she is doing (effectiveness and safety)?”
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Documenting the Care Plan

Documentation of the care plan is required. Recording the care plan(s) allow(s) you to organize even the most
complex pharmacotherapeutic approaches into a format that patients and other practitioners can easily
understand and follow. Care plans are documented separately by medical condition or illness. A patient who is
managing two chronic conditions and one acute illness with five total medications will have three care plans.

The care plan document lists the indication and includes a brief summary of the patient's signs and symptoms.
Goals of therapy must be a prominent part of every care plan. One of the most valued additions that medication
management services make to the patient's health records is explicitly stated goals of therapy (see Appendix 3).

Students may want to record two or three therapeutic alternatives that are considered for each indication to
ensure that the most rational options have been considered. Experienced practitioners do not often record
alternatives considered but not selected.

The care plan needs to be complete and should follow the structure of drug product(s) and dosage instructions
including dose, route, frequency, and duration. Any special dosing instructions that will help the patient maximally
benefit from the drug therapy should be included in the care plan. If the drug therapy is a change from earlier
regimens, it should be noted and dated in the care plan. Multiple drug therapies for the same condition are
contained in the same care plan. Any changes in drug products, dosage regimens, or instructions should be
recorded so that the patient's care plan is continuously current and includes all forms of pharmacotherapy the
patient is receiving (prescription, nonprescription, food supplements, vitamins, herbals).

Other interventions to support the specific pharmacotherapy should also be recorded. These often include health
advice, exercise, dietary changes, or instructions on the proper use of medication administration devices or drug
monitoring devices.

The care plan should include the schedule for the next follow-up evaluation including effectiveness and safety
parameters to be evaluated.

Summary

In summary, the care plan is used to organize all of the patient's pharmacotherapies and other interventions to
optimize the drug therapy. The foundation of each care plan is the goal of therapy. Drug, device, and educational
interventions and all future follow-up evaluations are coordinated within the care plan to achieve the patient's
goals of therapy. Goals of therapy are necessary and guide multiple practitioners (team) to provide collaborative
care. The patient and practitioner need to negotiate and agree upon goals of therapy, selected interventions
including drug products, dosage regimens, instructions, as well as schedule future follow-up evaluations. The
patient must clearly understand which interventions the practitioner will be responsible for and which will be the
patient's responsibility. Finally, the patient needs to understand what improvements in signs and symptoms and
what changes in laboratory tests can be expected from the drug therapies and how they will be used to evaluate
effectiveness and safety at the next follow-up evaluation visit.
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Key Concepts

1. The purpose of the follow-up evaluation is to determine the patient's outcomes in relation to the desired goals
of therapy.

2. Parameters that reflect both effectiveness and drug safety are evaluated at each follow-up visit.

3. The evaluation of effectiveness of pharmacotherapy includes measurable improvement in clinical signs and
symptoms and/or laboratory values.

4. The evaluation of the safety of pharmacotherapy includes evidence of adverse drug reactions and/or toxicity.
5. Patient adherence and its influence on outcomes are determined during the follow-up evaluation.

6. The outcome status of the patient's medical condition being treated or prevented with drug therapy is
determined and described.

7. The patient is reassessed to determine if any new drug therapy problems have developed since the last
follow-up visit.

8. The follow-up evaluation is the step in which actual results and outcomes from drug therapies are
documented.

Introduction

The follow-up evaluation is an essential step in the care process. It is the step in which actual results and
outcomes from drug therapies are observed, evaluated, and documented. This is the important step where you
see the results of your previous work. The time and energy invested in your assessment of the patient's drug-
related needs benefits you at the follow-up evaluation. Although most follow-up visits require a brief amount of
time compared to some initial assessments, the follow-up evaluation is the step in which you gain new clinical
experience and knowledge.

The follow-up evaluation solidifies your commitment to your patient, strengthens the therapeutic relationship, and
demonstrates your willingness to work with your patient to achieve the desired goals of therapy. The primary
purpose of every follow-up evaluation is to determine the patient's outcomes that have resulted from the drug
therapies and care plans you have provided. Be sure to evaluate both effectiveness and safety parameters each
time. The follow-up evaluation is such an important step that you need to “follow-up early and follow-up often.”

Purpose, Activities, and Responsibilities

The purpose of the follow-up evaluation is to determine the patient's outcomes from drug therapy and compare
these results with the patient's goals of therapy. The follow-up evaluation activities and responsibilities are
described in Table 8-1.
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Table 8-1 Follow-Up Evaluation Activities and Responsibilities

Activities

Responsibilities

Elicit clinical and/or laboratory evidence of actual
outcomes and compare them to the desired goals
of therapy.

Evaluate the effectiveness of the patient's
drug therapies.

Gather clinical and/or laboratory evidence of
adverse effects or toxicity to determine safety of
drug therapy.

Evaluate the safety of the patient's drug
therapies.

Document clinical status and any changes in
pharmacotherapy that are required.

Make clinical judgment as to the clinical
status of the condition being managed with
drug therapy.

Assess the patient for any new problems.

Evaluate patient adherence and identify if
any new drug therapy problems have
occurred.

Schedule the next follow-up evaluation.

Provide continuous care.

Standard of Care 7: Follow-Up Evaluation

Save Table | Print

Standard 7: The Practitioner Evaluates the Patient's Outcomes and Determines the Patient's Progress Toward the

Achievement of the Goals of Therapy, Determines Whether Any Safety or Adherence Issues Are Present, and
Assesses Whether Any New Drug Therapy Problems Have Developed

Measurement criteria

The safety of the drug therapy is evaluated.
Patient adherence is evaluated.
The care plan is revised, as needed.

Revisions in the care plan are documented.

©® N o o »~ »

evaluation process, when appropriate.

1. The patient's outcomes from drug therapies and other interventions are documented.

2. The effectiveness of drug therapies is evaluated, and the patient's status is determined by
comparing the outcomes within the expected time frame to achieve the goals of therapy.

Evaluation is systematic and ongoing until all goals of therapy are achieved.

The patient, family, and/or caregivers, and health care practitioners are involved in the

The only way to know whether the drug therapy of your patient is effective and/or safe and the care plan is
achieving the desired goals of therapy is to conduct a follow-up evaluation.
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You have not provided pharmaceutical care unless and until you have followed up with your
patient to determine what has happened as a result of your clinical decisions, drug therapy advice,
and care planning.

Caring is demonstrated through the activities of the follow-up evaluation. It adds new information to the patient's
medication experience and potentially to the practitioner's pharmacotherapeutic knowledge base.

Although all practitioners provide drug therapy advice and instructions with the best of intentions, these well-
meaning activities do not always have positive outcomes. Follow-up evaluation activities represent a new step in
the health care system that does not routinely occur within the dispensing process and frequently does not occur
even in the medical care process.

It is difficult to overemphasize the importance of the evaluation step in the patient care process.
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The follow-up evaluation is where and when practitioners gain clinical experience. Follow-up
evaluations provide the evidence of effectiveness and safety. Follow-up evaluations strengthen the
therapeutic relationship, have a positive influence on your patient's medication experience, and
demonstrate the caring process. “No one cares how much you know, until they know how much
you care.”

Observing what resulted from your clinical decisions constitutes clinical experience. Throughout the assessment
and care planning steps of the Pharmacotherapy Workup, you have been assessing your patient's drug-related
needs. You have been acting on what you think your patient's drug therapy problems are, and you have been
intervening by doing what you think has the best probability of achieving your patient's goals of therapy. All of this
rational clinical thinking produces actual (real) results (outcomes). Learning from real results, good or bad
(effectiveness or safety), is the working definition of clinical experience. New knowledge is gained during each
follow-up evaluation. The follow-up evaluations are the most productive times for clinicians to learn which
medications and which dosage regimens are most effective, and which cause harm.

The outcomes of drug therapies, drug therapy decisions, drug information, referrals, and other interventions are
unknown until the practitioner conducts a follow-up evaluation with the patient. Your clinical decisions, drug
therapies, and advice can produce any one of the following three outcomes:

o The intended positive clinical result
e A negative clinical result
» No demonstrable change

If the result is positive, you have learned that a certain drug regimen was effective in a specific clinical situation,
and you will never forget it. If the result is negative, you have learned that a certain drug regimen failed to
produce the desired outcome. Either result provides the greatest learning that a student practitioner can
experience. The same holds true for learning about the adverse effects of drug therapies. If the patient
experiences an adverse effect and describes that to you, or if you observe it at the follow-up evaluation, then that
information is added to your long-term clinical database.
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During the follow-up evaluation, the practitioner is looking for evidence of effectiveness, safety,
and any new problems that may have occurred since the last visit.



At each follow-up, the practitioner is looking for good, bad, and new. In general, the good (effectiveness) comes in
the form of the improvement of the signs, symptoms, or laboratory tests associated with the disease or illness.
The bad (safety) comes in the form of adverse and harmful toxic effects from drug therapies. The new comes
from new medical conditions or new drug therapy problems that have developed since the last follow-up
evaluation.

Evaluating Effectiveness of Drug Therapies

During the follow-up evaluation, the practitioner and the patient compare the goals of therapy with patient
outcomes. The most frequent parameters used to evaluate the clinical outcomes that result from a patient's drug
therapy are clinical and/or laboratory parameters (Figure 8-1).
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FIGURE 8-1

Pharmacotherapy Workup.
Clinical Parameters: Improvement in Patient Signs and Symptoms

Changes in clinical parameters are frequently used to determine the effectiveness of drug therapy. Positive
clinical outcomes are most often associated with the disappearance or diminution of the patient's presenting signs
and symptoms. Clinical parameters of the disease or illness often include clinical manifestations such as levels of
pain, anxiety, mood changes, inflammation, or frequency and severity of cough, seizures, bleeding, sleep
disturbances, tremors, and shortness of breath. Changes in these parameters are determined by asking the
patient to describe them at the follow-up evaluation, then comparing the patient's response to what was observed
and documented during the initial assessment or the most recent patient encounter.

The practitioner's observational and clinical inquiry skills are applied during the follow-up evaluation in a similar
manner to that during the assessment interview. The practitioner must have the clinical knowledge and ability to
gather relevant information from the patient so that an evaluation of the clinical effectiveness of the patient's drug
therapies can be made. The process of outcomes evaluation is straightforward. What clinical parameters were
used to establish the goals of therapy? What is the status of those same parameters today? The practitioner
establishes the relationships between (1) the original presenting signs and symptoms of the disease or illness, (2)



the clinical parameters used to establish the goals of therapy, and (3) the improvement in those same clinical
parameters (outcomes) at the time of follow-up (Figure 8-2).

Care plan
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FIGURE 8-2

The relationships in the patient care process.

Table 8-2 presents examples of common disorders in which effectiveness of pharmacotherapy is evaluated based
on changes in clinical signs and symptoms.

Table 8-2 Clinical Signs and Symptoms Used to Evaluate Effectiveness of Pharmacotherapy

Thgrap_eutlc Clinical parameter
indication
Mood changes, feelings of sadness, energy level, interest or enjoyment in usual
Depression or favorite activities, insomnia, agitation, fatigue, ability to concentrate, thoughts of
death
. Level of restlessness, irritability, muscle tension, sleep disturbance, ability to
Anxiety
concentrate
Cough Severity and frequency of cough, interruption of daily activities or sleep
Rash Changes in color, size, inflammation, and itching
Osteoarthritis Changes in pain in w_elght-ba_rlr)g joints including hip, knee, spine, and hands.
Changes in stiffness in other joints
Changes in level, quality and intensity of pain, weekly episodes of pain, worse
Back pain pain over the past week, ability to ambulate, sleep, work, and changes in ability to
function including activities of daily living at work and in social settings

Laboratory Parameters: Improvement in Laboratory Test Results

Outcome evaluations often rely on changes in laboratory values. In some diseases or conditions there are few or



no clinical manifestations and outcome judgments are based primarily on improvements in laboratory test results.
Hyperlipidemia is a common example where measurements of the patient's serum lipids (cholesterol, low-density
lipoproteins—LDL, high-density lipoproteins—HDL, and triglycerides) serve as the parameters to determine the
effectiveness of drug therapy. Patients seldom exhibit clinical symptoms associated with hyperlipidemia.
Therefore, effectiveness evaluations are often based on laboratory measurements (Table 8-3).

Table 8-3 Laboratory Test Results Used to Evaluate Effectiveness of Pharmacotherapy

Therapeutic

indication Laboratory parameters

Hyperlipidemia | Total cholesterol, LDLs, HDLs, triglycerides

Hypertension Systolic and diastolic pressure, mean arterial pressure, pulse rate

Complete blood cell count, hemoglobin, hematocrit, red blood cell count, mean

Anemia corpuscular volume, reticulocyte count, serum iron, serum B42

Cardiac Electrocardiogram (ECG, EKG)

dysrhythmias ’

Diabetes Blood or plasma glucose, hemoglobin A1c, lipids, blood pressure, renal function

tests including serum creatinine and blood urea nitrogen

Practitioners must understand the impact that drug therapies have on specific laboratory tests in order to
determine if they are effective. The timing of when to collect the sample for the laboratory test is an important
clinical decision. Often the practitioner must decide if the question to be answered at the follow-up evaluation is:
“Will this drug regimen have any beneficial effect for my patient?” In this case, the practitioner would want to know
how soon any positive effect could be measured. The more common question is: “How much of an impact will this
drug regimen have on my patient?” In this case, the practitioner would want to know when the maximum effect
can be measured.

For example, most HMG CoA reductase inhibitors (statins) begin to improve serum lipid determinations within a
few days (5—14 days), but generally several weeks (3—6 weeks) are required to see the full extent of the changes
in serum lipids. Waiting only 1 to 2 weeks after initiating lipid-lowering pharmacotherapy to measure changes in
serum lipids might provide information as to whether the selected therapy is likely to have any effect at all on the
patient's lipid profile. However, waiting 6 weeks or longer is more likely to provide evidence as to the extent of the
benefit the patient is likely to experience from the drug regimen. In the first case, the laboratory test is used to
evaluate whether any effectiveness is likely and in the second case, the laboratory test result is used to determine
the extent or degree of benefit the patient has received from the drug therapy.

Follow-up evaluations of patients with acute disorders can serve to evaluate the final patient outcomes. Follow-up
evaluations for patients with chronic conditions serve to establish the present status of the patient's condition
being managed with drug therapy. Patients with chronic conditions require longitudinal, continuous follow-up that
is initially designed to ensure that the drug therapy has, in fact, produced the desired effects (effectiveness),
followed by less frequently scheduled evaluations designed to ensure that the patient remains stable and the drug
therapy continues to benefit the patient. Typically, follow-up evaluation schedules are more frequent at first, until
the goals of therapy are achieved (desired blood pressure, cholesterol, or level of pain), and then are scheduled
less frequently in order to determine that the maintenance drug therapy continues to effectively manage the
patient's condition.



Evaluating the Safety of Drug Therapies

The follow-up evaluation requires proactive practitioner involvement. That is to say, it is here that practitioners
assertively assume the responsibility to reach out to patients and demonstrate caring behavior. Experienced
pharmaceutical care practitioners understand that it is their responsibility to determine if drug therapies are, in
fact, safe for their patients, and the best way to ensure safety is to determine whether the patient is experiencing
any negative effects.

It is unacceptable only to wait for the patient to contact you if he or she has any side effects from the drug
therapies that you provided. This type of passive approach is inconsistent with the values of pharmaceutical care

practice and results in over $175 billion in drug-related morbidity and mortality each year.dl‘3 To conduct a
comprehensive, adequate follow-up evaluation requires active communication with each patient and feedback
concerning any problems. Such feedback either validates the care plan or questions its appropriateness, thereby
leading to improvements in the patient's medication experience.

Drug products are produced and made available for patient use because they possess a set of pharmacological
actions. Most drugs exhibit several related pharmacological activities (“allopathic”), some beneficial, some
undesirable. Which are considered beneficial and which are considered undesirable depend upon the therapeutic
indication (why we are using the drug). However, when you use a drug at doses high enough to exhibit its
pharmacological activities, any and all of those pharmacological actions can and will occur. Those actions that are
desirable help to achieve the goals of therapy. The undesired actions are most often called adverse effects or
side effects.

For example, aspirin is known to have analgesic, antipyretic, and anti-inflammatory properties. It impairs
prostaglandin biosynthesis. Aspirin inhibits cyclooxygenase-1 (COX-1) associated with gastrointestinal irritation,
renal effects, and irreversible inhibition of platelet aggregation, and also inhibits cyclooxygenase-2 (COX-2) that
provides aspirin anti-inflammatory properties. When a patient is treated with aspirin, all of these effects occur to
varying degrees. If the intended therapeutic indication is to manage pain (analgesia), then the platelet inhibitory
activities, which can aggravate bleeding, are undesirable and would be considered a side effect. On the other
hand, if the patient is using aspirin as secondary prevention of a heart attack (myocardial infraction) or stroke
(cerebrovascular accident), then the platelet pharmacology is the desired action, and renal and gastrointestinal
activities would be considered negative consequences. The aspirin does not know why you are using it. It just
exerts all of its pharmacological activities in every patient who takes it.

That is why students need to learn all of the pharmacological action of the drug products they recommend to
patients. Understanding the pharmacology, at a mechanism of action level, is required to determine what
beneficial effects as well as what undesirable (safety) effects need evaluation at each follow-up visit. The
practitioner and the patient need to know the intended therapeutic indication and evaluate it for effectiveness. At
the same time the practitioner must expect drug therapies to exert all of their known pharmacological actions.
This is why we keep repeating: Learn your pharmacology, learn your pharmacology, and learn your
pharmacology.

Clinical Parameters: Patient Signs and Symptoms as Evidence of Drug Safety Problems
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Patients manifest undesirable actions of drugs in many ways. The practitioner's follow-up
evaluation must include determining if any of the patient's clinical manifestations are due to
adverse drug effects or toxic reactions related to excessive dosage of the medication.
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The vast majority of medications used in modern medicine are taken orally. Therefore, it is not surprising that
gastrointestinal irritation is a common problem with medications. The direct effects of the drug on the
gastrointestinal lining often cause nausea, vomiting, and diarrhea. Similarly, many undesirable drug effects
manifest as skin eruptions or rashes. Drugs that exhibit some of their pharmacological activities within the central
nervous system can cause patients to become drowsy, somnolent, dizzy, agitated, or confused.

The two major categories of undesirable effects are unpredictable adverse reactions associated with the product
itself and those reactions related to the dosage of the drug. The unpredictable effects include allergic reactions,
hypersensitivity reactions, or idiosyncratic adverse events. The substantially more frequent category of
undesirable drug effects results from the predictable, pharmacological action of the drug regimen and is related to
the dosage of the drug.

In general, adverse effects of drug therapies manifest as clinical signs or symptoms and/or as alterations in
laboratory test results. The practitioner evaluates clinical parameters and/or laboratory parameters during each
follow-up evaluation in order to determine the safety of the patient's drug therapy (Figure 8-3).
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FIGURE 8-3

Evaluating the safety of drug therapy.

Laboratory Parameters: Abnormalities in Laboratory Test Results as Evidence of Drug Safety

Problems

It is common to require the measurement of specific laboratory tests as part of a follow-up evaluation to
determine the safety of the patient's drug therapies. Drug toxicities can often be identified before severe or
permanent harm is caused by evaluating laboratory tests parameters on a scheduled basis.

Several of the drug products commonly used to manage hyperlipidemia can cause liver damage, including
atorvastatin, simvastatin, pravastatin, and lovastatin. Tests to determine the presence and extent of hepatic
damage (ALT: alanine aminotransferase, AST: aspartate aminotransferase) are recommended at baseline and
every 12 weeks as part of the follow-up evaluation of patients using these agents to lower cholesterol and other
lipids. If the results of these hepatic injury tests become elevated to greater than two to three times normal, the
drug therapy may need to be discontinued and different therapeutic alternatives need to be used to manage the
patient's hyperlipidemia.

Another example of using laboratory test results to evaluate the risk of drug therapy would be measuring serum


http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133828
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=134041
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133960
http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=134010

potassium in patients receiving digoxin therapy. The cardiac toxicity of digoxin is more pronounced in the
presence of hypokalemia, hypomagnesemia, and hypercalcemia. The risk of digoxin toxicity is reduced if serum
electrolyte concentrations are evaluated at follow-up and maintained within the desired normal ranges.

It is important for practitioners to understand the laboratory test parameters that are most useful in detecting drug
toxicity and to make certain that these tests are appropriately scheduled as part of the patient's follow-up
evaluation. Key activities in the follow-up evaluation step of the care process include the collection, interpretation,
and evaluation of clinical and laboratory parameters to judge effectiveness and safety of the patient's drug
therapy.

The positive clinical impact of pharmaceutical care practice has been well documented. The elimination of drug
therapy problems from a patient's medication regimen can have a dramatically positive impact on the patient's
health and well-being. Not all drug therapy problem resolutions result in cost savings that can be measured within
even 1 to 2 years. However, clinical improvement in general and the achievement of specific goals of therapy can
be documented and analyzed. Some goals of therapy are used as surrogates for improved health and positive
outcomes. For example, the achievement of a desired cholesterol of <200 mg/dL (<5.2 mmol/L) is used to
evaluate a patient's risk of developing coronary heart disease or a stroke. Therefore, logic would suggest that for
patients with elevated cholesterol (total cholesterol and low density lipoproteins-LDL) lowering the patient's
cholesterol would lower risk. This relationship can be complicated as we now have data suggesting that patients

with peripheral arterial disease can benefit from treatment with a statin regardless of their baseline lipid levels.4

So, evaluating the impact that statins have on your patients by how much their cholesterol levels or their LDL
levels are lowered may not tell the whole story. It often requires years of therapy to realize the full measurable
benefit from some drug therapies. Similarly, it can take years of exposure to a medication in many thousands of
patients to be able to fully evaluate the toxicity of the product.

In pharmaceutical care practices, we can track the changes in patient risk factors due to medication use. Patients
with hypertension can be evaluated at each visit to determine if the antihypertensive medication regimen is
appropriately controlling the patient's systolic and diastolic pressures. Most guidelines call for blood pressures to
be maintained at or slightly below 140/90 mmHg in patients with uncomplicated hypertension. However, for
patients with diabetes, renal disease, and heart failure the lowering of the blood pressure to a value of 130/80
mmHg is recommended. These same guidelines call for the selection of specific drugs to be used to lower blood
pressure in patients with “compelling indications” such as heart failure or diabetes. Blood pressure control is an
example in which the desired goal of therapy and even the medications used to achieve the goal can be different
for patients with different medical conditions or combinations of diseases. Therefore, each patient's situation must
be evaluated individually to ensure that the appropriate medications are being used to achieve the appropriate
goals of therapy.

Patient Data: Outcomes

Evaluating the outcomes of drug therapy requires comprehensive documentation of related medications,
laboratory values, and changes in clinical signs and symptoms over time. In the Assurance System practitioners
can record changes in parameters used to evaluate the impact of drug therapy for each medical condition the
patient has. As an example, to evaluate the outcomes that drug therapies are having on a patient with diabetes,
you need to be able to evaluate glycemic control (blood glucose and hemoglobin A1c), blood pressure control
(<130/80 mmHg), and lipid lowering (LDL <100 mg/dL, 2.6 mmol/L). In order to fully evaluate the outcomes
associated with drug therapies in patients with diabetes, all of these values (and more if the patient also has other
comorbidities) must be monitored, evaluated, and documented over time. Using the Assurance System
practitioners providing care for patients with diabetes can track improvements or lack of improvement in all of
these laboratory measurements over time. This allows the practitioners to easily evaluate the impact that the



patient's drug regimens are having on the various surrogate endpoints and make necessary adjustment in drug
selection or dosing to achieve the desired goals.

In 4700 patients with diabetes, blood pressures were measured over time and documented in the patients'
electronic therapeutic record. At their most recent visit, 95% of their values for diastolic blood pressure were at
goal (<80 mmHg). Systolic pressures were at goal in 71% of the most recent measurements (<130 mmHg). In
these same patients glycemic control was evaluated by measuring their A1c values. Their most recent A1c values
were at goal (<8%) in 85% of patients with diabetes. Their most recent A1c values were at a more aggressive
goal of <7% in 58% of cases. As described earlier, lipid control is also an important factor in reducing risk for
patients with diabetes. Their most recent cholesterol (total) was at goal (<200 mg/dL, 5.2 mmol/L) in 88% of these
patients with diabetes. In 77% their LDL was at goal (either <100 mg/dL, 2.6 mmol/L or <70 mg/dL, 1.8 mmol/L if
indicated). Triglycerides were at goal in only 57% of these patients with diabetes indicating that many patients
require individualized drug regimens, often combinations, in order to adequately control cholesterols and
triglycerides.

Patients with hyperlipidemia most often are treated with a statin or a combination of lipid-lowering agents.
Practitioners followed over 3300 patients with hyperlipidemia to evaluate the clinical outcomes of their drug
therapies. In this group, their most recent cholesterol (total) was at goal in 86% of patients. The most recent LDL
was at goal in 80% of patients with hyperlipidemia, whereas triglycerides were at goal in 58% of these patients
with hyperlipidemia. Similarly, the HDL most recently documented was at goal (>40 mg/dL, 1.1 mmol/L) in 61% of
these patients. Table 8-4 summarizes these clinical outcomes data in patients with diabetes and in patients with
hyperlipidemia.

Table 8-4 Outcome Data in Patients with Diabetes and Patients with Hyperlipidemia
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In order to evaluate the clinical impact that pharmaceutical care practices can have on patients, practitioners
document several laboratory-monitoring parameters serially over time. Blood pressures, lipids, and hemoglobin
A1c are the most common values followed in these patients. Across all 19 of these pharmaceutical care practices,
the A1c was reduced by an average of 0.4% (P < 0.01). Statistically significant reductions in systolic blood
pressure, total cholesterol, LDL, and triglycerides were also documented. Table 8-5 describes these outcome
data across all 19 pharmaceutical care practices. The average difference in values by practice are measured
from baseline (the earliest measured value) to the most recent value (the latest measured value) in patients with
multiple measurements.

Table 8-5 Outcomes of Key Laboratory Values in Patients Receiving Medication Management Services

Average difference by P
practice value

Average earliest
value

Average latest

Number of Patients
value




A1cn=2109 7.7 % 7.2 % 0.4 % <0.01

SYSTOLIC n =3852 | 132 mmHg 129 mmHg 4 mmHg <0.05
g;ggmuc n= 76 mmHg 75 mmHg 1 mmHg ns
CHOLESTEROLN= | 172 mgiaL 168 mg/dL 10 mg/dL <0.05
LDL n = 1665 98 mg/dL 92 mg/dL 7 mg/dL <0.01
HDL n = 1694 49 mg/dL 48 mg/dL 1 mg/dL ns
TRIGLYCERIDES n | 459 mg/dL 145 mg/dL 21 mg/dL <0.05

=1673

Determining the Clinical Outcome Status

In pharmaceutical care practice, the practitioner is responsible for the outcomes of drug therapies. To determine if
this fundamental professional responsibility is being met, practitioners must make a clinical judgment about
patient outcomes. Each follow-up evaluation contains the practitioner's clinical judgment as to how effective the
care plan and the associated drug therapies have been in achieving the goals of therapy for each of the patient's
medical conditions. From the information gathered at the follow-up evaluation, the practitioner and the patient can
evaluate the outcomes to that point in time.
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The practitioner is responsible to document the progress (or lack of progress) in achieving the
goals of therapy.

In a comprehensive medication management service, the status of each medical condition being managed by
medications is evaluated at each follow-up encounter. This provides a longitudinal picture of the effectiveness of
the patient's drug therapy over time. For patients with acute disorders, the follow-up evaluation often serves as
the determination of the final outcome. More commonly, for patients with chronic conditions, continual or serial
follow-up evaluations over time serve to establish the improvement or decline in the status of the patient's
condition being managed with drug therapy during that same time frame.

In practice, many patients have multiple conditions and require drug therapy to manage both acute and chronic
conditions simultaneously. Therefore, practitioners require a working vocabulary of terms that can be used to
effectively describe and document the outcome and status of patients' conditions being managed with
medications. A standard set of definitions for pharmacotherapy outcomes has been established and is discussed

below in detail.:6
Outcome Status Terminology

The standard terminology used to describe clinical outcome status resulting from drug therapies is precise and
represents both the decisions and actions on the part of the practitioner and the patient.



The standard outcome terms describe two characteristics of the patient's drug therapy:

1. the progress, or lack of progress, in achieving the desired goals of therapy at the time of the follow-up
evaluation;

2. the action, if any, taken to adjust the patient's drug therapies.
A summary of the outcome status terminology with standard definitions is given in Table 8-6.

Table 8-6 Summary of Outcomes Status Terminology and Definitions

Pharmacotherapy

Definition
outcome status

Goals of therapy have been achieved. Drug therapy has been completed
RESOLVED and can now be discontinued. Usually associated with therapy for acute
disorders.

Goals of therapy have been achieved. The same drug therapy will be

STABLE continued with no changes. Usually associated with therapy for chronic
disorders.
IMPROVED Adequate progress is being made toward achieving the goals of therapy at
this point in time. The same drug therapy will be continued with no changes.
Some measurable progress is being made toward achieving the desired
PARTIALLY goals of therapy, but adjustments in drug therapy are required to better
IMPROVED achieve the goals. Usually dosage changes or the addition of additive or
synergistic therapies are required.
No or only minimal progress in achieving goals of therapy can be
UNIMPROVED demonstrated at this time. It is judged that more time is needed to evaluate

the full response of this drug regimen. Therefore, the same drug therapy will
be continued at this time.

There has been a decline in the health status while receiving the current
WORSENED drug therapy. Some adjustments in drug regimen (product and/or dosage)
are required.

The goals of therapy have not been achieved despite adequate dosages
FAILURE and adequate duration of therapy. Discontinuation of the present medication
and initiation of new drug therapy are required.

EXPIRED The patient died while receiving drug therapy.

See references 5 and 6.

Before we describe each outcome term in detail and provide an example of each, we should begin by defining a
term that will be useful in outcome evaluation. The term initial is used to describe the status of the patient's
medical condition at the time drug therapy is first initiated and goals of therapy are being established. This
represents the beginning of therapy and allows the practitioner to determine the length of time required to achieve
the observed clinical outcomes.



INITIAL

This unique outcome term is reserved to note the time (day) when pharmacotherapy was initiated to manage a
patient's medical condition. Noting the initial date allows calculation of the total length of therapy as well as the
time to reach goal.

Example A 56-year-old female has had elevated cholesterol and LDL over the past 18 months. She has changed
her diet last year and started an exercise program 3 months ago. Today she is starting her statin therapy with
atorvastatin 10 mg daily. The outcome status of her statin therapy today would be documented as initial.

It will be difficult to determine actual outcomes without a clear understanding of the initial status of a patient. Now

we can describe each of the formal outcome terms.5

RESOLVED

The patient's desired goals of therapy have been successfully achieved, and drug therapy can be discontinued.
The use of the term resolved is intended to represent a final positive patient outcome, and is most often
applicable to acute medical conditions or illnesses. The action taken, in this case discontinuing the drug therapy,
should be documented along with the clinical and/or laboratory evidence of the positive outcome.

Example Consider the case of a successful treatment of a community-acquired pneumonia in a 53-year-old male
patient with a 10-day course of oral erythromycin therapy at a dosage of 500 mg four times each day. By the end
of the 10 days of antibiotics, the patient's temperature is back to normal, he has stopped coughing, his white
blood cell count is no longer elevated, and the infiltrates originally seen on his chest x-ray have cleared. He does
not require any further antibiotics past the original 10-day course of treatment. No additional follow-up is needed
as his pneumonia has resolved.

STABLE

The patient's goals of therapy have been achieved, and the same drug therapy will be continued to optimally
manage the patient's chronic disease. This is most frequently the case when drug therapy is used to treat or
prevent a chronic medical condition or illness. In these cases, stabilizing the patient's clinical condition and/or
improving laboratory test results were the predetermined desired goals.

Example In order to stabilize a 63-year-old female patient's blood pressure within a desired range of 110—
120/70-80 mmHg within 2 months, the practitioner initiates pharmacotherapy with 25 mg of hydrochlorothiazide
every morning, a sodium-restricted diet, and a low-impact exercise program. At the 60-day follow-up evaluation,
the patient's blood pressure was 112/76 mmHg and her blood pressure was at goal; therefore, her hypertension
was judged to be stable and no changes in hydrochlorothiazide dosage regimen were made. The next follow-up
evaluation might be planned to occur in 90 days to reevaluate the continued success of the entire care plan.

IMPROVED

Measurable progress is being realized in achieving the patient's goals of therapy. Goals have not been completely
achieved at this time; however, no changes in drug therapy will be implemented at this time because more time
will be required to observe the full benefit from this drug regimen.

Example Consider a 55-year-old male patient whose depressive signs and symptoms such as loss of energy and
disturbances in sleep and eating patterns have improved following an initial 3 weeks of drug therapy with 100 mg
daily of the antidepressant drug sertraline (Zoloft).

Although his depressed mood and ability to concentrate have still not fully responded, no changes in his dosage
regimen will be instituted at this time. In this case, his depression is improved and an additional follow-up
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evaluation would be scheduled for 4 weeks.
PARTIAL IMPROVEMENT

The evaluation indicates that some positive progress is being made in achieving the patient's goals of therapy, but
adjustments in drug therapy are considered necessary at this time in order to fully meet all of the goals of therapy
by the next scheduled follow-up evaluation.

Example A 47-year-old female patient whose arthritic hip pain has been somewhat relieved following 2 weeks of
therapy with ketoprofen (Orudis) 12.5 mg four times daily, desires additional relief from her discomfort. The
practitioner's evaluation is that her arthritis pain is partially improved, but indicates that greater effectiveness
might be realized by increasing the total daily dosage of ketoprofen to 75 mg taken as 25 mg three times daily.
The next follow-up evaluation is scheduled to occur in 2 weeks to determine if this adjustment in the dosage
regimen of the nonsteroidal anti-inflammatory medication produces continued and/or additional relief for the
patient without intolerable stomach irritation, headache, or fluid retention.

UNIMPROVED

The practitioner's clinical evaluation is that, to date, little or no positive progress has been made in achieving the
patient's goals of therapy, but further improvement is still anticipated, given more time. Therefore, the patient's
care plan will not be altered at this time. Thus, the unimproved status evaluation is dependent on the timing of the
follow-up evaluation.

Example An adult male patient who is allergic to penicillin is started on erythromycin 250 mg orally four times a
day for the treatment of a localized soft tissue infection following a work-related injury to the right forearm.
Twenty-four hours after initiating erythromycin therapy the patient experiences some nausea from the antibiotic,
and the injured area on the arm is still inflamed and slightly swollen. The practitioner reassures the patient about
the nausea and provides him with a suggestion as to how to minimize this undesirable side effect commonly
associated with erythromycin, and documents an evaluation of the current effectiveness of therapy. The
practitioner reports that although the arm is unimproved at this early stage in therapy, no dosage changes are
indicated, and that 3 to 5 days would be an appropriate time to make another evaluation of the potential
effectiveness of the erythromycin therapy.

WORSENED

The practitioner's evaluation describes a decline in the health of the patient despite an adequate therapeutic trial
using the best-possible drug therapy for this individual. Because the goals of therapy are not being achieved,
changes in the patient's drug therapies are necessary at this time. The drug dosage may need to be increased
and/or additive or synergistic drug therapies might need to be added. A future follow-up evaluation should be
planned to examine the status of the patient's condition once the changes in the drug therapy have been
instituted.

Example A 17-year-old athlete whose elbow stiffness and muscle pain have progressively become more
bothersome over the past 4 days despite the use of acetaminophen 325 mg three times each day and ice packs.
This worsening condition might call for increasing the acetaminophen dosage and/or adding a topical analgesic
such as capsicum. Two days after increasing the acetaminophen dosage to 1000 mg three times a day and
adding topical capsicum, the practitioner would follow-up again to determine the effectiveness in reducing the pain
and stiffness in this varsity athlete.

FAILURE

The practitioner's evaluation indicates that the present drug therapies have been given at adequate dosages and
for an adequate amount of time, yet they have failed to help the patient achieve the goals of therapy. Therefore,
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the present therapy should be discontinued and alternate pharmacotherapy initiated. In these situations, the
desired outcomes have not been realized and the initial treatment is considered a failure.

Example A 37-year-old female patient whose symptoms of seasonal allergic rhinitis have not improved with 2
weeks of chlorpheniramine therapy at a total daily dose of 24 mg/day. The chlorpheniramine therapy is judged to
be a failure. Therefore, it will be discontinued, and new drug therapy initiated such as loratadine (Claritin) 10 mg
daily. The next follow-up evaluation is planned in 5 days to examine the effectiveness of loratadine in controlling
the patient's symptoms of rhinitis.

EXPIRED

The fact that the patient dies while receiving drug therapy is documented in the record. Any important
observations about contributing factors, especially if they are drug-related, should be noted.

Using this standard pharmacotherapy outcome status terminology is a powerful tool in analyzing and improving
your ability to care for patients, maintain a viable practice, and communicate effectively with other practitioners.
Deciding the status of a patient's condition is a necessary component in the care process. We use condition
status to measure outcomes in patient care. After you have identified and documented a patient's drug therapy
problems, you must evaluate and document the status of each of the patient's conditions. When evaluating the
condition status, take into consideration both the patient's goals and drug therapy problems related to the
condition.

To decide which status is appropriate you should ask yourself two questions:

1. Did we achieve the patient's goals of therapy for effectiveness and safety?

2. Were there any drug therapy problems? Did you change or adjust any drug therapies?
Table 8-7 describes the outcome status in terms of goals met.

Table 8-7 Outcome Status in Terms of Goals Met

Goals of therapy being

met Resolved: goals achieved, therapy completed

Stable: goals achieved, continue same therapy

Improved: progress being made, continue same therapy

Partial improvement: progress being made, minor adjustments
required

Goals of therapy not

being met Initial: goals being established, initiate therapy

Unimproved: no progress yet, continue same therapy

Worsened: decline in health, adjust therapy

Failure: goals not achieved, discontinue current therapy and replace
with different therapy

A clinical example of each status and when to use it is described below. These samples follow our patient RJ and
show how we assigned his condition status for each encounter.
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Clinical examples:

* 1. RJ is newly diagnosed with hypertension. During your appointment, you and RJ establish that his goals of
therapy for hypertension are a blood pressure of less than 140/90 mmHg and no side effects from the
medication. Together you decide that he needs additional therapy for an untreated condition and start
lisinopril 10 mg daily.

Condition status for hypertension would be Initial because it is a new diagnosis for the patient. You established
goals today and initiated new therapy to resolve the drug therapy problem.

e 2. RJ returns for another appointment in 1 week and his blood pressure is down from 170/100 mmHg last
week to 162/96 mmHg today without any side effects. Together, you decide to continue lisinopril 10 mg daily
and follow-up in 1 month.

Hypertension status would be Improved because you have made progress toward his goal BP of <140/90 mmHg,
and you did not make any changes today (no drug therapy problem at this time).

« 3. RJreturns in 1 week, and his blood pressure is still 162/96 mmHg without any side effects. Together, you
decide to continue lisinopril 10 mg daily and follow up in 1 month.

Hypertension status today would be Unimproved because you haven't made any progress yet toward RJ's goal
blood pressure <140/90 mmHg but are not making any changes either (no drug therapy problem at this time).

e 4. RJreturns in 1 month and his blood pressure is 155/95 mmHg with no side effects. Together, you decide to
increase to dosage of lisinopril to 30 mg daily and to follow up in 1 month.

Hypertension status today would be Partial Improvement because you have made progress toward goal BP of
<140/90 mmHg but made a minor adjustment by increasing the dosage (drug therapy problem—dosage too low).

e 5. RJreturns in 1 month, and his blood pressure is 115/74 mmHg, and he describes feeling dizzy when he
stands. He has fallen once due to dizziness. You attribute this to lisinopril and decrease his dosage to 20 mg
daily and will follow-up in 2 weeks.

Hypertension status today would be Worsened because even though his BP goal of <140/90 mmHg was reached,
his condition worsened due to side effects from the medication, and you made a change by decreasing his
lisinopril dosage (drug therapy problem—adverse drug reaction).

* 6. RJreturns in 2 weeks, and his blood pressure is 144/94 mmHg. He describes having a dry cough that is
annoying him. You attribute his cough to lisinopril. Together, you decide to change his lisinopril 20 mg
hydrochlorothiazide 25 mg daily and will follow-up in 2 weeks.

Hypertension status today would be Failure because his BP goal is not at <140/90 mmHg and you discontinues
current therapy due to an unmanageable side effect and changed to a new drug (drug therapy problem—adverse
drug reaction).

» 7.RJreturns in 2 weeks and his blood pressure is 128/84 without any side effects. RJ reached his goals of BP
<140/90 with no side effects. You decide to follow-up in 1 month.

Hypertension status today would be Stable because RJ reached all goals for hypertension and he will continue
the same therapy without any changes (no drug therapy problem).

After reading these examples, some of the common mistakes should be clarified:

» Keep in mind that you are trying to achieve goals for effectiveness as well as for safety.
» Do not choose stable, improved, or unimproved if you found a drug therapy problem for the condition.
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Continuing the same therapy inherently means that you did not find a drug therapy problem today.

» Do not choose initial for a condition that is not new for the patient. If the patient has been taking medications
for her hypertension for 5 years, and today is the first time you are meeting with her, the status cannot be
initial.

» Do not be afraid to choose failure. It does not mean that you failed or the patient failed, it means that they
drug therapy regimen failed to produce the desired outcome.

» Changing dosages are minor adjustments (partial improvement, worsened). Changing drugs is most likely
failure or partial improvement in the case of an adverse drug reaction.

Carefully documented follow-up evaluations can provide important summary data to address vital questions such
as “How long does it take for your patients with hypertension to achieve their goals and become stable on their
new antihypertensive drug therapies?” or “Which of my patients receiving antidepressants are unimproved, or
only partially improved, after 60—90 days of therapy?” Outcome data supporting the positive contributions of
pharmaceutical care require person-to-person follow-up evaluations and systematic, explicit clinical decisions and
documentation of patient outcomes over time.

Having command of this clinical outcomes vocabulary becomes noticeably important when one considers the
complexity of patients encountered in practice. Some patients have acute or self-limiting conditions that might be
expected to be totally resolved by appropriate drug therapy. Patients with acute bacterial infections represent
common examples in which one might establish a realistic goal to resolve the infection within a certain time frame
(10-14 days). However, the vast majority of patients suffer from chronic disorders such as hypertension,
depression, hyperlipidemia, asthma, and/or arthritis for which patient's goals of therapy do not include the
complete resolution, but rather include interim (surrogate) goals such as reducing blood pressure or blood
glucose or improving the condition by reducing signs and symptoms, correcting abnormal test results, and/or
improving the patient's endurance or ability to ambulate. In patients with chronic disorders, the status of stable
(goals are being met and there are no drug therapy problems at this time) is often the best that can be expected.

In addition to individual laboratory outcome measurements, practitioners can make an overall clinical evaluation of
the status of the patient's condition at each follow-up visit. The outcome status by condition can be used to track
progress over time at achieving desired goals of therapy. These clinical outcome evaluations by the practitioners
often require evaluating both quantitative (laboratory tests) and qualitative (questions about pain, cough,
tiredness, sleeping and eating patterns) patient-specific data. The practitioner evaluates if the patient's drug
regimen has achieved the desired goals of therapy or if measurable progress is being made toward the patient's
goals.

Patient Data: Outcomes

As described earlier, practitioners use a standard set of terminology to (1) describe their pharmacotherapeutic
evaluations of the patient's progress toward meeting the goals of therapy and (2) describe if an adjustment had to
be made in the patient's drug therapy. In the patient data analyzed, the pharmaceutical care practitioner
evaluated 33,273 individual medical conditions at least two separate times and the outcome status was
documented for each.
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For those patients' medical conditions that were not at goal at their first visit (18,866), 54% of their
conditions improved (10,195) with the identification and resolution of their drug therapy problem(s).
This is strong evidence of the overall clinical value that pharmaceutical care practice can bring to
our health care systems.




These practitioners worked directly with patients and their physicians to identify and resolve drug therapy
problems, and thus make important progress in meeting patient-specific goals of therapy. More than one of every
two medical conditions that was not at goal at the first visit was documented to be at goal by the latest
documented pharmaceutical care visit.

Patients' clinical status declined in 26% of medical conditions (4837) and the status was unchanged (no
measurable progress was made in achieving the goal of therapy) in 20% (3834). Therefore, in 74% of patients'
medical conditions that were not at goal when the patient first visited the pharmaceutical care practitioner, their
condition improved or remained the same (Figure 8-4).

Outcomes

Source: Cipolle R], Strand LM, Morley PC: Pharmaceutical Care Practice: The Patient-centered Approach
o Medication Management Services, 3rd Edition: www.accesspharmacy.com

Copyright € The McGraw-Hill Companies, Inc. All rights reserved.
FIGURE 8-4

Outcomes of patients' medical conditions that were not at goal at the first visit (N = 18,866).

Not all conditions can be improved to the extent of achieving the stated goals of therapy. However, by keeping
comprehensive records of progress and lack of progress, practitioners can continue to make adjustments and
manage the patient's drug therapies to maximize the benefits that the patient receives from his medications.
Effective medication management requires constant vigilance and aggressive follow-up schedules to ensure that
every patient's drug therapies are producing the desired outcomes.

Patient Outcome versus Practitioner Output

Dictionaries define outcome as the final result, or consequence. As applied to pharmaceutical care, outcomes
refer to that which is a direct consequence of the collaborative efforts of practitioners and patients.

Much has been spoken and written about outcome evaluations and the positive outcomes that will result from
various practitioners providing pharmaceutical care. However, much of this discourse is somewhat hollow. In fact,
much of what is described as outcomes of drug therapy has little to do with patient outcomes at all. Much of this
energy is misdirected toward counting and measuring outputs of practitioner activities. These practitioner outputs
often include actions such as doses changed, the number of prescriptions substituted with a formulary approved
generic product, or the percentage of time that prescribers agree with the recommendation of the pharmacist.
These outputs may or may not have any measurable influence on the health and welfare of the patient. In fact,
some of these activities may adversely affect the patient.



Patient outcomes do not include whether or not the prescriber followed the pharmacist's recommendation to
change a dose. Patient outcomes do not include successfully substituting a less expensive drug product for
another. It is also important to note that patient outcomes do not include implementing a protocol for a group of
patients with a particular disorder, and outcomes do not include counseling patients on how to properly administer
medications. Each of these well-meaning and frequently useful interventions may or may not have a positive
impact on any given patient. To determine positive and/or negative clinical outcomes, the effectiveness and safety
of the patient's drug therapies must be evaluated and documented.
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There are no shortcuts to positive patient outcomes. Patient outcomes resulting from drug therapy
cannot be determined from a distance. Outcomes cannot be measured from the boardroom, they
cannot be measured from the hallway, and a computer program cannot generate them.

If one is truly concerned with the impact that drug therapies have on patients, there is no better method available
to determine clinical outcomes than by personally contacting each and every patient at appropriately planned
intervals and eliciting information describing the effectiveness and safety of pharmacotherapy. Only through the
direct clinical approach can the impact of drug therapies be fully understood.

To fully accept responsibility for patient outcomes associated with drug therapy, the practitioner must be prepared
to recognize not only the positive outcomes that can be anticipated, but also the negative. It is important to keep
in mind that even the most carefully designed care plans and associated drug therapies cannot be expected to
always result in positive outcomes. The performance of an appropriately scheduled, comprehensive, and
continuous follow-up evaluation of effectiveness and safety is an essential responsibility within the practice of
pharmaceutical care.

Assessment for New Drug Therapy Problems

Another purpose of follow-up evaluations is to identify new medical conditions that require treatment with drug
therapy or determine if any new drug therapy problems have developed. This requires the application of the same
skills used throughout the assessment step of the pharmaceutical care process.

A negative patient outcome at the follow-up evaluation is considered a new drug therapy problem and must be
prioritized as such and resolved as expeditiously as possible. In pharmaceutical care practice, negative patient
outcomes are resolved in the same way that other patient-specific drug-related needs are addressed.

For example, if your patient's major depressive disorder has not improved after the recommended 12 weeks of
antidepressant therapy, then your patient's therapy has not resulted in a positive clinical outcome. If the clinical
decision is that the outcome at this point would be considered a failure, then you would describe this new drug
therapy problem as “the patient is receiving ineffective drug therapy for depression.” You are now responsible to
institute whatever interventions are needed in order to improve the patient's medication experience. Despite your
best efforts, corrective action is required. You will need to discontinue the failed drug therapy and identify a new
pharmacotherapeutic approach to manage this patient's depressive illness.

Schedule for Continuous Follow-Up Evaluations

The last activity of a well-conducted evaluation is to establish the schedule and plan for continuous follow-up
evaluations. The therapeutic relationship serves as the basis for providing continuous care and constantly



improving the management of the patient's medications. Providing continuous care is an active process and
requires a commitment to keep in contact with each patient throughout the entire course of therapy.

Documenting the Follow-Up Evaluation

Documentation of the follow-up evaluation is required. The main objective when documenting your findings from a
follow-up evaluation is to establish the association or connections between the patient's indication, drug therapy,
and actual outcomes. It is essential that when you conduct a follow-up evaluation, you record the patient
outcomes and your clinical evaluation of the patient's status while receiving drug therapy.

The outcome status is recorded using the standard outcome terminology of resolved, stable, improved, partially
improved, unimproved, worsened, or failure. These terms represent your clinical judgment. Supporting evidence
for that judgment can include improvements in clinical and/or laboratory values. These are balanced or compared
to evidence (or lack of evidence) of adverse drug effects documented as undesirable changes in clinical and/or
laboratory values caused by drug therapy (Appendix 3).

Recommended changes in drug therapy are documented at the follow-up evaluation, and the care plan is
modified to reflect the new therapy. Changes in product, dose, interval, duration, and/or instructions need to be
clearly and completely understood by the patient. The schedule for the next follow-up evaluation must be
recorded.

You should place your signature on the evaluation record. This step, in essence, completes a circle of care.
Furthermore, patients, other practitioners, and payers must be able to link the care provided with a specific
practitioner or team. Care represents a people-process, so new practitioners should establish the clinical habit of
signing all work.

Summary

The follow-up evaluation supports and maintains a positive therapeutic relationship. It is the best method available
to determine patient outcomes. Outcomes are what the patient experiences as a result of specific drug therapies
and related drug information, advice, and other interventions. Follow-up evaluations are the critical points at which
the effectiveness and safety of the patient's care plan and associated drug therapies are determined and
balanced against one another, and where decisions concerning further adjustments in drug therapy are made.

There are several important activities and skills required of the practitioner in order to conduct an appropriate
follow-up evaluation. During the follow-up evaluation, patient outcomes are observed and recorded, progress in
meeting goals of therapy is appraised, effectiveness and safety of drug therapies are evaluated, and an
assessment is made to determine whether new problems have developed since the last encounter. The
connections the practitioner establishes throughout each follow-up evaluation include (1) the patient's medical
condition, (2) the medication(s) used to manage that condition, (3) the clinical outcome at the time of the
evaluation, (4) the practitioner's clinical judgment as to the outcome status, and (5) any changes in drug therapies
that are necessary to improve the patient's medication experience.

In practice, patient outcomes are not always predictable and are not always positive. Practitioners must be willing
to engage in critical, reflective reviews of all of their clinical decisions. Pharmacotherapy is a classic example of
biology in which one introduces an exogenous chemical influence (drug) into a complex biological system
(patient), and the result (outcome) is neither consistent nor universally predictable. Pharmaceutical care practice
requires practitioners and patients to make decisions in areas of uncertainty.

The follow-up evaluation provides an ideal situation in which to grow as a practitioner. The best practitioner is on



a constant quest to improve. This means that each practitioner can learn from every follow-up evaluation, gaining
confidence from clinical successes and by recognizing failures or mistakes and work diligently toward
improvement.
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Key Concepts

1. All patient care that is provided as medication management services must be documented to meet ethical,
professional, and legal guidelines and standards.

2. The patient's Electronic Therapeutic Record is the basis for record-keeping for medication management
services.

3. The Patient's Personalized Care Plan contains the information that is most useful to the patient and having
this information allows the patient to actively participate in his care.

4. The Electronic Therapeutic Record provides physicians and other practitioners with unique, comprehensive,
and useful information about all of the patient's medications, drug therapy problems, and recommendations to
optimize the patient's medications.

5. The documentation of medication management services generates the data you will need to manage,
expand, improve, and justify your service.

6. Governmental guidelines will require documentation systems used by pharmaceutical care practitioners to (a)
meet meaningful use criteria, (b) communicate with other patient care systems, and (c) generate research
data to improve patient care and population health in the future.

7. If you didn't document it, you didn't do it!

Introduction

It is the responsibility of all who provide direct patient care services to document three major categories of
information: (a) the data used to make the decisions that fall within your scope of responsibility, (b) the decisions
made for and with the patient, and (c) the actual outcomes that result from those decisions. Practitioners who
provide medication management services are expected to meet this same standard. Documentation of patient
care services is more than making a note or generating medication lists, it is recording the complete care process.
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The documentation not only must be useful to the pharmaceutical care practitioner, but needs to
serve as the primary information resource for the patient, the patient's family, the patient's
prescribers, and those who manage and evaluate the services provided.

The Electronic Therapeutic Record

Records used to document medication management services are called the “Electronic Therapeutic Record.”
Although it is possible to learn the practice of pharmaceutical care from a paper form of documentation, today it is
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nearly impossible and mostly impractical to manage a patient care practice with a paper system. This is why we
refer to the “electronic” portion of this term. We call it a “therapeutic” record to differentiate it from the dispensing
system output. Although information stored in an electronic dispensing system can be useful, it is quite limited in
its value when managing a patient's medications. This record only includes prescription products; it only includes
information about how the prescription was written, but not how it is actually being taken; and it does not
accommodate recommendations made to change medications. The final word in the term is “record” because you
will need a longitudinal record of the patient's care you provide. So, when medication management services are
provided, we will refer to the documentation that follows as the patient's electronic therapeutic record.

We will discuss each of the documentation elements needed to provide quality care in detail, but first we need to
clarify the term Electronic Therapeutic Record, for it is not the same as the Electronic Medical Record (EMR). The
EMR is the record system used by most physician practices, hospitals, and other medical institutions to keep one
consistent location for all medical, administrative, and billing information related to the care of the patient. Most
EMRs were developed for administrative purposes (admissions, discharge, transfer, and billing). Their ability to
support clinical services (laboratory, radiology, oncology, and all the other clinical support services) is still quite
limited. This is the reason why there are many medical specialists who have developed their own clinical support
systems that may or may not interface with the EMR being used in the practice or institution. This is certainly the
case with pharmaceutical care practice. Because medication management services are new, most current EMRs
do not support the practice other than providing a place to write notes. Although writing meaningful notes in the
patient's chart can be important, this form of documentation does not meet any of the other needs, including
patient reports and practice management data or management reports needed to demonstrate the clinical and
economic value of the service. Therefore, the term Electronic Therapeutic Record refers to a clinical,
administrative, and data analysis system that specifically supports the practice of pharmaceutical care (and the
delivery of medication management services). This is necessary to deliver quality services in the era of
technology. Such systems exist and perhaps the most advanced program is that of the Assurance System offered
through Medication Management Systems, Inc (www.medsmanagement.com).

To be optimally effective, this record should interface with other clinicians' records (physicians, nurses, laboratory,
consultants, pharmacies) so that you are able to obtain important information from their systems and you can
provide others with new and useful information about the patient's drug-related needs, drug therapy problems,
goals of therapy, and outcomes, over time. Your records need to be longitudinal because much of the care
provided is chronic care over several months or years. Finally, documentation in medication management
services needs to be current, kept up to date, and completed immediately following each patient encounter.
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The rule in health care is “your documentation needs to be completed before you go home today.”

The documentation required to support medication management services is different from the documentation
required to support a prescription dispensing business. Documentation is used here to refer to all the patient
information that is recorded for long-term use and is related to the management of medications.

Documentation of a patient care service requires several different outputs to be routinely generated from the
patient's electronic therapeutic record. The first set of information is the Patient's Personalized Care Plan. This
care plan is printed and presented to the patient at each encounter. It is the tangible evidence that the patient is
receiving medication management services. It contains several items of patient-specific information including (a) a
comprehensive medication summary, (b) instruction on the proper use of each medication, and (c) any additional
recommendations that the practitioner provides to optimize the outcomes of the patient's drug regimens.
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The personalized care plan needs to organize information in a manner that is most useful to the patient (and/or
the patient's care givers). Therefore, the personal medication summary, which is part of this Personalized Care
Plan, is organized by medical condition, so the patient can understand that “these are the medications | use to
control my diabetes,” or the Personal Medication Summary can be organized by time of day, so the patient can
understand “these are the medications | take in the morning and these are the medications | take at bedtime.”
Being able to provide physical, colored pictures of the patient's medications on her personal medication summary
reduces confusion for patients taking numerous products each day.

Another vital capacity of any electronic therapeutic record is the ability to provide useful information and
recommendations to physicians and others providing care for the patient. This Medication Management
Summary must be designed to help physicians provide the best possible care for the patient. Therefore, it needs
to contain any history of patient drug allergies, adverse drug reactions, and other alerts to prevent harm to the
patient. Also, the patient's medication list must be comprehensive, that is, it must be able to include all of the
drugs the patient is using to manage her medical conditions. This means the patient's electronic therapeutic
record must contain all prescription medications, all nonprescription products used, any herbal, vitamin, or food
supplements taken by the patient as well as why and how the patient is taking each (the indication). Providing
other health care clinicians with a comprehensive medication summary that is organized by indication is of great
value. All who provide care for the patient should be making decisions about the patient's drug therapies based
on a single, universally available, electronic therapeutic record.

The third form of output that is needed to deliver quality medication management services, on a continuing basis,
is the Reports, which we will call Management Reports. Just as the patient record helps the practitioner to
manage the patient, the management reports help the practitioner to keep the practice viable and maintain its
efficiency. The different management reports describe various aspects of your practice including workload, activity
levels, patient needs, patient types, clinical outcomes, economic impact, payment levels, and quality indicator
reports.
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Documentation of a patient care practice is so important that it is not an overstatement to suggest
that if you do not have an appropriate method of documentation, then you do not have a practice.

The Electronic Therapeutic Record allows for both formative and summative documentation. Formative
documentation refers to the recording of certain activities at the time they are performed and describes what is
done when a physician, nurse, or pharmacist is caring for a patient. The medical or patient record is created in a
formative manner. This document is a record of the information collected by the practitioner, the decisions made,
and the actions taken at the time these events occur. It is created one patient at a time. This documentation is
recorded at the same level it is used—at a patient-specific level. The output of this type of documentation is,
optimally, the generation of a database describing the patient, drug, and disease information, decisions related to
drug choice, dose determinations, modalities of administration, parameters for patient monitoring, and patient
outcomes in terms of efficacy, length of treatment, incidence of side effects, toxicity, and other drug-related
behaviors.

This type of documentation serves a formative function, which is to improve the care the patients receive and to
develop the skills and knowledge of the practitioners through repeated practice and the collection and analysis of
patient care information. It is performed concurrently with the pharmacist's activities and decisions, and
accommodates changes when additional data become available. A distinct advantage of the formative type of
documentation is the interactive nature of the process. Corrections can be made and adjustments recorded,



which is consistent with any changing patient status. The documentation system also needs to be capable of
doing summative reporting including practice management reports and these will be discussed later in the
chapter.

Justification for the Electronic Therapeutic Record

The creation of a Patient's Electronic Therapeutic Record is important for many reasons. Perhaps the most
obvious one today, and the one that comes to mind first, is legal liability. It is unfortunate, but truly the case that all
activities performed on behalf of another person need to be documented so that if, in the future, legal action is
brought against the practitioner, appropriate documentation is available. It is clearly the case that the more
comprehensive the documentation, the “safer” the practitioner. But, let us concern ourselves with other, more
patient-centered reasons for documenting the pharmaceutical care provided to patients.

We would like to think the most important reason for creating the Patient's Electronic Therapeutic Record is to
provide quality care to the patient. Documenting patient care decisions and interventions is a vital responsibility of
every practitioner providing pharmaceutical care. Documentation is essential because the patient's condition,
needs, and outcomes are constantly changing. And, the amount of information required to provide
pharmaceutical care is so voluminous as to necessitate recording the information.

No one is able to remember all the vital, clinically relevant information about an individual, and, as the practitioner
sees the patient repeatedly, and the practice grows, it is unrealistic to think that quality care can be provided
without complete documentation. In the practice of pharmaceutical care, you never see the “same patient” twice.
Records must report decisions made, on a continuous basis, and reflect input from multiple practitioners. Each
patient care decision made is based on accumulated results, and data derived from all of the previous decisions
and outcomes. Therefore, patient care documentation must be a chronological record that can be constantly
updated and evaluated to improve patient care. Also, it will seldom be the case that a practitioner works entirely
alone. Technicians, support personnel, other pharmacists, physicians, and nurses will all require access to the
written patient record. Therefore, it must be complete, consistent, easily retrievable, and kept up to date.

There are other reasons to record what is done in practice. It serves as the database for information provided to
the patient. And, it serves as the database for learning to manage your practice. The Patient's Electronic
Therapeutic Record is also important to the practice in the long term since it serves as the basis for payment and
accountability. Any payer for health care services takes a similar position that “if it is not documented, it was not
done.”
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Payment and accountability are not possible without proper documentation.

The Content of the Patient's Electronic Therapeutic Record

We take up the strengths and weaknesses of different approaches to automated systems later in this chapter, but
for now, suffice it to say that regardless of the type of documentation system (paper filing system with paper
charts, an EMR, or a system that specifically supports medication management services), to function optimally,
they all have to be structured to support the professional practice of pharmaceutical care. The following
discussion is relevant to all methods of documentation.

The purpose of the Patient's Electronic Therapeutic Record is to record the results of the cognitive activities of the
practitioner when completing the Pharmacotherapy Workup within the patient care process. Table 9-1 describes



the three important components of practices: the description of the patient care process, the description of the
cognitive activities involved in the process (Pharmacotherapy Workup), and the description of what is documented
as a result of the process.

Table 9-1 An Integration of the Patient Care Process, the Cognitive Process, and the Documentation Process

The Therapeutic Relationship
The Patient Care
Process ,_?_\ﬁsessment of Drug Care Planning Follow-up Evaluation
erapy
: * Resolve drug e Determine
¢ Data collection therapy :
: effectiveness of drug
¢ Determine the problems thera
The patient's drug-related e Achieve goals Det PY foty of
Pharmacotherapy needs of therapy T e s SO
Workup « Identify drug therapy « Prevent drug rug therapy
e Document outcome
problems therapy
status
problems
Documentation Patient's Electronic Therapeutic Record

The Patient's Electronic Therapeutic Record is intended to be the pharmacist's record of the patient-specific data,
information, problems, decisions, activities, interventions, and results. It is important to keep in mind that this
record is an instrument for the pharmacist(s) and should help the practitioner to provide care for numerous
individual patients in an efficient and effective manner. The patient record is a living document and is continually
updated with new or additional patient information, and therefore all entries need to be dated so that positive
patient progress, or its absence, can be evaluated.

The Pharmacotherapy Workup prescribes the nature of the problem solving that must occur between the
pharmacist and the patient. The pharmacist records what transpired during this interaction in the patient care
record. During the workup, the pharmacist collects general and specific information and makes connections
between the patient and his diseases and drug therapies. During the documentation process, the pharmacist
records these connections.

Integrating the Patient's Electronic Therapeutic Record with Other Patient Care Providers

The information generated in the Patient's Electronic Therapeutic Record must be shared with the patients' other
care providers. This can be done by interfacing with the EMR, which still remains costly and frequently is difficult
to accomplish. The companies owning EMRs are reluctant to work with outside vendors. The alternative is for the
Electronic Therapeutic Record to generate reports that can be sent to the EMR. The important point is that the
results of pharmaceutical care practice must be shared, how this happens will continually evolve as technology
advances.

The Patient's Electronic Therapeutic Record must be easily and quickly retrievable at all times. How this is
implemented is institution specific because each institution has its own policy governing medical records. As most
pharmaceutical care practices still establish a separate Electronic Therapeutic Record, this is the context in which
documentation will be discussed.




The Patient's Personalized Care Plan

The patient is central to all therapeutic decisions and pharmacist interventions, therefore documentation must be
able to support the patient's active participation in the care process. The Patient's Personalized Care plan must
reflect this. The Personalized Care Plan is generated from the documentation system after each encounter with
the patient so the patient is able to see what is happening with his drug therapy. This document represents the
integration and culmination of the knowledge, experience, and skills of both the pharmacist and the patient
applied for the benefit of the patient. The patient takes this document home and uses it to actively participate in
his care.

The Patient's Personalized Care Plan is necessary because it:

» provides the patient with a summary of all of his drug, disease, and personal health information at all times.
This information can be shared at all physician visits, dental visits, when the patient is on vacation and needs
information, and if an emergency arises.

» provides the patient a place to record questions, observations, or findings related to drug therapy outcomes,
so the patient can discuss them with the pharmacist, physician, or other health care provider.

» empowers the patient to become and stay actively involved in drug therapy decisions.

The Personalized Care Plan was designed after extensive examination of the information patients write down,
carry with them, and use to keep their drug therapy safe and effective. This document is so useful and necessary
that the United States federal government will soon be establishing standard format requirements for the
document when distributing it to Medicare recipients who are receiving medication therapy management services
under Part D. Care should not be delivered without providing each patient with the information described below.

The Content of the Patient's Personalized Care Plan

Practitioners may construct a different formats for the Patient's Care Plan; however, because the practice must be
consistent and practice standards continually met, the content of the care plan should always be the same. This
will also help patients to know what to expect when they receive medication management services, regardless of
where or who delivers the service (Table 9-2).

Table 9-2 Personalized Pharmaceutical Care Plan




PERSONALIZED PHARMACEUTICAL CARE PLAN

MName: Address: Date:
MEDICATION-RELATED NEEDS Medication Adverse
Special instructions for you allergies reactions

Unigue needs/preferences
SUMMARY OF ALL OF YOUR MEDICATIONS

Indication or Medical Medications  Directions for use  Prescriber (source)
condition

INFORMATION FOR EACH OF YOUR MEDICATIONS AND INSTRUCTIONS

Medication Goals of How to take this Common side  Follow-up
therapy medication effects checkpoints

Mew Concerns/Questions,/Expectations:

Signature Date:

This printed document is often referred to by patients as their “list.” It is quite common for patients to keep their
“list” with them in their purse or wallet. Also, spouses who care for their mates and parents who care for children
often keep their “list” to help them “keep everything straight.” These lists not only contain what the patient is
supposed to take, but many also contain what the patient is not supposed to take.

Medication-Related Needs

The Personalized Care Plan should also include a section on the Medication Related Needs that describes any
unique patient needs or preferences that might influence drug therapy. Medication allergies and adverse
reactions the patient may have experienced in the past and must be used to guide future drug therapy decisions
should be noted. Information describing patient preferences such as liquid dosage forms or medications taken
during the school day requiring an extra bottle with the school nurse can help patients receive the care they
expect. Medication allergies on the Personalized Care Plan do not merely refer to the offending drug, but also
include special instructions such as: allergic to penicillin and should avoid penicillin and related antibiotics such as
amoxicillin, Amoxil, ampicillin, and Augmentin. Similarly, patients who are allergic to aspirin should be instructed to
avoid other nonsteroidal anti-inflammatory drugs such as ibuprofen, Motrin, ketoprofen, Orudis, Clinoril, and
sulindac.

Consistent with the Pharmacotherapy Workup, the Personalized Care Plan distinguishes adverse reactions to
medications from true drug allergies. In the Personalized Care Plan, the patient can see that a past adverse
reaction to a drug, such as nausea from erythromycin taken for acute bronchitis 2 years ago, might influence the
choice of antibiotics in the future, but not necessarily rule out the future use of some other erythromycin product.
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Another example is sunburn associated with tetracycline therapy that can be avoided with proper precautions in
the future. Such precautions would, of course, be noted and brought to the attention of the patient.

Summary of All of Your Medications

The Personalized Care Plan summarizes for the patient all of the medications she or he is taking and the medical
conditions being treated or prevented.

The Summary of All of Your Medications, for the first time, puts all of a patient's drug therapies and their
associated uses and directions for use in one place. This section connects four pieces of information for the
patient: the indication or medical condition being treated, the medication, the directions for use and the prescriber
or pharmacist who recommended the medication. The Personalized Care Plan can and should be continuously
updated so that it can truly represent the patient's current therapies, indications, and directions.

If a patient is taking two of three medications for the same indication, all three are organized and related to the
single indication. For instance, a patient taking Boniva, calcium supplements, and a multiple vitamin supplement
for the prevention of osteoporosis would have all three of these therapies related to the same primary indication.
Similarly, the Personalized Care Plan for a patient who is being treated for high blood pressure with lisinopril and
hydrochlorothiazide would have these two medications related to the same “hypertension” indication.

All the information on the Personalized Care Plan should be clearly stated (avoid as much technical jargon as
possible) and should be as “user friendly” as possible. The indications for drug therapy should be in terms the
patient understands. If you have discussed hypertension in terms of high blood pressure, then the indication on
the personalized pharmaceutical care plan should use the term “high blood pressure.” Similarly, if the patient
refers to episodes of gastritis as heartburn, then this term might best serve as the indication for the patient's
Zantac. Allergic rhinitis might be recognized by the patient as hayfever or seasonal allergies.

There are no legal labeling requirements for the Personalized Care Plan. Thus, medications can be listed as
generic, trade-name, or both, whichever is most helpful to the patient. The description and/or illustration of the
tablet or capsule is often useful for the patient to distinguish one medication from another. For example, Prilosec
(purple capsule), Augmentin (yellow round tablet), clarithromycin Biaxin (yellow tablet) serve as patient useful
descriptions. The Directions for Use should represent how the patient is actually going to take the medication. In
most cases the legal prescription requires the direction to read as the prescriber wrote, even if these directions
are not clear, or directly relevant to what the patient is actually going to do. For instance, common prescription
directions such as “Take 1 TID with meals and HS” might appear on the legal prescription label as “Take one (1)
tablet three (3) times each day with meals and one (1) at bedtime.” However, for the millions of people who do not
eat the customary three meals a day, the directions for use on the Personalized Care Plan might read “Take one
(1) tablet four (4) times a day. Take in the morning, midday, evening and at bedtime with some food to prevent
stomach upset.” In this situation the prevention of nausea with food is made explicit on the Personalized Care
Plan, while it remains implicit on the legal prescription label. It is important that the Personalized Care Plan
translates/interprets complex and often confusing directions into meaningful, comprehensible language and
communicates a realistic attainable set of goals and directions to patients. In this sense the plan becomes a
“cognitive map” for patients to locate solutions and follow pathways to effective drug therapy.

It might also be useful for drug therapies that the patient is no longer taking to be listed in a Personalized Care
Plan. If the patient has been using an antihistamine preparation for several days with no relief for symptoms of the
common cold, and is advised to begin therapy with a decongestant nasal spray to control nasal congestion, it
might be very helpful to use the Summary of All Your Medications section of the Personalized Care Plan to remind
the patient not to use the antihistamine for her cold.
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Information for Each of the Medications and Instructions

The Personalized Care Plan not only contains the summarized information mentioned above, but for each
medical indication for drug therapy the patient receives expanded, more detailed information. The medical
condition is described including common terminology, signs and symptoms, causes, and common approaches to
treatment. The Personalized Care Plan also includes other health advice the patient might find useful to assist in
meeting expected outcomes. Advice about nondrug approaches, diet, exercise, foods or beverages to avoid, and
methods to prevent the condition from reoccurring are useful forms of health information.

The more detailed information in the Personalized Care Plan describes the medication(s) for each medical
condition or indication for drug therapy and describes the goals of therapy so the patient can understand what
benefit to expect from the medications. Again, for each medication, specific, detailed instructions are written
including times of day, length of therapy, and use with or without food are included for each drug product. Also
associated with each medication are the common side effects of which the patient should be made aware. Here
the judgment of the pharmacist is needed to keep the Personalized Care Plan useful to the patient and avoid
making it just another long list of side effects that the manufacturer must list for medical legal purposes. Rather
the contents of the Common Side Effects sections of the Personalized Care Plan reflect the discussion the
pharmacist and the patient had about the patient's drug therapy.
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The therapeutic relationship between the patient and the pharmacist has a substantial influence on
how much detail needs to be contained in any patient's Personalized Care Plan.

Different from a simple list of drugs a patient is taking, the Personalized Care Plan serves as a summary record of
what the patient has agreed to undertake as personal responsibility for the care process (How to Take the
Medication), what should happen (Goals of Therapy and Follow-up check points), and what might happen
(Common Side Effects).

A key section of the Personalized Care Plan is the description of the Follow-up Checkpoints. These include dates
when the patient and/or pharmacist will have follow-up encounters to monitor progress. The Personalized Care
Plan might suggest different follow-up checkpoints to monitor side effects as opposed to monitoring measurable
improvement in the patient's health status. The follow-up check points not only list the agreed upon time and date,
but they also describe what the patient should look for when evaluating the success or failure of their drug
therapy. Conversely, the follow-up checkpoints should describe how the patient can tell if the drug is causing any
unwanted side effects. Here the patient's information should be as detailed and useful as possible and indicate
how patients can recognize that they are experiencing side effects.

New Concerns/Questions/Expectations

The Personalized Care Plan also includes a very important section to be used by patients to record concerns,
questions, or other important issues that they want to discuss with the pharmacist or physician during their next
visit. This section serves to not only allow but encourage patients to get all of their questions addressed. Often,
patients think of additional questions or have new concerns after they have left the pharmacy or physician's office.
This portion of the Personalized Care Plan makes it convenient to record these questions within the context of all
of the patient's medical indications and associated drug therapies.

Finally, the Personalized Care Plan is signed by the pharmacist who prepared it for the patient, and dated in order
to ensure that this individual can understand the content and its implications.



Physician Reports

The electronic therapeutic record must also serve to effectively communicate with the patient's other care
providers. The pharmaceutical care practitioner often needs to efficiently, but effectively, communicate with the
patient's physician(s) about drug therapy problems identified and the recommendations to improve the patient's
medication regimens. Below is the format for the report (Table 9-3). It is designed to be brief, organized, yet
comprehensive. First the patient is identified by name, birth date, age, and reference number (or medical record
#). The next information displayed is allergies and history of any severe adverse drug reactions. These data are
presently early in the report to prevent any serious harm to the patient. Next, it is useful to provide the patient's
alcohol, tobacco, and caffeine use if it will influence care decisions.

Table 9-3 Physician Report for Medication Management Services

Medication Management Service

Address

Phone #

Patient Name

Date of Birth

Age

Gender | Reference #

History of Drug Allergies

Medication

Allergic reactions

Date verified

Adverse Drug Reactions

Medication Adverse reactions Date verified
Alcohol use Special
alerts

Tobacco use

Caffeine use

Activity

Conditions Managed with Drug Therapy

Condition

Drug therapy evaluation
status (date)

Medication, use and
prescriber

Number of
conditions

Number of active
medications

Total number of daily doses

Estimate of month cost
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| | |
Drug Therapy Problems Addressed

Drug Therapy Problem Drugs Involved Condition

Pharmacist Evaluation and Recommendations

Signature: Date:
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The central portion of the physician report is the display of ALL of the patient's medications
arranged by medical condition.

For many physicians, this is the first time they have been presented with a comprehensive list of their patient's
drug therapies organized in a way that makes sense to a physician. Note that the pharmaceutical care
practitioner's most recent evaluation status is included for each condition being managed with medications. These
data inform the physician if the patient's drug therapy has achieved or is achieving the goals of therapy. Many
physicians are unaware of all of the medications being provided to the patient by other prescribers, pharmacists,
and family members, so the total number of conditions, medications, and daily doses are summarized. This
provides an estimate of the complexity of the patient's medication regimens. Also, estimates of the total monthly
costs of all of the patient's medications can be informative.

Drug therapy problems are clearly described using the seven categories with the common causes (see Chapter
5). This includes the drug(s) involved and the medical condition(s) being affected. Then the pharmaceutical care
practitioner's recommendations are the last section. Up to now, all of the information in this physician report is
generated directly from the documentation and is in the form of coded data. Therefore, all of this report becomes
data. Only the written text of the recommendations and any additional comments are free text. Remember free
text does not create data, and therefore is not very useful in summary reports needed to manage busy practices.

In summary, the physician report is formatted to (1) identify the patient, (2) present allergy/alert information, (3)
organize all drug therapies used to manage conditions according to the medical condition, (4) identify drug
therapy problems and causes, and finally (5) provide the recommendation to improve the patient's outcomes
(Table 9-3).

There is a tendency on the part of new practitioners to write lengthy notes describing all they know and/or learned
about the patient and the patient's drug therapies. Our experience and the feedback we repeatedly receive from
physician colleagues are that the pharmaceutical care practitioners report needs to be as brief as possible,
include all of the patient's medications, and end with the “bottom line” of your recommendation to improve the
drug therapy for this patient.

Practice Management Reports

Because medication management services are new to most health care systems, it will be vital to justify, expand,
and improve those services with evidence and data. The documentation of the services provided to patients must
also serve as the data their managers use to evaluate the quality of the service. Therefore, you will have to
combine and summarize patients' Electronic Therapeutic Record data into practice-wide summary data to make
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useful management reports.

Summative, or practice-level documentation is created by combining the formative patient care records described
above and summarizing various aspects of the practice for the purpose of improving the overall care for all
patients in the practice. This type of documentation usually takes on the form of Management Reports. The
Management Reports will focus on such issues as how many patients are seen daily? How long do practitioners
spend, on average, with patients? What types of problems are most common in the practice? What types of
resources are most frequently required for patient care? These types of issues can be addressed from the data
generated from summative documentation, and are essential to the effective management of any practice.

Most Management Reports represent work and services performed in the past and reflect the interventions or
outcomes of several individuals providing care for many different patients. Therefore, summative data, in the form
of Management Reports, are not used for the purpose of caring for an individual patient. However, summative
data recorded as Management Reports are often useful to assist practitioners to improve the way they deliver
care to all patients or subpopulations of patients.
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Management Reports can be used to determine which services are most effective and should be
continued, and which are less valuable and should be modified or discontinued.

The quality of the Management Reports generated and the validity of the data gathered will depend entirely on
the quality of the data entered by the pharmacists when they care for the individual patients. It is certainly a case
of “garbage in, garbage out.” This is just one more reason to consist on complete and quality documentation at
the time the care is provided.

Management Reports are necessary to answer the following types of questions (and more):

» How efficient and effective are your professional and technical personnel at managing the patient workload?

» What are the right type and amount of resources (professional, physical) to effectively and efficiently care for
our patients?

» How financially successful is our practice at this time?

» How can we best expand our practice in the future?

The information you will need documented in order to create these Management Reports is described below.
The Content Required to Generate Management Reports

The capacity to integrate patient data from selected groups or populations with similar characteristics to make
management, protocol development, marketing, staffing, and staff development decisions, is essential to the
provision of quality pharmaceutical care. The patient variables and combination of patient variables frequently
used to select patient “populations” for this type of summative management report include:

e age, body weight, gender, pregnancy, race, marital status

» tobacco use, alcohol use, caffeine use

* insurance carrier, employer, occupation

e address

« indication for drug therapy (/CD-9 code, ICD-10 code, Systematized Nomenclature of Medicine—Clinical
Terms (SNOMED))

» the medication classification, drug product (NDC), pharmacological class
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e number of drug therapy problems (the types and causes of the problems)

e monitoring parameters, values and time frames (laboratory values, patient assessment questions, patient
satisfaction questionnaires)

» patient outcomes, goals of therapy met and not met, patient status at first and last follow-up evaluation

» complexity of the patient drug therapy needs, service date(s)

» service billing amount(s)

The information listed about is necessary to conduct population data analyses on the practice to constantly
evaluate and improve the pharmaceutical care provided. Both aspects of documentation, formative (patient
specific) and summative (population, management), are important to the provision of quality pharmaceutical care.

Software Programs for the Documentation of Medication
Management Services

Early in the development of the practice of pharmaceutical care described in this text, we found that in order to
care for many patients on a continuous basis, paper records could not adequately support the pharmacist or
provide the useful summative reports to manage busy practices. To aid pharmacists participating in the

Minnesota Pharmaceutical Care Project,1 we worked to develop a computerized pharmaceutical care
documentation system now marketed worldwide as the Assurance System. This computerized documentation
system is based on the practice of pharmaceutical care as described in this text and is designed to assist
pharmaceutical care practitioners who provide care to many patients over time. The Assurance System is
presently used by pharmacists in several countries and is used to teach pharmacy students in many institutions
across North America. In addition, all of the patient data analyses presented in this text were made possible
because of this software. The software can be previewed and more information about it can be found at
www.medsmanagement.com.

If you are interested in using a paper system to learn the practice or to begin to learn to document the practice,
you can find a copy of the Pharmacotherapy Workup Notes in Appendix 3.

The pharmaceutical care documentation system specifically developed to support the practice uses a relational
database to create and maintain a patient-centered, longitudinal record of the patient's drug-related needs, care
provided, and patient outcomes. Being patient-centered means the patient's records are always kept together as
a whole record with the patient as the central identifying unit (rather than the drug or the disease). The relational
database allows the practitioner to relate, compare, or contrast any patient, drug, and disease information. This
can be accomplished within an individual patient, among a selected group of patients, or across the entire patient
population.

All commonly used billing mechanisms must be supported by the pharmaceutical care software. These include
the ability to generate standardized forms such the CMS 1500 (Centers for Medicare and Medicaid Services), the

2

resource-based relative value scale (Clinical Procedural Terminology—CPT codes)< as well as individualized

invoices for private, self-pay patients and payers.
Evaluating Software for Use in Practice

Although it is almost impossible to provide pharmaceutical care without computer support, we have found that a
large number of pharmacists are still recording what is done on paper. The significant amount of patient, drug,

and disease information required, the changing of this information over time, and the task of billing for services
mandates an automated process. In addition, written communication with patients and other health care
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practitioners, the generation of personalized pharmaceutical care plans for patients, and access to drug
information all make computerization essential. Instead of specifically focusing on one commercial software
product, we will discuss the most important characteristics and capabilities of pharmaceutical care software
programs. Pharmacists and managers need to evaluate software as to how best it can support their patient care
services, ensure that appropriate billing records exist, and generate required manage reports.

Unlike commonly used dispensing computer systems, in which the primary concerns are speed and simplicity of
data input, patient care systems should be primarily evaluated on their output capacities. In this context, output
capacities include the patient care records or charts for the pharmacist's use, Personalized Care Plans for the
patient's use, and Management Reports used by managers. Pharmaceutical care software systems should also
facilitate communication between pharmacists, physicians, dentists, nurses, and other health care practitioners.
Furthermore, pharmaceutical care software systems must have the capacity to generate clinical quality measure
reimbursement information and billing for private pay patients, commercial third-party payers, pharmacy benefit
management companies, and governmental agencies.

Following is a list of important questions to be asked when evaluating software to support the practice of
pharmaceutical care.

» Does the software system really support the practice of pharmaceutical care or does it force the pharmacist to
perform activities or gather patient information simply because the software requires it?

» |s the pharmaceutical care software system sufficiently comprehensive to support the care that you will
provide for numerous patients with diverse medical conditions, diseases, and illnesses?

« How much free text input is required? Remember, free text input is time consuming and is not very useful
when combined or integrated into summative management reports.

» Can the software system support continuously adding data and updating patient records required to provide
continuous care to patients with chronic medical conditions?

» Can the pharmaceutical care software system support the implementation of drug therapy protocols from
numerous sources such as physician clinics, health maintenance organizations, insurance carriers, pharmacy
benefits management companies, the pharmaceutical industry, governmental agencies, and research
institutes?

» Does the program use a relational database to support the association of each drug product with its unique
indication, drug therapy problems, resolutions, interventions, and outcomes?

» Does the program's database permit integrating data from numerous patients into useful management
reports?

« Can the program support searching patient records by multiple patient, drug, and/or disease characteristics?

» Can the software support several practitioners in different practice settings?

» Can the software system integrate large sets of patient data from numerous practices into a single large
databank to support network, franchise, or chain pharmacy operations?

» Does the software system have on-line tutorials and help screens to facilitate new employees as they begin to
use the patient care documentation system?

Because many pharmacies have computerized their prescription dispensing systems, it would seem logical to try
to interface the pharmaceutical care documentation system and the prescription dispensing system. The primary
objective would be to reduce the need for double entries for data such as patient name, address, insurance
information, and so on. Also, an interface might reduce some double entries for prescription medications. This
can easily be achieved with an interface program between the Patient's Electronic Therapeutic Record and the
dispensing system in the pharmacy or the PBM (pharmacy benefits manager). Also, an interface with laboratory
information systems is needed to support the evaluation of effectiveness and safety of many drug therapies. Just
as our Electronic Therapeutic Record uses standard terminology and coding for drugs, drug therapy problems,



interventions, and outcomes, the laboratory systems use standard coding for tests such as blood glucose,
hemoglobin A1c, thyroid-stimulating hormone, and cholesterol. Although interfacing all of these functions is ideal,
it is important not to wait for this to happen before you start caring for patients. The important thing is to take care
of as many patients as possible, and document it—but do not wait for the perfect solution in order to begin.

Meaningful Use for Health Information Technology

It is well known that fragmentation within most health care systems has led to numerous problems and
inefficiencies. In a direct attempt to improve and standardize information gathering and exchange within the U.S.
health care systems, the Centers for Medicare and Medicaid Services (CMS) have created policies to ensure
“meaningful use” for electronic health records (EHRs). The plan is to encourage the use of health information
technology (HIT) in the United States to improve the quality, safety, and efficiency of health care. The meaningful
use initiative was contained in the Health Information Technology for Economic and Clinical Health (HITECH) Act,
which was part of the American Recovery and Reinvestment Act of 2009. It defines criteria that must be met
including the electronic exchange of health information and the submission of clinical quality measures. The Act
contained financial incentives for systems to achieve the meaningful use guidelines. “No outcome, no income”
became the slogan associated with this Act. There are three stages involved in the implementation and evaluation

of meaningful use of health information technologies.3

o Stage 1 (years 2011-2012) focus on basic elements of health information technologies and quality including
the capture of information in a coded format and using that information to track progress for selected key
conditions and reporting of clinical quality measures.

» Stage 2 (years 2013—-2014) expands into areas including medication management, clinical decision-making,
and bidirectional communication among health care agencies, and patient access to their health information.

o Stage 3 (years 2015 and beyond) will focus on improvements in quality and safety with the goal of improving
population health outcomes.

There are several core objectives for Stage 1 of the meaningful use initiative that relate directly to documentation
standards for pharmaceutical care practice and medication management services. Table 9-4 illustrates the
meaningful use objectives, the relationship to the practice and how the Electronic Therapeutic Record achieves
them.

Table 9-4 Meaningful Use Objectives* (Stage 1) and the Electronic Therapeutic Record

Objective Description Electronic Therapeutic Record (Assurance System)
Orders

Computerized directly Direct order entry by physicians, pharmacists, nurses, laboratory
entered by ’ ’ ’

physician
order entry

personnel with proper credentials. Also patients can add

any licensed : N s
y information into their records.

health care
professional

Drug
Drug—drug interactions Drug interactions can be checked and verified as any new drug
and Drug-— checked is added oris dlscon_tlnued. Also, allergy and_h!story of adverse
allergy based on drug reactions can signal safety warnings. Clinical rules are
checks drug used to identify high-risk medications in specific patients with
database risk factors.

used




Diagnoses

and other
Maintain up- ':ed:éa,floogz All medications are electronically linked to an appropriate clinical
to-date coded (ICD- indication and goals of therapy are established for each
problem list 9-CM or indication.
SNOMED
CT)
Focuses on
prescribed
Maintain mzicllgfetlons. All drugs the patient is taking (prescription, nonprescription,
active “none” if the vitamin, food and herbal supplements) are included in the
medication atient is not record. Every drug is associated with an indication. A history of
list gurrentl discontinued medications and the reason they were
prescribyed discontinued is maintained.
any
medication
The
threshold is
Maintain an to have 80%
active of patient All patient records contain medication allergy information coded
medication records by specific product and/or drug class. Clinical rules function
allerav list include verifies that allergy information is documented.
9y medication
allergy
information
Patient
gender, race, | Comprehensive patient demographic information is gathered in
Record ethnicity, coded formats including gender, race, age, language, patient
demographics | date of birth, preferences, occupation, employer, weight, height, BMI,
and preferred | address, contact phone numbers, and e-mail address.
language
R Height, : . .
ecord weidht. blood Vital signs are coded and dated similar to all laboratory values
changes in regsu’re including blood pressure, pulse, respiratory rate, and weight,
vital signs galculate’BMl height, gender, and calculated BMI are displayed.
Record For patients Smoking history and current smoking exposure is coded and
smokin 13 zars or dated. Levels of tobacco use are coded. Patient desire to
status 9 oldgr participate in smoking cessation program noted. Also, alcohol
and caffeine use also coded as dosage or exposure level.
Threshold is )
to have at All laboratory values used to evaluate the effectiveness and or
least 50% of safety of the patient's medications are documented, and dated,
Incorporate lab test including normal, high and low ranges for therapeutic decision-

clinical lab-

results that

making. Clinical rules function notifies practitioner of labs that
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test results in

were ordered

should be obtained, but have not been documented. Lab results

patient record | documented are color coded to signify out of range (high or low) values.
in the Details of lab values over time are associated with medical
patient's conditions and drug therapies to evaluate progress in meeting
record goals of therapy.
;I(')? bﬁau”?ed Continuous 24/7 access to patient lists by indication, disease
Generate list ror quatity (ICD-9) codes, including medications or by excluding certain
. improvement, L . .
of patients by reduction in medications. Patient lists can be selected by age, gender,
specific disparities disease, drug, drug therapy problem, intervention, outcome, or
conditions resZarch ’ any combination. Patient lists can be printed or exported into
’ standard computer (excel) files.
and outreach
Report
ambulatory To be All CMS requirements for Medicare Part D plans are reported
quality electronically | out at year-end. Paper copies or electronic reports can be
measures to submitted in generated. Patient eligibility by month throughout the covered
CMS ortothe | 2012 year is maintained and recorded for CMS audit purposes.
State
For
preventive
Send care, All patients eligible to receive preventive care or any other
reminders to threshold is services are notified in writing, by telephone, and/or by e-mail.
patients that 50% of Follow-up contacts are tracked, coded, and dated.
patients
included
Impleme.n’F UP 1 Clinical rules functionality supports application of unlimited rule
to five clinical ; ) ! :
Implement tracking over time. Rules can include disease parameters, lab
T support rules . .
clinical and have values, date of service records, drug therapy selections, dosage,
decision o outcomes, cost data, and/or financial impact. Clinical rules are
ability to tract . .
support rules compliance controlled at the practice level, therefore can be implemented

with the rules

and reviewed for any selected time period.

Be able to
Check vle.rl.fg.l_t for Service eligibility checks in place and verified at each service
insurance ellj%'”é'aﬁdo date. Clinical rules can be applied as per payer/plan
eligibility pu agreements.

private

payers

Service bills submitted according to rules established by any

Submit to payer (private and/or public). CMS 1500 format available
Submit claims | both public electronically or on paper forms. Standard service invoicing
electronically and private performed electronically also. Billings and billing history can be

payers sorted by dates, payers, practitioner, place of service, eligibility

criteria, and/or billing amounts.




Including

The Patient's Personalised Care Plan contains all indications for

for transition

E;S[)i\élr?tewith diagnostic drug therapies (can include pictures of drug products), -
copy of health test results, instructions, allergy and alert information. Therapy detail reports
rocord problem list, illustrate changes in laboratory values over time for each
medication medical condition being managed with drug therapy.
lists, and
allergies
Capability to For example: All medication, disease, [ndication, lab test, drug therapy
exchange key | problem Iists. problem_data are code(_j ina standgrd format and_can be _
dlinical medication ’ eleptronlcallly s.hare.d with any prowd_er or any patlgnt authorized
information list, allergies entity. Medication |ISt§ can bg orgamzed by |nd|cat|on: by drug
among dia,gnostic | class, or by drug administration time schedule. All patient and all
: physician reports are electronically exportable in coded formats
providers test results as text or pdf files
sPl:(r)Tler?:ry Provide Every patient encounter is documented and dated, so it can be
shared electronically with any other provider. Referrals are
care record summary of

each patient

tracked to ensure patient actually seen by the other provider.
Referral can be shared with individual providers or clinics.

of care and visit Medication reconciliation functionality supports transition of care.
referrals

Use certified All patient health information is protected from access or view by
Protect HER . o : . oo

. unauthorized individuals. No patient health information is stored

electronic technology
health with on local computers. All data are coded and encrypted when sent
: . . to other providers. Multiple levels of security in place including
information appropriate : :

capabilities patient access and restricted access by support personnel.

*https://www. cms.gov/EHRIncentivePrograms/30_Meaningful Use.asp

The “Meaningful Use” initiative has provided these general guidelines for electronic health information in Stage 1.
Stage 2 will directly impact the requirements for medication management services and how we document and
interact with patients and their EHRs, but nothing has yet been published to clarify exactly what is expected. Stage
3 has yet to be further delineated as well. This document should be monitored for it will impact the way the
practice is documented for many years to come.

Guidelines for Documenting Pharmaceutical Care

The standards for documentation are described throughout the patient care process (see Chapters 6, 7, and 8);
however, a few general suggestions as to how to improve your skills are discussed here. Although it takes time to
document well, the benefits of a complete and timely patient care record far outweigh the effort.
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Documentation of patient care is not optional in our health care system. It is mandatory. Patient
care cannot be provided, ethically, without a written record of what occurred.
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Be timely

Learn to document a patient's care as soon as possible after providing the care. This is only logical in that critical
information can be forgotten or confused with the passing of time. Also, other people may need to use the
information you have about a patient for the patient's benefit, making it necessary to have the information
available as soon as possible.

Practitioners themselves usually document the care they provide; however, if resources are available, it is
possible to dictate the information to be included in the patient chart or to have technical personnel complete the
documentation. Whichever approach is taken, make documentation a priority. The quality of your care depends
upon information being available where and when you need it.

Be precise

The care of your patient will depend upon details about laboratory values, clinical signs and symptoms,
descriptions of your patient's preferences, and much more. It is important that you report exact values, specific
impressions, and clear descriptions. Do not guess, do not estimate, and do not be inconclusive about your
judgments. Other practitioners may have to make decisions based on what you record—be precise.

Be concise

It is important to be short, to the point, and not waste words. It takes time to read written or computerized
material. Therefore, chose your words carefully, and make each word communicate something specific and
unique. This will take practice.

Be complete

Costly mistakes are caused by missing information. When information is missing, practitioners may assume that
information is either normal or not relevant and both assumptions could be costly to your patient.

A comment about the use of SOAP notes to document pharmaceutical care practice

The question is frequently asked as to why Subjective-Objective-Assessment-Plan (SOAP) notes are not included
in the documentation system developed for pharmaceutical care practice. This question results from the use of
SOAP notes in other approaches to pharmacist activities and their somewhat extensive use in the practices of
nursing and medicine. There are a number of reasons why they are not encouraged in pharmaceutical care
practice:

1. There is no common understanding of what patient-specific information is considered S—subjective, and O—
objective referred to in the acronym. This often leads to confusion and inconsistency in the information
contained in these two sections.

2. Because SOAP notes are written in long-hand and there is no standardization, they can ramble, be difficult to
read, and not contribute unique information to the care of the patient.

3. The common practice is to SOAP the medical problem. There is no reason for one more practitioner to SOAP
the same medical problem being managed by physicians and nurses. In pharmaceutical care, there is no
reason to SOAP the medical problem. The only item that would be rational to SOAP is the drug therapy
problem, but the system described in Chapters 5, 6, 7, and 8 deals with drug therapy problems in a much
more direct manner and requires more extensive management than what a SOAP note allows.

4. The data in SOAP notes cannot be consolidated and retrieved because they are written in long-hand (text).
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SOAP notes do not create data. Therefore, they cannot be evaluated, summarized, or reported in any
standardized format.

The experience of medicine and nursing with this approach suggests that SOAP notes are not as effective or as
efficient as they were originally envisioned to be. Even Weed, the creator of the SOAP note suggests that the

concept should be rethought.4 Subjective has become a pejorative term implying that what patients tell us is all in

the mind, whereas the data that we clinicians capture is often biased and anything but objective.5 A lesson to be
learned from this example is that we should think about what we are doing and not follow blindly where others go.
There are better ways to document medication management services. Be true to the professional practice as you
determine how you will document what you do.

Summary

The computer program is not your practice. It is important not to let the computer system you may be using
dictate what is your practice and how you practice it. The computer system should only dictate how you record
what it is you are doing when you care for patient.

The skills needed to provide quality pharmaceutical care to patients are numerous and include high-quality
documentation. This chapter has described both the input and the output needed to achieve quality care. At the
beginning of this chapter we emphasized the importance of differentiating between the description of the patient
care process, the cognitive activities within the process, and what is recorded in the practice. The greatest risk
comes from pharmacists who confuse a computer system they use to document practice with the practice itself.
The computer software program is merely an aid to support practice; it is a means to an end. When the
pharmacist allows the software to define or to drive what the practitioner does for a patient, the practice is certain
to be ineffective and short lived.

On the other hand, it is essential to keep in mind that the patient care documentation system represents the
evidence or your practice. If you do not document it, you did not do it. As with all documentation systems
considerable effort may be required to enter new patients, but in the practice of pharmaceutical care, a patient is
only new once and it is not always necessary to gather all possible patient, drug and disease information at the
very first patient encounter. The pharmaceutical care documentation system must represent a “living document”
that changes, grows, and improves with your patients.
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Key Concepts

1. The practice of pharmaceutical care requires the integration of information about individual patients, their medical
conditions, and their drug therapies.

2. The dimensions of the patient that become most important include the personal medication experience, living
environment, and physiological status, including medical conditions or illnesses that need to be managed with drug
therapy.

3. The disease information that becomes most important includes the characteristics, prognosis, and natural course of
the disease, and the goals of therapy that are achievable with drug therapy.

4. Pharmacological information that is central to all patient cases includes the characteristics of the drug, its
pharmacology, mechanism of action, toxicity, pharmacokinetic and pharmacodynamic properties, and the
effectiveness and safety that can be expected for a patient.

5. The Pharmacotherapy Workup serves as the conceptual framework to gather, organize, evaluate, and learn new
patient, disease, and drug information.

6. In a generalist's practice, common things are common, meaning that the most frequently encountered medical
conditions, drug products, and drug therapy problems represent a majority of the information needed to be mastered.

7. The most valuable clinical skills you learn are those needed to be reflective in practice—it is the best way to improve
yourself as a practitioner.

8. The pharmacotherapy case presentation has a specific format that facilitates the successful communication among

practitioners who share the responsibility for managing medications.

Acquiring the Knowledge Needed to Practice

In this chapter, we focus our attention directly on those who wish to become pharmaceutical care practitioners, be they
students or pharmacists who intend to change their focus from prescriptions to patient care.
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The contribution of a pharmaceutical care practitioner is measured by her ability to apply a unique body of
knowledge to identify and resolve drug therapy problems for patients.

This unique knowledge focuses on pharmacology and pharmacotherapy and is applied to resolve and prevent drug
therapy problems and optimize the patient's medication experience.

However, the mere accumulation of knowledge is not sufficient; the key is applying this knowledge to help patients. Caring
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for patients and resolving drug therapy problems require that you integrate patient, disease, and drug knowledge, and
then apply it to a specific patient. There are often other practitioners such as physicians or nurses who will know more
than you do about a specific patient or a disease, but no other patient care practitioner will know more about the drug
therapy.

Becoming Familiar with What You Need to Know

Learning all that is required may seem like an enormous task, but there are three basic concepts that will help to make it
manageable:

1. The knowledge that you must learn, integrate, and use in practice can be classified into three broad categories:
knowledge about patients, knowledge about diseases, and knowledge about drugs. All three categories of knowledge
are equally important; however, your unique expertise will lie in drug therapies. Because you will be using this
knowledge to make patient-specific decisions, you will always think about and apply it in a specific order:

« understand the patient and the patient-specific variables that will influence your decision
« understand the patient's disease, illness, or medical condition, so you can think about treatment appropriately
« understand the drug therapy used to treat the medical condition in enough detail to make meaningful decisions
about initiating it, dosing it, and monitoring its effectiveness and safety. Learning and continually applying this
order of thinking will make everything easier.
o Patient &  Disease & Drug Therapy

As pharmacists, we are used to starting with the prescription or the medication list. This approach “skips” the two most
important categories of information you will need in order to make the most optimal decisions for and with a patient.

2. Although it will be necessary to gain knowledge in a number of different sciences, the foundation of your knowledge
will be how drugs work (pharmacology), how drugs are used to treat and prevent diseases (pharmacotherapy), and
how we apply this knowledge to help individual patients (pharmaceutical care practice). Focus on these content areas.

Pharmacology &  Pharmacotherapy &  Pharmaceutical
Care Practice

As pharmacists, we have traditionally been taught that accumulating knowledge about drug therapy is a laudable end
in itself. However, as direct patient care providers, knowing the information is only of equal value to applying this
knowledge to help another person. Knowing something without using it to better another human being is wasted
knowledge in patient care practice.

3. It will be prudent to begin your learning with those patients, diseases, and drug therapies that are most commonly
encountered in practice. For example, start your learning agenda with the top 10 diseases, drug therapies, and drug
therapy problems. Do not try to learn everything immediately, start with the drug therapy problems that patients
experience most frequently. Data from over 500,000 patient encounters are now documented. These data allow a
learning agenda to be created based on the medical conditions and drug therapies most frequently encountered in
practice (these will be presented throughout this chapter).
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The practice of pharmaceutical care generally—and the Pharmacotherapy Workup specifically—is the
framework in which to learn the patient, disease, and drug knowledge you will need to apply in practice.

An organizing theme used throughout this book is that the more comprehensively you understand pharmaceutical care
practice, the easier it will be to acquire, remember, and apply all of the new information needed about patients, diseases,
and drugs to become a successful practitioner. The practice process will provide you with the appropriate questions to
ask, and then the challenge is to have or find the appropriate answers.

As you might imagine, becoming a competent practitioner is quite an extensive process. You can become qualified



through your formal educational process within pharmacy and experiential training in practice. At this time, the formal
educational process is only beginning to teach the practice of pharmaceutical care in a way that can be helpful. There are
still few experiential training sites that provide and teach pharmaceutical care. Therefore, the more active role you play in
your learning process, the more quickly and extensively you will learn.

Your success will depend on your ability to take control of your learning agenda, your commitment to learning the
pharmaceutical care process, and your dedication to provide pharmaceutical care.

Understanding the Important Relationships: Patient—Disease—Drug Therapy

Schools and colleges of pharmacy have continuously expanded the amount of knowledge that pharmacy students require
for graduation. However, acquiring knowledge is only a portion of what is necessary to practice pharmaceutical care. First,
you must determine that you are acquiring the appropriate knowledge, and second, you must learn and apply this
knowledge for the specific purpose of identifying, resolving, and preventing drug therapy problems.

Traditionally, patient, disease, and drug information have been taught as though they can be learned in isolation.
Pharmacology is often taught as drug actions on cells or organ systems. Disease knowledge is often presented as though
there is a single, predictable course for every patient. Similarly, patient characteristics are studied as though they are
static and independent of disease and drug. In clinical practice, it quickly becomes evident that for a specific patient, the
status of her medical condition and the impact of drug therapy all influence how the patient will respond to drug therapy
decisions, advice, and instructions.
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The integration of patient, disease, and drug therapy knowledge must occur from the beginning of the
learning process and then continue throughout your career, in a consistent manner.

Knowledge You Need About the Patient

The patient is central to pharmaceutical care practice. You must know your patient. You must discover your patient's
wants, needs, and concerns, and understand how she will respond to your information and advice.

Table 10-1 describes the patient information required to understand patients in general and each patient individually.1

Table 10-1 Patient Information Needed for Practice

Dimensions
Timeframe Personal Environmental Physiological
e Indications for drug
¢ Health concerns ¢ Living situation therapy
» Expectations of treatment e Who lives with the e Diagnosis,
Present outcomes patient conditions
¢ Understanding of disease e Who cares for the e Signs and
and drug therapies patient symptoms

¢ Medications

e Change in signs

History of present
condition

e Change in mood or behavior
e Change in habits
o Change in mental outlook

Change in living
situation

Change in physical
environment

and symptoms
Change in physical
condition

Change in




medications

e Socioeconomic

status » Risk factors
. . e Cultural influences o Allergies/alerts
« Personality traits o Job/employment o Family histor
Background » Coping mechanisms ploy ) y y
» Insurance benefits » Hereditary factors
e Personal o Cultural traits

relationships

There are a number of important points to be made about the information in this table. First, you have to not only gather
the patient-specific information that is contained in the physiological category, which includes a patient's signs and
symptoms, allergies, and risk factors for illness, toxicity, or treatment failures, but you must first place the patient into her
social and cultural context in order to understand the physiological information. This includes the environmental factors
that can influence your patient's drug-related needs including living conditions, employment, and cultural background.

This table will be helpful to you on two different levels. First, it describes the scope of information you will need from each
of your patients, and it also shows you how to organize the information about a specific patient in order to care for her
(refer to the assessment step of the patient care process described in Chapter 6). Second, it describes how to organize
knowledge about patients, as you acquire it. For example, content from a medical sociology course and content from a
laboratory course all fit into this organizational framework. You should use this table as a map of knowledge you will need
about patients to practice pharmaceutical care. Understanding the scope and finding a place for newly acquired
knowledge will facilitate its recollection in practice when it is needed.

Knowledge You Need About the Patient's Medical Conditions

The practitioner must also have a standard set of knowledge related to commonly encountered diseases in order to

provide pharmaceutical care. In pharmaceutical care practice, one of the first decisions the practitioner must make is
whether the indication for the drug is clinically appropriate. You must know the primary indication for each drug your

patient is taking, and your patient should understand this as well.

The indication and its presentation (clinical signs and symptoms) serve as parameters that are used to establish goals of
therapy. That is, reducing or eliminating the presenting signs and symptoms often becomes the goal of therapy. The
status of these signs and symptoms will be evaluated at follow-up and thus serve to determine the effectiveness of the
drug therapy.
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The patient's unique presentation of her reason for needing medication dictates the goals of therapy, and
achieving the goals of therapy determines the outcomes of drug therapy.

The association between the presenting signs and symptoms (documented in the assessment), the goals of therapy
(agreed upon and documented in the care plan), and the patient outcomes (documented at each follow-up evaluation)
serve as the core set of data used by the pharmaceutical care practitioner to make clinical decisions at every encounter.
An organizational structure illustrating the scope of knowledge regarding medical conditions used by pharmaceutical care
practitioners is shown in Table 10-2. This table displays the knowledge you will need about each medical condition you

encounter.2=3

Table 10-2 Disease Information for Pharmaceutical Care

Dimensions
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» Definition of the disease:
e Presentation of the disease
o Structural abnormalities including disturbances of the normal anatomic
and/or biochemical conformation of the body
o Functional abnormalities including disturbances in the normal performances
and actions of cells, tissues, and organs
¢ Results including clinical presentation or signs, symptoms, and laboratory
abnormalities
Characteristics of « Epidemiology:
the disease e Frequency and distribution of causes
¢ Incidence—rate at which a disease occurs (numbers/time)
» Prevalence—total number of cases in existence at a given time
o Causes/etiology:
o What brings about the condition or produces the effect
o Natural course of the disease:
e Onset
o Severity/intensity
e Prognosis

o Specify:
e Pharmacotherapy
¢ Nondrug therapy
¢ For the following purposes:
Intent of treatment e Curative
¢ Preventive
o Palliative
e Diagnostic

« Clinical (physiological):
» Resolution of signs and symptoms, laboratory abnormalities
¢ Improvement in:
e Physiological activities
e Quality of life
o Behavioral (psychological)
o Patient satisfaction
e Adherence
Goals of therapy « Economic (cost savings)
» Avoid unnecessary clinic or office visits
¢ Reduce drug costs
¢ Reduce employee sick days
» Reduce missed days of school
e Prevent emergency department visits
e Prevent admissions to long-term care facility
* Prevent hospitalization

It should be emphasized that you do not need to know all the information described in this table for all medical conditions,
but use this table to help find the necessary information when you encounter a medical condition with which you are
unfamiliar.

It is almost overwhelming to think that you will need to understand all of this information about all the diseases



experienced by patients in practice. Therefore, it will be helpful to approach this challenge with a manageable goal. The
most logical method is to begin with common medical problems. This is achievable because pharmaceutical care has
been provided to enough patients so the most common medical problems are well known and represent a relatively
manageable number of medical conditions. These are presented below.

Common Conditions Are Common

In a generalist practice such as pharmaceutical care, the practitioner encounters numerous patients with common medical
conditions, who are treated with commonly used medications. Therefore, the learning curve of a generalist practitioner
can be steep. It is important to realize that being reflective and learning the most you can from every patient encounter
accelerates learning. More will be said about these skills later in the chapter.

The more efficient you are at dealing with the most common problems, the more time and effort you can spend meeting
the less common drug-related needs of your patients. This process of rapidly recognizing and dealing with common
patient needs and constantly expanding your ability to deal with more complex patient needs is the foundation of
becoming a competent practitioner.

The results we have generated from over 500,000 pharmaceutical care encounters from numerous community-based
practices provide an informative description of the common medical conditions encountered. Table 10-3 lists the 10 most
commonly encountered clinical indications managed with drug therapy in pharmaceutical care practice, while Table 10-4
lists the 10 diagnoses most frequently encountered by Family Practice physicians.

Table 10-3 Ten Most Common Indications for Drug Therapy in Patients in Pharmaceutical Care Practices

1. | Hypertension 6. Osteoporosis treatment/prevention
2. | Diabetes 7. Depression
- . Secondary prevention of myocardial
3. | Hyperlipidemia 8. infarction/stroke
4. | Vitamin supplements/nutritional deficiency | 9. Pain-generalized
5 cI?_sophagltls (gastroesophageal reflux 10. | Allergic rhinitis
isease)

Table 10-4 Top 10 Reasons for Visits to a Typical Family Physician's Practice”

1. | Throat symptoms 6. Stomach and abdominal pain
2. | Cough 7. Hypertension

3. | Medication refill 8. Headache

4. | Back symptoms 9. Congestion or coryza

5. | Earache or ear infection | 10. | Diabetes

"Data from National Ambulatory Medical Care Survey, 2000.

http://www.cdc.gov.myaccess.library.utoronto.ca/nchs/about/major/ahcd/ahcd1.htm

A comparison of Tables 10-3, 10-4, 10-5, and 10-6 reaffirms the concept that this is a generalist practice in that the
medical conditions seen by pharmaceutical care practitioners in the community are similar to the most common medical
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conditions resulting in visits to primary care medical practitioners in Canada and the United States. Of possibly greater
interest to the student practitioner are the following facts:

1. What you need to learn is known. A limited number of medical conditions and ilinesses represent a large portion of the
information that you will need to understand in order to become a successful practitioner. The top 10 medical
conditions consistently represent over half of all indications for drug therapy. There are national and international

guidelines available to guide the treatment of the majority of the most common conditions. 412

2. The data you will need are available. Much is known about virtually all of these common medical conditions, so you
can easily find information concerning etiology, presenting signs and symptoms, diagnostic criteria, effectiveness of

various treatments, and recommended follow-up procedures.13_15

3. You will have numerous, effective solutions available for your patients. There are several very efficacious drug
therapies available to treat and/or prevent these common medical conditions giving you numerous therapeutic
alternatives (prescription, nonprescription, herbal remedies, dietary supplements) from which to select in order to

meet the individual needs of your patients.16_21

Table 10-5 Top 10 Reasons for Physician Visits in Canada’

1. | Hypertension 6. Upper respiratory infection (acute)

2. | General medical examination | 7. Normal pregnancy supervision

3. | Diabetes 8. Hyperlipidemia

4. | Depression 9. Unknown cause of morbidity (illness)
5. | Anxiety 10. | Contraception

*Adapted from IMS Health, Canadian Disease and Therapeutic Index (2009).

Table 10-6 Top 10 Reasons for Physician Visits in United States”

1. | Hypertension 6. Neoplasm (cancer)

2. | Upper respiratory infection (acute) | 7. Normal pregnancy supervision

3. | Arthritis 8. Generalized pain (muscular/skeletal)
4. | Back pain 9. Otitis media

5. | Diabetes 10. | Heart disease (excluding ischemia)

*Ambulatory Care 2006 excluding routine infant and gynecological visits. National
Health Statistics Reports, #8, from The 2006 National Ambulatory Medical Care
Survey; August 2008.

The most useful advice to the new practitioner is to acquire knowledge when you discover you need it (take control of your
learning process), and practice providing pharmaceutical care at every opportunity you have.



Knowledge You Need About the Patient's Drug Therapies

There are well-defined, standard categories of therapeutic information that a practitioner must be able to integrate and
apply in order to meet patients' drug-related needs. In practice, having command of therapeutic information in a format
that can be applied to individual patients with unique clinical conditions is essential. Patients, other practitioners, and
colleagues expect the pharmaceutical care practitioner to possess a level of understanding of pharmacotherapy and the
ability to apply clinical pharmacological principles that is the highest among all patient care clinicians. Your colleagues will
expect you to have a command of in-depth and expansive pharmacotherapeutic knowledge in order to identify, resolve,
and prevent drug therapy problems regardless of patient, disease, or drug products involved. And, this information has to
be available to solve problems in all types of patients with multiple comorbidities and multiple medications.

As described throughout this text, the rational, well-reasoned, problem-solving approach, which is at the core of
pharmaceutical care practice, is nothing less and nothing more than a structured method to assess the drug-related
needs of individual patients through the application of accepted clinical pharmacological principles.
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The pharmaceutical care practitioner repeatedly cycles through problem solving in the areas of indication,
effectiveness, safety, and adherence.

Most clinical pharmacology knowledge is developed and reported in the following four areas.?’

1. Indication—Therapeutic uses or intent for the drug or drug products due to the known pharmacological actions of the
active ingredient(s).

2. Efficacy—Desired pharmacological action resulting in the somewhat predictable benefit of a medication in a patient
population with a specific disease or iliness. Efficacy is used to describe benefits to a population, while effectiveness
describes benefits to individuals.

3. Safety—Side effects, toxicology, and other undesirable pharmacological actions that the drug is known to exhibit at
the doses used to treat patients.

4. Adherence—Onset and duration of action (pharmacokinetic and pharmacodynamic characteristics) of the drug
product and their influence on the instructions for use by patients.

Table 10-7 describes the knowledge you will need about each medication you evaluate in practice.2 The information you
will need is always the same, regardless of the specific medication being assessed. Knowing what you need to know and
how you need to apply the knowledge will let you be in control of your learning agenda as you begin to care for patients.

Table 10-7 Pharmacotherapeutic Knowledge Needed for Pharmaceutical Care Practice

Dimensions

Description of the drug

Efficacy for an indication

Dosage regimen for the drug

Dose (initial, adjustments, maximum)

Dosing interval

Frequency

Duration

Pharmacology (actions of the drug)
e Mechanism of action
« Sites of action

Toxicology

Characteristics of
the drug




¢ Contraindications
¢ Adverse effects
e Precautions

Pharmaceutical process
Bioavailability

Physiochemical properties
Formulations and dosage forms
Methods of drug administration
Pharmacokinetic process

Activity of the :
drug in the  Absorption
patient ¢ Distribution
e Metabolism
¢ Elimination
¢ Pharmacodynamic process
e Impact of the drug on cell, tissue, or organs
o Time course of the effects
e Therapeutic process
o Effectiveness: The therapeutic effect—expected beneficial pharmacological
The outcomes of effects of the drug on the course of the patient's disease or illness
drug therapy e Improvement in signs, symptoms, and/or laboratory findings

o Safety: Detrimental pharmacological effects of the drug on the patient
e Undesirable or harmful effects and adverse drug reactions

Practitioners train themselves to make decisions based on the series of questions described below. These questions
serve as the basis for every assessment of each patient's drug therapy regardless of the patient, disease, or drug therapy
involved. The information you gather during this process will become the database and clinical experience you will use to
form your own drug-related knowledge base.

1.
2.

Are all of my patient's medications appropriately indicated at this time? (/ndication)

Are all of the patient's clinical indications for drug therapy being appropriately treated or prevented with medications at
this time? (/Indication)

. Are the drug product(s) that my patient is taking producing or likely to produce the desired outcomes for each medical

condition? (Effectiveness)

. Are the dosage regimen(s) that my patient is taking producing or likely to produce the desired outcomes for each

medical condition? (Effectiveness)

. Are any of the drug products causing or likely to cause my patient to experience an adverse reaction? (Safety)
. Are any of the dosage regimens causing or likely to produce toxic side effects? (Safety)

. Are the instructions for all drug therapy regimens understood and can my patient incorporate them into his or her daily

life as recommended? (Adherence)

This is a good time to point out the relationship between the practice of pharmaceutical care and the principles of the
discipline of clinical pharmacology. The need for pharmaceutical care practice is not new. Over 25 years ago, Goodman
and Gilman described the need for the clinical application of pharmacological principles primarily to avoid therapeutic
failures and unnecessary adverse effects. They called for the rational use of drugs and stated that the practitioner

...is advised to examine each therapeutic effort in a systematic manner, questions similar to the following; Is there a valid



indication for this drug? Is it the agent of choice? Are its effects modified by the patient's illness or concurrent
medications? Is the dosage schedule appropriate? Is ancillary medication indicated? What is the therapeutic objective and
what evidence of efficacy and potential adverse effects should be monitored? Is the patient adequately informed and

instructed about the medication and can his/her compliance be expected?21

In this concise description of a rational process for thinking about a patient's drug-related needs, these pharmacologists
established the scientific framework for what has eventually become the practice of pharmaceutical care. This framework
is a well-reasoned thought process based on established clinical pharmacological principles, beginning with a critical
assessment of whether the patient has a valid indication for each drug she is taking. The practitioner must then work with
the patient to establish measurable goals of therapy, evaluate effectiveness of therapy as well as the safety of those
therapies, finally working with the patient to ensure the best understanding and adherence possible.

It is noteworthy that the rational thought process, which is at the foundation of the Pharmacotherapy Workup and
pharmaceutical care practice, has its roots in the discipline of clinical pharmacology. The role of the clinical
pharmacologist was to narrow the gap between the quantity of available scientific information on drugs and their safe and
effective use in practice. Pharmaceutical care practice is intended to accomplish this same goal one patient at a time, in a
way that is scalable to all patients and all practitioners.
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Pharmaceutical care can be described as the practical application of well-reasoned, clinical pharmacology
principles in the primary care setting in order to ensure effective and safe drug therapy for every patient.

Understanding the pharmacology of a drug is essential. How the drug affects the body at the organ, cell, and even
biochemistry level is the basis for understanding what and how the drug will affect your patient. Understanding in the
pharmacological sense really means being able to predict, based on scientific knowledge, what effects the drug's action
will have on your patient, given your patient's unique characteristics (age, gender, renal function, mental status, etc.) and
disease or iliness (diabetes, depression, hyperlipidemia, peripheral artery disease, rash, breast cancer, etc.).
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The pharmaceutical care practitioner, who accepts the responsibility for the outcomes (good and/or bad)
of a patient's drug therapies, must possess a comprehensive and in-depth knowledge of the drug's
actions or potential actions.

This responsibility can only be met by coming to each patient's case with a pharmacological database that ensures that
you know (can reasonably predict) what benefit the patient will experience and what risk (toxicity, side effects, adverse
reaction) your patient might experience. Most benefits from drug therapies are a direct result of the pharmacological
action of the drug on the patient. Also, most toxicities, side effects, and adverse reactions are a direct result of the
pharmacological actions of the drug on the patient. Therefore, by understanding all of the drug's pharmacology (desirable
actions and undesirable actions), you can manage and sometimes, even control, the effects that drug therapies will have
on your patients.

Understanding the drug's pharmacology is more than knowing that simvastatin can lower cholesterol. Everyone knows
that. That superficial level of drug information can be found in Wikipedia, Google, from your local barber and/or
hairdresser. Statins have several pharmacological actions. It is necessary for the practitioner to understand the influence
that 3-hydroxy-3-methylglutaryl coenzyme A (HMG-CoA) reductase inhibitors, or statins, have on the metabolic pathways
of mevalonic acid and the effects this can have on patients. Primarily, they are used because they inhibit the rate-limiting

step in the conversion of HMG-CoA to mevlonate, which results in less cholesterol being synthesized.22 However, there
are several “downstream” effects of this inhibition including inhibition of isoprenoid intermediates and altered cellular
signal transduction. These pleiotropic effects of statins can have positive or negative effects on any patient who takes a
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statin. (Statins are among the most widely prescribed drugs in the world.) At lower concentrations, they seem to be
proangiogenic (increase the formation of new blood vessels from existing vasculature), and at higher concentrations,
statins have antiangiogenic effects. The effect that a statin will have on your patient can differ depending on the
underlying disease(s) present. Simvastatin can promote angiogenesis in response to hypoxic conditions (ischemia
associated with stroke and/or myocardial infarction), and it inhibits angiogenesis medicated by inflammation (diabetic

retinopathy and some forms of cancer).zz’23

For the practitioner, it is also instructive to know that you will need to treat 16 patients with peripheral artery disease (PAD)
for 5 years in order to prevent one patient from having her first peripheral vascular event (myocardial infarction, stroke, or

coronary death).14 Also, if you understand that simvastatin and other HMG-CoA reductase inhibitors cause apoptosis (cell
death) in human skeletal muscle cells, then you can understand that (and how) these drugs cause myositis and

rhabdomyolysis and even why physical exercise can aggravate these skeletal muscle effects.24

Learning your pharmacology is a life-long endeavor. Practitioners are constantly challenged with new drugs, new
information about drugs, and new information about old drugs. Simplistic concepts like “drug of choice” do little to support
rational decision-making within pharmacotherapy. Case in point propoxyphene which has been prescribed to millions of
patients since its introduction in the U.S. in 1957, was once a “drug of choice” for the treatment of mild and moderate pain.
It was removed from the U.S. market in November 2010 because clinical data demonstrated propoxyphene puts patients
at risk of potentially serious or even fatal heart rhythm abnormalities. In 1999, Premarin (conjugated estrogen) was the
most frequently prescribed product in the U.S. and was considered the “drug of choice” for managing postmenopausal
symptoms. Today, we understand that hormone replacement therapies can increase the risk of breast cancer and ovarian
cancer, so they are seldom prescribed for this indication. In 2010, Premarin had fallen to number 28th on the list of most
frequently prescribed products.

The information about drugs and drug products changes very rapidly, and the sources of reliable information vary over
time (books, manuscripts, Internet), so the practitioner is challenged to constantly broaden his or her scope of drug
knowledge. You have to be in the best possible position to contribute positively to meeting each patient's drug-related
needs. If you want to help people get the maximum from their drug therapies without causing undue harm, the lesson
continues to be:

“Learn your pharmacology, learn your pharmacology, and learn your pharmacology.”

The drug knowledge required to provide pharmaceutical care goes well beyond pharmacology and includes a thorough
understanding of pharmaceutical, pharmacokinetic, and pharmacodynamic processes (Table 10-7). Pharmaceutical
processes describe how a drug gets into the patient. The application of pharmacokinetic principles to predict and control
drug concentrations at the drug's site of action is also important. Pharmacodynamic processes describe the intensity and
the timeframe of the effects that the drug has on the patient.

Clearly, the practitioner's clinical judgment is most influenced by the therapeutic processes (Table 10-7). These include
most notably how to determine if the desired therapeutic outcome did in fact occur (effectiveness) and if the patient
experienced any detrimental effects from drug therapy (safety). Effectiveness and safety are the two primary processes
that practitioners must assess and evaluate continuously in each patient, for every disorder, and at every patient—
practitioner encounter. Learning the process of identifying, resolving, and preventing drug therapy problems, rather than
simply finding answers to questions is what will make the pharmaceutical care practitioner useful to patients well into the
future.

Organizing Evidence-Based Information

It became clear quite early in the implementation of the practice that current resources were not organized in a
comprehensive manner that allows a practitioner to make all the decisions required in delivering pharmaceutical care to
patients. The most common resources used by practitioners are national consensus guidelines, textbooks, and published
clinical trials. Although each of these resources is unique and has its place in practice, there is no single resource that
helps the practitioner to make all the decisions necessary to care for a patient. By examining the uses and limitations of
each type of resource, practitioners can better understand how each resource can best be used in practice and see how
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the information relates to the practice of pharmaceutical care.
National Consensus Guidelines

National guidelines are consensus documents that recommend the best evidence-based approach to treatment or
prevention. Each set of guidelines is focused on a medical condition and is created by a number of experts who specialize
in that medical condition. These experts rely on published clinical trials and extensive clinical experience to construct
treatment or prevention guidelines and algorithms.

National guidelines are considered current practice until clinical trials provide sufficient data to create new national
guidelines. For example, national guidelines for the treatment of hyperlipidemia were created in 2001 by the National
Cholesterol Education Program. The guidelines stated, “since [Adult Treatment Panel] ATP Il, a number of controlled
clinical trials with newer cholesterol lowering drugs have been reported. These trials demonstrated remarkable reductions
in risk for CHD, in both primary and secondary prevention. Their results enrich the evidence base upon which the new

guidelines are founded.”10

Although useful in creating a general approach to treatment or prevention, there are a few drawbacks to national
guidelines. One drawback is guidelines can be long documents with somewhat complicated recommendations. The
Seventh Report of the Joint National Committee (JNC) on the Prevention, Detection, Evaluation, and Treatment of High
Blood Pressure (JNC 7) recognized this stating the “decision to appoint a JNC 7 Committee was predicated on four
reasons: (1) publication of many new hypertensionobservational studies and clinical trials; (2) need for a new, clear, and
concise guideline that would be useful for clinicians; (3) need to simplify the classification of blood pressure; and (4) clear

recognition that the JNC reports were not being used to their maximum benefit.”®

The most important drawback to the majority of national guidelines is they are not “stand-alone” documents that
practitioners can use to determine effectiveness and safety of a patient's drug therapy and create a care plan. Guidelines
may serve as an outline for a general approach to treatment, though it is nearly impossible to include recommendations
for every clinical situation or specific patient case. Most guidelines will explicitly state they are not intended to replace
clinical judgment for individual patients. Therefore, a national guideline, like ATP Il or JNC 7, must be supplemented with
information about the medical condition and specific drug information on efficacy and safety. Only then is a practitioner
able to make rational drug therapy decisions and construct a pharmaceutical care plan with and for a patient.

The Use of Textbooks in Pharmaceutical Care Practice

Textbooks are another common resource used by practitioners. Textbooks are valuable for learning more about a
patient's condition and the specifics about a patient's drug therapies. Textbooks used regularly to learn more about a

patient's medical condition include Harrison's Principles of Internal Medicine,13 Griffith's 5-Minute Clinical Consult,25

Pharmacotherapy,14 Handbook of Nonprescription Drugs,17 and Applied Therapeu’[ics.26 Although pharmacists do not
normally serve as the diagnostician, it is important to have a basic understanding of the medical condition including
presenting signs and symptoms, risk factors, frequency/incidence, and diagnostic tests. Presenting signs and symptoms
and diagnostic tests may aid in developing goals of therapy and in monitoring drug therapies. Along with signs and
symptoms, risk factors and frequencyl/incidence help in identifying potential undiagnosed patients.

To understand more about a patient's drug therapies, practitioners may use textbooks such as Lexi-Comp's Drug
Information Handbook,19 Goodman & Gilman's The Pharmacological Basis of Therapeutics,21 Therapeutic Choices,16

Handbook of Clinical Drug Data,27 Handbook of Nonprescription Drugs,17 and Pharmacotherapy.14 Specific drug
information can be used to determine if a drug regimen is effective and safe for a patient and when to follow-up with a
patient.

Textbooks can be valuable to learn about patients’ medical conditions and drug therapies, but they have some
drawbacks. The main drawback of textbooks is that each book has a narrow scope. Practitioners would have to draw from
many of the books mentioned above to develop a comprehensive care plan for a complex patient. Each book may provide
unique information about a patient's medical condition or drug therapy, but it is difficult to identify one book that completely
presents a framework to help make rational drug therapy decisions and develop a patient's entire care plan. Another



drawback is that many of the textbooks do not include current treatment approaches either because the book becomes
out-of-date or because treatment approaches are not within the scope of the book.

Published Clinical Trials

For those who deem textbooks as ancient history, clinical trials may become their primary resource. Some common
journals where clinical trials are published include Pharmacotherapy, the New England Journal of Medicine, and the
Journal of American Pharmacists Association. These publications provide practitioners with the most up-to-date
information regarding the latest treatment modalities. Most journals are now available online to supplement the printed
version. Online access allows practitioners to use this information at any practice site without going to the library or
carrying around multiple journals.

Practitioners generally use these clinical trials to enhance and to “fine tune” their knowledge. A clinical trial explores a
single facet of a medical condition or treatment modality and assumes the practitioner has a general basis for
understanding. This can be a drawback for practitioners who are faced with a medical condition or treatment with which
they are not familiar. The practitioner may need to use other resources to understand the meaning of the clinical trial.

Practitioners are challenged daily to make rational drug therapy decisions and to create pharmaceutical care plans for
their patients. Clearly national guidelines, textbooks, and published clinical trials provide useful information, but often it is
not in the form with which a practitioner can apply it in the care of an individual patient.

Using evidence from clinical research trials, review articles and meta-analyses to make drug therapy decisions for
individual patients can be difficult. Often your patient is not similar to the patients treated in the trial, or the trial did not
report the same outcome you want to achieve. The statistics reported can be confusing and there is a tendency to only
report positive results. However, a fundamental understanding of a few terms will be helpful. Suppose that in a
randomized controlled trial, two treatments are used and that the probabilities of demonstrating a positive outcome are
reported as 0.10 for the new treatment and 0.05 for the control treatment. The absolute risk reduction is 0.05 (0.10-0.05).

In other words, in 100 patients, there are on average of five more responders in the new treatment group.28 Other
measures to describe benefit of a new treatment are the relative risk, the relative risk reduction, and the number needed

to treat (NNT) can be calculated.29

» Absolute risk reduction: Difference in event rates for two groups, usually treatment and control groups.

» Relative risk: Risk for achieving an event or outcome with treatment in the treatment group relative to the control
group. Can also describe preventing an event with prophylaxis.

» Relative risk reduction: Reduction in events with treatment compared with control. This number is often expressed as
a percentage.

» Number needed to treat: Number of persons who must be treated for a given period to achieve an event (treatment)
or to prevent an event (prophylaxis). Calculated as the reciprocal of the absolute risk reduction.

The number needed to treat (NNT) is an expression of the benefit of the new treatment compared to the control (or
placebo) treatment. The NNT is defined as the inverse of the absolute risk reduction, so in the above example, NNT is
equal to 20 (1/0.05) and would be interpreted as 20 patients would need to be treated with the new treatment for one
patient to benefit compared to the control patients. NNT for treatments should be small, for example, from two to four.

There are other restrictions to the direct application of the NNT described elsewhere.29 For example, the NNT for
Helicobacter pylori eradication with triple or dual therapy is 1.2. The NNT for prophylaxis will be larger. For example, as
secondary prophylaxis, the use of aspirin to prevent one death at 5 weeks after myocardial infarction had an NNT of 40.
However, the use of aspirin for primary prevention, for every 1000 subjects treated with aspirin, 3 cardiovascular events
would be prevented and 2.5 major bleeding events would occur in women. In men, four cardiovascular disease events

would be prevented and three major bleeding events would oceur.30 These findings supported the 2009 update of the
Antithrombotic Trialists' Collaboration meta-analysis and suggest that unless your patient has coronary or cerebrovascular

disease, the available data do not justify routine use of aspirin in patients based solely on a moderate risk level.31

The number needed to treat data is often used to compare treatments. For example, randomized controlled trials, which
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compare ranitidine and omeprazole with endoscopic healing of erosive reflux esophagitis after 8 weeks revealed that the
overall number needed to treat for omeprazole compared to ranitidine was 3.3. This means that for every three patients
with erosive reflux esophagitis treated with omeprazole, one will be healed who would not have been healed if they had
been treated with ranitidine. These types of comparative data are useful, not only in making original drug selection
decisions but are also helpful in understanding the effort required to actually improve on existing therapies.

Use of the Pharmacotherapy Workup as a Conceptual Framework to Organize Knowledge in Practice

It became clear as we were developing the practice of pharmaceutical care that we would need a better resource than just
guidelines, textbooks, and clinical trials to make rational decisions about drug therapy. Although all contribute to the work
that needs to be done, there remains many “holes” in the knowledge needed to provide quality care. With time and
experience, it became clear that the Pharmacotherapy Workup is an ideal conceptual framework for organizing knowledge
in practice for a number of reasons (see Appendix 3 for the complete Workup). First, it describes what information is
needed to make the necessary decisions. Secondly, we can describe the thought processes and actual decisions that
need to be made with this information. Thirdly, the Workup organizes information in the order that a practitioner would use
it to manage a patient's drug therapy.

It seemed a fairly straightforward exercise to extrapolate this framework to that of a comprehensive care plan for practice.
The Pharmacotherapy Workup was used to develop a standard outline of information needed each time a practitioner
develops a care plan for a patient receiving pharmaceutical care. This standard outline was developed from the decisions
made during the Workup and follows the logical evaluation process to ensure, first, appropriateness of each medication,
then, effectiveness, then safety, and finally, the convenience of the regimen for the patient so that adherence is possible.
We called this new tool the Pharmaceutical Care Plan Reference.

The standard outline for the Pharmaceutical Care Plan References was developed by Christina Cipolle, Rae'd Abu-
Ghazeleh, Robert J. Cipolle, Linda M. Strand, and Michael J. Frakes in 2004 at the Peters Institute of Pharmaceutical
Care in the College of Pharmacy at the University of Minnesota. This standard outline was then used to develop specific
Pharmaceutical Care Plan References for six common diseases requiring management with drug therapy. This sounded
simple at first, but after creating six different care plan references, we tallied up the time and number of references
(textbooks, guidelines, articles) needed to construct a useful care plan reference. It requires a minimum of 30 references
and approximately 100 hours to identify the information needed and then reorganize it into a more useful format for each
care plan! The basic outline for each care plan reference is in Table 10-8. To date, we have constructed care plan
references for Type | diabetes, Type Il diabetes, hyperlipidemia, osteoporosis, hypertension, and depression. These care
plans require constant updates and maintenance to be useful. With this outline, you can construct the care plans that are
most useful for you.

Table 10-8 Care Plan Reference Outline

e Definition
Includes an explanation of:
 the condition described in this care plan both generally (e.g., hyperlipidemia)
INDICATION and specifically (e.g., hypercholesterolemia)
¢ how patients contract the condition (idiopathic, hereditary, etc.)
» possible complications during the course of the disease (e.g., heart attack,
end organ damage, etc.)

Presenting signs and symptoms
Define key terms

Frequency and incidence
Include information that is relevant to the condition
» total number of people with the condition
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o number of diagnosed vs. undiagnosed people with condition
e number of new people diagnosed each year
e age groups
e men vs. women
 ethnic groups
Also include evidence related to the morbidity and mortality of the condition

Risk factors
Include genetic and lifestyle risk factors

Unique diagnostic criteria
Tests, exams, or lab values that determine a diagnosis
Short explanation of what the test/exam entails.
o For example, fasting plasma glucose >126 mg/dL.
o Fasting is defined as no caloric intake for 8 hours.
Explain whether the test/exam is an x-ray, scan, blood, or other test

Assessment checklist

You are not diagnosing but need to assess what the state of the patient's
condition is. Include information needed to establish goals of therapy and to
evaluate effectiveness and safety on a consistent basis. (e.g., signs and
symptoms, recent lab values, medication experience)

Why/how the value may be used. For example, “current weight and height for
BMI and normal growth development”

EFFECTIVENESS

Short-term goals of therapy (timeframe)
Each goal must include a parameter, value, and timing.
These goals of therapy are related to the patient's drug therapy

Long-term goals of therapy
Includes prevention of complications/end organ damage and/or risk reduction.

Therapeutic alternatives
The standard approach to the treatment (or prevention) of the indication
Synopsis of the current guidelines for initial drug selection in patients without
complications

« Rationale

e when adding or changing drug therapies

« Rationale

¢ The reasoning behind the order used to list the pharmacological classes and

the drugs within each class is explained

Pharmacological class

Pharmacology:

Efficacy:

Dosage guidelines:

Subclass of drugs if applicable (e.g., loop diuretics)




Pharmacology: if applicable

Efficacy: if applicable.

Dosage guidelines:

Generic drug name (brand name if only available in brand)
e |nitial dosage:
¢ Adjustments: include intervals and dosage changes
e Maximum dosage:

SAFETY

General safety concerns for the condition that apply to all patients are explained.
Pharmacological class

Contraindications: The contraindications and warnings. If there is a pregnancy
contraindication, give the risk category (e.g., risk category X)

Consider discontinuation of drug:

Adverse drug reactions: Percentage is used when possible
Dose-related toxicity: If it is dose-related for therapeutic doses (not overdoses), it
is described here

ADHERENCE

General patient instructions

Effectiveness: The positive outcomes patients should expect to see and when
Safety: Safety concerns that all patients should be aware of regardless of the
drug therapy they are taking. For example, with hypertension, what patients
need to know about hypotension (There may be some repeat from the
“SAFETY” section.)

Pharmacological class
Take with meals.
Avoid alcohol (increased risk of hypoglycemia).

Self care

Includes additional instructions that the patient can follow to optimize the
therapeutic response and prevent progression of the disease (exercise, nutrition,
quit smoking, check blood glucose regularly).

What the patient should do, for how long, what the activity entails, and how it will
affect their condition (lower blood pressure 2—4 mmHg)

Therapeutic lifestyle changes are described here

DRUG THERAPY
PROBLEMS

Drug Therapy Problem Category (%)
Unnecessary drug therapy
Additional drug therapy needed
Ineffective drug

Dosage too low

Adverse drug reaction

Dosage too high

Nonadherence

Effectiveness
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FOLLOW-UP e Follow-up when the patient is not at goal. Include parameter, value, and timing
EVALUATION o Follow-up when the patient has met goal and is stable. Include parameter, value,
and timing

o Safety

e Pharmacological class: listed by class in the same order as in
“‘EFFECTIVENESS” and in “SAFETY.”

o Evaluate: For each class, the parameters (exams, lab tests) that the practitioner
should evaluate and when to evaluate them are described here

REFERENCES All appropriate and up-to-date references will be listed here

Common Drugs Are Common

There are thousands of drug products available to treat and prevent diseases. The Food and Drug Administration
approves a new drug product for use in the United States approximately every 15 days. Learning all that is required about
them can seem like a formidable task for the student practitioner. There is much to be learned. Learning the
characteristics listed in Table 10-7 for classes of drugs can be helpful but sometimes confusing. We have tricyclic
antidepressants, which are grouped based on their chemical structure but used in practice for numerous indications other
than depression (enuresis). Antihistamines are grouped based on their mechanism of action. There are histamine H1-

receptor antagonists. We also have a category of relatively nonsedating antihistamines grouped because of a lower
incidence of a side effect. Ho-blockers act at another histamine site of action but are not generally referred to as

antihistamines. Nonsteroidal anti-inflammatory drugs are grouped based on a chemical structure that they do not
possess. Grouping of drug products by similarities in chemical structure, mechanism of action, or selected indication does
not yield mutually exclusive categories, and therefore can cause some confusion for the early learner. It is important to
understand all of a drug's actions on your patients, not just the intended or marketed actions, as advertised.

There is an efficient way to begin or to expand your pharmacotherapy learning process. Create a personal learning
agenda that begins with the drug products you will encounter most frequently. The 25 most common prescription products
selected for use by practitioners are listed in Tables 10-9 and 10-10. In 2008, there were 2.4 billion generic drug products
prescribed in the United States, and there were 1.4 billion brand-name products prescribed that year, so these top 25
medications will need to be managed frequently.

*

Table 10-9 The 25 Most Frequently Dispensed Prescription Drugs (Generic) in the United States (2009)

1. Hydrocodone/Acetaminophen | 14. | Metoprolol tartrate

2. Lisinopril 15. | Sertraline

3. Simvastatin 16. | Zolpidem tartrate

4. Levothyroxine 17. | Metoprolol succinate

5. Amoxicillin 18. | Oxycodone w/Acetaminophen
6. Azithromycin 19. | Prednisone

7. Hydrochlorothiazide 20. | Citalopram

8. Amlodipine besylate 21. | Ibuprofen

9. Alprazolam 22. | Fluoxetine
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10. | Metformin 23. | Gabapentin

11. | Omeprazole 24. | Warfarin

12. | Atenolol 25. | Tramadol

13. | Furosemide

"Data from Drug Topic Resource Guide, Top 200 Drugs: A 5-year compilation.

(Originally published, June 1, 2009 online edition of Drug Topics).

*

Table 10-10 The 25 Most Frequently Dispensed Prescription Drugs (Brand) in the United States (2009)

1. Lipitor 14. | Prevacid

2. Nexium 15. | Diovan HCT
3. Plavix 16. | Actos

4. Singulair 17. | Flomax

5. Lexapro 18. | Seroquel

6. ProAir HFA 19. | Levaquin

7. Synthroid 20. | Tricor

8. Crestor 21. | Yaz

9. Advair Diskus | 22. | Vytorin

10. | Diovan 23. | Viagra

11. | Cymbalta 24. | Celebrex

12. | Effexor XR 25. | Lantus

13. | Klor-Con

"Data from 2009, www.drugs.com/yop200.html

Patients also use numerous nonprescription products to self-medicate and manage their drug-related needs. Patients
frequently ask their pharmacist for recommendations for selection, use, effectiveness, and safety of nonprescription drug
products. The most common nonprescription product categories are listed in Table 10-11. Also included is the size (in
million of dollars) of the U.S. market for each of the categories and the products most frequently recommended by
pharmacists.

Table 10-11 Most Frequently Purchased Nonprescription Drug Products

‘ ‘ Treatment Sales (in $ Most frequently recommended products by
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Rank

category

*
millions)

pharmacists (201 O)T

Cough/cold

$4172

¢ Adult cold—Robitussin

¢ Antitussive—Delsym

¢ Pediatric cough—Delsym

¢ Expectorant—Mucinex

¢ Antihistamines—Claritin

o Pediatric antihistamine—Children's Claritin

¢ Decongestants oral—Sudafed

« Decongestant topical—Afrin

o Pediatric decongestant—Children's Sudafed liquid
o Multisymptoms—NyQuil

¢ Pediatric multisymptoms—Children's Dimetapp
¢ Nasal saline—Ocean

¢ Nasal irrigation—Simply Saline

Analgesics
(internal)

$2486

¢ Adult headache—Tylenol

¢ Menstrual pain—Aduvil

e Migraine—Motrin 1B

¢ Osteoarthritis oral—Tylenol

e Pain with sleeplessness—Tylenol PM
o Pediatric analgesic—Children's Advil

Heartburn

$1277

» Episodic heartburn—Pepcid AC
¢ Frequent heartburn—Prilosec OTC
o Upset stomach/nausea—Emetrol

Laxatives

$822

e Fiber—Metamucil

¢ Nonfiber—Dulcolax

o Stool softener—Colace

¢ Hemorrhoidal—Preparation H

Sunscreens and
blocks

$499

¢ Sunscreen—Neutrogena
¢ Minor burns—Solarcaine

Antismoking

$493

NicoDerm CQ

Eye care

$474

o Allergy—Zaditor

« Artificial tears—Refresh

e Eye wash—Collyrium

» Vasoconstrictors/decongestant—Visine

Lip remedies

$408

¢ Canker sore—QOrabase, Anbesol
e Cold sore—Abreva
¢ Lip balms—Carmex

¢ Athlete's foot—Lamisil AT
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9. Foot care $334 e seneral 100l care—upr. SCNnolir's
¢ Nail antifungal—Fungal Nail
. » Benzoyl peroxide—Clearasil, ProActiv
10. Acne remedies $333 « Salicyclic acid—Clean and Clear

"Data source: The Nielsen Company, Consumer Healthcare Products Association,

www.chpa-info.org/pressroom/Sales _Category.aspx
TPharmacy Today, OTC Supplement, February 2011.

Because half of all consumers purchase herbal supplements to manage their health care needs, it is important to know
which are the most common. Table 10-12 displays the top-selling herbal supplements in 2008.

Table 10-12 Top-Selling Herbal Supplements (2008)*

Cranberry Green tea
Soy Evening primrose
Garlic Valerian

Saw palmetto Horny goat weed

Ginkgo Grapeseed
Echinacea Elderberry
Milk thistle Bilberry

St. John's wort | Ginger

Ginseng Horse chestnut seed

Black cohosh Yohimbe

"Data from More than half of all U.S. consumers' use supplements (2008 Nielsen

Global Online Survey) Drug Topics, September 20009.

The days of drug information being the “property” of physicians, pharmacists, and nurses are long past. Direct to
consumer advertising of both prescription as well as nonprescription products, coupled with the almost universal
availability of the Internet, has made information (good and bad) about medications available to everyone. Your patients
have ample opportunity to gather information on their own. Table 10-13 lists the products associated with some of the
most common drug-related inquiries made by consumers.

Table 10-13 Most Frequently Viewed Drugs at PrescriptionDrug-Info.Com
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1. | Oxycodone (OxyContin) | 6. Vicodin (hydrocodone + acetaminophen)
2. | Alprazolam 7. Dilaudid (hydromorphone)

3. | Clonazepam 8. Percocet (oxycodone + acetaminophen)
4. | Acetaminophen 9. Suboxone (buprenorphine)

5. | Tramadol 10. | Hydrocodone

Data from www.prescriptiondrug-info.com/top _prescription _drugs.asp (March 2011

views).

Save Table | Print
Key Clinical Concepts

The most efficient learning method is to begin caring for patients, under supervision. Care for as many
patients as possible. The best practitioners in any field are the busiest practitioners.

Busy practitioners must be effective and efficient at providing care. The best way to become effective and efficient is to
learn first how to care for patients with common problems. Building upon this base of core clinical knowledge will allow you
to eventually help patients with more complex and/or less commonly encountered problems. This appears inconsistent
with the way referrals are often made in that referrals usually involve more complex patients. This emphasizes the
importance of acquiring clinical experience in a generalist practice prior to establishing a practice of your own where
referrals will be a key to your success.

Acquiring the Clinical Skills You Need to Practice

The practice of pharmaceutical care requires the mastery of a number of clinical skills. The four sets of skills that are used
on a continuous basis are:

1. gathering information about your patient's medical conditions and drugs

2. evaluating and applying information to meet your patient's specific needs

3. communicating information to patients and professional colleagues

4. learning from your experience for the purpose of improving through reflective practice.

Because the information practitioners need and use can be complex, and is often technical, special skills are required to
master this unique body of knowledge.

The first skill set requires that practitioners learn to retrieve, gather, and assemble patient, disease, and drug information
from patients. You will need observational, interview, and physical assessment skills to accomplish this. The patient's
medication experience is central for this skill set. Frequently, the patient will present with a medical condition that is
unfamiliar, a drug therapy that is new, or a unique set of circumstances that requires you to gather information from
books, the literature, colleagues, or the Internet. Retrieving information in an effective manner will improve your ability to
care for patients.

The second set of clinical skills comprises those required to apply the knowledge you have accumulated to the patient for
whom you are caring. This will allow you to generate hypotheses, solve problems, and make rational and logical decisions
about the patient's pharmacotherapy. These skills rely on the practitioner's inquiry, discovery, and creativity abilities. The

Pharmacotherapy Workup is central for this skill set. It is often the case that information from guidelines or protocols must
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be interpreted and/or modified in order to apply the decision rules to your patient's situation.

The third skill set includes the ability to communicate what the practitioner knows and the decisions she has made. A
practitioner's communication skills often determine the level of success in practice. Both written and verbal communication
skills are important and communication with patients as well as with other practitioners is required to be successful. The
Pharmacotherapy Case Presentation Format is central for this skill set. Written communication, in the form of
documentation in the electronic therapeutic record and medical record, is also a skill that must be mastered.

The fourth category is the skills required to be reflective in practice, so that you can learn from each patient care
experience. Reflective skills allow you to convert clinical experience into clinical knowledge. Summaries or reports of your
practice that can be generated from your documentation system are central for this skill set. This skill set allows the
practitioner to reflect on a patient encounter to determine what went well and why, what did not go as expected and why,
and what must be changed in the future. These skills help you to learn on a daily basis from both your patients and your
colleagues. Reflective skills are powerful as they allow practitioners to learn from both successful and unsuccessful
experiences.

Although these skills are discussed frequently in the nursing and medical literature, pharmacy programs have not
uniformly developed these skills in their student practitioners. The basic skill of being reflective in practice will have a
significant impact on how quickly you become a competent pharmaceutical care practitioner.
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Clinical skills are like any other skill set. To master them requires training, practice, and reflection.

The student practitioner can work to develop these skill sets in stages. Although all are required to provide pharmaceutical
care for a patient, it is useful to focus on one set at a time while you are developing your clinical skills.

For the new practitioner, there is no substitute for practice. The more patients you see and provide direct care for, the
more proficient you will become. New practitioners should avail themselves of every possible opportunity to provide
pharmaceutical care to patients. Internalizing the clinical skills and decision-making processes necessary to perform at a
level dictated by the standards of practice requires considerable time and a variety of patient cases for a new practitioner
to become effective and eventually efficient.

Obtaining Clinical Information from Your Patient
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Eliciting relevant information from your patient is not only the first skill you should have, but it is one of the
most important when providing care.

The quality of the information you elicit will determine the quality of the care you can provide. This skill set integrates
observational, interview, and physical assessment sKills.

Observational Skills

The first skill to learn is gathering information from observation. Although the amount of physical effort involved in this skill
is minimal, the amount of insight and sensitivity required to optimize the information you elicit through observation can be
substantial. Observational skills require you to collect information with your eyes and your powers of deduction. Table 10-
14 describes the information you can often elicit with these skills, and the table includes suggestions as to how you might
document this information in the pharmaceutical care record.

Table 10-14 Information Obtained from Observational Skills

Patient variable Examples of values to document




Approximate age in years or decades for older patients

Age Example: A gentleman who appears to be in his 80's

Approximate height and weight

Height, weight Example: Normal weight, slightly obese, very obese

Gender Male, female

+ Assessment of physical/mental health
Overall health status « Example: Excellent, good, poor

Physical grooming and personal hygiene | Example: Neat, clean, unkempt, disheveled

Level of physical activity

No difficulty ambulating

Difficulty ambulating

Example: good posture, poor posture

Posture and general ability to ambulate

Ability to communicate Language ability, use of hearing aid

¢ Normal or pallid skin tone

Outward signs of illness » Energetic, lethargic
o Example: Well nourished, malnourished

Apprehension, fear, agitation Example: Anxious, distressed, preoccupied

o Cooperative, uncooperative

Improving your observational skills first requires you to become conscious of the variables that will have an impact on your
care plan. If you teach yourself to be aware of these items, you can save yourself and your patient a significant amount of
time and effort. Becoming sensitive to nonverbal clues will help you throughout the Pharmacotherapy Workup.

Respect the power of keen observational skills. You can collect this information in the first moments of your assessment.
Simply make mental notes of the data you collect before you begin your assessment interview so that it does not get lost
or overlooked. You will want to record this information in writing as soon as it is appropriate. After you have taught yourself
to be effective at observation, then you are ready to develop your listening skills.

Assessment Interview Skills

You will gain most of your information from your patient during the assessment. The assessment consists of primarily
patient-specific information collected using the process described in Chapter 6. The assessment interview is a purposeful
conversation, which differs from casual or friend-to-friend conversations.
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An effective assessment interview requires that the practitioner becomes skilled at using open-ended
inquiries to elicit patient responses and then explores the topic more extensively through pointed
questioning.
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Learning these assessment interview sKkills requires practicing to be an active listener. Active listening means taking the
time and energy to hear and understand what your patient has just told you. As a student practitioner, you will want to
practice listening to patients' stories about their medication experiences and the impact that drug therapies have had on
their lives.

Student practitioners tend to ask the patient a question and then immediately start to think of what the next question
should be. Experienced practitioners approach the assessment interview much differently. Skilled practitioners listen very
carefully to the patient's response, and after fully hearing and understanding what was said, formulate the next logical
question. The next question in an effective assessment interview should be related to the patient's response to the
previous question.

Therefore, you will not know what the next best question should be until you have understood what your patient is telling
you. Listen, then listen more, and then listen even more. If all you hear is your voice, change your approach.

Take your time to formulate questions. If it requires a few moments, that is not a problem. The time you take to formulate
your next question may seem like an uncomfortable lull to you, but the pause usually does not bother patients. Students
often feel nervous and hurried when conducting their first few assessment interviews. Remain calm, and proceed in a
relaxed manner. Let your patient know about how long you anticipate the assessment will take, and let her do most of the
talking. Establish and maintain good eye contact and be conscious of your posture and body position. Sit up straight in the
chair or stand without leaning, and avoid nervous repetitive movements.

Listen with an open mind

When you first begin to develop your assessment skills, you may not feel you are adequately prepared to deal with some
of the issues that patients present to you. Some practitioners may feel that the sexual, psychiatric, or interpersonal
problems the patient discusses may be beyond their scope to manage in an assessment interview. However, this
information may have a direct impact on the course of action your patient is willing to pursue, and it may impact the
outcome of therapy, so it is important that you obtain the relevant information.

Example The topic of sexual activity is often thought of as a private matter, and is too often avoided. Interviewing a
patient about sexuality and sexual problems can be a complex and difficult dimension of the Pharmacotherapy Workup. In
a world in which human immunodeficiency virus, acquired immunodeficiency syndrome, and numerous other sexually
transmitted diseases cause significant morbidity and mortality, practitioners must understand these conditions and
develop the ability to obtain appropriate information during an assessment. Drug therapy is an essential form of treatment
and prevention of many sexually transmitted illnesses. Practitioners need to inform the patient of the need to ask some
questions about her sexual life. Questions of how her illness has affected her sexual life can be helpful in evaluating the
effectiveness of drug therapy. Similarly, inquiring as to how the patient feels that her drug therapy has impacted sexual

activity can identify adverse drug reactions that require adjustment in pharmacotherapy.32

Listen with empathy

Demonstrating empathy for your patient's emotional situation can be comforting for her. Being empathetic—having the
ability to imagine yourself in your patient's position—will positively impact the relationship you establish with the patient.
The challenge of learning empathic skills lies in learning the primary approaches of reflecting and legitimating and then
integrating an interpersonal style that feels genuine to you and is likely to be perceived as genuine by the patient.
Reflecting refers to the practitioner describing the emotional experience of the patient.

Example “I can see that you are upset by this.”
Legitimating confirms that the emotion is understood and accepted.
Example “I can understand why that would make you upset.”

Your patients will want to know that you intend to be supportive of their needs. Skillfully explaining that they can depend
on your assistance is reassuring. This can be accomplished by explaining: “l would like to work together with you to

develop the best possible treatment plan once we have agreed on what goals we will try to achieve.”32



It is not necessary to wait until the end of an assessment interview to summarize. By summarizing what you have heard

and your interpretation of that information, you can get immediate feedback as to whether you and your patient have the
same understanding. Summarizing is also an effective method of regaining control of the conversation and redirecting it

as you feel is necessary.

Did you miss anything important? This question perplexes new practitioners during their first few assessment interviews.
The best method to be confident that you did not omit an important area is to give your patient ample opportunity to
respond to: “Is there anything else you feel | should know?” After you share your summary of the assessment with the
patient, make certain that the patient has ample opportunity to add information that may not have been mentioned. This
technique helps the patient feel that you have done your best to understand his or her needs or problems.

Becoming efficient at collecting patient information

You must first become effective at conducting a comprehensive assessment of a patient's drug-related needs before you
attempt to become efficient. Efficiency is effectiveness over time, and therefore an ineffective approach to patient
assessment will never result in an efficient process. As a student practitioner, take your time, and learn how to get it right.
Most patients appreciate someone spending sufficient time to fully hear their story.

Collect only the information you will use

During the assessment process, you should only gather information that you will use to make your clinical judgments and
decisions. It is often difficult for student practitioners to know what information will be necessary and/or useful. As you
become more experienced in patient assessment, you will find that you can select the most useful and important
questions within each assessment. You will feel more confident that you have a clinically sound idea of your patient's
drug-related needs and can identify her drug therapy problems. Experts use surprisingly few pieces of key data to make

their initial clinical judgments, and then proceed to gather more facts in order to verify or refute their initial decisions.32:33

There are no shortcuts to collecting patient, disease, and drug information, and knowing specifically what information is
needed and when. You will not find effective recipes for care. Patient care does not provide a list of necessary ingredients
(information) and a formula (knowledge) of how to combine them. The best way to learn what information you need to
gather in order to make clinical decisions is to gather it, then decide if it was actually helpful to you when you made the
decision. If it was, you have learned how that particular information can be applied to make patient-specific clinical
decisions about drug therapies. If you find that the information you gathered did not help, then you will have learned from
that as well.

Physical Assessment Skills

Pharmaceutical care practitioners primarily use physical assessment skills to evaluate the effectiveness and safety of their
patient's medications. The physical assessment skills used within the diagnostic process far exceed those required for the
pharmaceutical care process. However, physical assessment skills are essential to determine if your patient is
experiencing positive or negative effects from her drug therapies.

The follow-up evaluation in the pharmaceutical care process calls for the collection of clinical and/or laboratory
parameters necessary to determine if the patient's drug therapies are being effective and/or causing any harm. Drug
effectiveness is often determined based on the improvement of clinical signs and symptoms. The practitioner uses
physical assessment skills to detect side effects caused by medications.

There are a number of basic physical assessment skills that student practitioners need to acquire and understand in order
to provide pharmaceutical care. The specific techniques are beyond the scope of this text but are described in detail in
textbooks used by medical, nursing, pharmacy, and other students of the health sciences.3:17 As an example, the core
set of physical assessment skills would include measuring the patient's vital signs.

Vital signs

Measurement of vital signs includes the patient's blood pressure, heart rate, respiratory rate, and temperature. These
basic clinical parameters are essential to determine the effectiveness and safety of a great majority of medications



commonly used today. A sphygmomanometer is commonly used to measure your patient's blood pressure, a
thermometer is required to determine temperature, and a functional timepiece is helpful to accurately measure a pulse
rate, but no other equipment or expense is involved in obtaining a patient's vital signs.

Hypertension is among the most common indications for the use of prescription medications. The effectiveness of
antihypertensive drug therapy and much of the evaluation of its safety are based on the measurement of blood pressure.
This is a skill that every pharmaceutical care practitioner will use throughout her career.

Temperature is the hallmark sign of most infectious processes. Antibiotic drug therapies are evaluated based on the
improvement of signs, symptoms, and laboratory parameters. The patient's temperature often serves as the primary
clinical indicator of effectiveness. Numerous techniques and innovative technologies are available to obtain the patient's
temperature, and familiarity with their application is a useful clinical skill.

The patient's pulse or heart rate can be greatly influenced by drug therapies.

Most cardiovascular agents increase or decrease the pulse when used at pharmacologically active dosages. Drugs that
slow the heart rate can put patients at risk of becoming dizzy or losing consciousness due to lack of blood supply to vital
organs including brain.

Example The pulse rate is one of the common parameters used to evaluate the safety of digoxin dosing in patients with
heart failure or cardiac dysrhythmias, and beta-blockers such as atenolol and metoprolol used to manage patients with
angina pectoris or hypertension.

Improving the patient's breathing symptoms is frequently a goal of drug therapy. The respiratory status of the patient
includes the rate, rhythm, depth, and effort of breathing, all of which can be observed and easily counted. Respiratory
rates are often essential in determining the effectiveness of drug therapy to manage asthma, pneumonia, bronchitis,
congestive heart failure, chronic obstructive pulmonary disease, and cystic fibrosis.

Retrieving Information

No matter how experienced you become as a practitioner, you will always have to retrieve information from books and the
literature. Pharmacotherapy changes continually and it is virtually impossible to remember everything you need to know to
practice pharmaceutical care. Your ability to retrieve necessary information at the right time is an important skill.

As student practitioners begin to develop their clinical skills, subscribing to one important guideline can be helpful: Look it
up now. If you come across information you need to retrieve from a book, a study or a guideline, find the answer
immediately. Retention of newly acquired knowledge is easier and more efficient when that new knowledge is placed in a
clinically appropriate context, that is, the care of a patient. If you stop and put forth the effort to retrieve these data when
you need to apply them to identify or resolve a patient's drug therapy problem, you will retain that new knowledge.

Student practitioners and experienced practitioners tend to use different sources as references because they generally
have different needs. Students, especially early in their studies, are best served by texts containing full descriptions of
pharmacological actions, disease processes, and pharmacotherapeutic approaches. References with this level of detail
and comprehensive explanations are useful to provide new practitioners with the necessary overall understanding of the
topic. And, although there are a number of references available and each has its strength, there are a few that no
practitioner should be without. This list includes the following:

e The Pharmacological Basis of Therapeutics, Goodman and Gilman?1

e Pharmacotherapy: A Pathophysiological Approach1 4

e Handbook of Nonprescription Drugs1 7

» Applied Therapeutics: The Clinical Use of Drugs26
 Principles of Internal Medicine3

e American Hospital Formulary Service Drug Information>%

» Natural Medicines Comprehensive Database3®


http://accesspharmacy.mhmedical.com.myaccess.library.utoronto.ca/drugs.aspx?GbosID=133739

Busy practitioners already have a general and often thorough understanding of the topic, but they need a small piece of
data to support a specific decision that has to be made. Therefore, while students need comprehensive pharmacology,
pathophysiology, and pharmacotherapy textbooks at their disposal, experienced practitioners tend to make better use of
reference handbooks from which they can quickly retrieve a single piece of data needed to complete the clinical decision-
making process. Following is a list useful reference handbooks best utilized by experienced practitioners:

e Facts and Comparisons20

» Clinical Drug Data36

e Drug Information Handbook19

o Therapeutic Choices16

« Griffith's 5-minute Clinical Consult?>

e Geriatric Dosage Handbook3'

e Pediatric Dosage Handbook38

o Tyler's Honest Herbal: A Sensible Guide to the Use of Herbs and Related Remedies3®
e The Top 100 Drug Interactions: A Guide to Patient Management.40

There are many texts in these areas, and the selection of an appropriate one can be confusing. New practitioners must be
certain that the books they use to establish their reference library will be the most useful. It is useful for students to choose
an example topic and examine that section in a book before it is purchased. Did it answer your questions? Can the topic
be understood? How the text is indexed is especially important because you will often need to refer to the index to identify
and learn new material quickly and effectively.

Some references deal only with products licensed for use in one country; some contain information on products only
available without a prescription. Other references focus on herbal and natural products. Students may need several
references just to learn about all of the medications that patients take.

In order to look up information for a patient taking an herbal product, two prescription medications, and a commonly used
nonprescription drug product, a student may use three separate texts. Efficiently using these references requires an
understanding of how each reference organizes and presents information.

Some references list drug information alphabetically by generic names, some organize the drug information by
therapeutic class, and some organize information by the primary pharmacological actions of the drug. The use and
retrieval of primary literature sources is a skill that every practitioner must possess in order to continue learning. Because
it often requires 1 to 3 years to bring a new reference book to publication, professional journals are considered the best
source for contemporary information, controversial topics, alternative approaches, and comparison studies.

Many drug information sources are now available on computers, smart phones, and personal digital assistants. These
sources, including Lexicomp, Micromedex, Medscape, iPharmacy, and WebMD, have the advantages of being mobile and
accessible wherever Internet access is sufficient. They are also updated frequently with new product information and
warnings. These sources of drug information tend to be general and population-based, and therefore the practitioner
must be able to interpret this information in the context of a specific patient and decide if it is appropriate.

Contemporary topics such as multiple sclerosis or pain management are best researched using the primary literature.
Also, individual case reports and unusual or rare events are most frequently published in primary sources and can be
helpful to verify whether your patient's outcome has been reported in other patient cases. Searching for information from
the primary literature has become extremely efficient through the Internet. Many professional journals make the full text of
articles available on their websites. Obtaining information from the Internet can be the most efficient method to obtain
access to the current literature and information. Remember, however, that it is important to verify that you are using only
reputable sources. Learn how to critically evaluate information from websites you might use as well as those your patients
might use. Some of the value we contribute lies in helping patients to sort the accurate from the inaccurate information
about medications.



In general, the information explosion that has occurred in pharmacotherapy knowledge over the past few decades is well
served by the capacity and timeliness of the Internet. For example, many of the major pharmaceutical firms provide open
access to the current understanding of the pharmacology, efficacy, and safety of their products. Additionally, information
about new products that are still in the developmental process can be researched via the Internet. There are many sites
on the World Wide Web that provide useful information about diseases or drug therapies. A common advantage of these
sites is that the explanations and descriptions are written with terms that can be understood by patients. For example, visit
www.medicinenet.com, www.webmd.com, www.mayoclinic.com, www.diabetes.org, and www.americanheart.org.

Communication Skills

This text is not intended to teach you to master the basic skills involved in human communication. There are a number of

other useful texts for that purpose.32133’41 42 \We begin with the assumption that those who have been successful at
securing a position in a professional education program have a basic command of the skills required to communicate
verbally and in writing. Therefore, this is not intended to be a basic or theoretical discussion of communication skills.
Instead, we want to present the unique aspects of communicating with patients and other health care professionals about
drug therapy issues in pharmaceutical care practice.

Patient-Focused Communication
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Communication with patients brings together many of the dimensions of pharmaceutical care practice. At
the center of communication is the relationship between the patient and the practitioner.

The nature and ethical framework of the relationship that is required to practice pharmaceutical care dictates the specific
guidelines for the communication that occurs between patient and practitioner (see Chapter 3 for a discussion of the
ethical dimensions of pharmaceutical care and Chapter 4 for a discussion of the therapeutic relationship).

The key to building a therapeutic relationship as well as successfully communicating with patients is to create an
environment for the patient that has the right conditions for fostering good communication. Empathy, positive regard, and
congruence define these conditions. Empathy is the process of communicating to patients the feeling of being understood;
it is putting yourself in the patient's situation. Positive regard is the process of communicating support to the patient in a
caring and nonjudgmental way; it is communication that is genuine, unthreatening, and unconditional.

Communicating congruence involves the honest expression of the practitioner's own thoughts and feelings; it requires that
the caring professional will respond honestly to the patient and attempts to be genuine in the relationship with the patient.
As a pharmaceutical care practitioner, you have three primary objectives or reasons to communicate with the patient: (1)
to elicit necessary information from the patient to make your decisions, (2) to negotiate the terms of the goals of therapy
and the patient's role in achieving them, and (3) to educate the patient about the drug therapy she is receiving and/or
taking.

A significant amount of space in this text has been devoted to explaining the assessment interview skills required to
practice pharmaceutical care (see Chapter 6 for a detailed discussion of the assessment process). We will not repeat this
information but focus on the skills required to educate patients about their drug therapy. Educating the patient about drug
therapy is most beneficial if you first understand the patient. You will be most effective if you establish with the patient:

1. what your patient wants to know
2. what the patient already knows

The best way to recognize this difference is to: (a) determine the preferred language of the patient, (b) determine the level
of comprehension best suited to the patient—this will determine the vocabulary/terms that are familiar to the patient and
(c) identify any cultural or religious issues that are relevant to communicating with the patient.
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The following material should be conveyed to all patients, unless you have identified a patient-specific reason for not
sharing this information. This is considered to be the basic information about the patient's medication that will help her to
actively engage in the care plan and be compliant with her medications. You will want to explain the following to the
patient:

1. The reason for taking each medication (Indication).

» Explain how the medication works, what it will do for your patient

o Use pictures and diagrams whenever possible

» Provide patients with information and labeling to take home with them that ties the reason for taking the
medication to the drug product, to the directions for administration to the goals of therapy, and to a timeframe for
meeting the goals.

2. The specific instructions of how to take the medication explained in a manner the patient can understand.

e Use the same terms from one encounter to the next

» Use phrases that are familiar to the patient so they are not misunderstood (twice a day, dissolved in water, with
food)

» Start from your patient's point of reference (when do they eat, what time do they go to bed).

3. Adescription of how the patient will know that the medication is working well (Effectiveness).

» Describe how the patient's symptoms will change and when to expect these improvements

» Create an understandable system for complicated terms (clinical parameters or laboratory values)
 Include specific values that will serve as endpoints

« Communicate how confident you are that the patient's pharmacotherapy will be effective.

4. Explain the undesirable effects that might be expected (Safety).

» Be specific about when adverse reactions are most likely to occur.
» Provide the patient with clear instructions of what to do if any problems arise with the medication.

5. Be clear about what the patient should do if a dose of the medication is missed or if she takes an extra dose of the
medication (Adherence).

6. Inform the patient of when and how you intend to follow-up to evaluate effectiveness and safety of the medication.
7. Provide the patient with a way to contact you if the medication is not working within the timeframe you discussed.

Care must be taken when communicating this much information. Be sure to speak slowly, as much information about
medications may be new to the patient. It may also be the case that the practitioner's first language is not the patient's first
language. Be sure to evaluate the extent of understanding by your patient when you are finished communicating this
information. Provide her with written information whenever possible to reinforce the major points made during the
discussion.

Written correspondence with patients

It can be reinforcing to correspond with the patient in writing. Written correspondence might be used to provide your
patient with literature about the medication being taken or a reminder about an appointment. This activity can be
important in achieving the desired goals of therapy for a patient. It is worth remembering that written correspondence of
all types (letters, email, drug information brochures) is a reflection on you as a professional and a practitioner. You will
always want to proofread this correspondence well.

When communicating with a patient in writing, be sure to print the material in a size that the patient can easily read.
Everything we discussed for optimizing verbal communication with your patient applies to written communication. Before
communicating with your patient in writing, be sure you have determined how much information your patient wants and
what the patient already knows. Your purpose for communicating is always the same, to fill the gap between what the
patient wants to know and already knows in a way that a particular patient can best understand (see Chapter 9 on
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documentation). It is not helpful to give the patient more information than is needed or wanted.
Practitioner-Focused Communication
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Practitioners use a specific practice vocabulary, and it should be employed when communicating with
other health care practitioners, whether verbally or in writing.

We have emphasized the use of the glossary in this book for this very reason (see Appendix 2). You should not create
new definitions for practice terms or use practice terms differently than intended. All practitioners have an obligation to
learn and to use standardized terms so that communication is facilitated at all times.

Your purpose for communicating with colleagues usually involves patient care. You may be asking for help with the care of
a patient or providing help to a colleague who is caring for a patient. You may be sharing the care of a patient with a
coworker or sharing your knowledge more generally with colleagues and students in the practice setting. All of these
clinical situations require effective communication.

It is important that you be precise when discussing a patient's care because confusion can precipitate costly errors on
your part. Be concise when you talk with colleagues because neither you nor your colleague has time to waste. You must
be complete because anything not mentioned is assumed to be normal, and this could lead to significant
misunderstanding. Going back to “fill in” information for a colleague can be very time consuming.

The Pharmacotherapy Patient Case Presentation Format, which is presented later in this Chapter, presents the standard
format for how pharmaceutical care practitioners present patient cases for the purpose of seeking help or provide help to
colleagues. It is the format that should be used for discussing a patient case with a colleague, whether verbally or in
writing.

Written correspondence with other practitioners

Corresponding with health care practitioners in writing (letters, medical records, email communications) requires the same
attention described for verbal communication with practitioners.

You will be communicating with practitioners in writing most frequently about the care of a specific patient. Identify for your
colleague the patient to whom you are referring early in your correspondence. You often will be providing
recommendations for specific changes in a patient's drug therapy or initiation of drug therapy. There are a few rules that
might be helpful. Always state the drug therapy problem clearly and always try to provide your colleague with two different
options from which to choose. However, make sure both options are acceptable to you before presenting them as
alternatives. Make clear which of the options you recommend and why you believe this to be the better of the two. When
you explain your rationale always compare and contrast effectiveness and safety evidence. You may want to explain to
the practitioner under which conditions the second option would be better.

Make your written correspondence to other practitioners precise, concise, and complete so they do not have questions at
the conclusion (see Chapter 9 on documentation). If the practitioner has to contact you with questions or is confused by
your correspondence, you have created more work, not less.

Your purpose should always be to facilitate the care of a patient, not interfere with it. Only provide information that is
necessary for the practitioner to make a decision or to be informed. Reading written correspondence takes time, as does
responding to written correspondence. Therefore, whenever possible, provide the practitioner with a quick and easy way
to respond. Perhaps checking off or initialing an approval box and returning it is a good alternative.

Learning to Be Reflective in Practice

Self-improvement must be a goal of all patient care practitioners. Drug knowledge is constantly expanding, and health
care is too complex to know everything all the time, obligating practitioners to establish an active learning routine. There
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are two important skills you will have to develop to become actively engaged in the self-improvement process: (1) learn
how to be reflective in practice to learn the most you can from every patient experience and (2) become proficient at
presenting patient cases so you can learn from your colleagues. We will now focus on how to become reflective and the
remainder of this chapter will discuss how to present patient cases.
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Each interaction with a patient is an opportunity to gain new knowledge.

To turn every patient experience into the most valuable learning situation that is possible, new practitioners need to
develop a few reflective skills. Always take a moment and recollect your thoughts and feelings about the encounter you
just had with the patient. These reflective skills take only a few moments but can dramatically enhance learning,

knowledge, and confidence.43

As the term implies, reflecting upon what just occurred between you and your patient simply requires a few moments
immediately after each patient encounter to critically examine a few key ideas:

» How do you feel about the last patient encounter?

o What went well during the patient visit and why?

« What did not go as well as you would have liked and why not?
« What would you do differently?

« What did you learn from this experience?

Critical reflection is the hallmark of adult learning. Kitchener and King claim it is the seventh stage of learning that only

develops in a person's late 20s and early 30s.44 This would help to explain why students in the professional program
often do not demonstrate this skill without prompting and are slow to internalize the process to make it part of their routine
learning agenda.

These skills can be developed when they are taught, expected, modeled, and reinforced. However, because faculty and
mentors must be reflective to teach these skills, there is not as much teaching of reflective skills as is necessary.
Therefore, student practitioners need to make these skills a learning agenda item in their own active learning process.
Many different strategies have been suggested to develop the skills required in reflection.

One of the most useful is the strategy described by the acronym LEARN. These steps can be implemented by you in any
practice setting for all types of patients. This strategy combined with the work of Atkins and Murphy helps to create a
comprehensive understanding of the skills required to promote reflection in practice. The results are described in Table

10-15 next to each of the skills required to promote reflection.#®

Table 10-15 Skills to Promote Reflective Learning

Skill Definition Strategy to promote reflection

e An honest
examination of
feelings

¢ How did this

Self- experience Look back at an experience or event that happened in your practice
awareness affect me? recently. Review it in your mind as if you were watching a video.
e How is this

experience
important to
me?




Description

Accurate recall
of experiences
in detail.

What
happened
including
thoughts and
feelings?

Elaborate and describe, verbally or in writing, what happened during
the event. How did you feel, and how do you think others felt? What
were the outcomes? Were you surprised by what happened during
the event, or did it turn out as you expected?

Critical
analysis

Examining all
expects of the
experience
including:
Challenging
assumptions-
identifying
current
knowledge,
seeking
alternatives.
What sense
can | make of
this
experience?
What are the
significant
aspects of this
experience?

Analyze the outcomes. Review why the event turned out the way it
did. Why did you feel or react the way you did, and why did others
feel/react the way they did? If the event or outcomes were not what
you expected, consider how you could improve on them next time.
This is an opportunity to question your beliefs and assumptions, and
ask yourself what the experience reveals about what you value. It is
also a great time to ask for feedback from others.

Synthesis

Integration of
new and
current
knowledge to
creatively
solve problems
and predict
consequences.
How will |
apply this to
another
experience?
What will |
change or
complement in
my practice?

Revise your approach based on your review of the event and decide
how, or if, you will change your approach. This might involve asking
others for ideas for dealing with the situation next time or how to work
on a learning-need. With your new learning, you may decide to try a
new approach, learning more about the subject, or decide that you
handled the situation very well.

Making value
judgments
using criteria




and standards. . . : . ,
« How has this New trial. Put your new approach into action. This may require

Evaluation anticipating or creating a situation in which you can then try out your

experience new approach.
changed my PP

values, my
beliefs?

e How do | think
about others?

This skill is so important that you will want to look for opportunities to develop it whenever possible. Selected strategies for
stimulating reflection include writing and reading journals, constructing professional portfolios, conducting small group
discussions, and performing self-assessments. The reflective process needs to be applied to each patient you care for,

from your very first to the very last. Self-improvement needs to be the goal of all patient care practitioners.46 One of the
best ways to be reflective is to review the patient cases you have seen each day. In order to do this efficiently, you will
need a structure for thinking about patients, talking about patient cases, and writing up patient cases. Fortunately in
pharmaceutical care practice, there is one structure that meets all these needs.

Presenting Patient Cases: The Pharmacotherapy Patient Case
Presentation Format

A practitioner is judged by peers according to how well she cares for patients. Interestingly, practitioners usually do not
directly observe their colleagues as they provide care, yet all practitioners develop opinions regarding who is skilled and
who is not. Have you ever considered how practitioners develop these opinions? Opinions are formed when practitioners
present patient cases to other practitioners.

Patient cases are presented to colleagues on a daily basis for three primary reasons. First, one practitioner needs another
to assume responsibility for a patient when leaving a shift, taking a vacation, or sharing responsibilities. Second, a
practitioner needs advice from a colleague concerning the care of a patient. Third, and most frequently in the case of
student practitioners, the purpose is to present patient cases to a mentor/practitioner when learning to care for patients.
You will be expected to present patient cases throughout the remainder of your career, so it is important to learn the skills
to do this properly as early in your career as possible.

Need for a Specific Format

All practitioners present patient cases to their colleagues including physicians, nurses, dentists, and veterinarians. The
specific format for the case presentation is dictated by each practitioner's primary function. The physician presents patient
information for the purpose of arriving at a diagnosis of the medical problem and planning treatment approaches. The
nurse focuses on presenting nursing care problems and the dentist on dental problems. Therefore, the context of the
case presentation for each practitioner is slightly different from the others, but the format is generally the same. This is
also true for the pharmaceutical care practitioner.
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The case presentation format in pharmaceutical care practice is structured to present patient information
for the purpose of identifying, resolving, and preventing drug therapy problems.

Sharing information about a patient requires skill and proficiency, but it starts with knowing your role and responsibilities.
The case presentation is a specific speaking format that allows efficient transfer of information that can be technical and

c:omplex.47’48 The Pharmacotherapy Case Presentation Format is such a structure. In pharmaceutical care practice, a



case presentation should consist of selected and processed data from the Pharmacotherapy Workup and must be
delivered in a lucid, precise manner. The oral presentation of a patient's case is usually an abbreviated effort. It includes
all of the important positive findings and a few pertinent negative findings; however, information that you may have
gathered but did not use to make decisions or provide care for the patient are not included in your presentation.
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All pharmacotherapy case presentations begin with a brief description of the patient. They contain the
same core information, including the indication for drug therapy (medical conditions), drug therapy
problems, associated drug therapiesgoals of therapy, the plan for care, and resulting outcomes.

All case presentations end by summarizing the information you feel is most relevant to your understanding of how to
optimize the patient's medication experience.

You will always use the same order for the presentation because both the presenter and the practitioners listening to the
case follow the same structure. The listeners are prepared to listen a certain way. They expect you to describe the
patient's case using a specific format. The best way to organize your case presentation is the same way you conduct the
work, according to the Pharmacotherapy Workup. Table 10-16 describes the major components of the pharmacotherapy
patient care presentation in detail.

Table 10-16 Pharmacotherapy Patient Case Presentation Format

» Brief description of the patient (age, gender, appearance)

e Primary reason for the patient encounter or visit

» Additional patient background/demographics

+ The medication experience as reported by the patient (wants, expectations,
concerns, understanding, preferences, attitudes, and beliefs that determine the
patient's medication-taking behavior)

+ Comprehensive medication history (allergies, alerts, social drug use, and
immunization status)

ASSESSMENT | ¢ Current medication record: description of all medical conditions being managed
with pharmacotherapy with the following associations made:

¢ Indication—drug product—dosage regimen-result to date

» Relevant past medical history: outcomes of past medication use

* Review of systems

« |dentification of drug therapy problems: description of the drug therapy problem,
medications involved, and causal relationships

 Prioritization of multiple drug therapy problems

o Summary of the assessment

¢ Goals of therapy

 Clinical and laboratory parameters used to define the goals of therapy
e Observable, measurable value and timeline for each

+ How you plan to resolve the patient's drug therapy problems

CARE PLAN  Therapeutic alternative approaches considered
(for each « Rationale for your product and dosage selections
indication)

* How you plan to achieve the goals of therapy
+ Nonpharmacologic interventions

» Prevention of drug therapy problems

¢ Schedule for follow-up evaluation




o Clinical and/or laboratory evidence of effectiveness of drug therapies for each
indication

 Clinical and/or laboratory evidence of safety of every drug regimen

FOLLOW-UP e Evidence of compliance

EVALUATION o Evaluation of outcome status

+ Changes required in drug therapies

¢ Schedule for future evaluations

e Summary of case

Colleagues will expect you to have done your work in order to present your patient's case. It will be unfair to present a
patient for whom a comprehensive Pharmacotherapy Workup has not been completed. Therefore, if there are any
aspects of the Workup you have not completed, this must be made known during the case presentation.

During a case presentation, your decisions are described and your rationale is explained. Drug therapy problems are a
good example. During the presentation of your patient's case, you will need to describe which drug therapy problem your
patient has and how you decided to resolve it. Case presentations are not like novels or mystery stories for your listeners
to try to solve. You have already completed the assessment, identified drug therapy problems, constructed care plans,
and may have evaluated your patient's outcomes. The case presentation tells the story of what you found, what you did,
and what happened.

Some case presentations are designed for the purpose of obtaining assistance from a colleague. You might need help in
determining what your patient's drug therapy problem is or what might be the best approach to achieving the goals of
therapy. In either situation, your presentation should inform your colleague what help you need.

Example “I have not been able to determine why my patient is not responding to her drug therapy. | would appreciate
your opinion about what the drug therapy problem might be in this case.”

Listening to the presentation of a patient case, one can tell if the presenter knows her patient's drug therapy problems and
can properly process and organize data. Even the most complicated case should be presented in a minimum amount of
time. The story becomes lengthy when the student is not confident or skilled in identifying the clinically relevant
information. The more thought and organization that goes into it, the shorter the presentation becomes. When the story
rambles on and on, it often means that the presenter cannot organize the clues, data or thoughts, make decisions, or
solve the patient's problems.

Your First Case Presentation

Case presentations employ a unique format, contain new vocabulary, and often involve patients, diseases, and drug
therapies that are new to student practitioners. Therefore, the first time a new practitioner is asked to present a patient
case to a group of colleagues or faculty can be quite intimidating. To become proficient at case presentation skills, start
with the fundamentals. Do not feel as though you need to master all of these new skills and all of the new information
during your first attempt.

Your first few attempts need not display your pharmacotherapeutic prowess, but rather these initial presentations are best
used to practice organization, communication, and decision-making skills. To get started, focus on a few key steps of the
process. These include a brief description of your patient, the primary reason for the encounter, and your patient's active
medical conditions with associated drug therapies. Be clear about the drug therapy problem(s) you decide your patient
has. For each care plan, describe the goals of therapy, the changes you recommend in your patient's drug therapy, and
your plan and schedule for the next follow-up evaluation.

Note that all of these fundamental items inform your audience of who your patient is, what ilinesses are presently being
managed with medications, what you are attempting to achieve, and when you will know if your plan is working. Note also
that the drug therapies and interventions you recommend are only one portion of your case presentation. Although these
answers may seem important, learning the case presentation structure is the focus of your first presentations.



It is useful to present your first few cases as though you are asking a colleague for advice in determining the nature of
your patient's drug therapy problem.

Example “I would like your help in identifying my patient's drug therapy problem. G.W. is a 57-year-old...” This
presentation can continue through the first three fundamental steps and end with “what do you think my patient's drug
therapy problem might be?”

The primary purpose is to practice clearly describing the patient, by organizing the patient's information about medical
conditions and/or illnesses being managed with drug therapies, and their effectiveness up to now. This can be a
considerable amount of information to have gathered, analyzed, researched, and organized within your Pharmacotherapy
Workup. Presenting this much of a patient's case for the first few times lets you become comfortable with the structured
format of a pharmacotherapy case presentation.

Future case presentations can focus on determining a clinically appropriate care plan and follow-up evaluation schedule.
The focus of these case presentations is planning the timing to determine the effectiveness and safety of all of the
patient's drug therapies.

Any advice you intend to request from a colleague, instructor, mentor, or practitioner concerning one of your patients must
be asked for within the Pharmacotherapy Case Presentation Format. For instance, if you are asking your colleague
whether an unusual side effect can be caused by a certain drug your patient is taking, you will ask it in the context of your
patient's case.

Example “Dr. Johnson, | would like to know if you have ever heard about or seen a patient who has had this side effect
from a medication. My patient is a 59-year-old male taxicab driver who weighs about 150 Ib and has presented with a new
complaint of swelling and edema of both ankles and feet which he thinks started shortly after he began taking a new drug
treatment for his back pain...”

In order to become comfortable, competent, and confident at making case presentations, you need to practice. However,
repetition alone is not sufficient. Repeating mistakes and bad habits can slow your development as a competent
practitioner. As a student practitioner, you need to take full advantage of every opportunity to obtain feedback on your
ability to make case presentations. There are numerous methods to obtain the necessary help in developing your case
presentation skills. Students, instructors, and/or mentors can listen to your presentations and provide constructive
feedback. Student colleagues can help one another by providing honest feedback. Videotaping yourself while making
case presentations can be especially instructive in the areas of nonverbal communication skills as well as revealing
speech habits that you may not be aware that you use. The sections of the Pharmaceutical Care Case Presentation
fo