AN OPINION

NEED TO DEVELOP A LEGAL AND ETHICAL BASE
FOR PHARMACEUTICAL CARE

Richard A. Hutchinson and Glen T. Schumock

“If you don’t know where you're going, any road will get you there.”
Alice in Wonderland

THE EVOLUTIONARY ROAD OF PHARMACY PRACTICE from the
early years of the clinical pharmacy movement to the pre-
sent era of pharmaceutical care has been impacted by both
external and internal influences. There has been a continu-
ous effort to increase the importance of pharmacy practice
by expanding the number of clinical practitioners and the
scope of their practice.

This movement has been hindered by the lack of an ac-
cepted definition of practice with both professional and so-
cietal acceptance. The lack of a mandate continues to be
the most significant hurdle in the maturation to a clinical
profession. Francke et al. addressed the issue of ideals for
the professional practice of pharmacy in 1964: “The future
development of American hospital pharmacy depends on
the clarity and enthusiasm with which its ideals of pharma-
ceutical service are stated and the degree to which they
find common acceptance.” In 1980, Brodie presented a
well-developed discussion on the need for a theoretical
base for pharmacy practice.? In the past 10 years there have
been several significant conferences and papers that have
increased the awareness of a theoretical base.>® We believe
that the success of the pharmaceutical care movement will
be a function of three factors: demand, cost justification,
and our acceptance of legal and ethical standards of prac-
tice, with the latter being the most important.

Demand

Demand for clinical pharmacy was starting to appear by
the late 1960s. At least four factors contributed to this ini-
tial demand for clinical services, which at that time primar-
ily involved the provision of information on drugs and drug
use. These factors included (1) the rapid expansion of the
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medical literature database and success of drug informa-
tion centers, (2) the significant increase in the number of
drug products available and recognition of toxicity associ-
ated with drug use/misuse, (3) the success and acceptance
of a few individual clinical pharmacists, and (4) the con-
cern with a potential shortage of physicians and the need
for physician extenders.

Up to the late 1970s, the success (S) of clinical pharma-
cy was usually a function (f) of the demand (D) and indi-
vidual pharmacists’ efforts. One could express the success
of clinical pharmacy by the following formula: S = f(D).

Cost Justification

By the late 1970s, the rising costs of healthcare and finan-
cial concerns began to become more prominent, the call
for cost justification (CJ) of clinical services was voiced.
As justification became more important, the equation for
success took on this new variable: S = f(CJ + D).

Cost justification of clinical pharmacy services in insti-
tutions is well described in the literature. In 1986 Hatoum
et al. reviewed 11 years of the pharmacy literature on the
value of inpatient clinical services, summarizing 93 studies
that dealt with research on justification issues in the provi-
sion of clinical services.® Certainly, many more have been
published since 1986.7*

The issue of economic justification of clinical pharmacy
services remains debatable for healthcare in general, and at
the individual hospital level, even with the vast numbers of
studies dealing with this topic. With all the attempts to dem-
onstrate cost justification for clinical practice, only a few
services or responsibilities have been added to the legal
and ethical standards of practice. Recent Omnibus Budget
Reconciliation Act legislation for drug use review and pa-
tient counseling is a positive illustration.

For example, even with significant cost justification
studies of pharmacokinetic services, universal implemen-
tation of pharmacokinetic services does not exist. This is
demonstrated by the recent American Society of Hospital
Pharmacists national survey, which showed only 56.8 per-
cent of hospitals provide pharmacokinetic consults to some
of their patients.’® One must conclude that the success of
clinical pharmacy cannot rely totally on demand and justi-
fication.
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Legal/Ethical Standards

Pharmacists need to assume a proactive role in defining
what part of patients’ outcomes depend on, or could be im-
proved by, their knowledge, skills, and services. Pharma-
cists have not developed the needed legal and ethical stan-
dards of practice that are conducive to the provision of
pharmaceutical care. In fact, although most would argue
that pharmacy is practiced in a very regulated environ-
ment, it is difficult to identify control processes aimed at
ensuring that quality pharmaceutical care is provided to the
patient.

The only two mechanisms provided to regulate pharma-
cy are the licensure needed to practice and the regulatory
mechanisms to ensure no gross violation of the letter and
intent of the law takes place. Munger et al. in 1987 reviewed
the pharmacy practice acts to identify the support for the
expanded role of pharmacists, and found that most practice
acts defined dispensing and compounding as part of the
practice of pharmacy. However, reference to consultation,
prescribing and administration of drugs, and research were
rarely defined as part of the act. In a more recent review
there were some improvements, yet only 13 percent of the
state acts identify patient assessment or pharmacokinetic
consultation and only 72 percent list interpretation and
evaluation of prescriptions as a role of the pharmacist.
Munger et al. argue that the practice acts continue to limit
the role and expectations of pharmacists.!1?

The National Association of Boards of Pharmacy (NABP)
revised and published a new model pharmacy practice act
in 1992. This new statement endorsed the concept of phar-
maceutical care and listed several functions as components
of the practice of pharmacy. These functions include pa-
tient counseling, monitoring appropriate drug use, provid-
ing information, participating in drug selection, and apply-
ing pharmacokinetics to designing drug regimens.”* Sever-
al states have subsequently developed new practice acts
based on this model.

It is clear that this model practice act does not require
pharmacists to perform these clinical functions. It clearly
states that the pharmacist can perform these activities
when applicable in the pharmacist’s professional judg-
ment. They are enabling statements that allow pharmacists
to expand their clinical base, but do not establish a stan-
dard of practice that is to be applied by every pharmacist
for all patients.

The Office of the Inspector General, in the US Depart-
ment of Health and Human Services, published two re-
ports on the practice of pharmacy. One of the major find-
ings and recommendations of the Inspector General’s re-
ports relates to the limited use of peer review processes by
many professional pharmacy associations, particularly in
comparison with other professions. The American Phar-
maceutical Association and most state professional phar-
macy associations, according to the Inspector General, have
not monitored the performance of members. Peer review
by professional associations in other disciplines, such as
medicine, dentistry, and podiatry, has been less limited.
Furthermore, the Office of the Inspector General reported
that pharmacy boards rarely address quality of care issues
in spite of the increasing emphasis in the profession on the
clinical aspects of pharmacy practice.!'15

It is obvious, then, that cost justification and demand
alone will not be adequate predictors of our professional
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success; eventually responsibility needs to be assumed that
is based on both legal and ethical standards (STDS). This
concept can be described by the following equation: S =
f(CJ + D + STDS).

Recommendation
“Can you talk the talk and walk the walk?”
Full Metal Jacket, movie

The term pharmaceutical care can serve us well as the
theoretical model, as requested by Brodie, but it does not
define our roles and responsibilities. This concept needs to
be put into action, and we must demonstrate to our patients
and others that we “walk the walk.”

The concept of pharmaceutical care as articulated by
Hepler and Strand does in fact aid in understanding the
original concepts of the early advocates of clinical pharma-
cy. There is certainly a strong correlation of this new term
and the aspirations and intent of the original pioneers in
clinical pharmacy. This term is helpful as it can serve to
pull us back from the task-oriented functions that many
pharmacists have assumed, but it is only clarification of a
mission statement. It does not serve as an action plan.

If we continue as a profession to refuse to make major
changes in our behavior and accept responsibility, our fu-
ture will not be bright. Pharmacists individually and col-
lectively must undergo a major transformation. If we will
not or cannot articulate our clinical roles and professional
responsibilities to patient outcomes, how can we survive?
If we do not assume legal and ethical responsibilities for
our actions, we will not survive, nor should we. Without a
clear description of how to meet our mission, it will con-
tinue to be difficult if not impossible to convince students,
other healthcare professionals, patients, policy makers,
third-party payers, and others of our roles and value to so-
ciety.

We need to develop a clinical profession based on stan-
dards of practice. We believe that we can accomplish this
most effectively by focusing on the structure, process, and
outcomes necessary for pharmaceutical care and resolve
major problems relating to drug use.

Pharmacy must identify the structures, processes, and
outcomes of pharmaceutical care. Under each of these
three components we need to develop criteria. Once identi-
fied and stated, these will provide a measure by which we
can evaluate our success.

Structural components are the starting conditions and re-
sources that are available to the providers of care. Structure
is the physical and operational resources and instruments
necessary for providing service. Structure includes materi-
al resources, human resources, and organizational struc-
ture. Standards for each structural component need to be
identified.

Process is the actual implementation of the structural
components of the system. Process includes the tasks, func-
tions, and skills provided in performing a service. Process
is what is actually done in giving and receiving care. The
quality of the outcome is predicated by the effectiveness
and efficiency of the processes, as well as the magnitude
and appropriateness of the structure. Process standards
should be developed that are action oriented, and thus are
measurable. These standards define the activities, tasks,
and functions to be performed. Process standards should
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enable the pharmacist to measure the degree to which the
process occurred. Process standards are essential in defin-
ing the responsibilities of clinical pharmacists and estab-
lishing a basis for accountability.

Outcomes are the end points and results of services pro-
vided. Outcome assessment involves a measurement of the
end result of care. Specific outcomes that are easily identi-
fied and measured, and which correlate most directly with
the provision of pharmaceutical care, need to be listed.

Outcome indicators for quality pharmaceutical care may
include such measurable indicators as medication errors,
number of unnecessary drugs, number of drug adverse ef-
fects or allergic reactions, and reduction in drug cost. Each
of these measurements must be documentable.

The current challenge before pharmacy is for all indi-
vidual pharmacists, colleges of pharmacy, pharmacy orga-
nizations, and the profession collectively to move the con-
cept of pharmaceutical care from a theoretical statement to
an operational level. The following serves as a basis by
which the pharmacist’s success might be enhanced. It helps
to develop a legal and ethical basis for the practice of phar-
macy:

1. All pharmacists and pharmacy educators must develop a
belief that the profession has a higher professional calling—
that we need to educate and empower pharmacists to accept
responsibility to provide the care and standards of practice
articulated by pharmaceutical care. A clear mission state-
ment that sets a priority for pharmaceutical care needs to be
made. There needs to be acceptance and articulation of the
standards of practice for which all pharmacists will be re-
sponsible, and their expected impact on patient outcome.

2. Pharmacy will need to decreasc its emphasis on traditional
roles. The drug delivery process will have to be deempha-
sized and delegated. The profession will have to commit to
automation, robotics, and technicians. The profession may
even need to give up much of its distribution responsibility.

3. Colleges of pharmacy and faculty must aggressively accept
the recommendations for change by the American Associa-
tion of Colleges of Pharmacy.'*!" This process must not be
delayed. The profession needs to make an immediate com-
mitment to produce practitioners who are capable of deliv-
ering pharmaceutical care and able to deliver the accepted
standard of care.

4. Pharmacy organizations, colleges, and especially state boards
need to move quickly to define the legal standards of prac-
tice. Pharmacists need to be educated, trained, and empow-
ered to meet these standards and held responsible for out-
comes.

5. All pharmacists and pharmacy departments must develop a
practice model that provides favorable outcomes. Structure
and process that optimize patient improvement and empha-
size preventive care, provided routinely and in a timely
manner, need to be developed. Furthermore, this commit-
ment needs to be articulated to patients and other health
practitioners, and documented.

Pharmaceutical care will fail if each pharmacy organiza-
tion or individual pharmacists are allowed to define phar-
maceutical care for their own short-term or political agen-
da. All professional organizations and legal bodies need to
ensure that we meet the needs of our patients.

A major change in pharmacy leadership at all levels is
needed if the concept of pharmaceutical care is to be suc-
cessful. The leaders need to move all pharmacists forward.

Our conclusion is that the lack of consistency, commit-
ment, leadership, and defined standards of practice for the
profession of pharmacy results in a diminished understand-
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ing of what clinical pharmacy (pharmaceutical care) actu-
ally is, and prevents the collective effort needed to achieve
it. Though clinical pharmacists® actions are accepted on an
individual basis, clinical services have not become the foun-
dation of practice—we have not yet become a clinical pro-
fession. In the words of Zellmer, “The greatest force for
change in pharmacy lies within pharmacists themselves. If
they truly see themselves as practitioners of a clinical pro-
fession, they will behave accordingly, others will perceive
them as such, and the pace of professionalization will ac-
celerate.”0 =~
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