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Status of Standards of

Practice in Pharmacy
By James T. O'Donnell

Abstract

Forces affecting standards, including laws and regulations, accrediting agen-
cies, relevant literature, legal opinions, and professional organizations, are
discussed. Compliance is evaluated. The promulgation of standards is ex-
amined from positive and negative viewpoints.
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The first article in this issue focused on
the historical development of standards
in pharmacy.” This articie will present
definitions, forces affecting standards (in-
cluding laws and regutations), accredit-
ing bodies, published literature, pharma-
cy organization standards, and legal opin-
ions. These are displayed in Table 1.
The focus and effects of many of these
various forces will be analyzed and
discussed. Evaluation of compliance of
various standards is made, and finally a
discussion of the positive and negative
sides to promulgation of standards is pre-
sented.

Standards in Other Professions

Initially, a review of standards of practice
in other heaith professions, namely medi-
cine and nursing, was planned, with an
intention to compare and contrast those
with pharmacy standards. Literature re-
search showed that published standards
in medicine are practically nonexistent.
Standards in nursing as defined by the
American Nurses Association address the
functions and roles of the nursing stan-
dards of practice:

“Nursing’s concern for the quality of its
services constifutes the heart of its re-
sponsibility to the public. The more ex-
pertise required to perform the service,
the greater society’s dependence upon
those who carry it out. Nursing must
control its practice in order to guarantee
the quality of its service to the public.
Behind that guarantee are the standards
of the profession, which are directed to-
ward assurance that service of a good
quality will be provided. This is essential
both for the protection of the public and
for the profession itself. A profession
which does not maintain the confidence
of the public will soon cease to be a social
force.” !

Standards have been developed by sev-
eral speciaity areas of nursing practice
including, but not limited to, critical care,
pediatrics, psychiatric, and emergency
nursing practice. Similarities can be dem-
onstrated between the standards for the
American College of Clinical Pharmacy
{ACCP) minimal standards and those of
the nursing speciaity groups. The ACCP
standards will be discussed later.

*O'Donnell, J.T.: History of the Development of
Standards of Practice in the Profession of Pharmacy.
Journal of Pharmacy Practice 1:1, pp. 3-10, August,
1988.
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Table 1.
Sources of Standards Affecting Pharmacy Practice

Statutes State

Federal

» Pharmacy practice acts

+ Food, Drug, and Cosmetic Act
« Controlled Substance Act
» Alcohol and Treasury

Regulations

Board of Pharmacy
Health Departments
Health and Human Services

Accrediting
Agencies

Joint Commission on Accreditation

of Healthcare Organizations
American Society of Hospital

Pharmacist Residency Accreditation
Specialty Boards

« Board of Pharmaceutical Specialties

Organizations

American Pharmaceutical Association
American Society of Hospital Pharmacists
American College of Clinical Pharmacists
American College of Apothecaries
American Society of Consulting
Pharmacists

Literature Journals

Textbooks
Handbooks

Legal Opinions

Law Reviews
Court Opimions

Deveiopment of Standards

The term “profession” is defined as a
vocation in which a professed knowledge
of some department of learning is used
in its application to the affairs of others,
or in the practice of an art founded upon
it. An organized profession requires more
than the mere existence of an intellectual
discipline. The essence of professional-
ism is the relationship of trust that exists
between the practitioner and the person
who receives his advice or services. The
recipient, relying entirely on the knowl-
edge of the practitioner, must be able to
have complete trust in the practitioner’s
services and impartial advice. 1t foliows
that there must be an established mini-
mum standard of knowledge for practi-
tioners, and that there must be agree-
ment among them about standards of
behavior in their professional work. This
means that there must be a body that
determines the standard of education and

establishes the code of conduct, and that
this body must be representative of prac-
titioners and be subject to their collec-
tive control.

If the characteristics described are ac-
cepted as the elements of a profession,
then pharmacy meets the essential re-
quirements, as follows:

(1) An intellectual discipline and a
standard of knowledge. Pharmacy is of
ancient origin. Today a university de-
gree in pharmacy followed by an exam-
ination and including some extern or
clerkship training is required by all juris-
dictions before licensure to practice is
granted.

(2) A representative body of practition-
ers. In contrast to Great Britain, which
has the Pharmaceutica! Society of Great
Britain as its representative body, the
United States has a general body, The



American Pharmaceutical Association
(APhA), the national professional society
of pharmacists, and also several other
organizations that represent pharmacists
by practice type, interest, and/or loca-
tion. Membership in these organizations
is voluntary. To a greater or lesser extent
these organizations promulgate standards
of practice.

(3) Standards of Practice. These are
accepted standards of practice known
throughout the profession. They are in-
tended to express the collective views of
members of the profession and have been
approved by governing bodies of the
respective organizations.

What are Standards

Standards are criteria for professional
practice. They represent an acknowi-
edged measure of comparison for quan-
titative or qualitative value and can be
used by members of the profession at all
levels. In addition, other health care pro-
fessionals, institutions, and regulatory
bodies are provided with a reference of
expectation of the profession. Standards
increase accountability of the profession
to the public by articulating, supporting,
and protecting the rights of patients:

“Society gives professions the right to
govern their concerns and empowers the
professions to manage their own func-
tions. The professions, in turn, are re-
sponsible to society for their actions. Be-
cause of this relationship, the professions
must regulate themselves in order to
insure the quality of the services pro-
vided.” ?

Metcalf delineates the establishment and
implementation of standards of practice
as prime functions of a professional or-
ganization:

“The responsibilities inherent in carrying
out these functions are to establish,
maintain, and improve standards; to hold
members accountable for using stand-
ards; to educate the public to appreciate
the standards; to protect the public from
individuals who have not attained the
standards or willfully do not follow them;
and to protect individual members of the
profession from each other.”?

Licensure, Certification,
and Accreditation

The functions of a profession aiso in-
clude the professional definition and
regulation of both generalist and special-
ist practice. Professional regulation is
achieved largely through standard set-
ting and credentialling of individuals and
institutions by means of licensure, ceni-
fication and through the adoption of ethi-
cal codes and norms of conduct.®? In
addition to the standards of professional
practice, education and organization
standards must be used in accreditation
of education and service programs,

Review of specialty standards developed
and proposed in pharmacy [Board of
Pharmaceutical Specialties (BPS), radio-
pharmacy, nutrition support, pharmaco-
therapy, minimum standards for clinical
pharmacy in hospitais] demonstrate this
standards and credentialling process.

Standards are used in ali aspects of
guality assurance {QA) including peer
review. The term QA is now widely used
to cover a variety of tasks, activities,
roles, and functions. It has become an
all purpose term, and it connotes an ideal.
Assistance or enhancement in quality is
probably the most that can be achieved
in light of present knowledge.*

Accreditation by JCAHO and ASHP

The Joint Commission on Accreditation
of Health Care Organizations (JCAHQ)
standards for accreditation are primarily
structural in nature and address services
provided in organized heaith care set-
tings. The JCAHO has developed ac-
creditation standards for hospitals, home
care, long-term care, psychiatric and
mental health care, and hospice care.
The JCAHO standard setting process in-
volves participating institutions, health

care professional organizations, and gov-
ernment agencies in the development and
field review of the accreditation stand-
ards. The accreditation standards are
drafted by the respective professional
and technical advisory committees to the
accreditation programs. In some cases,
a specific professional and technical ad-
visory committee is consuled. The
American Society of Hospital Pharmacists
(ASHP) is consuited for the pharmacy
standards of JCAHO.

In 1957, the American Hospital Associa-
tion (AHA} and the ASHP called for
greater involvement by hospital pharma-
cists in the control of drugs in the insti-
tutional setting by voting “to urge hos-
pital pharmacists, through appropriate
channels, to extend their responsibilities
to include participation in programs
dealing with the safe handling of drugs
throughout the hospital.”’® Since then,
traditional patierns for the delivery of
pharmaceutical services have given way
1o new concepts. These new concepts
have resulied in greater involvement by
the pharmacist in an institution’s patient
care areas and the recognition of a need
for a clinical component to pharmaceu-
tical services and drug contro! in the
institution, This clinical service compo-
nent recognizes the need for pharmacy
students to be patient oriented as well
as product oriented.

The ASHP Statement on Clinical Func-
tions in Institutional Pharmacy Practice
serves to define the advanced roles for
pharmacists in organized health care set-
tings, and thus helps fo elevate stand-
ards:

“Contemporary pharmaceutical services
include clinical functions such as drug
related decision making and patient care
activities such as preparation, distribu-
tion, and control...Each director of phar-
maceutical services is responsible for es-
tablishing and maintaining an appropri-
ate clinical services program. The ASHP
believes that pharmacists must be able
to develop and provide clinical pharma-
cy services, and it supports and endorses
the several specific clinical functions.”?

Recommendations by professional asso-
ciations of practitioners are the first step
in elevation of standards of practice.
Compliance with these recommendations



is examined later in this article by exam-
ining the Stolar ASHP reviews,

Standard of Care

The standard of care required of the
practicing pharmacist encompasses myr-
iad definitions. It can be defined in
general terms, such as a high degree of
care and skill, or it can be defined in
specific terms, such as in the sale of
drugs when the pharmacist has a social
duty to be familiar with drugs and to be
able to distinguish one from another.®
Ancther facet of the standard of care that
is applicable to pharmacists is that it is
based, usually by the court, on what the
majority of pharmacists would do under
like circumstances. At one time, the com-
parison was made on the local or com-
munity level; however, in general the cri-
teria today is much broader, and the
courts view the practice of the profes-
sion as a whole on a nationwide basis.

The standard of care is really a measure
by which the court determines if the duty
is fulfilled, and this standard may vary
depending on the type of duty involved.
The practicing pharmacist has the duty
to qualify himself or herself by attaining
and maintaining an acceptable level or
professional competence and by using
such skill and precaution in the prepa-
ration, compounding, dispensing, label-
ing and sale of drugs and medical
devices—whether pursuant to prescrip-
tion or not—so as to prevent injury or
death to all who are exposed to his or
her professionat services. |f the pharma-
cist is an owner, operator, or director of
a pharmacy, he or she has additional
duties: to employ only qualified individ-
uals and to manage responsibly the in-
cidental operation of a business estab-
lishment.® Negligence exists when a
standard of care has been breached,
resulting in harm to someone.

Laws and Reguiations

The pharmacist. must be aware of and
comply with the laws, regulations, and
standards governing the profession.
Many of these standards and regulations
deal with aspects of drug control. Among
the agencies and organizations affecting
institutionat pharmacy practice are those
described below.

Reguiatory Agencies and Organizations

The U.8. government, through its Food
4

and Drug Administration (FDA), is respon-
sible for implementing and enforcing the
federal Food, Drug, and Cosmetic Act.
The FDA is responsible for the control
and prevention of misbranding and of
adulteration of food, drugs, and cosmet-
ics moving in interstate commerce. The
FDA sets label requirements for food,
drugs, and cosmetics; sets standards for
investigational drug studies and for
marketing of new drug products; and
compiles information on adverse drug
reactions.

State Boards of Pharmacy

The state board of pharmacy is the
agency of state government responsible
for regulating pharmacy practice within
the state. Practitioners, institutions, and
community pharmacies must obtain -
censes from the board to practice
pharmacy or provide pharmacy services
in the state. State boards of pharmacy
promulgate numerous regulations per-
taining to drug dispensing and control.
The pharmacy practice act and accom-
panying rules and regulations are con-
sidered to be minimums. In some states,
the state board of health licenses the hos-
pital pharmacy separately or through a
license that includes all departments of
the hospital. In others, there are sepa-
rate classes of pharmacy licenses, in-
cluding retail, hospital, parenteral, and
nuclear.

Standards and guidelines for pharma-
ceutical services have been established
by the JCAHO and the ASHP. The United
States Pharmacopoeial Convention also
promulgates certain pharmacy practice
procedures as well as official standards
for drugs and drug testing. Professional
practice guidelines and standards gen-
erally do not have the force of the law,
but rather are intended to assist phar-
macists in achieving the highest level of
practice. They may, however, be used
in legal proceedings as evidence of what
constitutes acceptable practice as deter-
mined by the profession itself.’

General practitioners of pharmacy are not
held to the higher standard applicable to
experts. This does not mean, however,
that general practitioners can disregard
an area of practice in which experts exist,
For example, the general practitioner of
pharmacy probably has a legal duty to
detect harmful drug interactions.
Whether a pharmacist practicing in an
institution will be held to a higher stand-

ard of care than the standard for a
pharmacist practicing in a community
pharmacy is not clear; no cases directly
addressing that point are known. None-
theless, a good argument can be made
for applying a higher standard to phar-
macists practicing in institutions.

The JCAHO standards pertain to the
minimal services required of pharmaceu-
tical services in hospitals and in extend-
ed care facilities. New JCAHO home care
standards, which now incorporate phar-
macy, are examined later in this issue.”
The Social Security Administration has
also devised minimum standards for such
services in hospitals and in extended care
facifities for those institutions’ qualifica-
tion in the Medicare program. These are
a few examples of the standards of
practice that are currently in force. Other
examples might include the pharmacy
service procedural manuals that are
developed by pharmacy and therapeutics
committees in hospitals or by pharmacy
corporations offering contract pharmacy
service of ambulatory care, i.e., large
chain pharmacy corporations, Health
Maintenance Organizations (HMOs).

Promulgation of Standards
by Professional Organizations

“Every profession must have a measure
by which to judge its practice.”® Metcalf
delineates the establishment and imple-
mentation of standards of practice as
prime functions of a professional organi-
zation,

“The responsibilities inherent in carrying
out these functions are to establish,
maintain, and improve standards; to hold
members accountable for using stand-
ards; to educate the public to appreciate
the standards; to protect the public from
individuals who have not attained the
standards or willfully do not follow them;
and to protect individual members of the
profession from each other.”

The APhA and the AACP promulgated the
Standards of Practice for the Profession
of Pharmacy in 1979.%8 The introductory
statements are reproduced here in their
entirety so that the reader can benefit
from the initial intent of the organizations
promulgating these standards: (see next
page)

*Bing, C.M.: intergration of Standards Into High-tech
Home Care Pharmacy Pragtice. Journal of Pharmacy
11, pp. 45-52, August, 1988.



Introductory Statements to the
1979 Standards of Practice for the Profession of Pharmacy

New “Standards of Practice” for the profession of pharmacy
have been completed after six grueling years of work and
an investment by the American Pharmaceutical Association
and the American Association of Colleges of Pharmacy of
more than $250,000,

These Standards...should provide the cornerstone for the future
practice of pharmacy. They describe in generic terms what
a pharmacist does in fulfilling the basic responsibilities of
the profession.

The Standards have been developed at an opportune time:
They will enable the profession to inform the federal gov-
ernment and other official agencies dealing with health care
matters on exactly what constitutes comprehensive pharma-
ceutical service; third party payors will understand better
what they should be paying for. The schools and colleges
of pharmacy will be able to scrutinize their curricula to de-
termine the relevancy of subject matter in their educational
programs. Providers of continuing education will be able
to identify practitioner needs more accurately and design
programs around uniformly acceptable objectives.

The Standards also will provide bases for promoting the
phasmacist’s role to the public. People will learn what they
can expect and what they may legitimately demand in the
way of pharmaceutical service. Regulatory boards can use
them to review the pertinence and relevance of licensing ex-
aminations. And pharmacists will be in the enviable posi-
tion of defining for other health care practitioners the scope
of pharmacy practice, showing them clearly where the
pharmacist’s responsibilities lie in relation to the roles of
these colleagues.

The immediate use to which the Standards can be put is
pharmacist self assessment of both practice and ability te
provide needed services. As they now exist, the Standards
tetl what pharmacists do. They give the pharmacist a basis
of reference by describing the kinds of functions being
performed by other similarly trained health professionals who
collectively are called pharmacists. Thus the Standards poing
out to all pharmacists the nature of comprehensive pharma-
ceutical service, and they provide adequate guidance for phar-
macists to investigate and prepare for delivering any new
service. The standards can also be used for peer review.
Peer review is of primary importance in assessing and
monitoring the quality of pharmacy practice. 1t is the process
by which the pharmacist actively engaged in the pracrice

systematically assesses, monitors, and makes judgments
about the quality of pharmacy care provided to patients or
clients by other peers using the standards of practice. The
primary purposes of peer review are:

a. to judge the quality of service provided

b. to contribute to the improvement of the delivery of serv-
ices by the expeditious identification and correction of
decision-making problems and service deficiencies. Peer
review emphasizes the interrelationship of stracture, proc-
ess, and outcome e¢lements in the standards of pharmacy
practice from the perspective of the decision-making proc-
ess. To make the Standards work, more comprehensive
procedures will require cooperation within the profession of
pharmacy—from practitioners, educators, and professional
associations.

First, the Standards of Practice must be widely disseminated
.. . Standards of practice are expected to be as dynamic
as the profession of pharmacy itself.

Second, practitioners must be given an opportunity to de-
termine, in a confidential and voluntary way, how well they
fulfili the responsibilities covered by the Standards.

Third, programs designed to “fill the gap” in the pharmacist’s
self-appraised competence must be made accessible to
practitioners. As feedback of pharmacist’s self assessment
activities reaches the providers of continuing professional
education, these educators will be responsible for establish-
ing programs that will help practitioners maintain their
competence to practice.

Finally, pharmacists should be able to determinec how well
they have developed their new competencies. Methods by
which practitioners can demonstrate that they maintain the
neceded competencies of a pharmacist will have to be ex-
plored. The profession has completed the first phase of its
continuing competence in Pharmacy Project with the pub-
lication of the Standards of Practice. Ewventually, through
the initiative of individual pharmacists as well as collective
action by the profession, pharmacists will be able to use the
Standards to identify their own educational needs and map
out their own learning programs to maintain competence. In
so doing, they and the profession will move closer to the
goal of having pharmacists assume primary responsibility
for their own ongoing professional education.




Qur focus is on Standards of Practice as
they refate to patient care functions {i.e.,
Section Ill}. Section IV, Education of
Pharmacists, will be addressed in a future
issue. It has been suggested that docu-
mentation and publishing standards will
expose pharmacists to malpractice liti-
gation. These standards have been in
print for over nine years now, In lieu of
published guidelines, which can be
viewed and measured, a pharmacist
would be defending himself in a vacuum
against a claim that he did not perform
up to a standard, if there were not a
standard of reference.

Katman and Schiegel® previously had
defined the practice standards as the
degree of adherence to defined criteria.
Criteria, when f{ulfilied, are indicative of
quality service. To illustrate, they con-
sidered the function of the pharmacist to
coliect and record data about the health
status of the patient as part of the overall
responsibility to monitor patient drug
therapy. A standard of practice would
indicate what information should be
collected, when and how often, and how
the record should be maintained. They
describe practice standards as essential
because they address basic concepts of
quality: quality of professional prepar-
edness {competence), quality of service
provided (performance}, and quality of
educational outcomes {programming).
Standards provide a yardstick by which
guality may be measured.

They further describe practice standards
as more than statements of intent. They
are statements of action. Why state-
ments of action and not statements of
knowledge? Statements of knowledge
tell what the pharmacist should know.
Whether the pharmacist acts on that
knowledge is a different matter.

Kalman and Schlegel advise that we
should not wait for the coutts o set our
practice standards. According to the
former Chief Justice of the United States,
Warren Burger, the pharmacist is similar
to the law clerk who goes to the library
and finds the right book; that is, the
pharmacist accurately transfers the drug
from one container to another and dis-
penses it. The profession was outraged
by the Justice’s comments.”?

Had the court in Ingram and Jones looked
to the Standards, and heid these stand-
ards, they would have recognized that

6

pharmagcists do in fact have a higher duty
that is commensurate with their educa-
tion and training."

ASHP Practice Standards

Baumgartner'? describes the ASHP prac-
tice standards as an excellent stariing
point and reference for the pharmacist
who is supporting an old service or
justifying a new one, or in the prepara-
tion of a policy and procedure. He
describes the ASHP Practice standards
as the result of iong and hard efforis to
“lay bare many of the matters associated
with institutional pharmacy practice” (p.
1). The ASHP Practice Standards pro-
vide a point of reference for pharmacists’
use in evaluating institutional programs
and services. The documents that com-
prise this publication are defined as fol-
fows;3

ASHP Statement: A declaration and ex-
planation of basic philosophy or princi-
ple; must be approved by the Board of
Directors and the House of Delegates.

ASHP Guideline: General advice on the
implementation of pharmacy practice pro-
grams; must be approved by the Board
of Directors.

“Im lieu of published guidelines, which can be viewed

ASHP Technical Assistance Bulletin:
Specific, detailed advice on pharmacy
programs or functions developed by an
ASHP staff division in consultation with
experts; must be approved by the Board
of Directors.

The ASHP Goals for institutional Pharma-
cy includes assurance of a high quality
of professional practice through the es-
tablishment and maintenance of standards
of professional ethics, education, and at-
tainments and through the promotion of
economic welfare....More broadly, the
Society's primary purpose is the ad-
vancement of rational, patient-oriented
drug therapy in hospitals and other or-
ganized health care settings."

One of the stated objectives of the Ca-
nadian Society of Hospital Pharmacy is
to raise the standard of proficiency
(practice} among hospital pharmacists in
Canada. Their discussion serves well to
explain the process of change and to
define guidelines. The Canadian Society
first determined what should be done to
improve the standards of performance in
specific areas of practice. It was recog-
nized that changes were needed to ac-
complish this goal.

and measured, a pharmacist would be defending himself
in a vacuum against a claim that he did not perform up
to a standard, if there were not a standard of reference.”




A method of changing standards of prac-
tice is by the use of guidelines—lines by
which one is guided or indications or
outlines of policy or conduct. [t is within
this context that guidelines may be used
to establish and improve standards of
hospital pharmacy practice. The devel-
opment of guidelines on a particular
aspect of practice of a time-consuming
task that requires the efforts of many
people. Guidelines should reftect the
views of experienced practitioners on
what is not only highly desirable, but what
is reasonable in the sense of standards
of performance that may be attained with
reasonable resources.’®

The law expects much more from the pro-
fessional than mere observance of rules
and regulations enshrined within written
legisiation. It expects the observance of
reasonable standards of practice, based
on current professional opinion of what
is reasonable. Although guidelines may
not have true legal stature in that their
adoption cannot be demanded by law,
the courts consider that those who do
not observe them may be negligent in
the practice of their profession.

Recognizing the legal implications of
guidelines and standards of practice,
pharmacists are obliged to take them se-
riously. Guidelines are not something fo
be accepted or rejected at the whim of
the individual pharmacist, Rather, they
are standards of performance that can
be ignored only at the risk of being
negiigent by providing patients with a
standard of pharmacy service below that
commonly accepted as reascnabile.

Are the ASHP Practice Standards
"Standards of Practice"?

Standards are criteria for professional
practice. They represent an acknowil-
edged measure of comparison for quan-
titative or qualitative value and can be
used by members of the profession at all
levels. In addition, other health care pro-
fessionals, institutions, and reguiatory
bodies are provided with a reference of
expectation of the profession, Standards
increase accountability of the profession
to the public by articulating, supporting,
and protecting the rights of patients.

The ASHP periodically surveys hospital
pharmacy practitioners in a mail survey
of pharmaceutical services in short-term
hospitals. Stolar recently reported the
results of the ASHP National Survey of
Hospital Pharmaceutical Services-1987.18

from 1.8% in 1985); 24% reported having
no clinical services {(versus 38% in 1985).
Nineteen percent said their departments
had one or more clinical specialists.
Stolar conciuded that drug control in
community hospitals is improving, and
clinical services are more widespread.
Twenty percent of respendents had com-
prehensive pharmaceutical services, de-
fined as complete UDD and compiete IVA
pius three or more clinical services.

The clinical services listed and the per-
cent reporting are as follows in Table 2.
Table 3 presents percentages of respon-
dents having clinical pharmacy services
in 1987 and previous surveys.'® These
surveys serve to demonstrate the growth
of clinical, patient-related services.

The reader can assess how they com-
pare to other practitioners and practice

L ]
“Although guidelines may not have true legal stature...

the courts consider that those who do not observe them
may be negligent in the practice of their profession.”

A sample of 875 hospitals was selected
randomly from among the estimated
5,600 US short-term hospitals that employ
a pharmagcist on at least a part-time basis.
The survey had a 71.1% response. Nearly
three fourths of the respondents had
complete unit dose drug distribution
services (UDD), 68% reported complete
intravenous {IV) admixture services (IVA),
and 57% reported both complete UDD
and IVA. Nearly 5% of respondents
offered five specified clinical services (up

sites. Surely, the achievement of the
Practice Standards (which are being
surveyed), is not always within the controf
of the individual practitioner, since re-
source availability and ailocation by the
institution is a key factor. Yet some
would argue that by publishing Practice
Standards, pharmacists are exposing
themselves to unnecessary Hability and
litigation exposure! Surely, the ASHP
Practice Standards are the recommen-
dations for practice, and surely the insti-




Tabie 4. Literature Sources That May be Used to Determine
Pharmacists’ Standards of Practice

Title

Publisher

Compendia and Handbooks

Pharmacy Law Digest

USPDI

Hospital Law Manual

Drug Product Liability

Drug Interaction Facts

Handbook of Institutional Pharmacy Practice

Sourcebook of Unit-Dose Drug Distribution

Trissel’s Handbook on Injectable Drugs
Individualizing Drug Therapy Practicable
Applications of Drug Monitoring

Books

Sterile Dosage Forms

Cancer Chemotherapy Handbook

Medical Malpractice: Pharmacy Law
Remington Pharmaceutical Sciences

The Practice of Pharmacy

Pharmacy Practice for Trial Lawyers
Pharmacy and the Law

Medication Errors

Applied Therapeutics for Clinical Pharmacists

Journals

American Pharmacist

American Journal of Hospital Pharmacy
Drug Intelligence and Clinical Pharmacy
Food Drug and Cosmetic Law Journal

Facts and Comparisons
US Pharmacopeia
Aspen

Matthew Bender
Mediphor

Willlams & Wilkins
ASHP

ASHP

Gross Townsend Frank

Lea & Febiger
Elsevier

Shepard’s McGraw Hill
Mack

Harvey Whitney
Hickmon

Aspen

Stickley

Applied Therapeutics

APhA

ASHP

Harvey Whitney

Food Drug Law Institute

The Consultant Pharmacist

ASCP

tutional pharmacy practice community
does not meet these recommendations.
That is apparent by the ASHP's survey.
Does that mean that the institutional
pharmacy community is practicing below
the standard? On the contrary, 1 would
suggest that the Standards are set by the
survey to assess and measure what the
majority of practitioners do in their prac-
tice.

{iterature

The above discussion of the ASHP re-
views serves to demonstrate the effect
of journal publications as a chronicle of
what particular standard exists. Journals
for most national and state pharmacy
associations and specialty groups from
time to time will publish surveys (like the

8

ASHP reviews), or individual practitioners’
descriptions of the states of their own
practices. Material presented in text-
books used in professional training, as
well as in handbooks used in graduate
training and practice will also serve as
documentation of standards of practice
to be followed by pharmacists. Practi-
tioners use these references as source
materials, and most likely, these treatises
will be reviewed by others to determine
whether or not a particular standard
exists. Table 4 lists literature sources
that may be used to determine stand-
ards of practice for pharmacists. An
example follows.

A hospital, its pharmacists, and its nur-
ses were named in a malpractice action
following ototoxicity in a newborn who

was treated with gentamicin. Selection
of and need for the drug were not the
issues. The complaint claimed that the
pharmacists deviated from an accepted
standard of care that existed at the time
of the occurrence, hoiding pharmacists
to a standard to recommend that blood
level monitoring for gentamicin be rec-
ommended and performed for any pa-
tient receiving aminoglycosides. The lit-
erature describing the availability and
utility of serum monitoring of gentamicin
levels was presented as evidence of an
existing standard of care, with particuiar
emphasis on one handbook, which stated:

“Careful serum monitoring and dosage
adjustments are necessary to prevent
further drug accumulation and progres-
sive toxicity....Careful monitoring of the
renal function and serurn aminoglycoside
concentrations early in therapy can
minimize several of these risk factors....An
age related difference in gentamicin half
lives was reported. Infanis younger than
seven days had significantly longer half
lives than infants older than seven days.
This variation in half life with age may be
a function of renal maturity. These data
indicate a wide variation in aminoglyco-
side distribution volumes and half lives.
Generally, initial doses of 2 to 2.5 mg/kg
are required, with careful serum level
monitoring to determine subsequent
dosage requirements (p 127)."%7

This particular publication was presented
as a state-of-the-art, practical compendi-
um, written and reviewed by practicing
clinical pharmacists with expertise in
therapeutic drug monitoring. It was well
referenced in the primary literature, which
had been develioped by over 1,000 pre-
sentations and publications involving
aminoglycoside kinetics and the need for
serum monitoring to insure safety and
efficacy.

This particular issue focuses upon anoth-
er publication which may be used to
establish a standard of care, that is, the
drug manufacturer's package insert liter-
ature. It has been held that a physician’s
deviation from a manufacturer’s recom-
mendations is prima facie evidence of
negligence {and thus standard of care) if
the patient's injury resulted from the
physician’s failure to adhere to the rec-
ommendations.’® This was the holding in
Muider v. Parke Davis,’”® where a physi-
cian excessively prescribed an antibiotic
in a manner warned against in the



manufacturer’s literature. In the amino-
glycoside case discussed above, the
manufacturer of gentamicin recommend-
ed “Serum concentrations of aminogiy-
cosides should be monitored when
feasible to assure adeqguate levels and to
avoid potentially toxic levels."®

in another action, a pharmacist filled
prescriptions for Ventolin inhaler (albu-
terol; Giaxo, Research Triangle Park, NC)

and practice areas, a clinical pharmacy
program that is integrated with the clin-
ical services of other departments in the
health care setting {e.g., medicine, sur-
gery, laboratory, nursing) can fulfill these
standards. They describe these practice
standards as applying to all organized
heatth care facilities that provide inpa-
tient or outpatient care, and apply to all
subspecialties of medical and surgicai
practice.??

“It has been held that a physician's deviation from

a manufacturer's recommendations is prima facie
evidence of negligence (and thus standard of care) if the
patient’s injury resulted from the physician’s failure to
adhere to the recommendations.”*®

and Visken {pindolol; Sandoz, East
Hanover, NJ), a beta blocker. The pa-
tient suffered acute bronchospasm, and
died within a short time after taking the
Visken. it certainly is well known that
Ventolin is indicated for treatment of
bronchospastic disease [i.e., asthma and
chronic obstructive pulmonary disease
(COPD)]. The manufacturer's insert for
Visken states: “is contraindicated in (1)
bronchial asthma” and further “Nonaller-
gic Bronchospasm (e.g., chronic bronchi-
tis, emphysema) patients with broncho-
spastic diseases should in general not
receive beta-blockers.”® In this case, the
pharmagcist is being specifically held to
a standard created by the manufacturer’s
package insert, as well as other published
standards of care.

Minimum Practice Standards for
Ciinical Pharmacy Specialists with
Interpretation for Crganized
Health Care Settings

The ACCP recently promulgated mini-
mum standards of practice for institu-
tions. Their stated purpose of minimum
practice standards for clinicat pharmacy
specialists was to delineate for health-
care setting administrators and practi-
tioners those specialized functions and
activities that may be considered essen-
tial to provision of clinical pharmacy
services. They define clinical pharmacy
practice as a specialized discipline in
which the desired endpoint is to provide
optimal patient care. The standards
discussed the various approaches by
which patient care may be influenced.
Through delineation of responsibilities

Portions of the ACCP Standards are
reproduced with permission?®%:

“A clinical pharmacy program should at
minimum provide the following services:

(1) design, recommend, implement,
monitor, and after pharmacotherapeutic
plans based on acquired patient specific
information in selected patient groups;

2) interpret and apply pharmacokinetics
drug data to the design of patient spe-
cific drug dosage regimens;

(3) retrieve and evaluate drug literature
as a means of providing patient specific
drug information to health professionals
and patients; and

{4) educate health professionals, practi-
tioners, students, patients, and the public
regarding applied pharmacotherapeu-
tics.”

Do Clinical Pharmacy Services
Lead to Increased Liability?

The continuing development of the role
of the clinical pharmacists may have a
wide reaching repercussion on drug inju-
ries, because every hospital and orga-
nized health care setting ultimately may
be required to have a drug surveillance
agent who reviews the charts of patients
and detects indications of drug injuries
before serious damage occurs.”® Accord-
ing to the Drug Product Liability Com-
pendium, a reference commonly used by
attorneys in drug cases, a new role for
the pharmacist as a clinical pharmacol-
ogist (clinical pharmacist} has been de-
scribed.?® The practitioner is now learn-
ing at the patient bedside about the
effects of drugs to develop expertise in
evaluating drug interactions and drug
injuries. It has been argued that the
physician is too busy to evaluate carefui-
ly the effect of prescribed drugs on his
or her patient. A third party who is skilled
in evaluating drug effects can act as a
check on the physician's prescribing
practices and help reduce drug injuries.
This proposal has taken the pharmacist
a step further into medicine.?®2® [ this
role of the clinical pharmacist is accept-
ed by the hospitals, plaintiffs may have
even more choices for potential defen-
dants when a drug injury occurs. So if
an institution claims to provide such
services, it must in fact provide them be-
cause it will be held accountable if a drug
injury occurs. If an institution does not
provide these services and the majority
of hospitals begin to do so {a standard),
then a nonparticipating institution may stili
be held accountable just as if it had pro-
vided these services. James C. Simmons®
states:

“If this role of the clinical pharmacist is accepted by the
hospitals, plaintiffs may have even more choices for
potential defendants when a drug injury occurs.”

It is interesting to note the wording in
these ACCP minimum standards, which
refer to “facility” providing or having, and
“programs,” in contrast to the APhA/
ACCP Standards which describe what the
pharmacist must do. A further contrast,
this time with the ASHP Practice Stand-
ards, is that if clinical pharmacy pro-
grams are 1o be practiced, the preced-
ing four standards are the minimums.

“Our court system of civil justice current-
ly is playing a major role in dictating the
rights, liabilities, duties and obligations
of all health professionals, including
pharmacists....As the pharmacist seeks
ways to provide professional service
commensurate with his educated capa-
city, civil litigation will play a profound
and dramatic part in establishing the
parameters within which he will be ex-
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pected to practice. As the public be-
comes aware of the pharmacist’s educa-
tion and ability, and as more pharma-
cists reach out in search of new ways to
use it, the civil law will naturally keep up
with the pharmacist’s assumption of
responsibility and will dictate a corre-
sponding assumption of liability...the civil
law, which dictates the standard of
practice for all professionals will actively
participate...by lifigating the guidelines
that establish minimum standards re-
quired of all pharmacists (p. 730).”

Webster maintains that pharmacists
should view the increased risk of litiga-
tion (being sued) as a positive factor.”®
He states that as long as pharmacists
are able to walk into a courtroom and
convince a judge and jury that they had
no duty to the patient—no duty to warn,
no duty to counsel, no duty to question
the appropriateness of a prescription—
that this profession has not advanced
past what Kalidonis® has described as
a “field not ready to be a profession.”

Is there increased liability of pharmacists
arising from announcements of new
standards and codes of practice? There
is, according to Frank Duckworth, phar-

Because of the explosion in tort litiga-
tion, Duckworth advised that this is not
the time for pharmacists to impose on
themselves poorly defined legal duties.
He recognized that pharmacists yearn for
expanded patient roles, that expanded
clinical roles for pharmacists have be-
come ingrained in the educational sys-
tem and have been encouraged by
professional leaders at the state and na-
tional levels. Both the Bachelor of
Science and Doctor of Pharmacy pro-
grams include major clinical components
that are expanded constantly. Duckworth
further acknowledged that most students
are taught patient instruction and wamn-
ings, in contrast to 20 years ago when
the pharmacy student was toid not to
provide any information to the patient but
to refer the patient back to his or her
physician.

He does note that Heaith Care Financing
Administration (HCFA} regulations require
pharmacists to review patient records in
skilled nursing facilities® and will shorily
require this review in intermediate care
as well.’ Duckworth admits that a few
states have initiated regulations that the
pharmacists provide consuitation to the
patient with each dispensed prescription.

“.standards should be flexible enough to allow for the
adoption of improvements in technology and not hold the
practice to the time the standards (regulations) are

developed.”?

macist/attorney and President of the
Food Drug Law institute. He states that
colleges and universities are establish-
ing new standards for the practice of
pharmacy that call upon pharmacists to
counsel patients about drugs dispensed
upon prescription. These

“...s0 called standards will inevitably
create legal duties of the types that have
produced disaster for physicians and
manufacturers. The law looks to state-
ments by professional groups or institu-
tions of standards of practice or codes
of conduct as one of the main sources
of legal duties to which members of the
profession must conform.”®

A skillfut plaintiff’s attorney may well be
able to do so by marshalling support from
published standards.®.2
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He recognizes that there is a definite
trend toward patient counseling, but
warns that it is a creation of a legal duty
without clear parameters and iherefore
is unwise and hazardous.

He goes on to state, “As a lawyer, | am
absolutely appalled that the pharmacy
profession would deliberately go out and
create a duty to warn patients in con-
nection with the filling of prescriptions,
where no such duty now exists, and
thereby subject themselves to liability
such as that occurring in the Benedictin
cases in the District of Columbia.”

Duckworth readily admits that the edu-
cation and practice of pharmacists in-
volves counseling patients and a greater
involvement in their drug therapy than

that of the pharmacist of the 1950s and
1960s whose only duty was to fill the
prescription accurately. Yet he states
that there is no duty, since the courts
have said there is no duty, based on court
cases. | submi to the readers that the
duty and standard is developed by those
who practice, not by those who evaluate
us from the court, and that if reasonabie
standards are developed and promulgat-
ed, then it will be clear to lawyers, judges,
plaintiffs, and anyone else who locks fo
determine what pharmacists duties ars,
and that unnecessary prosecution of
liability claims will be averted. The point
| would make in disagreement with
Buckworth is that many pharmacists will
limit their practice in a naive fear of
litigation.

Development and promulgation of stand-
ards will set the tone for practice.
Considering the large number of phar-
macists employed by corporations
{chains, hospitals, HMOs}, who have
essentially nonprofessional corporate
managers, failure to provide established
promulgated standards describing the
expanded roles will relegate the pharma-
cist to filling the prescription only, since
the courts and lawyers, in their uitimate
wisdom, have ruied that pharmacists
have no duty to warn!

Duckworth predicts increased risks of
litigation and of liability in the litigation
as a result of expanded practice, such
as drug product selection and patient
counseling. In lllinois, no lawsuits relat-
ed to drug product substitution have even
been filed in the eleven years since the
passage of the drug substitution legista-
tion. Pharmacists in lllincis are specifi-
cally immune by statute when perform-
ing generic substitution; however, no
reports of litigation from other states were
apparent to this investigator, other than
incidents involving illegally manufactured



drugs. In my opinion, this fear of litiga-
tion has been instigated by those
companies desirous of maintaining trade
name monopolies. Simmons recently
confirmed this opinion.’® Duckworth
states these risks will be increased far
more if the profession imposes on
pharmacists an enlarged and undefined
duty to warn and to counsel patients.
He must realize that the standards do
exist. Is he suggesting that by not
promulgating, pharmacists who do not
live up to the current, day-to-day ex-
panded practice will somehow be
immune from ability?

Duckworth quotes several duties and
phrases from the APhA Standards of
Practice for the Profession of Pharmacy,
and suggests that retail pharmacists do
not live up to the functions described. if
they are held to a legal duty to do these
things, “they are in a heap of troubie.”
He is ciear to note that benefit may flow
from pharmacists' expanding roles and
counselling patients, but the overriding
theme is not to label something as a
Standard or Code when it is only some-
thing “that would be nice” because
pharmacists may be held to a legal duty
for a level of practice that has not or
cannot be attained. Leeds elsewhere in
this issue analyzes these APhA stand-
ards, and concludes that the very survi-
val of the independent practitioner lies
in offering pharmacy services at levels
described in the standards.*

In what this author considers an unusual
report, two New Jersey pharmacists have
criticized the State-mandated standards
for IV additive {IVA) services. Pharma-

“Leeds, N.H.: Standards of Practice for Community
Pharmacy. Journal of Pharmacy 1:1, pp. 41-44,
August, 1988,

MM

cists Potillo and Ferri of the Garden State
Community Hospital of Marlton, NJ
compiained about specific requirements
for “almost forcing hospital pharmacies
to have separate IVA services, rather than
to dispense IV additive medication into
patients’ drawers.” They note it took ten
years to implement the standards that
now could serve to limit current technol-
ogy, such as prefilled syringes, syringe
pump systems, Add-Vantage (Abbott
Labs, North Chicago, IL}, and other similar
new drug delivery technology. These are
described as rigid protocols concerning
the preparation, labeling, and dispensing
of {V medication. These standards force
the director of pharmacy to continue to
think of IVAs as separate ritualistic area
of practice.

implementation of standards by state
agencies may be viewed as helpful to
upgrade standards when they are not
able to do so on a voluntary basis due
to structure limitations {i.e., hospital ad-
ministration failure to provide resources
for practice expansion); however, as
Polillo and Ferri point out, the standards
should be flexible encugh to allow for
the adoption of improvements in tech-
nology and not hold the practice to the
time the standards (regulations) are de-
veloped.?

Changes may be effected by making a
regulation or bylaw under provisions of
existing pharmacy legislation. Thus,
certain activities are required by law with
little room for the exercise of judgment
to fit individual situations. Such a method
of effecting change has its place, but
should be reserved for those situations
where no other method will produce the
desired results.’® “

A review of existing standards in phar-
macy has addressed the effects of laws,
regulation, and accrediting agencies. No
one seems to question or debate the
status of these in determining standards.
In reality, these are minimum standards
and requirements. On the contrary, the
published and promulgated standards of
practice, and practice standards of the
major pharmacy organizations in the
United States are framed to protect the
patient, ensure safe and effective drug
therapy, and advance the profession. It
is apparent that not all of the published
standards are, in fact, standards: that is,
they are not practiced by the majority of
reasonable and prudent pharmacists. It
is also apparent, however, reflecting on
history as well as the past short 20 years,
that the standards and the practice have
progressed, and will progress further.

It should be evident that there is a diver-
sity of use of the word “standard.” This
may be confusing, and in deference to
Duckworth this author agrees that there
is confusion and that standards should
be realistic. If they are recommenda-
tions, and not standards, then they should
be identified as desirable goals and not
as standards of everyday practice.

Pharmacists should be encouraged to be
familiar with and apply the standards to
the profession of pharmacy routinely in
daily practice.

Editor: Pauia Barneit
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