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- EXECUTIVE SUMMARY

PURPOSE

The purpose of this study is to: (1) examine the current level of clinical services available in
community pharmacy settings, (2) identify barriers that limit the availability of such services,
and (3) suggest actions that can be taken to reduce barriers and improve pharmaceutical care
for ambulatory patients.

BACKGROUND

This study expands on an issue identified in an earlier inspection entitled, “Medicare Drug
Utilization Review.” As outlined in that report, the incidence of mismedication among older
adults is relatively high and reflects a number of systemic weaknesses in the health care
delivery process. The role of the pharmacist in managing drug therapy can be critical,
particularly for older adults who may have complex drug regimens prescribed for them by
more than one physician. Qur focus in this report is on the community pharmacy setting and
the clinical services available to elderly ambulatory patients. Clinical pharmacy refers to
functions performed by the pharmac:st on behalf of the patient to identify, resolve and prevent
drug-related problems.

Our data were gathered from: (1) a case study of community pharmacists who provide a
broad range of clinical services to ambulatory patients, (2) a review of relevant research
findings related to clinical pharmacy practice, and (3) a series of interviews with researchers,
academics and practitioners, as well as a focus group session with experts in the field.

FINDINGS

There is strong evidence that clinical pharmacy services add value to patient care and reduce
health care utilization costs.

. Research demonstrates that clinical pharmacy services add value to patient care
for both institutionalized and ambulatory patients.

. Added value includes not only improvements in clinical outcomes and enhanced
patient compliance, but also reductions in health care costs associated with
mismedication problems.

Clinical services are not widely provided in community pharmacy settings.



In the community pharmacy setting, significant barriers exist that limit the range of clinical
services generally provided.

. Barriers that impede provision of clinical pharmacy services include the
economic structure of the retail pharmacy industry, interprofessional conflicts,
. limitations on information available to pharmacists, gaps in pharmacy training,
and uneven patient demand.

. There are some community pharmacists who provide a broad range of clinical
services to their patients. Nevertheless, the methods they use to overcome
barriers do not suggest simple or immediate solutions.

RECOMMENDATIONS

The Public Health Service and the Health Care Financing Administration, individually and
collaboratively, should develop a strategy to reduce the barriers to clinical pharmacy
services, particularly for ambulatory elderly patients.

The National Institute on Aging should take a leadership role in developing risk indicators
and treatment priorities for ambulatory elderly patients.

The American Pharmaceutical Association (APhA) and the American Association of Colleges
of Pharmacy should develop standards of practice that address all components of clinical
‘pharmacy care on the basis of patient need.

State governments should revise pharmacy praciice acts to allow maximum use of technicians
- in community settings. The APhA and State pharmacy associations should 1ake a leadership
role in encouraging more extensive and effective use of technicians in community pharmacies.

COMMENTS

Comments on the draft report were received from the Health Care Financing Administration
(HCFA) and the Public Health Service (PHS) within the Department. While PHS concurred
with our recommendations, HCFA did not. The HCFA believes that current State Medicaid
initiatives are adequate and sees no need for a larger collaboration effort with PHS. We
continue to believe that a combined approach is warranted.

Comments were also received from several professional organizations including the American
Society of Consultant Pharmacists, the American Association of Colleges of Pharmacy, the
American Pharmaceutical Association, and the American Society of Hospital Pharmacists. - All
of these organizations were supportive of the recommendations made in the report. Copies of
the comments received and our response to those comments appear in appendix VI
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INTRODUCTION

The purpose of this study is to: (1) examine the current level of clinical services available in
community pharmacy settings, (2) identify barriers that limit the availability of such services,
and (3) suggest actions that can be taken to reduce barriers and improve pharmaceutical care
for ambulatory patients.

We undertook this study to examine more closely an issue raised in a previous report enttled,
“Medicare Drug Utilization Review.” Drug Utilization Review (DUR) is also referred to as
Drug Use Evaluation (DUE) and defined as a “structured, ongoing, organizationally
authorized quality assurance process designed to ensure that drugs are used appropriately,
safely and cffcctively.”l

The incidence of mismedication and adverse drug reactions (ADRs) and other drug-related
illness among older adults is relatively high. Beyond the incalculable human costs associated
with mismedication among the elderly, there are significant financial costs bome by patients,
farnilies, and public and private health insurers. One recent study conducted by the California
State Assembly’s Office of Research documented annual costs in that Statg of $340.1 million
associated with hospitalizations of elderly patients for treatment of ADRs.2

One level of the health care delivery system that focuses specifically on drug therapy is that of
clinical pharmacy care, sometimes referred to as pharmaceutical care. Its three major
functions on behalf of the patient are: “(1) identifying potential and actual drug-related
problems, (2) resolving actual drug-related problems, and (3) preventing potental drug-related
problems.”

As the pharmacy profession has matured, the clinical care function has evolved and has gained
increasing emphasis over the past decade. (For a discussion on the history of clinical
pharmacy see appendix 1.)

This report focuses on clinical services available to ambulatory patients in community
pharmacy settings. Community pharmacy refers to walk-in pharmacies in
non-institutionalized settings and includes chain drugstores, independent pharmacies and
apothecaries. (Appendix II includes a detailed discussion of these and other pharmacy
settings.) The role of the community pharmacist in patient care can be critical, particularly for
older adults who may have complex drug regimens prescribed for them by more than one
physician. In that context, policy makers and health care providers who are commirted to
improving the quality of care for the elderly and reducing health care utilization costs
associated with drug therapy problems are turning more attention to the role clinical pharmacy
can play in achieving those goals. It is our hope that this report will assist them in expanding
the level of pharmaceutcal care available to all patient groups,and particularly older
Americans at high risk of drug-related illness.



Data were gathered for this study from three major sources:

. a case study of community pharmacists who provide a broad range of clinical
services to ambulatory patients (see the companion report entitled, “The Clinical
Role of the Community Pharmacist: Case Studies,” for a description of each
" case study);

. a review of relevant research findings related to clinical pharmacy practice,
including topics such as the cost/benefit of clinical pharmacy interventions; the
effects of clinical pharmacy care on patient compliance; and the obstacles to
clinical services for ambulatory patients; and

. a series of interviews with researchers, academics and practitioners in the field of
clinical pharmacy as well as a focus group session with experts in the field. .

(Appendix TII includes a more detailed description of our case study methodology.)



. FINDINGS

THERE ARE FOUR COMPONENTS OF CLINICAL PHARMACY PRACTICE:
COLLECTION OF PATIENT INFORMATION, PROSPECTIVE DUR, PATIENT
COUNSELING, AND PHYSICIAN CONSULTATION. EACH OF THESE
COMPONENTS ENCOMPASSES A CONTINUUM OF POSSIBLE SERVICES.

i
1

Clinical pharmacy practice is composed of four major components: collection of patient
information, Drug Regimen Review (DRR), patient counseling, and physician consultation.
Research on clinical pharmacy that supports this four-part analysis in¢ludes: the American
Association of Colleges of Pharmacy’s (AACP) Committee Report on Clinical Services in
Community Pharmacy Pracricc:,4 the American Pharmaceutical Association’s (APhA)
Standards of Practice,” ‘and Dennis Helling’s study of the functions of clinical pharmacists in
family practices.6 Our analysis 1s intended to be general enough to apply to many pharmacy
settings, though our primary interest is in the clinical service profile of community pharmacy
settings.

Within each component of clinical pharmacy, there is a range of services that define the
pharmacist’s activities. In that context it should be noted that none of these components is
simply either practiced or not practicéd, in any setting. In each of these components, i.e.,
areas of practice, 2 pharmacist may provide any combination of a wide range of possible
services. The intensity of these services, in terms of the resources required to perform them,
varies greatly, ranging from a minimal level of service to a maximal level. The level of
services provided also varies greatly among types of pharmacy setting, among individual
pharmacists, and among patients and panent groups, even within a single pharmacist’s
practice. The reasons for these variations in clinical practice are discussed throughout this
report. It should be noted that we are not discussing only prevalent practices, or even
accepted standards of practice, but all possible practices. Virtually any pharmacist in any
setting can say, with some fairness, that she or he provides some level of clinical services;
there is virtually no such thing as a pharmacist who provides no clinical care at all.

The continuum of services offered within each component affects but does not determine the
range of services within the other three. For example, extensive data collection could enhance
the pharmacist’s ability to closely monitor a patient’s regimen. Nevertheless, a given
community pharmacist could perform a maximal level of data collecuon but still provide only
minimal or moderate monitoring services.



The following is a graphic display of each component. An expanded discussion of the full
range of clinical pharmacy services is included in appendix IV.
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I. THERE ARE NO CLEAR STANDARDS THAT DEFINE THE OPTIMUM MIX
OF CLINICAL PHARMACY SERVICES IN THE CONTEXT OF INDIVIDUAL
PATIENT NEED.

In an ideal community setting, a pharmacist would have the capability to provide maximal
level services in all clinical components for every patient in care. However, even in such a
setting, maximal level services would not be indicated for all patients, nor would they be an
efficient use of resources. '

In determining the correct mix of services based on patient need, a number of questions must
be addressed. For example, what constitutes counseling that patients should receive? What is,
the minimum amount of information that should be provided to all patients? How should that
information be conveyed—orally, in written form, or both? Should pharmacists themselves
counsel the patient each time a drug is dispensed? Which patients should receive close

“monitoring by pharmacists—that is, who are the high-risk patients in need of maximal level
services? These are but a few of the issues that surface in a close examination of the functions
encompassed by clinical pharmacy.

Unfortunately, there is little consensus within the profession or the industry itself about these
issues. Similarly, we could find very little research in the scientific and academic
communities regarding standards of clinical pharmacy care as applied to patient needs.

Two research projects that do address the issue of determining patient need, each approaching
the problem from a different perspective, were identified. The first is a study conducted by
Koechler et al. at the University of Minnesota on indicators for the selection of ambulatory
patients who warrant close pharmacy monitoring. The researchers developed six prognostic
indicators and conducted a retrospective chart review to identify adverse drug outcomes and
their relationship to those indicators. The study documented evidence that adverse outcomes
increased as the number of indicators present increased. Patients with a history of
noncompliance (one of the indicators) appeared at highest risk of adverse outcome. A second
approach that focuses specifically on standards of care is reflected in the work of Linda Strand
at the University of Florida. Strand has developed an instrument that standardizes
documentation of a clinical pharmacist’s data base, patient care activities, and therapeutic
plans. Adherence to the functions within this schema would theoretically result in an
individualized reatment plan for each patient. Pharmacists would identify and treat high-risk
patients not by applying generalized indicators, but by charting individualized risk profiles’

These approaches to improving drug therapy for ambulatory patients clearly hold promise but
require more practical application and testing to document their value. We understand that the
General Accounting Office will also be conducting a study to determine categories of patients
and drugs that require maximal level clinical pharmacy services. In the near term, however,
the question of standardizing pharmacy services based on patient need will not be resolved
easily.



IIL THERE IS STRONG EVIDENCE THAT CLINICAL PHARMACY SERVICES
ADD VALUE TO PATIENT CARE AND REDUCE HEALTH CARE
UTILIZATION COSTS.

The value of clinical services is substantiated by the scientific literature on the subject. A
number of research projects conducted in institutional and ambulatory settings have
documented this added value:

. A study conducted in six pharmacies in Virginia measured the effect of
pharmacists’ monitoring and educational services provided to hypertensive
patients. Results demonstrated better compliance in the experimental group of
patients (44 of 70) than in the control group (23 of 66). Improved blood
pressure was achieved in 74 percent of the experimental group and 58 percent
of the control group.” :

. A study in Memphis of non-institutionalized patients of a hospital outpatient
clinic measured the relationship between the pharmacist’s communication of
different levels of written drug therapy information and patients’ compliance
rates with antibiotic drug regimens. The experimental group that received the
highest level of information had a mean compliance rate of 84.7 percent while
those patients receiving less information had a compliance rate of 63 percent.

. A literature review of studies assessing costs and benefits of
pharmacist-conducted drug regimen reviews in skilled nursing facilities was
published by Samuel Kidder in 1987. The studies showed decreases in number
of medications prescribed per patient, hospitalizations, cost of medications and
other factors. Kidder's analysis projected annual savings of $220 million in
averted health care costs resulting from clinical pharmacy interventions.

. Integration of clinical pharmacy services within a private medical practice is one
technique that has been used on a limited basis to involve clinical pharmacists in
primary care. Under this model, the pharmacist provides a number of services to
the office, including drug therapy consultation with physicians, monitoring of
drug therapy for each patient, and patient education and counseling.1 (Under
this model pharmacists do not dispense drugs.) An evaluation of one such
practice by the University of Iowa was able to document favorable effects of
pharmacy interventions on patient care. In a retrospective review of
recommendations made by pharmacists regarding specific drug therapy for
patients, a peer review panel of physicians and pharmacists found that such
recommelndations resulted in favorable outcomes in patient care for two thirds of
all cases.



. In 2 demonstration project funded by the John A. Hartford Foundation of New
York, high-risk elderly patients were enrolled in a randomized controlled trial
prior to discharge from a non-teaching community hospital 1n northern
California. The pharmacist, who had access to clinical/diagnostic data,
coordinated activities with attending physicians, provided intensive discharge
counseling to patients, and monitored patients’ drug therapy for three months
following discharge. (Monitoring included telephone consultation, home visits,

" and brown-bag sessions in the pharmacist’s office.) Preliminary resuits from the
study indicate that clinical pharmacy interventions provided to the experimental
group imﬁrovcd both patient compliance and the quality of physician prescribing
patterns.

. A study conducted by researchers from the University of Washington provided a
range of clinical pharmacy services to elderly residents of a congregate housing
facility. Following an initial assessment in which problems of medication
compliance, regimen comprehension, drug interactions, and drug storage were
identified, clinical pharmacists provided the subjects with individualized
instructions, drug therapy counseling and regimen monitoring in their homes
over a two-year period. A final assessment of the project conducted one year
after the intervention found a significant 11 percent decrease in the number of
prcscr'igtions taken and a 39 percent decrease in the number of medications
taken.

The research projects described above demonstrate that clinical pharmacy services add value
to care for both institutionalized and ambulatory patients. Such value includes not only
improvements in clinical outcomes and enhanced patient compliance, but also reductions in
health care utilization costs associated with adverse drug reactions.

IV. CLINICAL SERVICES ARE NOT WIDELY PROVIDED IN COMMUNITY
PHARMACY SETTINGS.

As mentioned previously, the concept of clinical pharmacy was first put into practice in a
teaching hospital setting, and despite decades of evidence that such interventions improve
clinical outcomes and reduce overall health costs, clinical pharmacy practice has remained
largely within the purview of institutional settings. A large body of scientific evidence
indicates that provision of clinical services outside of institutional settings is uneven and often
inadequate. In terms of the typical pharmacy practice at the community level, a number of
studies have found that pharmacists counsel only a small percentage of their patients, that
consultations when they do occur are too brief, and that pharmacists’ decisions in regard 10
patient care are often inadequate and inappropriate. ~ An example of this research is a study



conducted by the Food and Drug Administration on patient receipt of drug information.
Fewer than 60 percent of the patents studied received new (non-refill) prescriptions from the
pharmacist; the remainder received theirs from a clerk or cashier. “One in three subjects who
received the prescription from a pharmacist said that they were told directions for use, while
only one in ten subjects receiving the prescription from a clerk or cashier said they received
verbal directions for use. Precautionary and side-effect information was rarely provided, even
[by] the pharmacist.”!

Even when patient counseling is mandated by State board regulations, the amount of clinical
services provided by community pharmacists may not increase. A study conducted in Kansas
evaluated the effects of mandatory patient counseling regulations 2 years after they were
implemented and found that the new requirement had no effect on the amount or quality of
counseling provided by phzu:macists1 In Washington, a State known for its progressive
clinical pharmacy practices, a similar study was conducted before and 10 years after passage
of a mandatory counseling regulation. The researchers’ conclusions were that “it is doubtful
that the amount of counseling and the incidence of maintaining and using patient profiles is
significantly greater in Washington than in States that do not have mandatory regulations.”l
This evidence suggests that imposing a regulatory requirement does not in itself have any
positive effect on the gap in clinical services available to ambulatory patients.

Barriers that impede the transfer of routine clinical pharmacy practices to the community
setting will be discussed in'a subsequent finding. But here it should be noted that there is no
conclusive evidence that the relatively low clinical service level in community settings is
confined to a particular type of pharmacy. Aithough some researchers have found that chain
or discount outlet pharmacists do not perform as well as those practicing in independent
pharmacies, others have found no significant differences among types of community
settings.

On 2 similar note, there has been heated debate within the pharmacy profession about the
ability of mail service pharmacies (MSPs) to provide clinical pharmacy services to their
patients. In the course of our study, we examined the services provided by the largest
for-profit MSP and the largest nonprofit MSF. In both cases, patient package inserts that
include information about the name and purpose of the drug, proper administration, side
effects, and precautions are included in over 80 percent of the prescriptions filled. In additon,
both companies offer a toll-free telephone service with pharmacists available to answer
patients’ questions about their drug regimens. As for prospective utilization review, each
company uses automated screening processes to review dosage levels and interactions in the
context of individual patient profiles, a practice that is also common among chain and
independent pharmacists.

Our conclusion from this review is that the differences in clinical services provided by MSPs
versus other retail settings may be more theoretical than actual. In theory, pharmacists who
have face-to-face contact with patients on a regular basis are significandy better equipped to



elicit information, counsel patients and monitor drug regimens. But given the relatively low
level of services that are actually provided in community settings, there may be little
difference in the interventions received by patients, and in some cases, the information
provided by MSP package inserts may be more than patients receive from their neighborhood
pharmacist.

V.

IN THE COMMUNITY PHARMACY SETTING, SIGNIFICANT BARRIERS
EXIST THAT LIMIT THE RANGE OF CLINICAL SERVICES GENERALLY
PROVIDED. '

Barriers That Impede Provision Of Clinical Pharmacy Services Include The
Economic Structure Of The Retail Pharmacy Industry, Interprofessional Conflicts,
Limitations On Information Available To Pharmacists, Gaps In Pharmacy Training,
And Uneven Patient Demand.

1. THE ECONOMIC BARRIERS

Product-Based Reimbursement Structure

One of the most formidable barriers facing pharmacists at the community level is the
transaction-based reimbursement structure of the industry. For the most part,
pharmacists’ reimbursements are linked to the sale of a product rather than provision
of services. Though the retail level of the drug distribution system has always
operated in a competitive environment, over the past decade competition has increased
dramatically with the burgeoning growth of mail service pharmacies and discount
chains. Consequently, the economics of practice tend to keep prices down and to
compensate with higher volume. The result typically is a focus on product and price
rather than provision of clinical services for which there is no economic incentive.

This aspect of the economic barrier does not lend itself to an easy fix. Proposals to
add a clinical service or counseling fee to third-party reimbursement schedules as a
means of encouraging pharmacists to provide a wider range of clinical services (such
as drug regimen review, patient counseling) ignore the economics of a retail practice.
As long as the overall reimbursement scheme is directly tied to volume of transactions,
there will be a strong incentive to increase number of sales rather than expand services.
In order to shift that incentive, the reimbursement for providing clinical services (the
clinical service fee) would need to exceed the opportunity cost (the cost of the
pharmacist’s time that would otherwise be spent filling additional prescriptions).
Clearly, the overall program costs of providing such an incentive would be prohibitive.



Underutilization of Supportive Personnel

Another aspect of the economic barrier that effects the overall cost of pharmacy
services is the uneven use of pharmacy technicians in community settings. The
pharmacy technician is defined as “someone who, under the supervision of a licensed
pharmacist, assists in various technical activities that do not require the immediate
judgment of the pharmacist...for example, maintaining patient records; setting up,
packagingz%nd labeling medication doses; and filling routine orders for stock
supplies.”“ To the extent that technicians perform these routine activites, the overall
.cost of each pharmacy transaction is reduced (since technicians’ time is less costly than
pharmacists’) and pharmacists are freer to perform clinical service functions for which
they are uniquely qualified.

The use of technicians, which in theory would do much to expand the clinical role of
pharmacists in community setings, is a highly controversial issue within the pharmacy
profession. Regulations that govern the use of technicians vary enormously from State
10 State, and most often, State regulations that impose legal constraints on technicians
focus on the pharmacists’ perceived self-interest rather than the public’s health and
sa’fet:,r.23 There is no documented evidence that technicians are less competent at
performing routine pharmacy activities, and, in fact, technicians have been widely
used in hospital settings for the past 20 years. 4 Resistance 1o the use of supportive
personnel is a more a reflection of some pharmacists’ fear that technicians will replace
them rather than supplement the services they provide. As one expernt in the field has
said, “Fear of job loss to technicians is especially rampant in the community setting.”

A close examination of State regulations governing use of technicians reflects a vivid
picture of the controversy that surrounds this issue. Nine States ban the use of
technicians in community pharmacies altogether. Although the remaining States
officially recognize technicians or do not specifically forbid them, there is wide
variance among them in terms of training and educational requirements, licensing and
certification procedures, duties they are permitted to perform, and '
pharmacist/technician ratios. The degree of supervision required is also inconsistent
among States. In at least 32 States a licensed pharmacist must be in the immediate
physical presence of a technician while she or he is performing duties. In 5 States,
pharmacists must be accessible but not necessarily in the technicians’ immediate
presence. '

Beyond the legal constraints on the use of technicians, is the individual pharmacist’s
attitude about supportive personnel. Even in those States that permit wide use of
technicians, individual pharmacists may choose to underutilize them out of fear that
their own professional value will be eroded. To the extent that this amitude prevails
among pharmacists and is reflected in legal constraints, a significant economic barrier
to provision of clinical services will remain.
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5 THE INTERPROFESSIONAL BARRIER

In order for pharmacists to improve the quality of drug therapy available for patients, they
must work effectively with physicians who are responsible for prescribing. The pharmacist’s
ability to communicate effectvely with a prescribing physician is a crucial aspect of clinical
practice. But there are a number of impediments to communication and collaboration between
community pharmacists and physicians. Dr. Carole Kimberlin, in her research on
pharmacist-physician relationships, has identified three major categories:

1. Environmenzal barriers: The community pharmacist typically communicates
with physicians by phone in situations that impose severe time constraints.
This type of communication can intensify the distance that already exists be-
tween the two professions and reduce the amount of patient information that
can be exchanged.

2. Pharmacist hesitancy to communicate: There is some evidence that phar-
macists are apprehensive about interprofessional communication. In a discus-
sion of this phenomenon, one researcher describes reasons why pharmacists are
reluctant to challenge physicians: “Because they’ve been socialized to believe
that doctor knows best....and despite voluminous literature about inappropriate
prescribing by physicians, many pharmacists....face a significant atitudinal
problem when attempting to deal with physicians on medical turf...They find it
difficult to accept that physicians they deal with individually can be prone to
prescribing errors ... [Pharmacists also] tend to constantly compare themselves
with physicians and find themselves coming up short.”

3. Struggles for power and autonomy: Traditionally, physicians have enjoyed a
dominant and autonomous position within the hierarchy of health care profes-
sionals. This can lead to tension among professionals as well as a tendency for
health professionals to interact primarily with members of their own group,
with only limited interchange between professions. This in turn can lead to
numerous misunderstandings as well as an “us versus them mindset”® In
terms of how physicians perceive pharmacists in particular, one study that sur-
veyed physicians reported that when physicians “responded to what annoys
them about pharmacists, they overwhelmingly criticized the pharmacist’s com-
munication with patients, particularly in advising or recommending drugs to
them.”

There is some evidence that interprofessional barriers can be reduced when physicians are
educated about the extent of pharmacists’ knowledge regarding drug therapy. In our own case
study interviews we found that physicians who work collaboratively with pharmacists in a
hospital setting are likely to be more aware of the potential value of pharmacists as drug

12



advisors. Similarly, physicians and pharmacists who practice in rural or small communities
appear to interact more effectively with one another than those in larger communities, because
they are more familiar with one another and share a higher proportion of patients'in their
respective practices.

3. THE INFORMATIONAL BARRIER

In order for pharmacists to offer a full range of clinical services, they must have access to
pertinent patient information, including both over-the-counter (OTC) and prescription
medications, drug allergies, and diseases/conditions. As highlighted in a recent GAO report,
“One area of complete agreement among physicians, pharmacists and experts is the need for
establishing a sound clinical data base for effective drug utilization review.”

For the most part, pharmacists depend on patients to provide them with basic profile
information, and in many cases patients may not be able to do this, either because they are not
given this information by their physicians or because they do not understand or retain what
their physicians tell them. For lab test data and diagnostic information, which enhance the
pharmacist’s ability to provide more sophisticated monitoring services, pharmacists must
consult with the patient’s physicians, and such information is rarely shared. Other
circumstances described in this report contribute to these informational gaps. When
pharmacists do not routinely consult with patients because of time constraints, patient profiles
are not updated on a regular basis. Similarly, interprofessional barriers also inhibit exchange
of more complex patient data.

4. THE TRAINING BARRIER

Some pharmacists lack adequate training in clinical pharmacy skills. Such training involves
the development of both technical skills and knowledge concerning clinical pharmacology, as
well as practical skills in communication.

In the era before the proliferation of pharmaceutical products and chain drugstores,
community pharmacists often had a closer relationship with their patients than they have in °
recent decades. The pharmacist was a respected purveyor of specialized knowledge and
services, and knew her or his patients relatively well, since there often was only one
pharmacist in a given community. These “preindustrial” circumstances gave pharmacists
experience in communicating with both patients and physicians. Today, only a minority of
pharmacists, most of them older or practicing in rural settings where they have litile
competition, derive clinical training from such circumstances. One pharmacy scholar
characterizes the clinical pharmacy movement as an attempt (o restore “preindustrial” values
to a “postindustrial” setting.

Since the clinical pharmacy movement began in educational institutions 20 years ago,
pharmacists have been trained extensively in pharmacokinetics and pharmacodynarnics. More



recently, pharmacy education has also wimessed the introduction of communications aining
based in behavioral psychology into pharmacy curricula. Such training encourages
pharmacists to overcome the conventional barriers to communication with both patients and
physicians.” But despite the fact that it has been shown to increase pharmacists’ patient
counseling activities, and to improve padent compliance, systematic teaching and evaluation
of patient communication skills are not common within schools of pharmacy.

5. THE UNEVEN PATIENT DEMAND BARRIER

Even if the barriers described above could be eliminated, another impediment on the
consumers’ side of the transaction would remain—that of patient demand. In a 1986 study
commissioned by the U.S. Food and Drug Administration (FDA), only three percent to six
percent of patient respondents, all of whom had obtained a new prescription within the
previous four weeks, reported that the; had asked their pharmacist or physician for any
informaton about their drug thcrapy.3 These data indicate strongly that most patients are
either unaware of the risks associated with drug therapy or are unwilling or unable to discuss
themn with a health care provider at the time a drug is prescribed or dispensed.

The issue of risk sensitivity and its effect on patient demand for information has been the
subject of several recent studies conducted by health research and consumer advocacy
groups.36 In terms of consumer perception of medication-related risks, research evidence
suggests that consumers do not associate pharmaceutical products with high risk. In one
study, researchers asked respondents to rate 90 hazardous activities, substances, and
technologies with regard to perception of risk, perception of benefits, and characteristics of
risk. When compared to other types of hazards, pharmaceuticals were rated as “unknown” in
terms of risk and less dreaded than other hazards.

Even when low risk assessment is not a factor, there are other impediments that may
discourage patients from consulting with pharmacists in their role as drug advisors:

1. Lack of knowledge about pharmacists’ expertise: Patients may not be aware
that pharmacists are highly knowledgeable about the appropriate administra-
tion, interactions, and potential side effects of medications. In a 1984 study
that surveyed 300 elderly patients to determine drug use patterns and relation-
ships with pharmacists, only 1 in 6 patients mentioned the pharmacist as some-
one they would ask about prescription drugs.3 Another study, conducted for
Schering Laboratories, asked consumers 0 rank 15 statements that described
their reasons for selecting the pharmacy they used. Ranked in first place by
consumers was “the pharmacist fills prescriptions promptly,” while the state-
ment “the pharmacist will tell the patient all about the prescription” was ranked
in sixth placa.39 The relative importance placed on speed versus information
may suggest that patients place more value on the pharmacist’s efficiency than
on his ability to provide advice.
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Lack of availability: Patients may not have direct contact with the pharmacist
when purchasing a prescription drug or may perceive the pharmacist as unavail-
able for consultation. In pharmacies where the pharmacist, rather than a tech-
nician, conducts the counting and pouring activities, a patient’s interaction may
be with a clerk who is staffing the front counter. In other cases, patients may
perceive that the pharmacist is 100 busy to answer questions. Consumers’ per-
ception of pharmacists’ unavailability was well documented in the Schering sur-
vey previously cited. Respondents ranked the statements “feel pharrnacist
available to ask about medications” and “it’s easy to %et pharmacists to talk™ in
seventh and eighth place (of 15 items), respccrivcl},r.4

3. Situational impediments: The architectural design of some pharmacies may
discourage patients from consulting with pharmacists. If the prescription fill-
ing area is small and crowded with customers, the noise level and lack of
privacy will not be conducive to effective communication.*! Further, if the
pharmacist operates from a floor raised above the level of where the patient
stands, they may be forced to raise their voices in order to engage in conversa-
tion. Several studies have demonstrated that the quality of patient counseling
1s clcarlé effected by the environment in which pharmacist counseling is con-
ducted.

4. Communication skills/baseline information: In some cases patients may be
generally aware of potential risks but may not feel comfortable about asking
specific questions, or may lack the necessary communications skills. Addinon-
ally, the absence of baseline information from which questions can be formu-
lated may also serve as an impediment. There is some evidence that providing
patients with basic written information will encourage them to be more aggres-
sive in seeking consultation. Medical Strategies, Inc. of Boston has developed
a public access software product to provide consumers with current informa-
tion on medications using patient package insert data developed by the U.S.
Pharmacopoeial Convention. Based on touch screen technology, PIC enables
patients to query a data base about prescription or OTC drugs and obtain both
print and screen displays. The PIC program is in use in a number of pharmacy
settings including independents, HMOs, and teaching hospitals. In our inter-
views with a number of PIC users, pharmacists consistently reported a high
level of customer satisfaction with the service; one independent pharmacist
credited the PIC system with a significant increase in his customer base. In all
cases, pharmacists reported that the information printouts stimulated questions
from patients and increased the quality and quantity of verbal counseling
provided.

On a positive note, there is some evidence that patient demand for more and better
information about drug therapy is increasing. Research indicates that “in general, over the

15



past decade, Americans have become more interested in issues affecting personal health and
some want more control over personal health decisions.” Augmenting this overall
heightened interest in health care, consumer groups and nonprofit organizations such as the
National Council on Patient Information and Education (NCPIE) have conducted public
education campaigns to alert consumers to drug-related risks and to encourage them to seek
more and better information from health care providers.

We also identified several consumer-oriented information services designed to respond to
patients who are not receiving information about their drug regimens from pharmacists or
physicians. One such service is the Medication Information Service of California, a telephone
hot line that has been in operation since 1979. The service is designed to respond to callers’
questions on issues such as drug toxicity, side effects, drug interactions and safety of drug use
during pregnancy. Over the life of the program, consumer inquiries have steadily increased
each year. Of the 3,000 inquiries handled over the most recent 12-month period, 85 percent
came from consumers, many of whom were referred to the service by health care
professionals; the remaining 15 percent are from health care professionals themselves. In
addition to providing information to callers, the service also refers patients to physicians and
hospitals when a reported drug problem appears cridcal.

B. There Are Some Community Pharmacists Who Provide A Broad Range Of Clinical
' Services To Their Patients. Nevertheless, The Methods They Use To Overcome
Barriers Do Not Suggest Simple Or Immediate Solutions.

As mentioned previously, in preparing this report we conducted a case study of community
pharmacists who provide a broad range of clinical services to their patients. One objective of
our study was to determine the methods they have used to overcome obstacles to clinical
patient care. Our analysis indicates that their methods are typically a function of individual
skills and personal commitment. (Case studies and analysis are included in 2 companion
report entitled, “The Clinical Role of the Community Pharmacist: Case Studies.”) We note
that the flexibility inherent in managing one’s own independent pharmacy can enhance a
pharmacist’s ability to apply these skills, but the independent pharmacy setting does not, in

_ itself, guarantee that a range of clinical services will be provided.

We found no unusual environmental or market conditions that allowed our case-study
pharmacists to develop clinical practices. All operate in highly competitive markets and
compete for customers with chains, discount pharmacies, and MSPs. Populations served by
the pharmacists are quite diverse, ranging from working-class urban patients to more affluent
suburban patients. In sum, these pharmacists enjoy no external advantage over their
colleagues. Instead, a combination of skills in clinical pharmacy, business management, and
communications, coupled with an unusually strong professional self-image, appear to be the
ingredients for a successful clinical pharmacy practice.
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Our conclusion fromi the case study analysis is that this formuléd ¢annot be duplicated easily
either through transaction-based reimbursement incentives or regulatory requirements. A vital
question facing pharmacists as well as those who receive and reimburse pharmaceutical
services is whether the more advanced clinical pharmacy care represented by our case-siudy
pharmacists can become part of mainstream practice. In devising methods to improve clinical
pharmacy care for older Americans, policy makers will be faced with the formidable obstacles
we have described in this report, none of which will be easily remedied.
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RECOMMENDATIONS

W—_——

1. THE PUBLIC HEALTH SERVICE (PHS) AND THE HEALTH CARE
FINANCING ADMINISTRATION (HCFA), INDIVIDUALLY AND
COLLABORATIVELY, SHOULD DEVELOP A STRATEGY TO REDUCE THE
BARRIERS TO CLINICAL PHARMACY SERVICES, PARTICULARLY FOR
AMBULATORY ELDERLY PATIENTS. :

There are a number of compelling reasons for the Department to assume a leadership role in
enhancing pharmaceutical care for older Americans:

First, the problems associated with mismedication present a significant threat to the health of
older Americans. Recognizing the serious nature of drug-related illness, PHS has included in
its draft document, “Promoting Health/Preventing Disease— Year 2000 Objectives for the
Nation,” the objective of reducing the incidence of adverse drug reactions among older
Americans by nearly 50 percent (from an estimated 17 per 100,000 in 1986 10 8.5 per 100,000
in 2000). The development of a strategy as called for in this recommendation could be
instrumental in helping PHS achieve its stated goal.

Second, there is an ongoing cost borne by the Medicare program for the incidence of
drug-related illness among beneficiaries. Based on the recent study in California that was
cited earlier in this report, nationwide hospitalization costs alone account for billions of
dollars each year. Additionally, the Medicaid program absorbs the costs of hospitalizations,
doctor visits, and institutional care that result from drug-related injuries and illnesses for older
Americans who are income eligible. The HCFA, in its role as manager of the Medicare and
Medicaid programs, has a major stake in ensuring that costs of preventable illnesses are
avoided.

Third, the Medicare Catastrophic Coverage Act (MCCA) of 1988, which was recently
repealed, mandated a DUR system and included several provisions designed to ensure that
certain clinical pharmacy services be provided to all beneficiaries. These provisions were
based on a recognition by the Congress that mismedication problems are a serious threat to the
health of older Americans and that clinical pharmacy services can add significant value 10
overall patient care. Prior to repeal of the MCCA, HCFA was at work designing a DUR
program and developing regulations and standards for participating pharmacists. The scope
and complexity of these tasks were such that experts both within and outside the Department
were doubtful that HCFA could meet the implementation deadline.

Repeal of the MCCA presents the Department with an opportunity to formulate a strategy for
improving drug therapy for the elderly in an environment free of implementation deadlines.
Although a Medicare drug benefit may not be proposed again in the near future, the overall
issue of drug-related problems among elderly patients is not likely to escape continued
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attention of Congress, the media or the public. Research and palicy development on this issue
should begin now so that policy makers will be equipped 10 respond effectively to future
Congressional mandates.

In that context, we recommend that HCFA and PHS develop a strategy that includes research,
demonstration and education efforts to reduce each of the barriers to clinical pharmacy care
described in this report. We strongly urge that demonstration efforts include interventions to
address multiple barriers. For example, a project aimed at increasing patient demand could be
successful in raising patients’ expectations but have no effect on expanding clinical services if
economic barriers are not addressed. Additionally, we recommend that all research efforts
measure the effect of clinical pharmacy care on both total cost and clinical outcome.

There are a number of vehicles that can be employed by HCFA and PHS to facilitate such
efforts, including the use of Medicaid waivers, Medicaid demonstration projects, and research
and demonstration grants. Listed below are examples of interventions that may be tested:

—  Test acapitated system of reimbursement 1o pharmacists, measuring the costs and
benefits (financial and therapeutic) of such a system, when compared 10 a
product-based reimbursement scheme. The capitated reimbursement system
would be based on a flat fee per beneficiary with financial penalties and rewards
that are tied to clinical outcomes.

- In a demonstration project model, measure the costs and benefits of providing
clinical pharmacy monitoring for high risk ambulatory patients. Use the Medicaid
nursing home model which separates the clinical monitoring functions from that of
dispensing. Identify high-risk Medicaid patients by screening the Medicaid
information system for patients who meet certain criteria. For example, patients
who are over 65, take five or more medications, have three or more conditions
and/or three or more physicians could be identified as candidates. Clinical
monitoring by a pharmacist who is not dispensing the patient’s drugs could be
provided to an experimental group within that pool of subjects and clinical and
cost outcomes could be measured to determine the effects of the intervention.

- Study existing settings where lab and diagnostic data on ambulatory patients are
already available to clinical pharmacists and document the costs and benefits of
such a system. There are a number of family practices where such systems are
already in place, and evaluation of cost and effectiveness would provide a basis for
determining the value of encouraging duplication on a broader scale.

- Furnish an experimental group of Medicare beneficiaries with blank medication
charts and instructions for use. Charts would be completed by physicians,
pharmacists and patients and would include information on the name and purpose
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of both prescription and OTC drugs, instructions on administration, and
descriptions of side effects and significant adverse reactions. Patients would use
charts to record their own patterns of use as well as any side effects they note.
Charts would be presented by the patients to both physicians and pharmacists
during office visits and whenever a prescription is filled at the pharmacy. Thisisa
relatively inexpensive way to encourage improved counseling by both pharmacists
and physicians.

- Measure the outcomes among patients served by pharmacists who complete
| mid-career training programs in patient counseling skills. As mentioned earlier,
training in this area has been less than adequate for many pharmacists; in order to
expand clinical services in community pharmacy settings, mid-career training
opportunities will need to be expanded.

II. THE NATIONAL INSTITUTE ON AGING (NIA) SHOULD TAKE A
LEADERSHIP ROLE IN DEVELOPING RISK INDICATORS AND
TREATMENT PRIORITIES FOR ELDERLY, AMBULATORY PATIENTS.

Although some general categories of indicators and patient groups who are at high risk of
ADRs have been identified, additional research is needed to define more precisely those
elderly patient groups who are at highest risk and in greatest need of close clinical monitoring
of their drug therapy. The NIA, which has long been concerned with drug therapy for older
adults and has considerable expertise in this area, should lead an effort to expand scientific
knowledge regarding high risk indicators.

III. THE AMERICAN PHARMACEUTICAL ASSOCIATION (APhA) AND THE
AMERICAN ASSOCIATION OF COLLEGES OF PHARMACY (AACP)
SHOULD DEVELOP STANDARDS OF PRACTICE THAT ADDRESS THE
COMPONENTS OF CLINICAL PHARMACY CARE ON THE BASIS OF
PATIENT NEED.

As mentioned previously, there is little consensus within the pharmacy profession about
standards of care related to patient need. Although the APhA has developed standards of
practice, those standards are limited in several ways: First, they were developed from a
task-inventory approach and are not functional in nature. Second, they do not include a
practical needs assessment model that can be used by the pharmacist to assess needs, indicate
interventions, and identify patients who require maximal level services.



We therefore recommend that APhA and AACP work cooperatively to revise their standards
of practice in a more functional context and to create a practical needs assessment mode! that
practicing pharmacists can use to determine patient need.

IV. STATE GOVERNMENTS SHOULD REVISE PHARMACY PRACTICE ACTS
TO ALLOW MAXIMUM USE OF TECHNICIANS IN COMMUNITY
SETTINGS. THE APhA AND THE STATE PHARMACY ASSOCIATIONS
SHOULD TAKE A LEADERSHIP ROLE IN ENCOURAGING MORE
EXTENSIVE AND EFFECTIVE USE OF TECHNICIANS IN COMMUNITY
PHARMACIES.

Underutilization of technicians to perform routine pharmacy activities such as packing and
labeling medication doses and filling routine orders for stock supplies creates a major
economic barrier to provision of a broad range of clinical services in community settings.
Because laws and regulations goveming the use of technicians rest within the purview of
individual States, initiatives to maximize use of technicians must be taken at the State
government level in cooperation with State boards of pharmacy.

If APhA assumes the task of developing functional standards of practice (Recommendation
II), it will be well-positioned to lead an effort aimed at encouraging more extensive and
effective use of technicians in community pharmacies. Defining the role of the pharmacist as
a clinical provider and standardizing pharmaceutical care functions should dilute the fear that
technicians would replace pharmacists, rather than supplement the services they provide. The
APhA should enlist assistance and consultation from the State pharmacy associations as well
as the National Association of Boards of Pharmacy and the individual State boards of
pharmacy in such an effort.
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COMMENTS

_—__—___—————_____._—“——__———-———-———_—-'——'_

Within the Department of Health and Human Services, the Public Health Service and the
Health Care Financing Administration (HCFA) provided comments. The American
Pharmaceutical Association, the American Society of Hospital Pharmacists, the American
Society of Consultant Pharmacists, and the American Association of Colleges of Pharmacy
also commented.

With the exception of HCFA, all commenters expressed support for the findings and
recommendations. Most provided some technical suggestions and comments that we have
included in the final draft. With the support and leadership these organizations are commitied
to providing, we look forward to initiatives that will expand clinical pharmacy services and
improve patient.care, particularly for groups who are at high risk of drug-related illness. In
appendix V1, we present, in full, each set of comments and respond to each of them.
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APPENDIX |

- -

THE HISTORY OF CLINICAL PHARMACY
The Pharmacist: Drug Dispenser or Drug Advisor?

The pharmacist has always played a dual role: that of drug dispenser and that of drug advisor.
It is primarily the latter role that emphasizes the use of cognitive skills-and extensive training
by the pharmacist, and that serves'to characterize the pharmacist as a health care professional
rather than merely a health care worker. This role as drug advisor is also known as the
pharmacist’s clinical role. Through most of the twentieth century, the pharmacist has been
characterized by many, inside and outside the profession, as 2 drug dispenser and
businessman. At the same time, however, some of those inside the profession have sought to
promote the pharmacist’s clinical role, and in the last two decades, this professional role has
gained ground both inside and outside the ranks of pharmacists.

The Pill-Counter View

During the first half of the twentieth century, various elements of the U.S. health care system
increased in prestige and sophistication, serving to overshadow pharmacy. First, physicians
intensified their process of professionalization and enhanced their public status, separating
their functions from, and placing them above, that of drug dispensing. Abraham Flexner, the
encyclopedist of medicine, wrote in 1915 that pharmacists were not professionals, because
their function was simply to execute physicians’ orders. The Federal Government shortly
followed suit, denying pharmacists the commissions in the Armed Forces that physicians and
others received.

Within the pharmaceutical community itself, attention shifted toward drugs and away from
pharmacists. After World War II, corporate financing favored research in drug development,
and similar financing was not available for research in the more service-oriented field of
clinical pharmacy. A common view was that pharmacists served merely as the conduits
through which the public gained access to an ever larger array of increasingly sophisticated
pharmaceutical products. The pharmacist’s capacity to manage this flow of drugs to patients
was given short shrift.

The Clinical Pharmacy Movement

The countervailing forces to this way of thinking originated in pharmacy education.
Educational institutions sought to enhance pharmacy’s standing as a profession by enlarging
their curricula. Beginning in 1932, following a study of pharmacy’s functions commissioned
by the American Association of Colleges of Pharmacy (AACP), the four-year Bachelor of
Science degree in pharmacy was endorsed by national pharmacy associations and became
standard. In the 1950s and 1960s, many colleges of pharmacy instituted five-year programs,
expanding curricula to include extensive training in the medical aspects of drug therapy and in
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more communications-oriented aspects of patient counseling. In the mid-1960s, many schools
began extending their programs (o six years, awarding Doctor of Pharmacy (PharmD) degrees,
with the sixth year often devoted to a clinical clerkship with a practcing pharmacist; about 40
PharmD programs now exist.

The clinical pharmacy movement accelerated within the subfield of hospital pharmacy in the
late 1960s and 1970s. Hospital pharmacists began to work with physicians as part ofa
clinical team that performed diagnosis and treatment collaboratively. Pharmacists sometimes
went on rounds with physicians; they performed reospective and prospective DUR; and they
oversaw drug distribution within hospitals. Hospital pharmacists worked under fewer
competitive pressures to meet a daily quota of transactions than retail pharmacists, and they
became freer to spend their time analyzing data and performing services unconnected to
transactions. '

Now, in the 1980s, the clinical functions of-the pharmacist have moved to the forefront of
discussion in the field. Pharmacy technicians and pharmacy robots have proved able to fulfill
the simple dispensing functions that many—including many pharmacists—have long seen as
the pharmacist’s major tasks. Leaders in pharmacy and pharmacy organizations have
increasingly promoted those clinical functons for which pharmacists receive unique training,
as they have sought to portray pharmacy as a profession whose survival is vital to public
health.

The view of the pharmacist as a drug therapy manager rather than merely a drug dispenser has
received tentative endorsement from entities outside pharmacy. A recent court decision
characterized the pharmacist’s role as one of “risk management,” analogous to the physician’s
role of “risk assessment,” thus portraying the pharmacist as something more than a passive
conduit for products and for the physician’s instructions.

In sum, forces both inside and outside of pharmacy seem to be moving the profession toward
an increasing emphasis on the pharmacist’s clinical functions. But it is unclear at this time
whether these forces will successfully supplant the view, still widespread, of the pharmacist as
a drug dispenser, with litte to offer in the way of unique services or analytic skills.

Endnotes

1. Hepler C.D.,“The Third Wave in Pharmaceutical Education: The Clinical Movement,”
American Journal of Pharmaceutical Education, 51:369-85, 1987.

2. Giblin P.W., Manasse H.R., “Commitments to the Future of Pharmacy: Review and
Opinion of the Pharm.D. Curricular Debate,” Drug Intelligence and Clinical Pharmacy,
18(5): 420-27, 1984.
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PHARMACY SETTINGS

Pharmacists practice in a variety of settings. Because the terms that refer to these different
settings are frequently used in discussions of pharmacy, defining them will clarify the
discussion in this report.

As the term “community pharmacy” is used in the literature on pharmacy, it refers to walk-in
pharmacies in non-institutionalized settings. It includes chain drugstores and “independents.”
Independent pharmacies are the most traditional setting: here, the chief pharmacist also
functions as 2 small businessperson. *“Apothecaries” are those independent pharmacies that
sell only drugs. '

“Institutional pharmacy” includes both hospital and nursing home pharmacy. In hospitals,
pharmacists oversee directly the distribution of drugs to patients and collaborate with
physicians on the proper course of medication throughout a patient’s stay in the hospital. In
nursing homes, pharmacists usually do not oversee the distribution of drugs, which is left to
nurses and other caregivers. In this setting, they are usually “consultant pharmacists” who
arrive at the nursing home once each month to perform the chart reviews mandated by
Medicaid.

“Home health care pharmacy” addresses a patient population that is less ambulatory than
those who come to a walk-in pharmacy, but usually mere ambulatory than those in fully
institationalized settings. Home health care covers a wide range of care settings, some more
institutional than others, and some that should be considered community settings, for our
purposes. Because we have not researched this large field exhaustively, our conclusions
concerning “community pharmacy” are not as applicable to home health care as to other
community pharmacy settings, namely chains and independent pharmacies. Speaking
generally, this report focuses on the care of ambulatory patient populations and pharmacy
settings that serve them. '

-1



APPENDIX il

CASE STUDY METHODOLOGY
The purpose of conducting the case study was two-fold:

. to observe and document activities that comprise clinical pharmacy practice; and

. to identify (in the case of clinical pharmacists who practice in traditional
community settings) the barriers they face in providing pharmaceutical care to
their patients and to determine the methods they use to overcome those barriers.

-Given that objective, we made a purposive selection of pharmacists who were identified by
members of professional and research organizations as practitioners who provide an unusually
broad range of clinical services to their patients. A number of organizations and individuals
were helpful to us in identifying a candidate pool, including the American Pharmaceutical
Association, the American Association of Colleges of Pharmacy, the University of Florida
College of Pharmacy, and the University of Maryland College of Pharmacy. We made
selections from an initial pool of 35 candidates based on telephone interviews during which
we solicited information about the nature of the pharmacist’s practice, the population served,
the pharmacist’s therapeutic specialty, and her/his willingness to participate in the case study.
Our final selection was based in part on geographical diversity; urban, rural and suburban
practices are represented. Although we sought candidates who practice in chain, independent
and apothecary settings, only the latter two are represented. None of the candidates
nominated practice in chain pharmacies.

The pharmacists selected for our study are listed below:

Julee Alexander

Lifesource, Inc.

900 Larkspur Landing Circle, Suite 250 -
Larkspur, CA 94939

Nancy Culberson

Lexington Family Practice Pharmacy
P.O. Box 460

Lexington, SC 29072
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Madeline Feinberg
Accredited Surgical Company
9515 Gerwig Lane, Suite 131
Columbia, MD 21046

Linda Garrelts
Jones Pharmacy

S. 906 Monroe
Spokane, WA 99204

Howard Juni

Capitol Drug Center

2007 E. CountyRd. E
White Bear Lake, MN 55110

Calvin Knowlton
Ambherst Pharmacy
332 Lumberton Rd.
P.O. Box 56
Lumberton, NJ 08048

In each case, we made site visits to observe the pharmacist’s practice over a 2- to 3-day
period. In the case of the four pharmacists who practice in traditional community settings
(Knowlton, Juni, Garrelts, and Culberson), we conducted extensive interviews with the
pharmacist and other staff on site, physicians who were familiar with the pharmacist’s
practice, and patients served by the pharmacist. We also observed the pharmacist in practice
and reviewed the information systems they use to support clinical activities.
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THE FOUR COMPONENTS OF CLINICAL PHARMACY CARE

(1) Collection of Patient Information

Collection of Patient Information

From Patient

1

present

imt present patient's
pre;?::on OTC drugs CcONCems lab data
Min. Max.
eh al_lergiezln past drugs course of treatment/ diagnostic data
ronic conditions hospita]izaﬁon

|

From Physician

Much of our analysis of clinical pharmacy is structured around the transfer of information,
which is a vital tool required by all those involved in providing clinical services to patients.
The first task the pharmacist must perform in order to provide clinical care is to collect
information from the patients themselves and from the physicians. Thus, data collection is in
itself 2 major function of the clinical pharmacist.

Information from Patients

The pharmacist can collect a wide range of information from the patient. At the most basic
level, she or he will inquire about what prescription drugs the patient is presently taking. The
pharmacist may also ask about any allergies the patient may have and may inquire about what
over-the-counter (OTC) or nonprescription drugs the patient is presently taking. Stll ata
fairly basic level—though not all pharmacists collect this information—are the patient’s
diseases and other conditions, as well as the patient’s weight, height and age, which affect
dosage levels. At the next level is information that a pharmacist can collect on a patent’s drug
use history. This includes the patient’s past prescription drug use, past OTC drug use, and past



illnesses. Finally, the pharmacist may inquire about the patient’s concerns about the drug
regimen, such as whether previous reactions to other medicatdons will reoccur.

The pharmacist most likely gets all this information directly from the patient. (OTC drug
information typically can be obtained only from the patient, since these drugs are usually
purchased without the express instructions of a physician, and often are not purchased at a
single pharmacy or at any pharmacy, with the result that no complete record of their purchase
exists anywhere except in the patient’s memory.) ‘

Information from Physicians

In addition to collecting this information from the patient, as well as determining the patient’s
main concerns and questions, the pharmacist can obtain data from the patient’s physician or
physicians that can be useful in managing the patient’s drug therapy. Most basic here are the
patient’s vital statistics—though the pharmacist may occasionally read the patent’s blood
pressure or perform cholesterol screenings, if State law allows. Next is information
concerning the patient’s general course of medical treatment, both present and past, including
hospitalizations. Finally, the physician can share with the pharmacist data from the patient’s
lab tests (e.g. blood or liver functon tests), and information concerning the diagnosis, which
could help the pharmacist understand why the physician has prescribed a certain drug. This
information is readily available to a pharmacist working in a more institutionalized setting
such as a hospital, a nursing home, or a home health agency, where physicians typically
cooperate closely with pharmacists. But it is not routinely available to pharmacists working in
a community setting. The practicing community pharmacists we spoke with all said that
among the information about 2 patient that they usuaily do not possess, lab test data and
diagnostic data would be the most helpful to them if they had it.



(2) Drug Regimen Review (DRR)

Drug Regimen Review
Screening and Evaluation of Data

Computer Screens For:

Pharmacist Evaluates Data

drug-drug drug-disease
dosage interactions interactions
Min.
duplications drug-allergy
interactions

In the community setting, the most useful type of review that pharmacists conduct is
prospective utilization review, performed at the point of sale. Retrospective review usually is
performed by third-party providers or nursing home pharmacists who survey large data bases
in order to discern large-scale prescribing patterns. Most community pharmacists do not
oversee such a large pool of prescriptions, nor do they have the sort of regulatory perspective
that would make retrospective DRR an appropriate task for them. We have heard of no
community pharmacist who perforros retrospective DRR, and it seems to lie outside the
continuum of community practice. .

The first line of defense the pharmacist can employ against drug-related iliness is a manual or
automated review of new prescriptions for potential counter-indications. At the most basic
Jevel, the review may screen for missing or improper (for a given drug) dosage information.

On a more sophisticated level, the review may include whatever information the pharmacist
has collected on the patient’s drug history. An automated review uses computer software that
can be programmed to screen for therapeutic duplications in a patient’s drug regimen, which
can occur especially when multiple prescribers are involved in a patient’s therapy. Becoming
more complex still is a screening for a wide range of drug interactions, including drug-drug,
drug-allergy, drug-diet and drug-disease interactions. It should be noted that if an automated
systemn is used, the number of interactions software packages are programmed to Spot can vary

greatly.



The pharmacist who uses a computerized system will have to examine those prescriptions the
computer identifies as potentially harmful in order to determine the appropriate course of
action. The pharmacist will look for the same type of problem the computer has looked for,
and will use professional judgment to decide how to proceed: whether to dispense the drug
with a warning to the patient of potential hazards, to dispense it without a warning, or to
contact the prescriber in order to seek a change in the prescription.

Pharmacists use computer programs primarily to save time—to speed the identification of
potentional drug interactions. If a pharmacist has the time, a personal examination of all new
prescriptions is the highest level of professional scrutiny prescriptions could receive at the
point of sale. But often, pharmacists are simply too busy, and in this case, computer programs
are tremendously helpful tools.

{3) Patient Counseling

Patient Counseling
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In this component, the pharmacist transfers information to the patient with the aim of ensuring
that the patient understands (1) why she is taking the medication, (2) how she is to take it, and
(3) what to expect (expected outcomes, side effects and what to do in each situation) Again,
we find a wide variation in the level of counseling in both its form and content. In practice,
information can be conveyed in written and/or oral form, and it can be given in person,
through the mail, or by telephone.



Forms and P;'y sical Sem'"ﬁ 0f Counseling o

Studies indicate that written information given alone is the least effective form of counseling,
in terms of retention of knowledge and incidence of side effects from drugs.1 The minimal
form of written information is an auxiliary label placed directly on the container in which the
drug is dispensed, and which gives the drug’s name, the number of dosage units, and possibly,
very brief instructions concerning administration. A recent survey of 400 community
pharmacists found that all of those questioned used these labels, and that 68 percent of their
patients received them.Z But as indicated above, the impact of such labelling on patient
knowledge is highly questionable. Containing far more information are the patient package
inserts (PPIs) produced by the U.S. Pharmacopoeial Convention (USP), which include fairly
complete side effect and interaction information; some community pharmacists either
purchase these leaflets or receive them from pharmacy organizations. Other sources of written
information include leaflets distributed to pharmacists by drug manufacturers and,
occasionally, leaflets on drugs, drug classes, or conditions that pharmacists produce
themselves. But research indicates that even PPls, which are as complete as virtually any
written counseling can be, are inferior to oral counseling. '

Oral communication is key to effective patient counseling by most accounts. One Canadian
study found that a combination of written and oral information given to patients was
successful in increasing their knowledge of their medications, and in reducing and preventing
mismedication, in almost any setting: in a private or nonprivate face-to-face setting or on the
telephone. The same study indicated that private face-to-face counseling, conveying both oral
and written information, is the most effective form of counseling, even if not the only
effective form.” This suggests that the element of privacy, whether in person or on the
telephone, is crucial to effective patient counseling.

Additionally, in-person counseling provides patients with the opportunity to ask questions
about the drug the pharmacist has not answered, or questions about the information the
pharmacist has given them. The pharmacist can also probe for any questions, concerns, Or
uncertainties on the patient’ part and verify that the patient understands critical information.

Information Conveyed

The specific information conveyed to patients once again covers a wide range, from minimal
to maximal. The most basic information the pharmacist can give the patient is the prescribed
drug’s name, and number of dosage units. Fundamental as this information is, if it is simply
typed on the bottle’s label and not reinforced verbally, the patient may well not retain it.
Moving to the next level, the pharmacist can explain the drug’s proper administration to the
patient, even, in the case of an unusual administration mechanism, such as an inhaler, showing
the patient how to take the drug. The pharmacist can explain precisely how the patient should
coordinate taking the drug with eating, and what foods to avoid, and can give instructions on
how and where the drug should be stored.
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More complex is the scientific information pharmacists might give a patient. They can
explain the drug’s intended effect, and tell the patient when she or he can expect relief if the
drug works as it should. They can also warn the patient about potential side effects and
adverse interactions.

Follow-up Activities/Monitoring

All this information can be conveyed at the time of the initial prescription, which is when
most pharmacists do most of their patient counseling. Occasionally, however, they raise their
counseling activities to a higher level through the practice of followup counseling. They
might check a patient’s compliance at the first refill, and at subsequent refills, or they might
monitor the effectiveness of the drug therapy at subsequent visits, and check for signs of side
effects or ADRs. Pharmacists can also contact patients, either by mail or by phone, who have
not come in to the pharmacy for refills at the expected time. In the case of the most
personalized attention, a pharmacist will check on patients regularly, not just at refill times.
Presently, in community settings, such a practice can be found in small home-health
pharmacies, that have a relatively low patient-to-staff ratio. Any followup activity at all,
however, should be viewed as an unusually intense patient counseling practce.

(4) Physician/Pharmacist Consultation

Physician/Pharmacist Consultation

contact between

physician and physician phones eollocation of pharmacy
pharmmacist - pharmacist to seak with medical practice;
to authorize pharmacist's advice phammnacist reviews
preseription on drug medical file of each patient
. Min. Max.
pharmacist phones sharing of exam in-person patient
physician to discuss data, lab data, care conferences;

therapeutic or pricing issues diagnostic data ' (family practice model)



The flow of information between the pharmacist and the physician is of key importahcé to
clinical pharmacy. The primary contact between physicians and pharmacists occurs when a
prescription is ordered either by phone or in writing.

Pharmacist-Initiated Contact

The most basic contact made by a pharmacist is for the purpose of receiving authorization to
fill a prescription. In some cases, the pharmacist, after reviewing the prescription, may have
concerns about the dosage level or the length of fill prescribed, or about potential side effects
and interactions, and may contact the physician to discuss them. If the physician cannot
satisfy the pharmacist’s concerns about a potential hazard to the patient’s health resulting from
the use of the drug, the pharmacist may seek to have the physician change the prescription. In
some States, such as Washington, individual pharmacists can arrange with individual
physicians to change prescriptions, within clear limits on their own, if they think it is
warranted. By and large, however, pharmacists must seek the express permission of the
physician to make changes in a prescribed therapeutic regimen. Seeking such changes when
appropriate is at the heart of the risk management that pharmacists are increasingly expected
to perform.

Pricing Issues

A pharmacist might also contact a physician to discuss pricing issues involved with a
prescription; this is more unusual, in most walk-in settings, than contacting a physician to
discuss therapeutic issues. (Discussion over pricing is less unusual in an HMO setting, where
payment to both pharmacists and physicians may be capitated, and where there are incentives
to dispense lower-priced drugs.) A less expensive generic substitute for the prescribed drug
may be available, or a less expensive non-generic substitute, and the pharmacist may wish to
dispense one of these in place of an expensive prescribed drug. If a padent is paying cash for
the drug the matter is most pressing, but even if a patient has third-party insurance, overall
systems costs will be lowered if a less expensive drug is dispensed, so a pharmacist might
contact a physician to discuss price-related substitution in any case. Again, in many States,
pharmacists are free to substitute generics for prescription drugs without permission from the
prescriber; there is no State, however, where community pharmacists can substitute less
expensive pharmaceutical or therapeutic substitutes for more expensive drugs without the
prescriber’s express permission.

The issue of these pharmaceutical and therapeutic substitutes merits further discussion.
Pharmaceutical alternates include drugs that are no longer on patent, but contain the same
active ingredients as 2 much higher-priced drug that is manufactured with patent protection in
a different form. The new drug is changed slightly from the old drug: it may be changed
from a pill into a caplet, or the dosage may be doubled; but chemically it is the same as the old
drug. Nonetheless, the manufacturer emphasizes the unique quality of the new drug in its
detailing, suggesting as strongly as it can that it is somehow more effective than the old drug.
As one pharmacist has observed, “Effective brand-name product positioning with prescribers,
coupled with a rélative lack of comparative price information for patients and prescribers,
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have enabled manufacturers to establish single-source drug prices largely independent of
therapeutic uniqueness or cost of comparative products. It is not unusual to find a ten-fold
price differential [between a single-source drug and its pharmaceutical alternate].’

Therapeutic substitution is initiated when a pharmacist contacts a physician to request a
change in the prescription drug, for example, from one diuretic to another that is less costly.
Although therapeutic interchange is common in managed care settings and hospitals, it 1s rare
in the community setting. '

Physician-Initiated Contact

More unusual, and characterizing a closer interprofessional relatonship than the pharmacist
contacting the physician, is the physician seeking consultation with the pharmacist. The
physician, for example, might want to ask the pharmacist about the effects—and risks—of an
unfamiliar drug or drug class. Clearly such contact implies a great deal of professional respect
for the pharmacist on the physician’s part. If the two enjoy a particularly close professional
relationship, they may be aware of which patients they both care for, and the physician may
contact the pharmacist to ask about 2 particular patient’s progress, or to seek advice on
prescribing for the patient. Such contact is quite unusual in most walk-in pharmacy settings.
Also unusual is the sharing of a physician’s examination data, lab test data, and diagnostic
data on patients with a pharmacist. As noted above, pharmacists rarely possess these data
when performing DUR, but they indicated they would find such information valuable.

Institutional Contact

Unusually close contact between physicians and pharmacists is facilitated in-an
institutionalized setting because the two professionals are located in the same building or area.
This is usually not the case in a community setting, but if it is, then contact is facilitated
greatly. One pharmacy we visited is collocated with several family practice physicians’
offices, and all the kinds of contact described here occur there. Even in this setting, however,
the discussion between physicians and pharmacists concerned individual patients, and only as
particular questions or problems arose.

Still more intensive would be regular patient care conferences involving pharmacists and
physicians, in which the treatment and progress of all patients could be discussed. This kind
of patient care conference occurs in teaching hospitals, but almost never in the community
setting. In one of the pharmacies we visited, such conferences were held weekly in which all
staff pharmacists and other clinical staff participated, but not physicians, and the progress of
all the pharmacy’s patients was discussed. This was possible only because of the pharmacy’s
small patient load.

IV-8



Endnotes

I.

!Q

e

McBean B.J., Blackburn J.L., “An Evaluadon of Four Methods of
Pharmacist-Conducted Patient Education,” Canadian Pharmacy Journal, 115: 167-172,
1982.

Ascione F.J. et al,, “A Survey of Patient Education Activities of Community
Pharmacists,” Parient Education and Counseling, 7: 359-66, 1985.

McBean, 167-172.

Knowlton C., “The Practice of Community Pharmacy: Intervention Opportunities
Toward Optimizing Medication Use” (Washington D.C.: U.S. Department of Health
and Human Services, Symposium on Drug Utilization Review, 1989), 9, photocopied.

Ibid., S.



_..___————-——'_'________—__—...—_—"___—-———_'————.—_-__

APPENDIX V

e—— e ——e e ——— et e

S8

10.

11.

12.

13.

ENDNOTES

Definition of Drug Use Evaluation developed by the American Society of Hospital
Pharmacists, included in the “ASHP’s Guidelines on the Pharmacist’s Role in Drug
Use Evaluation.”

Steffen R., Medication Risks Among the Elderly: Cures, Cautions and Consequences
(Assembly Office of Research, State of California Assembly, 1989) p.4.

Hepler C.D., Strand L., “Definition of Pharmaceutical Care, " (Department of Phar-
macy Health Care Administration, University of Florida, 1989) p.2.

Carter B.L., “Report of the Committee on Clinical Services in Community Pharmacy
Practice, "’American Journal of Pharmaceutical Education, 50:190-92, 1986.

Kalman S.H., Schlegel 1.F., “Standards of Practice for the Profession of Pharmacy,”
American Pharmacy, NS19 (3) : 21-35, 1979.

Helling D.K., “Family Practice Pharmacy Service: Part I1,”
Drug Intelligence and Clinical Pharmacy, 16:35-48,1982.

Koechler J.A. et al., “Indicators for the Selection of Ambulatory Patients Who Warrant
Pharmacist Monitoring,” American Journal of Hospital Pharmacy, 46:729-32, 1089.

Strand L.M. et al., “Documenting the Clinical Pharmacist’s Activites: Back 1o
Basics,” Drug Intelligence and Clinical Pharmacy, 22:63-66, 1988.

McKenney J.A. et al., “Effect of Pharmacist Drug Monitoring and Patient Education
on Hypertensive Patients,” Contemporary Pharmacy Practice, 1:2, 50-56, 1978.

Sharpe T.R. et al., “Patient Compliance with Antibiotic Regimens,” American Journal
of Hospital Pharmacy, 31:479-84, 1974.

Kidder S.W., “Cost-Benefit of Pharmacist-Conducted Drug Regimen Reviews, ™ The
Consuliant Pharmacist, 394-398, Sept/Oct 1987. '

Juh! R.P. et al., “The Family Practitioner-Clinical Pharmacist Group Practice: A Model
Clinic,” Drug Intelligence and Clinical Pharmacy, 8:572-75, 1974,

Brown D.J. et al., “Evaluation of Clinical Pharmacist Consultations in & Family Prac-
tice Office,” American Journal of Ho;piral Pharmacy, 36: 912-15, 1979.



14.

15.

16.

Results of a demonstration project funded by the John A. Hartford Foundation of New
York. The project.is directed by Helene Lipton PhD. of the University of California in
San Francisco at E} Camino Hospital in Mountain View, California. In the course of
completing our fieldwork, we visited E] Camino Hospital and interviewed the project
staff, hospital administrators and physicians who care for the patients in the study
group. Preliminary findings have been presented to the Hartford Foundation and a
final report will be completed in March 1990.

Hammarlund E. et al., “The Effects of Drug Counseling and Other Educational
Strategies on Drug Utilization of the Elderly,” Medical Care, 23:2, 165-170, 1985.

Kimberlin C., “Communications,” chapter in Wertheimer A., Smith M., ed., Pharmacy
Practice: Social and Behavioral Aspects, 3d ed. (Balimore: Williams and Wilkins,
1989) pp. 159-78.

See Also:

Knapp D.A. et al., “The Pharmacist as Drug Advisor,” in Wertheimer and Smith,
pp.100-105.

Wertheimer A.L et al., “More on the Pharmacist as Drug Consultant: Three Case
Studies,” Drug Intelligence and Clinical Pharmacy, 7:58-61, 1973.

Vanderveen R.L et al., “The Pharmacist as Drug Consultant-Five Years Later,” Drug
Intelligence and Clinical Pharmacy, 7:58-61, 1973.

Jang R. et al., “An Evaluation of the Value of Drug Related Services in Neighborhood
Pharmacies,” Drugs and Health Care, 2:21-38, 1975.

Rowles B. et al., “ The Pharmacist as Compounder and Consultant” Drug Intelligence
and Clinical Pharmacy, 8:242-44, 1974.

Puckett EJ. et al., “Pharmacist/Patient Counseling Practices,” Contemporary Phar-
macy Practice 1:67-71, 1978.

Ross S.R. et al., “ The Effect of a Mandatory Patient Counseling Regulation on the
Practices of Pharmacy Practitioners, ** Contemporary Pharmacy Practice, 64-69, 1981.

Mason H.L. et al., “Medication Counseling Behaviors and Attitudes of Rural Com-
munity Pharmacists,” Drug Intelligence and Clinical Pharmacy, 18:409-14, 1984.

Hammel R.W., “Barriers to Appropriate Consultanon * Wisconsin Pharmacist, 58:4,
14-15, 1989.



17.

18.

19.

21.
22

23.
24.
25.
26.
27.
28.

29.

30.
31.

32.

Morris L.A. et al., Patient Receipt of Prescription Drug Information, OPE Study 67,
prepared for the U.S. Food and Drug Administration, September 1983. p 21.

Ross S. et al., “The Effect of Mandatory Patient Counseling Regulation on the Coun-
seling Practices of Pharmacy Practtioners,” Contemporary Pharmacy Practice, 4:2,
p.64, 1981.

Campbell], R.K. et al., “Compliance with Washington State’s Professional Practice
Regulations: 1974 vs. 1987, American Pharmacy, NS29:5, p.47, 1989

Kimberlin, “Communications,” p. 164.

Knapp D.A., “Barriers Faced By Pharmacists When Attempting to Maximize Their
Contribution to Society,” American Journal of Pharmaceutical Education, 43, 357-
359, 1979.

Molzon J.A., “Legal and Professional Issues Related to the Use of Pharmacy Tech-
nicians as Supportive Personnel,” ( Anaheim, California: proceedings from the
American Society for Pharmacy Law Annual Meeting, April 9, 1989)photocopied, p.4.
Ibid.

Ibid.

Ibid., p.3

Ibid.

Kimberlin, “Communicatons,” p.170.

Knapp, “Barriers Faced,” p.359.

Kimberlin, “Communications,” p.171

Pharmacists and Physicians: Attitudes and Perceptions of Two Professions, The Scher-
ing Report V, (New Jersey: Schering Laboratories) 1983.

HCFA’s Proposed DUR System Ignores Quality of Care Issues, U.S. General Account-
ing Office, July 1989.

Hepler C.D., “The Third Wave in Pharmaceutical Education: The Clinical Movement,”
American Journal of Pharmaceutical Education, 51 :361-385, 1987.



33.

34.

35.

36.

37.

38.
39.

40.
4].

42.

43.

Billow J ;\ et al., “A Comprehensive Communication Skills Program in a Four-Year
Pharmacy Curriculum,” American Journal of Pharmaceutical Education, 48:42-6,
1984.

Kimberlin, “Communications.”

Morris L.A. et al., A National Survey of Prescription Drug Information Provided to
Patients, OPE Study 73, prepared for the U.S. Food and Drug Administration, 1986,
p-4. '

Institute for Health Policy Analysis of the Georgetown University Medical Center,
workshop on “Communicating the Benefits and Risks of Prescription Drugs” (Isle of
Paims, South Carolina, March 1988) and National Council on Patient Information and
Education” conference on “New Frontiers in Patient Education™ (Washington, D.C,
May 1989).

McCallum D.B. et al., “Communicating the Benefits and Risks of Prescription Drugs,”
Monograph 106, prepared for the Institute of Health Policy Analysis, Georgetown
University Medica! Center, 1989, p.7.

Smith M. et al., “A Study of Pharmacists’ Involvement in Drug Use by the Elderly,”
Drug Intelligence and Clinical Pharmacy, 18:525-29, 1984. o

Pharmacist Perception Versus Consumer Realities, Schering Report IV, ( New Jersey:
Schering Laboratories) 1982.

Ibid.

Knapp, “Barriers Faced,” p.358.

Ludy J.A. et al., “The Patient-Pharmacist Interaction in Two Ambulatory Settings-Its
Relationship to Patient Satisfaction and Drug Misuse,” Drug Intelligence and Clinical

Pharmacy, 11:81-89, 1977.

Beardsley R.S. et al,, “Privaéy As A Factor in Patient Counseling,” Journal of the
American Pharmaceutical Association, NS17:366-68, 1977.

McBean B.J. et al., “An Evaluation of Four Methods of Pharmacist-Conducted Patient
Education,” Canadian Pharmacy Journal, 115:167-172, 1982.

McCallum, p.7.

Marks M.R., “A Medication Sleuth at the End of a Phone Line,” California Phar-
macist, 33:371985; also, telephone interview with Richard Oksas, July 1989.



— APPENDIX VI

——ﬁ

DETAILED COMMENTS ON THE DRAFT REPORT AND OIG RESPONSE



Memorandum
APR | 0 1orn
Date _ R
From Assistant Secretary for Health

01C Draft Reports "The Clinical Role of the Community
Subject Pharmacist,” and “"The Clintcal Role of the Community
Pharmacist: Case Studies”

To Inspector General, 0S5

Attached are the PHS comments on the subject OIG dfaft reports.

We generally agree with the contents of the draft reports and
concur with the recommendations directed to PHS. We will
develop and implement by October 31, 1990, &8 strategy to reduce
barriers L. 2:1lirical pharmacy services, particularly for
elderlv patients. We are also working on increasing our
knovledge in developing risk indicators and treatment
priorities for elderly smbulatory patients.

Our comcents on the recommendation to the American
Pharmaceutical Association and American Association of Colleges
of Pharmacy present alternatives for developing & uniformed
review process for pharmgcists in their patient encounters.




COMMENTS OF THE PUBLIC HEALTH SERVICE ON THE OFFICE OF INSPECTOR
GENERAL /0OIG) DRAFT REPORTS "THE CLINICAL, ROLE OF THE o
COMMUNITY PHARMACIST," OAI-(01-89-89160, AND
"THE .CLINICAL ROLE OF THE COMMUNITY PHARMACIST: CASE STUDIES, "
OAI-01-89-89161

General Comments

The reports effectively capture the dilemma facing community
pharmacists regarding the implementation of progressive patient
oriented pharmacy services, i.e., clinical pharmacy services.
The reports should have a positive impact on the pharmacy
profession by identifying the most significant barriers to the
provision of pharmaceutical care for patients, especially older
persons. -

A recent strategy planning conference on "Pharmacy in the 2lst
Century," held in Octcber 1989, examined many of the major issues
confronting pharmacy today and projected for the next 15-20
years. The consensug statements of the conference support the
findings of these reports. The participants included
practitioners, pharmacy leaders, selected representatives of
consumer groups, and government and corporate health care
decision makers. A copy of the Executive Summary (Attachment A)
is attached.

We regret that the OIG inspectors did not include in their
inspection and case studies the Indian Health Service (IHS)
pharmacy program. IKS has nearly 30 years of experience in
providing clinical pharmacy services with extensive utilization
of patient consultation. The IHS practice model has eliminated
most of the barriers described in the 0IG report.

The PHS comments on the OIG recommendations that pertain to PHS
are presented below. Additional comments regarding alternative
viewpoints are also included, which we believe would strengthen
the overall content of the report. The additional comments
relate to (1) the concept of a needs based system, and (2) the
description of clinical services, especially the graphic
representation in Appendix IV of the OIG report.

OIG Recommendation I.

The Public Health Service (PHS) and the Health Care Pinancing
Administration (HCFA), individually and collaboratively, should
develop a strategy to reduce the barriers to clinical” pharmacy
services, particularly for ambulatory elderly patients.
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PHS Comment

We concur, noting that it is essential to develop a strategy that
includes research, demonstration, and education efforts to reduce
each of the barriers to clinical pharmacy services as described
by 0IG. PHS welcomes the opportunity to develop strategies to
reduce the barriers to clinical pharmacy services for ambulatory
patients, with emphasis on older persomns.

INS has extensive experience in the provision of progressive
pharmaceutical care and is the prototype of a functional practice
model that clearly demonstrates the pharmacy services concept
described in the report. IHS will develop a descriptive strategy
for reducing barriers to clinical services and demonstrate its
application by September 30, 1990.

The Bureau of Health Professions in the Health Resources and
Services Administration, PHS, will further develop the strategy
described above in collaboration with IHS and HCFA. The strategy
will be developed and implemented by October 31, 1550.

0IG Recommendation II.

The National Institute on Aging (NIA) should take a leadership
role in developing risk indicators and treatment priorities for
elderly ambulatory patients.

VPHS Comment

We concur. NIA has taken action to increase its knowledge in the
area of geriatric pharmacology, including the areas of risk
indicators and treatment priorities for elderly ambulatory
patients. NIA has recently published a Reguest for Applications
(RFA): "Pharmacology in Geriatric Medicine® which solicits
research applications on drug utilization reviews, pharmaco-
epidemiology, and other areas related to the improvement of
medication prescribing and use by older persons. Two million
dollars have been set aside for this RFA. Scientific review of
proposals will be accomplished by a special initial review
group in June 1950, with secondary review to be completed at
the September 1990 meeting of the National Advisory Council on
Aging. It is anticipated that approximately 8-10 high guality
applications will be funded with starting dates of

December 1, 1990.

However, this recommendation may be more effectively accomplished
if conducted in conjunction with an expert panel from appropriate
PHS agencies and professional organizations. Indicators can be
developed but they will only tell you which patients may be at
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~ high risk {uvi eii.are at high risk). What is needed is a

shortened practical needs assessment pIOCess (see commentse ©On
recommendation III. below) that can be used at each encounter

with each

patient to determine his/her particular need for

clinical intervention. In addition, the term adverse drug

reactions
ghould be
treatment

Technical

is too limiting. The term negative or adverse outcome
substituted because it includee such important items as
failure due to inappropriate drug use.

Comments

A. Needs Based Concept

1.

Page 6, Paragraph 2. The question raised in this
paragraph is the key issue in the report and can be
%-~s ¢uemmpd up as follows: How can the community
pha-macist determine what services are needed at each
patient encounter and provide them in a practical and
timely manner?

Page 6, Paragraph 3. The statement is accurate in its
assessment that there is little consensus regarding
standards of clinical pharmacy care as applied to
patient need. There are good reasone for that, and
Lhuse reasons may add difficulty to the implementation
n¢ recemmendations II. and III.

First, patient needs vary with time, i.e., each
evaluation of patient needs is like a snapshot of a
moving or changing object. This constant change makes.
it very difficult to set standards based on needs that
are useful. Initial encounters with patients who are
on multiple drug regimens and those whose diseases are
not adeguately controlled, will regquire more
comprehensive services. Once that patient is
stabilized, the need for intensive monitoring will
drastically decrease. To continue monitoring those
patients intensively just becauee they are on multiple
drug regimens would be an inappropriate use of
pharmacists’ professional time. Therefore, approaches
like the one proposed by Koechler, et al., in the
American Journal of Hospital Pharmacy (AJHP), which
incorrectly assume a continual high level of need, will
result in wasted pharmacy efforts. The authors point
out these problems and others in their discussion
section including the fact that a large percentage of
patients that need intervention did not fall into their
criteria for service.
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Second, the ability to determine patient needs and the
extent to which these services are provided is not
consistent among pharmacists because of the following
reasons and other factors:

a. the extent of the database available to the
pharmacist;

b. the krowledge of the pharmacist in both drug and
disease information; and :

c. the ability of the pharmacist to collect and
integrate drug, disease, and patient data to
identify and solve drug related problems.

Page 6, Paragraph 4. Two approaches were cited and

Tistec at G.--erent perspectives. A careful review of
the articles listed and other work on similar subjects
by these authors revealed that these are not different
perspectives, but were variations of the same concept.

Dr. Linda Strand’s work was developed te teach students
a skill not generally taught in pharmacy school.
Primarily, pharmaceutical education has been
accomplished through memorization and regurgitation.
Clinical pharmacy practiticoners have long recognized
that students were not taught clinical problem solving
skills. Dr. Strand has formalized a process that
forces (teaches) students to utilize clinical problem
golving skills via the collection and integration of
patient and disease databases with drug databases.

This is one of the end productes of Dr. Strand’s work on
student-centered problem oriented teaching methods.

The difficulty with her comprehensive approach is that
it is very time consuming and, therefore, is not
practical to use for all outpatients in a busy pharmacy
practice setting.

Recognizing the difficulty of providing a comprehensive
approach to all patients, the authors of the AJHP
article try to find a process to identify those
patients that most need a comprehensive approach to
clinical pharmacy services (Dr. Strand’s process).
Unfortunately, their criteria-based process did not
address changing needs over time, plus it failed to
identify a large percentage of patients who required
pharmacy intervention. -
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What both studies ignore is the medical model-of R

patient needs assessment which operates on the
assumption that all patients at each encounter get
their needs assessed via a more practical but shortened
version of the comprehensive approach of the
traditional complete history and physical.

4. Recommendation III., Regarding Needs Based Concept,
Page 20. .
Rather than focus on developing a set of needs based
standards, priority should be placed on developing a
‘practical standardized review process for pharmacists
to use for each patient encounter, i.e., & shortened
practical version of Dr. Strand’s process. Needs based
standards for every patient may be impossible due to
the constantly changing nature of individual patient
needs and the variability among individual pharmacists
in their ability to assess patient needs. This process
would be directly comparable to the medical approach of
patient needs assessment (see diagram below). One
approach which uses a shortened practical pharmacy
needs aesessment process, similar to the medical model,
has been developed by IHS as presented in Attachment B.
PATIENT NEEDS ASSESSMENT PROCESS
Comprehensive *Strand” approach Complete physical
workup , and history
Impractical and too
time consuming for
use in every patient
encounter. ‘
R
Practical shortened Not developed Limited history and
version physical based on
chief complaint/problem
Meybe some combination
Applied at every of IHS approach
patient encounter (process) and AJHP
approach (indicatioms)
Qutcomes
v
Large 2 SmallZ §52 Successful 52 Identified
successful requiring more successful, Dx as requiring

needs assessment

intervention comprehensive and trested canE:ahensive
workup
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A practical snortened version of the comprehensive approach
results in (1) successful needs assessment and intervention
in the vast majority of patients, and (2) identification of
those regquiring comprehensive evaluation. Physicians do not
perform 2 complete history and physical on every patient
they encounter. They reserve that time for those who need
it most.

B. Description of Clinical Pharmacy Services (Graphic
Representation), Part I., "Findings,"” and Appendix IV.

The breakdown of clinical pharmacy services into four groups
is generally correct. However, the assumption that within
each component there is a continuum and the description,
especially the graphic representations, of that supposed
continuum is inaccurate and/or misleading.

: T--c- "patient Counseling," Page 5. This graph
creates confusion and inaccuracy rather than clarifying -
concepts because it attempts to illustrate a continuum
that does not exist. Instead, it describes a
combination of apples and oranges, including
prospective drug utilization review (DUR), pharmacist
management of chronic patients, and some patient

consultation activities.

Z. ~i--endix IV, "The Four Components of Clinical Pharmac

fate," Graoh "Collection of Patient Information,” Page

IV=-1.

While most of the important iteme are listed, they are
grouped improperly by source rather than by patient
need-based continuum that this report is trying to
describe and propose. The reason for the pharmacist
collecting a database is to determine what type and
intensity of clinical pharmacy services the patient
needs. The continuum should address which type of data
are most important to determine patient needs. Where
the pharmacist obtains the data, e.g., from a medical
record, patient profile, physician interview, or
patient interview, igs a totally separate issue and is a
function of the practice environment and the
pharmacist’'s professional commitment to provide
clinical services.
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Prre T, Paraoraph 1, "(2) Prospective Dru
Util -=-icn Review (DUR)" _

The report dces not clearly define the DUR. Based on
what is included in the report, it appears to be too
narrowly defined around ADRs and drug interactions. A
more appropriate definition of DUR appears on page 1,
paragraph 2, of the introduction, i.e., a review of the
patient, drug, and disease databases to provide those
functions listed in the second half of the paragraph.
IHS utilizes the term negative patient outcomes to
er.compass those three functione. The focus of clinical
pharmacy practice is this review process to determine
the need for pharmacy intervention at each patient
encounter. Attachment C presents the IHS standards of
practice. Standard I of the IHS standards is a more
comprehensive version of a prospective DUR process.

In prospective DUR processes the pharmacist compares
therapy against the criteria such as those listed in
the IHS standards. How much, how well, and whether the
DUR is done at all is determined by:

a. the extent of the database available to the
pharmacist;
b. the knowledge of the pharmacist in both drug and

disease information;

c. the ability of the pharmacist to collect and
integrate drug, disease, and patient data to
identify and solve drug related problems;

d. the pharmacist’s efficiency in performing item c,
and once the pharmacist has optimal dats,
knowledge, integration skills, and efficiency
(items a-d), then workload becomes a factor; and

e. commitment for providing these services.

Graphs on Page 4 and Appendix IV-4 on Prospective DUR.

Once again as in the collection of patient information,
no continuum exists and the continuum presented in both
graphs consist more of how it is done rather than what

needs to be done.
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Counseling, Pages IV-4 and IV-5.

" Page IV-4, Paragraph 3. The first statement on patient

counseling about pharmacists giving information is :
incorrect. The ultimate outcome of patient counseling
is to verify the patient’s understanding of how to
appropriately take the medication prescribed. That
requires the patients to understand: (1) why they are
taking the medication, (2) how they are to take it, and
(3) what to expect (i.e. expected outcomes, side
effecits and what to do in each situation).

Page IV-5, Paragraph 2. IHS’s 30 years of experience
in patient counseling confirms the efficacy of private
face-to-face consultation as the preferred mode. 1In
addition, research and experience have identified a
potentially even more important factor in determining
the efficacy of patient counseling. Learning has been
shown to be jncreased when the person receiving the
information becomes actively involved in the process.
By the time patients reach the pharmacy they have
already received some degree of education from the
physician or other provider, previous experience,
and/ocr perscnal research.

IHS utilizes all three of these principles in
counseling patients (private face-to-face, active
involvement of the patient, and utilization of prior
knowledge). Using open ended guestions, the pharmacist
verifies that the patient understands critical
information. 1If incomplete understanding is detected,
the pharmacist merely fills in the gaps. The
consultation concludes with the patient verbalizing or
the patient demonstrating hie/her understanding of key
elements. This is a patient needs based approach to
patient consultation. Attachment C presents a summary
outlining the interactive, patient needs based approach
to patient consultation taught to IES pharmacists.

Page IV-5, Paragraph 4. Since the purpose of
counseling is to improve compliance, i.e., "make the
patient better," information regarding expected
outcomes and unexpected effects are among the most
critical elements that patients need to understand.
Among the major causes for noncompliance are the
patient’s lack of understanding of: .
a. what the medication is supposed to do (desired
effect);

b. what to do if it does not happen; and
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c. wiaL uneipected things might happen (adverse
effects), and what to do if they occur.

Page IV-6, Paragraph 2, Follow Up Activities and
Monitoring.

This paragraph discusses prospective DURs, or what the
IHS calls pharmacist managed therapy (Standard 6, IHS
Standards of Practice (see Attachment D), not patient
consultation, and belongs under DUR or under pharmacist
managed care. It describes the patient need assessment
process that occurs when patients on chronic
medications come in for refills. Therefore, the
statement that they (the scientific information
pharmacists) raiee their counseling to a higher level
should be eliminated.

Graph "Physician Consultation,” Page IV-6.

A better term for this section would be
Physician/Pharmacist Interaction/Communication.

There are four basic reasons for pharmacist-physician
communications:

a. Physician telephones a prescription to the
pharmacist.
b. Physician collects or verifies portions of

patient/disease State/drug database.

c. During the needs based prospective DUR, the
pharmacist detects & therapeutic problem with
safety, patient effectiveness, appropriateness, or
cost effectiveness of the prescribed therapy and
calls to resolve it prior to dispensing.

d. The physician calls to request advice or
information about a drug, what drug to prescribe
in a particular situation, etc. Only this case is
a classical consultation in the physician to
pharmacist tradition.

Graph "Physician Consultation " Page S.

There is no continuum depicted in the graph. It
consists of who does the calling, where they are
located, etc., rather than a continuum of functions
regarding sophistication of pharmacist-physician
communication.
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cC. Recommendation IZIl.

Page 20.

1. The statement that APhA/AACP prescribe a maximal level
of service ie inaccurate. Thie assumption and the
graphic depictions (graphe 1-4, pages 4-5) do not
follow the methods used by national standard setting
organizations to develop professional standards of
practice and the APhA/AACP standards. Probably the
preeminent organization in the field of standard
setting and compliance monitoring is the Joint
Commission on Accreditation of Health Care
Organizations (JCAHCO). JCAHCO, through its
experience, has loocked at health care delivery
functions and has developed a prescribed process to set
the standards. In each functional area, the range of
services stretches from none to optimal. Once the
range is established, they select their standard
somewhere between none and optimal and define this as a
minimal standard.

Reqgarding Maximal Level of Service,

Health Care Punction

none optional
minimal

This approach was used to promulgate the APhA/AACP
standards of practice. The standards, which are
operational standards, are minimal, and lie definitely
to the none side of the graphic depiction. There are
some shortcomings in the design of the APhA/AACP
standards that need to be modified. Considering that
the standards (1) were a first attempt to design
national standards, (2) represented a consensugs among
representatives from all areas of pharmacy

practice, and (3) utilized a limiting approach based on
a task inventory analysis, the document still
represents appropriate minimal standards for the 1990s.
What needs to be done iz to tie up those standards so
that they are functional rather than task inventory
based. This process should involve representatives
from other major professional organizations.

2. In addition, a shortened version of Dr. Strand’s need
based approach (a pharmacy version of the medical
approach) should be developed for use at each patient
encounter. This process will be quick, take care of
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the vast majority of patient needs, ldentify those who
need comprehensive time consuming services, maximize
limited professional pharmacy resources, &and achieve
improved patient outcomes and cost savings

Other Comments

1.

A national task group should be formed to develop a
shortened practical version of Dr. Strand’s process
modeled after the medical approach that can be used at
each encounter to determine the need for intensity of
intervention. '

The APhA/AACP involve other professional organizations
and redo their standards of practice based on
functional rather than task inventory.

Broaden the definition of prospective DUR to include
all adverse outcomes.

Appendix II, page II-l, "Pharmacy Settings.® It is
unclear where managed care practice and mail service
fall in the definition. Certain managed care settings
resemble community pharmacies while others are more
like institutions.

Also include mail service and managed care settings in
Appendix 1, "Pharmacy Settings.”



OIG RESPONSE TO PHS’ COMMENTS L

We are grateful to PHS for its very thoughtful and constructive response to the draft report.
The PHS’ s concurrence with the recommendations directed to it represents a significant
committment to improving pharmaceutical care, particularly for patient populations that suffer
most from drug-related illness.

We agree that the Indian Health Service provides an excellent practice model for
pharmaceutical care. Our reason for not including it in our case studies was that IHS more
closely resembles a managed care system rather than a more typical community setting as
defined for purposes of our report. This is not to say, however, that the IHS model has not
influenced the practice of high quality clinical care in community pharmacy settings. In the
course of conducting our study, we interviewed a number of experts in the field who
consistently referred to the IHS system as exemplary. Several of the most influential leaders
in the field of pharmaceutical care trained with the IHS and have devoted much of their
professional careers to transferring [HS standards to other practice settings. We acknowledge
the THS’s reputation for innovation and excellence in clinical pharmacy care and regret that
the scope of the study did not permit 2 more extensive examinaton of managed care and
institutional settings.

Our responses to PHS’s technical comments are as follows:

Standard setting and needs assessment process: We agree with PHS and have
made revisions in our discussion of Recommendation III.

Description of components of clinical pharmacy: We appreciate the thorough
critique PHS has provided. We have made a number of the suggested changes
in both graphic presentations and text. We have not made all suggested chan-
ges for several reasons: First, the description of components as presented in
the report is meant to describe the spectrum of services that currently exists,
and not, as PHS suggests in its comments, what should exist in 2 needs-based
system. Second, the four-component description is not meant to present the
best or the only construct by'which the functions of pharmaceutical care can be
understood. Essentially, it reflects the way in which our case-study phar-
macists and other experts described their work as well as the observiations we
made in those practice settings we visited. Consequently, it serves only as an
analytical and descriptive tool in this report, rather than as a standard. Third,
because the individual components of the clinical pharmacy as we described
them in the report are dynamic and related to one another in complex ways,
some individual functions do not fit neatly within a single component. For ex-
ample, the PHS makes a good case for including what we have called “follow-
up counseling” under the DRR component, rather than the Patient Counseling



component. We submit that because the tasks involved in “follow-up” counsel-
ing include data collection, DRR and patient counseling, there is not one fit for
this particular function. Our decision to classify it as we have was driven by
the fact that most of our case-study pharmacists perceive it as part of their coun-
seling role.

Again, we thank PHS for its support and for its incisive comments, which we believe have
improved the quality of the report.
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OIG Draft Reports: "The Clinical Role of the Community Pharmacist,”
OAI-01-89-89160, and "The Clinical Role of the Community Pharmacist:
Case Studies,” OAI-01-89-89161

The Inspector General
Office of the Secretary

We have reviewed the subject reports. One of the reports addresses the
barriers to the provision of clinical services to ambulatory patients in community
pharmacy settings. The other repont presents case studies of community
pharmacists whe have succeeded in providing & broad range of these clinical
services.

The reports recommend that HCFA develop a strategy, individually and with
the Public Health Sefvice, to reduce barriers to providing clinical pharmacy
services, particularly for ambulatory elderly patients. We do not concur with this
recommendation. HCFA already has a strategy to improve clinical pharmacy
services through its managed care initiative. Through the managed care initiative,
many State Medicaid prograrns have or are testing drug utilization review systems
and capitation programs that encourage the kind of coordinated care called for in.
the OIG report. Unfortunately, iy repont did not address these efforts by HCFA

_ anc the States.

Medicare coverage of drugs for outpatients iz extremely limited in scope
and, for the most part, docs not pay for drugs that ambulatory beneficiaries could
obtain from community pharmacies. Thus, the recommendations cannot apply to
the non-Medicaid populaton of Medicare beneficiaries.

Moregver, because of the limited scope of the Medicare outpatient drug
benefit, we do not bave sufficient data files 10 establish the comprehensive drug
utilization review program that would be peeded to monitor the effectiveness of

clinical pharmacy services.



For Medicaid, however, coverage of prescription drugs is optional for the
States. The level of outpatient drug coverage varies significantly across the States.
Although GSiaiis wusi et certain brosd Federal requirements, they are
responsible for administering their own Medicaid programs. Thus, while no single
strategy developed by HCFA to reduce barriers to clinical pharmacy services
would be applicabie to all States, several States (e.g., California and Kentucky) are
leaders in providing clinical pharmacy services to the elderly in cormmunity
pharmacy settings. It is unfortupate that the OIG report does not rccognize these
important efforts in this area.

HCFA is also engaged in research and demonstration projects studying
methods to reduce the inappropriate use of drugs by the elderly. The University
"of Wisconsin has developed a set of quality care indicators that use Medicaid drug
and hospital claims to monitor quality of care in Medicaid nursing homes. The
University of Minnesots is studying the use of psychotropic drugs among nursing

home residents. To the extent nursing homes are served by community
pharmacies for their patients’ drug needs, these studies will help to develop
HCFA's strategy. The role of the community pharmacy in the care of nursing
" home patients is another area not well covered in the OIG repont.

With the recent repeal of the Medicare Catastrophic Coverage Aci drug
beucfit, we are reassessing our research and demonstration priofities in the drug
arca. As we develop our strategy, we will consider OIG's suggestion that we
include research, demonstration and education efforts to reduce barriers to clinical

pharmacy care.

Thank you for the opporfum‘ty to review and comment on these draft
reports.



OIG RESPONSE TO HCFA's COMMENTS

We thank HCFA for reviewing the report and regret its nonconcurrence. We are pleased 1o
note that HCFA already conducts several activities that partially address the spirit of our
recommendations. Nevertheless, we believe that the problem of drug-related iliness 1s
sufficiently critical to warrant a more structured and comprehensive departmental response
that combines the best efforts of HCFA and PHS.



American 2215 Constitution Avenue, NW
Pharmaceutical Washington, DC 20037 The National Professional
Association (202} 628-4410 FAX (202) 783-2351 Society of Pharmadsts

March 6, 1990

Richard P. Kusserow

Inspector General

Department of Health and Human Services
Washington, DC 20201

Dear Mr. Kusserow:

The American Pharmaceutical Associfation is pleased to respond to the
draft report of the Office of the Inspector General entitled "The
Clinical Fole c. ck: Ceraunity Pharmacist™. As the national professional
" soclety of pharmacists, we are gratified by the substantial analysis that
our profession has received in recent reports from your office. More
importantly, we are pleased that the eritical role that pharmacists play
in providing quality health services to patients is finally becoming
better understood st the federal level, Ve appreciate the department’s
recognition of AFhA's leadership role for the profession on these issues.

Our comments include both general reflection on the report, its findings
and recommenda:ions, &5 well as specific responses to the recommendations
addressed direcrly to APhA. We ask that they be carefully considered in
the preparation of the final report on this subject.

Ve are extremely enthusiastic about both the substance and tone of this
draft report. Your office, through a thoughtful process of information
collection, site visits and staff analysis has developed a report which
articulates many of the critical elements of progressive pharmacy
practice that APhA has espoused for many years. To that end, our
comments, &and criticisms, are offered in the spirit of a shared mutusl
interest in advancing the profession of pharmacy and the services it
offers to patients. :

The draft report states that its focus is on the services available to
elderly ambulatory patients in the community pharmacy setting. However,
the concepts, principles and practices outlined in the report apply
universally to all patients that pharmacists serve. 1In our previous
comments to you on the OIG report on "Medicare Drug Utilization Review"
in March of last year, we did note the particular need that elderly
patients have for effective review and management of their medication
regimens. The drug therapy of elderly patients is often complex as a .
result of multiple diseases, multiple prescribers and physiological and
other changes in medication response as a result of the aging process.
But complex regimens and informational needs are certainly not exclusive
to the elderly.

In that same letter, we drew some distinections, both operational and
semantic, between the OIG terminology of "prospective DUR" and the
profession’'s concepts of "drug usage evaluation” or DUE. We would
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reiterate that the assessment of a patient’'s current drug therapy prior
to the initiation of a change (new medication added, medication deleted,
dosage change, etc.) is more appropriately referred to as drug regimen
review (DRR). This key feature of professional practice is the sole
province of pharmacists, and is the pivotal point at which the unique
knovledge, skills and competence of the pharmacist can be brought to bear
to improve the quality of patients' drug therapy. It is far more than
"preblez fdintificeticn and resolution” or "risk management” as described
in the draft report. Rather, it is the opportunity for pharmacists,
working with patient and prescribers, to better assure high quality
therapeutic outcomes.

We also suggested in that letter that because the term DUR is often
associated purely with quantitative assessments of drug use, the term
drug usage evaluation (DUE) better describes the type of structured
Qua._.; c.: . Se.. process that assures safe, effective and economical
medication use. The March 1989 OIG report on this subject very
effectively noted that quality of care issues are a principal reason for
such progrars.

RESPONSE TO FINDINGS AND THE OVERALL REPORT

As mentionec previously, APhA believes that the draft report was
developed in a sound and balanced manner, and offers substantial
inforuaiivr znd insight. The observation by 0IG staff of community
practices around the United States where clinical services are currently
being provided was a critical element of the report, and APhA spplauds
OICG for that effort.

APhA is in general agreement with the five findings outlined in the body
of the report: :

Finding I

© There are four components of clinical pharmacy practice: collection
of patient information, prospective DUR, patient counseling and
Physician consultation. Each of these COmMPONEnNts SNCOompasses a
continuux of possible services.

We have previously stated our concerns about the term "prospective DUR"
and will not reiterate that here. We would submit that certain screening
activities and physical assessment functions, e.g. blood pressure
monitoring, should logically be included in the diagram depicting
collection of patient information. Further, we suggest the addition of
such activities as drug-food interaction screening, evaluation of
laboratory data and assessment of patient compliance as part of the drug
Tegimen review process diagram. ' The process begun in the patient
information collection phase is dynamic, rather than static, and is
integral to the effective drug regimen review function of the
pharmacist. 1t is also critical to note that the pharmacist is not
simply a screener of information but analyzes, Interprets and acts upon
the data presented. This should be reflected in the diagram as well,
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The diagram describing patient counseling asctivities includes both
information exchange and monitoring functions, each having & necessary
feedback loop and interaction with the patient. Similar information
sharing and exchange functions are depicted in the physician consultation
diagram. As the continuum of these functions proceeds it becomes clear
that direct, face-to-face contact between pharmacist and patient and a
close, collegial relationship with the physician (or other prescriber)
are essentlal tc maximlize the quality of the pharmacy services provided.
Thus' we would suggest that the report’'s statement in another section that
"...differences in clinical services provided by [mall order pharmacies]
versus other {[community] settings may be more theoretical than actual” is
not supported either by the model presented in the report, or by the
experiences of the OIG staff in their site visits to the pharmacists
described in the report'’s case studies.

Finding 771

© There are no clear standards that define the optimum mix of
clinical pharmacy services in the context of individual patient
need. -

APhA agrees that pharmacy is still maturing as a clinical profession, and
that much additional werk remains to be done in identifying standards of
clinically-oriented pharmacy care. We are currently working with the
Anmerican Ascocisaticn of Cclleges of Pharmacy (AACP) in a process of
examination and revalidation of the Standards of Practice for the
Profession of Pharmacy that were jointly developed by the two
organizations in the 1970's. That process may reveal opportunities to
incorporate additional standards to address this issue.

Finding JII7J

© There is strong evidence that clinical pharmacy services add value
to patient care and reduce health care utilirzation costs.

Needless to szy, we are extremely gratified to have 0OIG reach a
conclusion that the profession has been sharing with others in the health
care and regulatory communities for several years. This acknowledgment
should finally help set the stage for fundamental change in analyzing the
costs and benefits of pharmaceutical care, and for the development of
progressive payment methodologies for pharmacists’ clinical and cognitive
services, :

Finding IV -

o Clinical services are not widely provided in community pharmacy
settings.

The case studies present a very exciting and encouraging picture of
several current practices and the potential for clinical practice in the
community pharmacy. However, the draft report accurately notes that
these services are unevenly provided in the community pharmacy setting.
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WVhile this is regrettable, the barriers to the provision of these
services, outlined in Finding V, are a critical contributor to this
problem. We believe that it will be necessary for the profession,
government, other providers, patients and purchasers of care to work
cooperatively if these barriers are to be overcome.

Finding ¥

"0 A. Barriers that impede provision of clinical pharmacy services
include the economic structure of the retail pharmacy industry,
interprofessional conflicts, limitations on information available
to pharmacists, gaps in pharmacy training and uneven patient demand.

© B. There are some community pharmacists who provide a broad range
of clinicsl services to their patients. Nevertheless, the methods
they use to overcome barriers do not suggest simple or immediate
solutions. .

The barriers identified in Finding V-A are substantial. APhA believes
that the discussion of them found in the draft report presents an
excellent and accurate summary. We take particular note of two items
within the economic area, primarily because of their relationship to
Tecommendaticns made to APhA in the report,

Ve strongiy concur that the focus on product-based reimbursement for
pharmacy servizes, while excluding compensation for cognitive services,
is a critical negative incentive for the development of these services.
APhA’s Cognitive Services Working Group, established in 1987, has focused
substantial effort on identifying and promoting the value of compensation
for pharmacists' cognitive services. We have appended to this letter for
your review a bibliography developed by the Working Group on this
subject. APhA is sincerely interested in working with government and
other health policy groups to address this fundamental barrier.

APhA also supports the effective and appropriate use of pharmacy
technicians in various types of pharmacy practice. The draft report is
accurate in stating that the issue remains one of controversy within the
profession. However, APhA believes that the training and use of
qualified pharmacy technical personnel under the supervision of
pharmacists will enhance pharmacists‘' abilities to render the
professional and clinical services that pharmacists, uniquely, are able
to provide,

APhA believes that these findings, along with our comments about them,
can contribute substantially to a better understanding by policy makers
of the potential for enhanced clinical pharmacy practice in the community
setting.
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RESPONSE TO RECOMMENDATIONS

The draft report's recommendations are made to the U.S. Public Health
Service (USPHS), the Health Care Financing Administration (HCFA), the
National Institute on Aging (NIA), APhA, AACP, state governments and
state pharmacy assoclations. Consistent with our comments above, APhi
supports:

o the recommendation that the USPHS and HCFA, individually and

collaboratively..... develop a strategy to reduce the barriers to
clinical pharmacy services, particularly for ambulatory elderly
patients. -

The types of demonstration projects and research grants outlined in this
recommendation appear te offer real opportunities to measure the effects
of clinical pharnacy on patient outcomes and health care costs. APhA
would encourage USPHS and HCFA to consider these recommendations to them,
and would be very willing to work cooperatively with these organizations
in appropriate ways to assist in the process.

o the recommendation that the NIA ...take a leadership role in
developing risk indicators and treatment priorities for elderly,
ambuletory patients. '

APhA generalily supports this recommendation, with the understanding
mentioned above that all patient categories ultimately deserve an
appropriate level of clinical pharmacy services at the community level.
The elderly, however, are certainly deserving of focused initial efforts
in this area. APhA would strongly encourage NIA, should it accept this
recommendation, to actively involve the pharmacy and medical professions
in any work it undertakes in this area.

o the recommendation that APhA and AACP ...develop standards of
practice that address all components of clinical pharmacy care on
the basis of patient need.

This recommendation, made directly to us, is both encouraging and
daunting. APhA is currently engaged in a project with AACP to revalidate
and, as sppropriate, further evolve the profession’s Standards of
Practice. When originally conducted in 1978, this project was envisioned
as the first step in a multi-step process to determine practice
standards, define the necessary competencies to practice at the level of
the standards, and develop programs to assure pharmacists obtained and
maintained those competencies. APhA remains committed to this activity,
subject of course to staff and budgetary resources. We would certainly
welcome the opportunity to compete for federal grants or other resources
to support this activity if they were to be made available.

We recognize the need for evolving standards to encompass the activities
and services of contemporary clinical practice. Nevertheless, much work
must be done to address the barriers identified in this report before a
truly national standard of clinical pharmacy care can be developed. Ve
are pleased to take the recommendation under advisement and will make
every effort to keep the departm:nt informed of progress in this area.
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o the recommendation that state governments ...revise pharmacy
practice acts to allow maximum use of technicians in community
settings... [and that] APhA and the state pharmacy associations
...take a leadership role in encouraging more extensive and
effective use of techmicians in community pharmacies.

Following Lne adopuiion of current policies on pharmacy technicians by the
APhA House of Delegates in 1988, APhA has been exploring the development
of new materials to assist pharmacists in the training and effective
utilization of pharmacy technicians. These materials, once developed,
would be made available to state associations to use as appropriate in
their activities in this area. Several states have evolved rather
sophisticated programs for pharmacy technician training and certification
and are willing to share information and experience with other state
colicagues =uv arfe interested. APhA agrees that a more thorough
examinaticn of the effective use of technicians in community pharmacy
practice is warranted, and will seek opportunities te work with other
national associations and state pharmacy assoclations on this issue.

In closing, we once again commend the OIG for its comprehensive and
important draft report on the clinical role of the community pharmacist.
APhA eagerly seeks the opportunity te work with you whenever possible and
appropriate to advance patient-oriented pharmacy practice in all settings.

Sincerelv yours

, Pharm.D.
ive Vice President

w/DIE

0475K /900301



OIG RESPONSE TO APHA’'s COMMENTS

We thank APhA for its careful consideration of the report and applaud the association’s
willingness to implement our recommendations on standard setting and expanding the use of
pharmacy technicians. We acknowledge that these complex issues will require thoughtful and
creative solutions and we believe that with APhA’s leadership, clinical pharmacy services can
be expanded to improve patient care significantly.

On a more technical note, we have made changes in terminology suggested by APhA and have
added language to emphasize the pharmacist’s role in analyzing and evaluating patient data.
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April 11, 1990

Richard P. Kusserow
Jnspector General

Departmert of Health and Human Services
Room 5250

Cohen Building

330 Independence Avenue, SW

L Nal ]

Washington, D 20202

RE: Draft OIG Report: The Clinical Role of the Community Pharmacist

Dear Mr. Kusserow:

The American Society of Hospital Pharmacists (ASHP) is the national
professional organization which represents over 24,000 pharmacists who
practice in crganized health-care settings such as hospitals, home-care
agencies, Lea.i! me:intenance organizations, outpatient clinics, and skilled
nursing fas‘icigs  pCED g pleased to provide comments on the draft 0IG

report entitled, The Clinical Role of the Community Pharmacist.

ASHP is encouraged by the Office of the Inspector General's increasing
recognition of the importance of the pharmacist's role by its study and
analysis of clinical services and by OIG's increased willingness to work with
Organizations representing the pharmacy profession. We also appreciate the
willingness of the OIG's staff to study and understand issues of importance to
the profession. The 0IG staff has captured much of the essence of the dilemma
facing the community pharmacy regarding the implementation of progressive,
patient-oriented pharmacy services. )

The fundamental purpose of the profession of pharmacy is to serve as a force
in society for ensuring safe and appropriate use of drugs. Pharmacists should
pursue this goal by promoting optimal use of drugs, including the prevention
of improper or uncontrolled use of drugs, and by providing authoritative drug
information to other health-care professionals, patients; and the public.

Institutional pharmacists have been engaged in the review and assé@anent of
the drug therapy of individual patients for many years. Our members, and the
profession as a whole, have the education, technical expertise, and
professional responsibility and mission to perform those activities that come
under the rubric of clinical pharmacy services.

1
Phamacists dedicaled 1o advancing rational drug therapy in organized health-care settings



The profession of pharmacy involves a good deal more than just dispensing
medications. Pharmacy is a knowledge-based system, which renders a health
service by concerning itself with understanding drugs and their effects upon
people. ASHP believes that pharmacists should develop and provide clinical
pharmacy services commensurate with the needs of each organized health-care
setting and individual patients in that setting. ASHP's philosophy on the
pharmacist’'s clinical role is stated in the "ASEP Statement on the
Pharmacist's Clinical Pole in Organized Health-Care Settings*®, which is
included in the aprnendix,

Pharmacists in organized health settings have provided progressive, clinical
services for over a decade. The success of clinical services is based on (1)
preparation and use of complete and centralized medication information for all
patients; (2) prospective or concurrent routine monitoring of the drug therapy
of patients: and {3) ongoing communication and education between physicians,
pharmacists, awn. ot:;e: health-care professiocnals.

The comments that are contained in this letter are a compilation of
observations from ASHP members with expertise in providing clinical
pharmaceutical services in ambulatory settings. Additionally, ASHP's comments
on the draft OIG report are based on the tenets stated in the previous
paragraphs and on a knowledge base of clinical services developed through
yvears of experience in the institutional setting.

GENERAL COMMENTS

I. It is our understanding that the original report on clinical services
was requested as a study of the feasibility of these services with
regard to drug use in the elderly because coverage for outpatient drugs
was to expand with the passage of the Medicare Catastrophic Coverage
Act. It is also our understanding that since the repeal of the Act that
clinjcal pharmaceutical services are being studied for use with state
Medicaid programs.

Although the elderly clearly represent a large, vulnerable high~risk
group, we believe that the focus of the OIG report was unnecessarily
narrow. Given the expanded use of the recommendations from the report,
it would seem acvisable to include other patient populations at high
risk in the case studies and recommendations from the report. Examples
of other patient populations include pediatric patients, patients with
chronic renal failure, ecirrhotic patients with ascites, immunosuppressed
patients, patients who are on multiple medications, and patients with
poorly controlled diseases like refractory seizure disorders.

IT. The draft report states that it discusses all possible pharmacy
practices. The ASHP reviewers did not agree; it did not appear that the
case study methodology permitted the identification of ALL types of
ambulatory, community-based practices. Analyses of the following major



types ol pharmacy practices were not included in the report; their
inclusion would appear to strengthen the recommendations made by the
repcrt and would provide a better rounded view of the practice
environment:

* PHealth maintenance organizations
* Ambulatory services offered through the Veteran's Administration
* Primary and ambulatory care offered through the Indian Health Service

In each of these practice areas, there are cutstanding examples of
clinical services that are being offered to ambulatory patients, ASHP
would be happy to provide you with the names of practitioners in each of
these settings who could provide your office with important feedback.

III. The interchangeable use of the terms and concepts of drug utilization
review (DUR) and prospective monitoring throughout the report creates
confusion. As the definition on page 1 states: "DUR is a formal'program
that uses comparison with explic¢it standards or criteria with a planned
follow-up to improve care-and Practice."” In the community setting, the
clinical pharmacist usually perform DUR, as described. The preferred
term for use in the OIG report is "prospective assessment and
monitoring, or "drug regimen review and monitoring* (DRRM). These terms
involve clinical assessment of the patient by following a clinically
appropriate intervention (changing therapy or monitoring carefully for
efficacy and toxicity) in light of the risk-benefit ratio for the
individual patient. 1In this case, the professional's judgement is based
upcon general knowledge (of drugs, diseases, patient behavior, ethics,
and economics) and professional experience, not on explicit criteria.

SPECIFIC COMMENTS AND RECOMMENDATIONS FOR CHANGES

There are two major structural areas within the document that need to be
reviewed and revised. They include the concept of a needs-based system and
the description of e¢linical services. -

I. = The Needs-Based Concept

A. Page 6, paragraph 2: The question raised in this paragraph is the
key issue in the report and can best be summarized as: How can the
community pharmacist determine what services are needed at each
patient encounter and provide them in a practical and timely manner?

B. Page 6, paragraph 3: This paragraph includes the statement that
there is little consensus regarding standards of practice for
clinical pharmacy care as it applies to patient need. There are good



II.

reasons tor this, and those reasons may negate the practicality of
implement ing Recommendations II and III from the report.

First, individual patient needs are highly variable, 1Initial
encounters with patients who are on multiple drug regimens and those
whose diseases are not adequately controlled, will required more
comprehensive clinical services. Once the patient is stabilized, the
need for intensive monitoring will decrease markedly.

‘Second, the ability to determine patient needs and the extent to

which these clinical services are provided depends on the following
factors: :

1. The availability of the patient's medical and medication
information to the pharmacist.

2. The excent of the pharmacist's education and training.

3. The pharmacist's ability to collect and integrate drug, disease
and patient data to identify and solve drug-related problems.

Additional barriers to implementing clinical pharmacy services are
outlined in the enclosed report entitled, Directions for clinical
practice in pharmacy. Although this proceedings document is five
vears old, it still contains much germane information on the
implementation of c¢linical services.

Recommendation: Needs-Based Concept

Rather than focus on developing a set of needs-based standards,
priority should be given placed on developing a practical
standardized review process for pharmacists to use for each patient
encounter. This process would be directly comparable to the medical
approach of patient needs assessment. In the medical approach, a
limited history and physical is completed based on the chief
complaint and problem. With this method, only a small percentage of
the patients require a more comprehensive needs assessment. One
approach which uses a shortened practical pharmacy needs assessment
process, similar to the medical model, has been dewveloped by the
Indian Health Service and is attached 2s an appendix. -

Description of Clinical Services

These comments are directed toward Appendix IV. The breakdown of
clinical services into four general components is generally correct.
However, the assumption that within each component there is-a continuum
and the description of that assumed continuum--especially the graphic
representations--are inaccurate and/or misleading.



A. Collection of Patient Information

While most of the important components of the collection of patient
information are included in the diagram and narrative, they are
grouped improperly by the source of the information. The source from
which the pharmacist obtains the data (e.g. a medical, record,
patient profile, physician interview, or patient interview) is a
function of the practice environment. They are also affected by the
pharmacist's professional commitment to provide clinical services.

* These components should be listed by the patient need-based continuum
which is being proposed in the report. The graphic continuum should
also address which type of data is most important to determine the
patient's needs.

B. Prospective Drug Utilization Review

The report does not clearly define drug utilization review {DUR).
Based on the information included in the report, it appears to be too
narrowly focused on adverse drug reactions and drug interactions.

The more appropriate definition of DUR appears in paragraph four of
the introduction; this definition would be stated as follows:

DRUG UTILIZATION REVIEW is a review of the patient, drug, and
disease databases to provide the following outcomes for the
patient: (1) Identifying potential and actual drug related
problems: (2) Resolving actual drug-related problems; and (3)
Preventing pctentizl drug-related problems.

In prospective DUR processes, the pharmacist compares the therapy
against the criteria such as those included in the enclosed ASHP
publication entitled, Criteria for Drug Use Evaluation. How much,
how well, and whether DUR is done at all is determined by:

1. The availability of a comprehensive patient database including
medical, medication, and patient data.

2. The capability of the pharmacist to collect and integrate drug,
disease, and patient data to identify and solve drug-related
problems. :

3. The pharmacist's commitment to providing clinical services.

In the description of this component on page IV-3, the graphic does
not depict a continuum. And, the information provided in both the
graphic and the narrative consist more of how prospective DUR is
done, rather than what needs tc be done.



C. Patient Counseling

Figure J on page IV-4 has the same problems that have been cutlined
for the other graphics in the report. It creates confusion and
presents inaccuracies rather than clarifying concepts because it
attempts to illustrate a continuum that does not exist. It describes
a combination of other clinical components including prospective DUR,
prarmasist's management of chronic patients, and patient counseling
activities.

The last paragraph on page IV-4 contains some incorrect information;
The first sentence about pharmacists giving information back to the
patient is inccrrect. ‘The ultimate outcome of patient counseling is
to verify the patient's understanding of how to appropriately take
the medication prescribed. This outcome requires that the patient
weeiwez.d@..ubd. 1) why they are taking the medication:; (2) how they
are o take it; and (3) what to expect from the medication (i.e.
expected outcomes, side effects, and what to do in all situations).
Additional information on patient counseling is included in the "ASHP
statement on the pharmacist's role in institutional patient education
programs" and "ASHP guidelines on pharmacist-conducted patient
counseling”, which are attached in the appendix.

In paragraph 2 on page IV-5, pharmacists' experience confirms that
the most effective mode for effective patient counseling is face-to-
fate tounssling, Additionally, the - learning curve has been shown to
increace when the person receiving the information becomes actively
involved in the process. A successful counseling program should use
three principles in working with patients: private, face-to-face
interaction; patient's active involvement in the process: and use of
the patient's existing knowledge. Using open-ended guestions, the
pharmacist verifies that the patient understands critical
information. If errors in understanding are detected in this
process, then the pharmacist £ills in the gaps. The consultatien
concludes with the patient verbalizing or demonstrating their
understanding of key elements.

In paragraph 4 on page IV=-5, the pharmacist should also convey
additional information. Since the purpose of counseling is to
improve compliance and make the patient better, information regarding
the expected ocutcomes and unexpected effects is among the critical
elements that the patient needs to understand. The major causes for
noncompliance are patient lack of understanding of: what the
medication is suppose to do (desired effect): what to do if it does
not happen; what unexpected things might happen (adverse effects; and
what to do if they ocecur. -

The section on follow-up activities and monitoring actually discusses
prospective DUR; it belongs in the section on prospective DUR because
it describes the patient-need assessment process that occurs when



pusitows v wuionic medications come in for refills. Therefore, the
statement that this type of follow-up requires unusually intense
patient counseling should be deleted. An additicnal concept which
might be considered for inclusion in this section involves the
pharmacist evaluating requests for refills; this involves integrated
activities of monitoring, counseling, and prescribing under delegated
physician authority.

Physician Consultation

" The following term should be used to re-title and for reference in

COMMENTS

this section: "Physician-Pharmacist Interaction"; communication is
also a major component in this interaction. There are four basic

‘reasons for physician-pharmacist communications:

1. Physiciz.. céli» in prescription to pharmacist.

2, Pharmacist collects or verifies portions of patient/disease-
state/drug database.

3. Pharmacist detects a therapeutic problem with safety; patient
effectiveness, appropriateness, or cost-effectiveness of the
prescribed therapy (during needs-based prospective DUR) and calls
physician to resolve issue prior to dispensing.

4. T.y:lvian oxlls to request advice or information about a drug or
what drug t¢ prescribe given a specific set of circumstances,
This is the only one of the four reasons that is a classic

consultation between physician and pharmacist.

Additionally, in this section, in Figure 4, entitled "Physician
Consultation” on page IV-6, there is no continuum depicted in the
graphic. It consists of who does the calling, where they are
located, etc. rather than a continuum of functions addressing the
sophisticated physician/pharmacist interaction. :

_RECOMMENDATIQONS .

I. ~ Recommendation 1I, page 20: Developing risk indicators and treatment
priorities may be an unwise use of resources given the frequent changes

in

the nature of each patient's needs. Indicators could be developed,

but they will only identify the patients who MAY be at high risk (not
those who are at high risk). What is actually needed is a short,
practical needs assessment process that can be used at each-patient
encounter to determine their particular need at that time for clinical

pharmacy intervention.



II.
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Additionally, in this section, the term ADR is too limiting. The term,
"negative or adverse cutcome® should be substituted because it includes
such important items as treatment failures due to inappropriate drug

use.

Recommendation III, page 20: The statement that the APhA/AACP prescribe
a maximal level of service in all aspects of clinical care is
inaccurate. This assumption and the graphic depictions in figures 1-4
indicate a misunderstanding of the method used by national standard-
setting organizations to develop professional standards of practice in

general.

Generally, the standard-setting process involves establishing the range
of services/activities for each function on a continuum from none to
optimal. Once the range is established, the standard is selected
somewher«¢ Seiween none and optimal, and this is defined as a minimal
stancdard. APnA 8ACF 3tandards, which are operational standards, are
minimal. Given its age, the document can be revised to a relatively
small degree and still represent appropriate minimal standarde for
clinical pharmacy in community settings in the 1990's. Primarily, what
needs to be done with these standards is to revise them so that they are
functionally-based instead of task~inventory based.

ASHP has alsc developed numerous standards and guidelines on clinical
practice for its members. The pertinent standards have been enclosed in

the appendig td> this letter.
Summary of Recommended Revisions

A. Eliminate Recommendations II and III and substitute a variation of
comments B and C below.

B. Recommend that APhA/BACP revise their minimal standards of practice
based on current practice and functional, rather than task-inventory,

components.

C. Recommend that a joint, national task force be formed to develop a
shortened, practical process modeled after the medical approach; this
process can be used at each patient encounter to measure the need for
the intensity of each clinical intervention. -

D. Broaden the definition of prospective drug utilization review to
include all adverse ocutcomes.

E. Recommendations for Appendices III and IV

1. Include other ambulatory settings, such as the Indian Health
Service, Veterans Administration, and health maintenance
organizations in the case studies.



2. Revise Appendix IV to clarify the functions under each component
and eliminate or revise the graphic representations.

CONCLUSION

ASHP appreciates the opportunity to review the OIG draft report entitled, The
Clinical Role cf the Community Pharmacist. The growth of patient-oriented,
clinical ' pharmacy services is crucial to the efficient, safe, cost-effective
care of the drug therapy of all patients. If you have any gqguestions about
these comments or if ASHP can provide additional information on pertinent
topics, please feel free to contact my office.

Sincerely,

v

osepl A. 0Oddis, Sc.D.
ecutive Vice President

lag040%20w

cc: Mary Ann Chaffee; DHHS/0IG/OEI

Attachments



OIG RESPONSE TO ASHP’s COMMENTS

We thank ASHP for its thoughtful comments. We note that ASHP and PHS are of one mind
on a number of the issues raised. For that reason, most of responses to ASHP’s comments are
contained in our response to PHS. Again, we note that the scope of our study did not allow us
to include managed care and institutional settings in our case studies.even though there are
excellent practice models to be found in those settings. Similarly, we recognize the limitations
of our focus on elderly patients, but we believe that eliminating barriers to clinical pharmacy
will improve patient care for all patient populations, particularly those at risk of drug-related
illness.
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March 28, 1990

Richard F. Kusserow

Inspector General

523 Coher Building

330 Independenze Avenue, SW
Washington, DC 20201

Duar M Nussorow.

Ve ar¢ writing to comment on the two draft reports, “The Clinical Role of the
Community Pharmacist,” and "The Clinical Role of the Community Pharmacist:
Caw Studies © We apologize for the delay in responding to your request for
commente Eoweve:, we took the time to send copies of these reports to our
leadership so tha! we could incorporate the views of practicing consultant
prrTmalicts inte our COMmMments

The consisten: view of those who reviewed these reports is that these are
extremd'y well Gone in terme of understanding the subject and accurately assessing
botk the posinve and negative aspects of providing clinical pharmacy services in
the communin seiiing. We are parucularly pleased to see that your case studies
irciuded consuliant pharmaciss who provide services to long term care residents.
Therc it T c. 0= >T. thai, with the "graying of America,” this important area of
pharmeny praciice will become even more recognized for the valuable and
necessan services that are provided to elderly residents in various home

er-ViTonITEnL:

Vi€ are 2o pleased that your report cited consultant services provided to nursing
home faclitic: as an exampie Of a successful non-product related reimbursement
incentive system: for clinical pharmacy services. We must point out, however,
tha! such reimbursement arrangements are made privately between long term
care facilin administrators anc consultani pharmacists in cases where the
administrator recognizes the positive impact ‘on patient care that consultant
pharmacists can make. However, that payment to consultant pharmacists is not
recognized by government third party payors, specifically Medicaid and Medicare,
where the only payment incentive remains product related. Your report identifies
the problems inherent in 2 system where the payment incentive is product-based.



Mr. Richard F. Kusserow Coe - .. -
March 25, 1990
Page Two

Your draft reports also make good initial steps toward identifying the long term
health care savings that can accrue to the overall health care systemn when drug
therapy is properly managed. We fully concur with that assessment. To further
confirm that conclusion, we have enclosed a reprint of an article by Dr. Sam
Kidder of HCFA that reviews several published reports indicating that clinical
pharmacy services in the nursing home environment can produce significant
savings to the overall health care costs of elderly Americans.

We believe that vour office has made a good start toward working on these issues
of greai umporianc€ 10 prarmacy and the public we serve. To further this work, we
invite vour office 1o meet with us to discuss what we believe is the major barrier to
clinical pharmacy services identified in your reports, namely the product-based
reimbursement incentive system. We stand ready to work with your office to
identify sites where 2 pilot study could be initiated and managed. We believe that
such a stucv could produce conclusive evidence that the reimbursement
incentves for clinical pharmacy must be changed to a service provided, outcome
oriented system and that in doing so, patient care would improve and the overall
costs to ths fwli.cily selnbarsed health care system would decrease.

We look forward o meeting with your staff in the near future.

R. Tu‘n “ebs*er
Executive Director

RTW /hal
Enclosure

cc: Assistant Inspector General Michael Mangarnio /
Regional Inspecter General Mark R. Yessian, PhD



OIG RESPONSE TO ASCP’s COMMENT

We thank ASCP for its support of our recommendations and commend the organization for its
willingness to participate in pilot projects to reduce barriers to clinical pharmacy practice.



OF COLLEGES OF PHARMACY

March 8, 1990

Mr. Richard P. Kusserow

Inspector General

Department of Health and Human Services
Washington, DC 20201

Deuar Mr. Kusserow:

Thank you for the opportunity to review the two draft reports, The Clinfcal Role of the
Community Pbarmacist, and Tbe Clinical Role of the Community Pbarmacist: Case Studies.
Overall, the reports are very well written, comprehensive and accurately reflect the
opportunities and barriers confronting pharmacists in their ability to enhance the public health
in the communiry serting.

I am pleased to offer these comments, directed specifically at The Clinical Role of the
Commnunity Pharmacist with the hope that these remarks will assist you and your collcagucs
as you prepare the fina! report. My comments are directed at three areas:

. Issues related to Drug Utilization Review (DUR);

. "Functions performed by community pharmadsts in providing clinical seraces
_ambulatory care sertings; and

. Cost effectiveness of ambulatory clinical pharmaceutical services.

Drug Urilization Review

Page one offers a definition of DUR attributed to Rucker. AACP prefers the definition of 11t &
which has been adopted by the American Society of Hospital Pharmacists:

A drug use evaluation program is a structured, ongoing, organizationall,
autborized, quality-assurance process designed to ensure that drugs are uscid
appropriately, safely and efficiently.

A copy of the ASHP Guidelines on the pharmacist’s role in drug use evaluation is cndl. et

your information. This definition, and these principles, are applicable to the ambulatiny a1
sctting with slight modification in language only. i

1426 Prince Street = Alexandria. Virginia 22314 = {703) 739.2330
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Functions Performed by Pharmacists

The Findings section of the Report and its Appendix contain descriptions of the activities
performed by phammacists in ambulatory settings. They are presented in a spectrum of
schematic diagrams tc-illustrare minimum and maximum degree of dinical services. Recent
events in the profession have shed considerable light on the dlinical role of pharmacists
practicing in all environments of care, especially the community pharmacy environment. The
profession 'sponsored the second Pharmacy in the 21st Century Conference in October, 1989,
The keynote paper presented at the Conference (Hepler and Strand) is enclosed for your
information. It elaborates on the theme of pbarmaceutical care as the philosophy of
pharmacy practice, and describes functions performed by phammacists in rendering
pharmaceutical care.

Please note specifically pages 10 and 11 which offer a detailed analysis of drug-related illness.
It is clear that drug-drug, drug-disease and drug-allergy interactions, as listed in the Report,
comprise a relatively small portion of what may go wrong with pharmacotherapy in patients.
Computer screens will not routinely and efficiently detect many of the problems listed by
Hepler and Strand. The only feasible method to lower the incidence of drug-related illness
is to increase the access of patients to pharmaceutical care.

Also enclosed is a Background Paper from the AACP Commission to Implement Change in
Pharmaceutical Education. It describes the mission for pharmacy practice and the functions
pharmacists perform ir. rencering pharmaceutical care.

These two documents offer new insights into the responsibilities of pharmacists in all areas of
care. As your report points out, there are numerous barriers which prevent the widc
availability of pharmaceutical care to ambulatory patients. None of these barriers is absolute.
Our challenge is 10 identify and implement methods to provide incentives to pharmacists for
providing pharmaceurical care.

Cost Effectiveness of Communiry Pharmaceutical Services

The Report concludes that there is strong evidence which supports the thesis that clinical
pharmacy services add value to patient care. Three national organizations, the American
Association of Colleges of Pharmacy, the American Pharmaceutical Association and the
Pharmaceutical Manufacturers Association, sponsored a Task Force examining the cost
cffectiveness of pharmaceutical products and pharmacy services. The Renort, currently
undergoing final review, will be sent to you when availible. One chapter in the Report
cliscusses the cost effectiveness of pharmacy services documenting the voluminous literature
verifying the observation that pharmacy services add significant value to total patient carc
services. '



March 8, 1990
Page Three

In conclusion, the Inspector General's Report outlines in succinct detall the need for clinical
pharmaceutical services in the community environment and the barriers to their full
implementation. AACP will consider carefully those recommendations addressed to it and will
join with other orgariizations in pharmacy to ensure that the benefits of ambulatory clinical
pharmacy are made available to as broad a population of patients as possible.

Si?‘ |
1
C?"\

Carl E. Trinca, Ph.D.
Executive Director

CET:jinc

enclosures
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