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INTRODUCTION 

The purpose of this study is to: (I) examne the current level of clinical seIVices available in 
community pharacy settngs, (2) identify barers that limt the availability of such seIVices, 
and (3) sug.gest actions that can be taken to reduce barers and improve pharaceutical care 
for ambulatory patients. 

We undenook this study to examine more closely an issue rased in a previous repon entitled 
Medicare Drug Utilization Review." Drg Utiization Review (DUR) is also referred to as 

Drug Use Evaluation (DUE) and defined as a "strctur, ongoing, organizationally 
authorized quality assurace proess designed to ensure that drgs ar used appropriately, 
safely and effectively. 

The incidence of mismedication and adverse drg retions (ADRs) and other drg-related 
illness among older adults is relatively high. Beyond the incalculable human costs associated 
with mismedication among the elderly, there are signficant financial costs borne by patients, 
famlies, and public and private health insurers. One reent study conducted by the Caifornia 
State Assembly s Offce of Researh documented annual costs in that State of $340. 1 millon 
associated with hospitaizations of elderly patients for tratment of ADRs. 

One level of the health car delivery system that focuses specifcaly on drg therapy is that of 
clinical pharacy care, someties referr to as pharaceutical car. Its thee major 
functions on behalf of the patient ar: "(1) identifyig potential and actual drg-related 
problems, (2) resolving actual drg-related problems, and (3) preventig potential drg-related 
problems. " 3 

As the pharcy profession has maturd, the clinical care function has evolved and has gained 
increasing emphasis over the past decade. (For a discussion on the history of clinical 
pharacy see appendi I. 

This repon focuses on clinical seIVices available to ambulatory patients in community 
pharacy settigs. Community pharacy refers to wal-in pharacies in 
non- institutionalized settngs and includes chain drgstores, independent pharacies and 
apothecares. (Appendix n includes a detaed discussion of these and other phary 
settngs.) The role of the community pharacist in patient car can be crtical, parculaly for 
older adults who may have complex drg regimens prescrbe for them by more than one 
physician. In that context, policy makers and health care providers who are committed to 
improving the quality of care for the elderly and reducing health car utilization costs 
associated with drg therapy problems are turning more attention to the role clinical pharacy 
can play in achieving those goals. It is our hope that this repon wil assist them in expanding 
the level of pharaceutical care available to all patient groups,and pancularly older 
Americans at high risk of drg-related ilness. 
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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. 

Clinical pharacy practice is composed of four major components: collection of patient 
information, Drg Regimen Review (DRR), patient counseling, and physician consultation. 
Research on clinical pharcy that suppons this four-par analysis includes: the American 
Association of Colleges of Pharacy s (AACP) Committee Repon on Clinical SeIVices in 
Community Pharacy. Practice,4 the Amercan Pharaceutical Association s (APhA) 
Stadards of Prctice, and Dennis Hellng s study of the functions of clinical pharacists in 
famly practices.6 Our analysis is intended to be genera enough to apply to may pharacy 
settings, though our priar interest is in the clinical seIVice profile of community pharacy 
settings. 

Within each component of clinical pharacy, there is a rage of servces that define the 
pharcist s activities. In that context it should be noted that none of these components is 
simply either practiced or not practiced, in any settng. In eah of these components, Le., 

areas of practice, a pharacist may provide any combination of a wide rage of possible 
seIVices. The intensity of these seIVices, in term of the resources reuir to perform them, 
vares greatly, raging from a minima level of seIVice to a maimal level. The level of 
seIVices provided also vares gratly among tys Of pharacy settng, among individual 
pharacists, and among patients and patient groups, even within a single pharcist


practice. The reasons for these varations in clinical practice ar discussed thoughout this 
repon. It should be noted that we ar not discussing only prevalent pratices, or even 
accepted stadads of practice, but all possible pratices. V1Ialy any pharacist in any 

setting can say, with some faiess, that she or he provides some level of clinical seIVices; 

there is vinually no such thing as a pharacist who provides no clinical car at al. 

The continuum of seIVices offered within each component afects but does not determne the 
range of seIVices within the other thre. For example, extensive data collection could enhance 
the pharacist s abilty to closely monitor a patient s regimen. Neverteless, a given 
community pharacist could perform a maimal level of data collection, but stil provide only 
minimal or moderate monitorig seIVices. 
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II. THERE IS STRONG EVIDENCE THAT CLINICAL PHARMACY SERVICES 
ADD VALUE TO PATIENT CARE AND REDUCE HEALTH CARE 
UTILIZATI0N COSTS.


The value of clinical seIVices 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 pharacies in Virginia measured the effect of 

pharacists ' monitoring and educational seIVices provided to hypenensive 
patients. Results demonstrated bener compliance in the experimental group of 
patients (44 of 70) than in the control group (23 of 66). Improved bloo 
pressure was achieved in 74 percent of the experimenta group and 58 percent 

of the control group. 

A study in Memphis of non-institutionalize patients of a hospita outpatient 
s communication ofclinic measured the relationship betWeen the pharcist


different levels of wrnen drg therpy information and patients ' compliance 

rates with antibiotic drg regiens. The experienta grup that reeived the 

highest level of information had a mean compliace 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 
pharacist-conducted drg regimen reviews in skiled nursing facilities was 

published by Samuel Kidder in 1987. The studies showed decases in number 

of medications prescrbed per patient, hospitaizations, cost of medications and 
other factors. Kidder s analysis projecte annual savings of $220 million in 

avened health car costs resulting from clinical pharcy inteIVentions. II 

Integrtion of clinical pharacy serces within a private medcal practice is one 

technique that has been used on a limited basis to involve clinical pharacists in 

primar car. Under this model, the pharacist provides a number of seIVices to 

the office, including drg therapy consultation with physicians, monitoring of12 (Under 
drg therapy for each patient, and patient education and counseling. 
this model pharcists do not dispense drgs.) An evaluation of one such 

practice by the University of Iowa was able to document favorable effects of 
pharacy inteIVentions on patient car. In a retrspective review of 
recommendations made by pharacists regarding specific drg therapy for 

patients, a peer review panel of physicians and pharacists found that such 

recommendations resulted in favorable outcomes in patient care for tWo thirds of 
all cases. 13
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Patients may not have direct contact with the pharacist
Lack of availabiliry: 


when purchasing a prescrption drg or may perceive the pharacist as unavail

able for consultation. In pharacies where the pharacist, rather than a tech.. 

nician, conducts the counting and pouring activities, a patient s interaction may 

be with a clerk who is stafing the front counter. In other cases, patients may 
perceive that the pharcist is too busy to answer questions. Consumers ' per

ception of pharacists ' unavailability was well documented in the Schering sur
vey previously cited. Respondents raked the statements "feel pharacist 

available to ask about medcations" and "it' s easy to \jet pharacists to tak" in 

seventh and eighth place (of 15 items), respectively. 

The architectural design of some pharacies maySituational impediments: 


discourage patients frm consulting with pharacists. If the prescrption fill

ing ara is small and crowded with customers, the noise level and lack of41 Furter, if the 
privacy wil not be conducive to effective communication.
pharcist operates from a floor rased above the level of where the patient 
stads, they may be forced to rae their voices in order to engage in conversa

tion. Severa studies have demonstrte that the quality of patient counseling 

is clear!? effected by the envionment in which pharcist counseling is conducted. 
Communication skills/baseline informtion: In some cases patients may be 

generaly awar of potential risks but may not feel comfonable about asking 
specific questions, or may lack the necessar communications skills. Addition

ally, the absence of baseline inforation frm which questions can be foru
lated may also seIVe as an impement. There is some evidence that providing 

patients with basic wrttn informtion wil encourage them to be more aggrs

sive in seeking consultation. Medical Strtegies, Inc. of Boston has developed 

a public access softwar product to provide consumers with curnt informa

tion on medcations using patient package insen data develope by the U. 

Pharacopoeial Convention. Based on touch scn technology, PIC enables 

patients to query a data base about prescrption or OTC drgs and obtan both 

print and scren displays. The PIC progr is in use in a number of pharacy 
settngs including independents, HMOs, and teaching hospitas. In our inter

views with a number of PIC users, pharcists consistently repone a high 

level of customer satisfaction with the sece; one independent pharst 
crted the PIC system with a significant incre in his customer bas. In all 

cases. pharacists reponed that the informtion printouts stimulate questions 
frm patients and incrased the quality and quantity of verbal counseling 
provided. 

On a positive note, there is some evidence that patient demad for more and better 

information about drg therapy is incrasing. Research indicates that "in genera, over the 
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COMMENTS


Within the Deparent of Health and Human SeIVices, the Public Health SeIVice and the 
Health Car Financing Administrtion (HCFA) provided comments. The American 

Pharaceutical Association, the American Society of Hospita Pharacists, the American 

Society of Consultant Pharacists, and the American Association of Colleges of Pharacy 
also commented. 

With the exception of HCFA, all commenters expressed suppon for the findings and 
recommendations. Most provided some technical suggestions and comments that we have 
included in the final draft. With the suppon and leadership these organizations ar commned 

to providing, we look forward to initiatives that wil expand clinical pharacy servces and 

improve patient care, parcularly for groups who ar at high risk of drg-related ilness. In 
appendix VI, w present, in full, each set of comments and respond to each of them. 
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ilnesses. Finally, the pharacist may inquire about the patient s concerns about the drg 
regimen, such as whether previous reactions to other medcations wil reoccur. 

The pharacist most likely gets all this information dictly frm the patient. (OTC drg 
from the patient, since these drgs are usuallyonlyinformation typically can be obtaned 


purchased without the express instrctions of a physician, and often ar not purchased at a 

single phanacy or at any pharacy, with the result that no.complete record of their purchase 

exists anywhere except in the patient s memory. 

Informaton from Physicilns 

In addition to collecting this informtion frm the patient, as well as determining the patient 

main concerns and questions, the pharcist can obtan data frm the patient s physician or 

physicians that can be useful in managig the patient s drg therapy. Most basic here ar the 

patient's vita statistics-though the pharacist may ocasionally read the patient's blood 
Next is informtionpressure or perform cholesterol screnings, if State law allows. 


concerning the patient's genera coure of medical tratment, both present and past, including 

hospitaizations. Finally, the physician can shar with the pharacist data from patient 

lab tests (e.g. bloo or liver function tests), and inormation concerning the diagnosis, which 
could help the pharacist understand why the physician has prescrbed a cenan drg. This 

information is readiy available to a pharist workng in a more institutionalze settg 
such as a hospita, a nursing home, ora home health agency, where physicians tyically 
cooperate closely with pharcists. But it is not routinely available to pharacists working in 

a community settng. The practicing community pharacists we spoke with al said that 

among the information about a patient that they usually do not possess, lab test data and 
diagnostic data would be the most helpful to them if they had it 
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COMMENTS OF THE PUBLIC HEATH SERVICE ON THE OFFICE OF INSPECTOR 
GENERA I OIG) DRAT REPORTS " THE CLINICA ROLE OF THE 

COMMUNITY . PHACIST, " OAI-01-89-89l60, AND 
THE . CLINICAL ROLE OF THE COMMITY PHACIST: CAE STUIES. 

OAI-01- 89-89l6l 

General Comments


The reports effectively capture the dilem facing comunity 
pharmacists rega=ding the implementation of progressive patient
clinical pharmcy services.oriented pharmacy services, i. e., 

The reports should have a positive impact on the pharmcy 
profession by identifying the most significant barriers to the

provision of pharmceutical care for patients, especially older
persons. 
A recent strategy planning conference on .Pharmcy in the 21st 
Century, n held in Oc er 1989, examned many of the major issues

confronting pharmacy today and projected for the next 15

years. The consensus statements of the conference support the

findings of these reports. The participants included

practi tioners, pharmacy leaders, selected representatives of 
consumer groups, and governent and corporate health care
decision makers. A copy of the Executive Sumry (Attachment A) 
is attached.


We regre the OIG inspectors did not include in their
the 

inspection and caSE studies the Indian Health Service (IHS) 
pharmacy program. IHS has nearly 30 years of experience in

providing clinical pharmcy services with extensive utilization 
of patient consultation. The IHS practice model has elimnated

most of the barriers described in the eIG report.


The PHS comments on the eIG 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 coments 
rela te to (1) the concept of a needs based system, and (2) the

description of clinical services, especially the graphic

representation in App'endix IV of the eIG report.


eIG Recommendation I. 

The Public Health Service (PHS) and the Health Care Financing

Adinistration (HCFA), individually and collaboratively, should
develop a strategy to reduce the barriers to clinical- pharmacy 
services, particularly for amulatory 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 pharmcy services as described 
by OIG. PHS welcomes the opportunity to develop strategies to

reduce the barriers to clinical pharmcy services for amulatory 
patients, with emphasis on older persons.


IHS has extensive experience in the provision of proqressive

pharmaceutical care and is the prototype of a functional practice

model that clearly demonstrates the pharmcy 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 abov in collaboration with IHS and HCFA. The strategy

will be developed and implemented by October 31, 1990.


OIG Recommendation II.


The National Institute on Aging (NIA) should take a leadership

role in developing risk indicators and treatment priorities for

elderly amulatory patients. 
PHS Comment


We concur. NIA has taken action to increase its knowledqe in the

area of geriatric pharmacology, includinq the areas of risk

indicators and treatment priorities for elderly amulatory 
patients. NIA has recently published a Request for Applications

(RFA) : " Pharmcology in Geriatric Hedicine" which solicits

research applications on druq utilization reviews, pharmco
epidemiology, and . other areas related to the improvement of 
medication prescribinq and use by older persons. Tw million 
dollars have been set aside for this RFA. Scientific review of 
proposals will be accomplished by a special initial review

qroup in June 1990, with secondary review to be completed at

the September 1990 meetinq of the National Advisory Council on

Aqing. It is anticipated that approximtely 8-10 hiqh quality 
applications will be funded with startinq dates of

December 1, 1990.


However, this recommendation may be more effectively accomlished 
if conducted in conjunction with an exprt panel from appropriate

PHS agencies and professional orqanizations. Indicators can be
may be at 
developed but they will only tell you which patients 
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A practical snortened version of the comprehensive approach

resu ) successful needs assessment and interventiontS 1n l 


in the vast majority of patients, and (2) identification of

those requiring comprehe sive evaluation. Physicians do not 
perform a complete history and physical on every patient

they encounter. They reserve that time for those who need

it most.


Descri ion of Clinical Pharmac Services 
esentat+on',?ep findinqs, " and 

The breakdown of clinical pharmcy 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 andlor misleading.


tient Counselinq, " Paqe S 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 

agement of chronic patients, and some patient

consul tation activities. 

dJ1V, " 'tour Compo ts of C:+inica:+ Pharm 
rt:, C::ra'O on o ent Informtion, " Paqe 

IV-

While most of the important items 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 pharmcist 
collecting a database is to dete:mne what type and 
intensity of clinical pharmcy services the patient 
needs. The continuum should address which type of data

are most important to dete:mne patient needs. Where 
the pharmacist obtains the data, e.g., from a medical

record, patient profile, physician interview, or

patient interview, is a totally separate issue and is a

function of the practice environment and the

pharmacist' s professional comtment to provide 
clinical services.
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. PI'TaOT!lph-, " (2\ Prospective DruCl
1',. 

r.Uti 1" ;r, eview 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. 

more appropriate definition of CUR appears on page

paragraph 2, of the introduction, i. e ., a review of the 
patient, drug, and disease databases to provide those

functiolls listed in the second half of the paragraph. 
IHS utili2 the term negative patient outcomes 


encompass those three functions. 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 ofpractice. Standard I of the IHS standards is a more 
comprehensive version of a prospective CUR process.


In prospective CUR processes the pharmcist 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 determned by: 

the extent of the database available to the

pharmcist 
thp. knowledge of the pharmacist in both drug and 
disease informtion 


the ability of the pharmcist to collect and 
integrate drug, disease, and patient data to

identify and solve drg related problems1 
the pharmacist' s efficiency in performng item c, 
and once the pharmcist has optiml data, 
knowledge, integration skills, and efficiency

(i terns a-d), th n workload becomes a factor 1 and 

corni tment for providing these services. 

hs on faCle U!APpendj.x IV-4 on Prospective DUR 
Once again as in the collection of patient informtion,

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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Gail R. Wilensky, Ph.D(Y
"ro"" AdmitrtQr ""t -

SIJJect . OIG Draft Report: '"e Clcal Role of the Community Phacit, 
OAI-Ol-89-89160, and "Te Clcal Role of the Community Pharmacit: 

Cae Studies," OAI-Ol-89.89161 
'To 

The Inpeor General 
Offce of the Secretary 

We have reviewed the subjeCt repons. One of the repons address the 

barrers to the proviion of clica servces to ambulatory patients in community 

phannacy settings. The ot.her repon presents ca studies of community 

pharmacists who have sua-.eeded in providing a broad raee of these clica 
servces. 

The report recommend that HCFA develop a sttegy, indivdua and with 

the Public Health Servce, to reduce barrers to providing 
clca pharcy 

servces, pacularly for ambulatory elderly patients. We do not concu with 

recommendation. HCFA aleady ba a strateI) to improve clca pharmcy 

servces though its manged care intiative. Thoug the maged cae intitie, 
many $tgte Medicaid prOaram have or are teti& drg uttion revew systems 
and capitation programs that encourage the kid of cordinated care 

ca1:d for in 

the OIG report Unfortnately, :t.: repon did not address these effort by HCFA 
and the: States. 

Medicare coerage of drgs for outptients is cmme1y lited in scpe 

and, for the most par do DOt pay for drgs that ambulatory beneficiares could 
obtain from communty phaci. Thus th remmendations caot apply to 

the non-Medd popWaQon of Medica beneficies. 

Moreor, becaus of the lited scope of the Medica outpatient drug 

to establih the comprehensive drug
benefit, we do not have sufcient data fies to monitor the effectiveness of 
utiltion revew program tht would be needed
servces.clinica pharacy 
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AMRICAN ASSOCIATION 
OF COLLEGES OF PHACY 

March 8, 1990 

Mr. Richard P. Kusserow 
Inspector General 
Department of Health and Human Servces 
Washington, DC 20201 

r Mr. Kussero". 

Thank you for the opportnity to reew the tWo dra reort, The Clinical Role of tbe 
COlnmunity Pharmactt The Clinical Role of the Community Pha1't: Case Studies.and 

Q\' erall, the report are ver well wrtten, comprebenlve and accurately reflect the
opportnities and barers confontig pharacits In thei abilty to enance the public health 
in the community settg. 

I am pleased to offer these comments, diraed speca at The Clinical Role of rbe 
Community Pbarmctsr 
 v.1th the hope that these remarks wi asist you and your collcag'":s 
:.S you prepare the fin:!! 
 eport. My comments are died at three areas: 

Issues related to Drug Utition Revew (DUR); " 

Functions perfonned by community pharacits In provding clinical SC"""L' S 111 
ambulatory care settings; and 

Cost effectiveness of ambulatory clca pharaceutica serces. 

Drul! Utilization Re-iev,"


:I!l one offers a definition of DUR attributed to Rucker. MCP prefers the definitioll ,., 111 I: 
which has been adopted by the American Sodety of Hospita Pharacits: 

dn'g use evaluation program is a strctured, ongmng, oranizatioll''''1authoried, qualiry-assurance process degn to that drugs are 1/.''/en 

appropriately, safe/)' and effctently. 

1\ copy of the ASHP Guidelines on the phannacist s role In drug use evaluation is cn, I.
your infonnation. This definition, and these prindples, ar applicable to the ambul....." ..,
sctting with slight modification in language only. 

1426 Prince Srr.. . Alexandria. Virgnia 22314 . (703) 739.2330 
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March 8, 1990 
P:!ge Three 

In conclusion, the Inspector General's Repn outles In succct det the need for clinic:!l
pharmaceutical servces in the community envionment and the barers to their fullimplementation. MCP ",;11 consider caefll thos remmendations addressed to It and willjoin with other orgartions in pharacy to enure that the beeftS of ambulatory clinicalph3rmacy are made available to as broad a population 

of patientS possible. 
Sin 

Carl E. Trlnca, Ph.

Executive Director 

CET:jnc 

enclosures 
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