
PROFESSIONAL ORGANIZATIONS 

American Association of Colleges of Pharmacy, 
Alexandria, Virginia, U.S.A. 

INTRO 

The Janus Commission was established by, 1995-96, 
AACP President Mary-Anne Koda-Kimble to scan the 
healthcare environment and to identify, analyze, and 
predict those changes within the environment likely to 
profoundly influence pharmacy practice, pharmaceutical 
education, and research, and to alert the academy to both 
threats and opportunities that such environmental changes 
present. The Commission took its name from the Roman 
god Janus, which had one head with two faces capable of 
looking in opposite directions at the same time. 

The Commission chose to define “the environment” as 
encompassing the healthcare delivery system, health 
professions education, the academic health center and 
research enterprise, and the related social, economic, and 
political forces which impact these three areas. It has did so 
by recognizing that this did not constitute the entire en- 
vironment which could be considered in such a discussion. 

The Commission convened via face-to-face meetings 
and conference calls throughout 1996 and 1997 and exten- 
sively discussed several issues. Throughout its delibe- 
rations, the Commission was drawn repeatedly to the 
pervasive influence of a changing, more intensively integ- 
rated and managed healthcare system on both pharmaceu- 
tical education and pharmacy practice. This fundamental 
change in healthcare was the primary influence in the 
Commission’s thinking and recommendations. 

MIS 

The Commission believes that a revised model for phar- 
maceutical education is needed to meet the challenges 
presented by the changing healthcare system. In particu- 

lar, schools and colleges of pharmacy must become true 
“activists” in healthcare policy, services delivery, and 
research in order to effectively achieve their missions in 
professional education. Employing the analogy of the 
pharmaceutical industry, the Commission suggests the 
following fundamental areas of emphasis for schools 
and colleges: 

The need for enhanced research and development 
activities related to the provision of, compensation for, 
and outcomes of pharmaceutical care. 
Sustained curricular reform efforts that ensure suc- 
cessful “manufacturing” of competent and caring 
pharmaceutical care providers. 
Aggressive “marketing” programs, working in col- 
laboration with the profession of pharmacy, that 
promote the delivery of pharmaceutical care and foster 
enhanced practiceteducation partnerships. 
Enhanced interaction with the “product” of profes- 
sional education programs-the pharmacist-to en- 
sure that graduates can and will continue to provide 
effective clinical, humanistic, and economic outcomes 
in the course of their professional careers. 

Finally drawing upon the previous works of the Pew 
Health Professions Commission and the AACP Commis- 
sion to Implement Change in Pharmaceutical Education, 
the Janus Commission believes that fundamental actions 
must be taken immediately within the academy to ensure 
the future success of our professional programs and 
graduates within the evolving healthcare system. Among 
these are: 

Completion of the evolution of the “values system” 
of pharmaceutical education toward producing grad- 
uates who are patient-centered providers of phar- 
maceutical care. 

* Active involvement by administrators and faculty of 
colleges and schools of pharmacy in healthcare sys- 
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tem decision making, policy determinations, and re- 
search activities. 
Creation by colleges and schools of action-oriented 
business plans that result in effective partnerships with 
practice organizations and healthcare delivery systems. 

a 

The Commission encourages a thorough and critical 
reading of its report and looks forward to a very healthy, 
lively, and productive dialogue within the Academy. 

Robert H. Hunter 
Merck & Company, West Point, Pennsylvania 

Robert A. Kerr 
University of Maryland, Baltimore, Maryland 

Helene L. Lipton 
University of California, San Francisco, California 

John W. Muuger 
University of Utah, Salt Lake City, Utah 

Jan ion 
Victoria F. Koche 

Creighton University, Omaha, Nebraska 

J .  Lyle Bootinun (Chair) 
University of Arizona, Tucson, Arizona 



PROFESSIONAL ORGANIZATIONS 
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Kathryn T. Andrusko-Furphy 
Atascadero, California, U.S.A. 

The Joint Commission on Accreditation of Healthcare 
Organizations (JCAHO) is a private, voluntary, not-for- 
profit organization that serves as a gatekeeper for health 
care quality and safety. Currently, more than 19,000 
health care organizations in the United States and many 
other countries are JCAHO accredited."] Since its earliest 
inceptions almost SO years ago, JCAHO has striven to 
establish health care standards and performance mea- 
sures. The mission of JCAHO is to continuously improve 
the safety and quality of care provided to the public 
through the provision of health care accreditation and 
related services that support performance improvement in 
health care organizations. 

The organization takes its origins from a peer-to-peer- 
based practice starting first in the early 1900s with the 
American College of Surgeons, which established min- 
imum hospital standards. The majority of early hospitals 
participating could not pass even these minimum stand- 
ards. Ernest Codman, MD, is credited as the father of 
JCAHO. He proposed the end-result system of hospital 
standardization. Under this system, a hospital would track 
every patient long enough to determine whether the treat- 
ment was effective. If not effective, a determination would 
be made as to why not. 

In 1951, the American College of Surgeons were 
joined by the American College of Physicians, the Ame- 
rican Hospital Association, the American Medical Asso- 
ciation, and the Canadian Medical Association to create 
JCAHO as it is known today. The Canadian Medical As- 
sociation has since withdrawn from JCAHO;"] however, 
they continue a process similiar to the current JCAHO. 
The governing body is made up of 28 members with a 
diverse background in health care, business, and public 
policy. Members include nurses. physicians, consumers, 

medical directors, administrators, providers, employers, 
labor representation, health plan leaders, quality experts, 
ethicists, health insurance administrators, and educators. 
Their role is to provide policy and leadership oversight. 

Currently, JCAHO accredits the following types of 
organizations: 

General, psychiatric, children's, and rehabilitation 
hospitals. 
Health care networks, including health plans, inte- 
grated delivery networks, and preferred provider 
organizations. 
Home care, including infusion, home health, hos- 
pice, personal care and support, and home medical 
equipment. 
Nursing homes and long-term care, including long- 
term care pharmacies. 
Assisted living. 
Behavioral health, including mental health, chemical 
dependence, mental retardation, and foster care. 
Ambulatory care, including outpatient surgery centers, 
rehabilitation centers, infusion centers, group prac- 
tices, and specialty centers, such as birthing centers, 
endoscopic centers, and pain centers. 
Clinical laboratories. 

ACCREDITATION STATUS 

Even though the accreditation process is voluntary, much 
emphasis is placed by health care organizations to suc- 
cessfully achieve accreditation status. Hospitals who re- 
ceive federal funding from the Centers for Medicare and 
Medicaid Services, in particular, must adhere to the ri- 
gorous preparation and survey process. Because 80% of 
the approximate SO00 hospitals or health care systems 
receive federal funding, the JCAHO accreditation process, 
although voluntary, takes on a lot more meaning if the 
organization wants to continue to receive federal funds. 
The Social Security Amendment passed in 1965 granted 
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hospitals deemed status in the 1960s if they were JCAHO 
accredited. Organizations who were JCAHO accredited 
were deemed compliant with the Medicare Conditions of 
Participation for hospitals. Consequently, today the ma- 
jority of hospital systems must participate in the JCAHO 
accreditation process and adhere to its standards. 

The long-term care (LTC) accreditation process is 
actually the second oldest JCAHO program and has been 
accrediting LTCs since 1966."] More than 2800 orga- 
nizations participate in this program. However, unlike 
hospitals, it has not received deemed status to date. Con- 
sequently, many skilled nursing home facilities continue 
to not opt for JCAHO accreditation to the same level as 
hospitals. Instead, they adhere to state licensing require- 
ments alone. In the late 1990s, a resurged interest in the 
LTC accreditation process occurred precipitated by man- 
aged care's interest in JCAHO accreditation. Many man- 
aged care organizations were requiring JCAHO accred- 
itation to service their patient population and LTC beds. 
However, the advent of the Prospective Payment System 
(PPS) in 1999, fueled by the balanced Budget Act of 
1996, has more recently left a mixed signal as to the value 
and cost of being JCAHO accredited. 

The home care accreditation program"] is one of the 
more diverse processes. The reasons for the 6400 orga- 
nizations to participate in accreditation are actually four 
separate and distinct submarkets: home infusion pharma- 
ceuticals; home medical equipment; home health, per- 
sonal care, and support; and hospice. Collectively, these 
entities are often referred to as alternate site. That is, 
alternate to hospitalization. First, the home infusion or 
home intravenous (IV) segment. As an organized form of 
health care delivery, home infusion has only been in use 
since the early 1980s. Early patients requiring home in- 
fusion services were generally those with chronic disease 
in which lifetime hospitalization was not an option (e.g., 
short gut syndrome requiring parenteral or enteral nu- 
trition, hemophiliacs requiring factor VIII). The changes 
in the Medicare reimbursement structure or diagnosis- 
related groups (DRGs) in the mid-1980s had only an in- 
direct impact on the growth in patients serviced in the 
home care setting because Medicare does not pay for 
prescription medications, including most IV medications 
in the outpatient or ambulatory setting. Mainly, the 
growth in home infusion occurred due to the financial 
pressures of managed care influences to release patients 
more quickly from the hospital when therapies were 
considered safe, yet required prolonged use of IV medi- 
cations. For example, the use of IV antibiotics for the 
treatment of such conditions as osteomyelitis and other 
soft-tissue infections, such as cellulitis or status post- 
surgical infections. The human immunodeficiency syn- 

drome epidemic of the late 1980s and early 1990s also 
fueled the growth in the home infusion industry. How- 
ever, this industry's interest in the home care accredita- 
tion program that started in 1998 stemmed more from 
competitive marketing reasons and financial reasons more 
from the pressures of managed care and other third-party 
payers instead of federal funding. About this time, 
JCAHO changed its name from the Joint Commission 
on Hospital Accreditation to the Joint Commission on 
Healthcare Organizations, thus acknowledging the chang- 
ing shape of health care delivery. 

The home health agency or skilled visiting nurse com- 
ponent of home care also has diverse reasons to seek 
JCAHO accreditation. JCAHO received deemed status in 
1993 for its Medicare-certified organizations. However, 
non-Medicare agencies also exist across the United States. 
In fact, not all states require agency licensing. However, 
the movement in the last decade has been for states to 
require agencies to be licensed. More often, similar mar- 
keting and financial motives to attract third-party payers 
have also fueled the motivation for non-Medicare home 
health agencies to seek JCAHO accreditation. However, 
the Balanced Budget Act of 1996 has had profound 
effects on home health agencies and forced the closure 
and consolidation of agencies as PPS took effect on 
October 1, 2000. 

The hospice segment of home care usually has a 
federal funding component as well. JCAHO just received 
deemed status in 1999."] Originally, JCAHO had a se- 
parate accreditation program for hospice; however, the 
hospice standards have been folded into the home care 
standards manual. 

Of this diverse segment of health care, home medical 
equipment (HME) is probably the most diverse group 
within this segment. Participants range from HME dealers 
with little to no clinical expertise providing ambulatory 
aids such as wheelchairs, walkers, and intense clinical 
services and equipment, such as clinical respiratory the- 
rapists providing oxygen, ventilators, and apnea monitors. 
Unlike hospitals and home health care that receive federal 
funds through Medicare part A benefits, HME receives 
federal payment through Medicare part B benefits. As of 
yet, deemed status or the requirement to be JCAHO 
accredited has not been a motivating factor for seeking 
accreditation in this market. However, there are some 
reports that it may be required in the future. Marketing 
and financial reasons from third-party payers and man- 
aged care predominantly have been the motivating force 
to voluntarily seek JCAHO accreditation. In addition, 
other healthcare organizations, such as hospitals and LTC 
facilities that are JCAHO accredited, require their vendors 
to be accredited. This exempts these HME organizations 
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from being included in the hospital, home health, or LTC 
organization's accreditation process. 

With the changes in health care delivery, ambulatory 
care is also a growing segment of accreditation. Current- 
ly, more than 1000 centers are accredited. These include 
ambulatory surgery centers, community health centers, 
group medical practices, Native American health clinics, 
and other specialty centers. In addition, they received 
deemed status in 1996.'31 

ACC R EDIT 

When not motivated to participate for involuntary reasons 
such as the withholding of federal funding, most health 
care organizations find the JCAHO accreditation process 
to be an investment into risk management. Organizations 
agree to be measured against national standards set by 
health care professionals. No longer is the accreditation 
process a set of minimum standards. Once the standards 
emphasis were structural in nature. Structural standards 
assumed that care should be good because the opportunity 
existed for such, such as the right physical plant or the 
right number of staff. In 1987, the Agenda for Change 
was launched. Its emphasis is based on actual organiza- 
tional performance and processes performed; that is, is the 
care provided actually safe and quality oriented? Orga- 
nizations during the last 10 years have had to show that 
the care provided is in fact efficacious, efficient, cost 
effective, and safe. JCAHQ has almost gone full circle 
with Dr. Codman's origin idea, except the current JCAHO 
process continues to be standards based, not just outcomes 
based. Organizations must show that access to care is 
timely, staff is oriented and competent, and sentinel 
events and complaints are incorporated into the organiza- 
tion's assessment processes. 

However, JCAHQ is also striving for a more con- 
tinuous and data-driven process. The precursor to their 
ORYX Initiative or outcomes performance measurement 
was the IMS system first launched in 19Wt4] In 1998, 
hospitals and LTC facilities began to participate in the 
collection of outcomes data via select clinical measures 
and began to submit that data to JCAHO for analysis. 
Home care has followed suit in the year 2000. How- 
ever, as of this writing, JCAHO is looking to modify its 

home care requirements for collecting outcomes data 
for ORYX. 

The goal of the JCAHO accreditation process is that 
it will continue to be standards driven with an increased 
emphasis on continuous data. In the last few years, the 
JCAHO accreditation process-in particular, for hospi- 
tals-has been challenged. Payers continue to challenge 
the value of the accreditation process cost versus qual- 
ity. As health care organizations continue to evolve, 
change, and consolidate, so must JCAHO evolve, change, 
and consolidate. 

In 1999, the Board of Commissions established an 
Oversight Task Force for the Accreditation Process Im- 
provement (API) Initiative. The purpose is to oversee the 
continuous improvement in the accreditation process."] 
The resulting changes are intended to enhance the eva- 
luation of critical patient safety and patient care functions 
and to achieve an accreditation process that remains con- 
sultative and focused on performance improvement. A 
white paper was published outlining a future operational 
model that will continue to build and expand on tech- 
nology, performance data, presurvey self-assessments, a 
fully automated interface with JCAHO, increased sur- 
veyor development, and a more continuous accreditation 
process. Instead of a once every 3 years site visit, two 
18-month site visits would occur that evaluate select 
standards. In addition, since health care entities are so 
diverse, there is a desire to create a model that is more 
data driven, less predictable, and more customized to an 
individual organization. 

www.jcaho.org. 
1999-2000 Comprehensive Accreditation Manual for 
Home Care. Joint Commission on Accreditation of Health- 
care Organizations. One Renaissance Boulevard Oakbrook 
Terrace, Illinois 601 8 1. 
2000-2001 Comprehensive Accreditation Manual for 
Ambulatory Care. Joint Commission on Accreditation of 
Healthcare Organizations. One Renaissance Boulevard 
Oakbrook Terrace, Illinois 601 8 1. 
ORYX: The Next Evolution in Accreditation. Joint Com- 
mission on Accreditation of Healthcare Organizations. One 
Renaissance Boulevard Oakbrook Terrace, Illinois 601 8 1. 
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Kansas City, Missouri, U.S.A. 

Because of the diversity of practice locales and specialties 
found within pharmacy, there is no one professional 
association of which all pharmacists are members. The 
existence of multiple professional associations, each with 
its own unique focus, is an effective way to meet many of 
the professional needs of a highly differentiated prac- 
titioner population. However, it is important that these 
organizations have a means to collaborate effectively on 
major professional, regulatory, and legislative issues that 
confront pharmacy. The Joint Commission of Pharmacy 
Practitioners (JCPP) fulfills this need. 

The JCPP was established in 1977 and serves as a 
discussion forum on matters of common interest and 
concern to the profession. As a discussion forum, JCPP 
facilitates effective representation of pharmacists on 
professional, educational, legislative, and regulatory 
issues. Although JCPP has no intrinsic authority to speak 
on behalf of its member organizations, discussions within 
the JCPP forum have identified many areas of agreement 
and have allowed participating organizations to adopt 
identical positions on a variety of professional issues. The 
significance of this is found in the fact that, collectively, 
the member organizations of JCPP represent virtually all 
pharmacy practitioners in all practice environments. 

The membership of JCPP is not composed of individual 
pharmacists. Instead, JCPP’s membership is composed of 
national pharmacy organizations who themselves repres- 
ent either individual pharmacists or entities critical in 
some way to the practice of pharmacy (e.g., schools of 

pharmacy, state boards of pharmacy). The member or- 
ganizations of JCPP are as follows: 

Academy of Managed Care Pharmacy (AMCPJ 
100 N. Pitt Street, Suite 400, Alexandria, Virginia 
22314; Phone: (703) 683-8416; Fax: (703) 683- 
8417; Judith A. Cahill, Executive Director. 

American Association of Colleges of Pharmacy 

1426 Prince Street, Alexandria, Virginia 223 14; 
Phone: (703) 739-2330; Fax: (703) 836-8982; 
Lucinda L. Maine, Executive Vice-president. 

( U C P )  

American College of Apothecaries (ACA) 
2830 Summer Oaks Drive, Bartlett, Tennessee 
38134; Phone: (901) 383-8119; Fax: (901) 383- 
8882; D.C. Huffman, Jr., Executive Vice-president. 

American College of Clinical Pharmacy (ACCP) 
3101 Broadway, Suite 650, Kansas City, Missouri 
64111; Phone: (816) 531-2177; Fax: (816) 531- 
4990; Robert M. Elenbaas, Executive Director. 

American Council on Pharmaceutical Education 
(ACPE) 
20 N. Clark St., Suite 2500, Chicago, Illinois 60602; 
Phone: (312) 664-3575; Fax: (312) 664-4652; Peter 
H. Vlasses, Executive Director. 

American Pharmaceutical Association (APhA) 
2215 Constitution Avenue NW, Washington, DC 
20037; Phone: (202) 628-4410; Fax: (202) 429- 
6300; John A. Gans, Executive Vice-president. 

American Society of Consultant Pharmacists (ASCP) 
1321 Duke Street, Alexandria, Virginia 22314; 
Phone: (703) 739-1300; Fax: (703) 739-1321; R. 
Timothy Webster, Executive Director. 
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American Society qf Health-System Pharmacists 
(ASHP) 
7272 Wisconsin Avenue, Bethesda, Maryland 
20814; Phone: (301) 657-3000; Fax: (301) 652- 
8278; Henri R. Manasse, Executive Vice-President. 

National Association of Boards or Pharmacy (NAB?) 
700 Busse Highway, Park Ridge, Illinois 60068; 
Phone: (847) 698-6227; Fax: (847) 698-0124; 
Carmen A. CatiLone. Executive Director. 

National Community Phar?nucists Association (NCPA) 
205 Daingerfield Road, Alexandria, Virginia 223 14; 
Phone: (703) 683-8200; Fax: (703) 683-3619; 
Bruce Roberts. Executive Vice-president. 

National Council qf State Pharmacy Association 
Executives (NCSPAE) 
4041 Devlin Court, Tallahassee, Florida 32308; 
Phone: (850) 906-0779; Fax: (850) 893-1845; 
Steven E. Glass, Administrative Manager. 

JCPP meets four times each year, and those organizations 
whose membership is composed of individual pharmacy 
practitioners chair and host thc meeting on a rotational 
basis (Le., AMCP, ACA, ACCP, APhA, ASCP, ASHP, 
and NCPA). Participants in the quarterly mectings in- 
clude the chief elected officers and staff of the mem- 
ber organizations. 

Onc or more major topics for in-depth discussion are 
identified for each meeting. Thesc topics rcprescnt issues 
confronting the profession at that point in time where 
there is value in exchanging information or seeking 
collaboration among the member organizations. These 
discussions may result in a consensus position among all 

eleven organizations, or allow those organizations who 
share a common point of view to identify each other and 
work collaboratively. Over the years, JCPP has facili- 
tatcd collaboration among its member organizations on 
issucs dealing with pharmacy education, practitioner 
licensure, professional and technical manpowcr, federal 
lcgislation or regulations, and programs developed by 
pharmaceutical companies that dircctly impact on phar- 
macy practice. 

One initiative that is now organized and guided by 
JCPP is a series of strategic planning conferences for the 
profession-originally titled “Pharmacy in the twenty- 
first Century” (P-2 1). Although the first P-21 conference 
in 1984 was organizcd through other means,”’ JCPP was 
rcsponsible for the P-21 conferences held in 1989 that 
focused on “Opportunities and Rcsponsibilities in Phar- 
maceutical Care,” and in 1994 that dealt with “The 
Changing Healthcarc System: lmplications for Phar- 
maceutical Care.”‘z,” In 1999, with the immincnt dawn 
of the twenty-first century, the P-21 moniker was dropped, 
and the conference was titled “Re-engineering the 
Medication Use S y ~ t c r n . ’ ” ~ ~  

1. Pharmacy in the 21st Century. Planning for  un Uncertain 
Future; Be-lold, C., Halperin, J.A., Rinkley, H L ,  Ash- 
baugh, R.A., Eds.; American Association of Colleges of 
Pharmacy: Alexandria, Virginia, 1985. 

2. Proceedings. Conference on pharmacy in the 21st century. 
Am. J. Pharm. Educ. 1989, 53, 1S--7XS. 

3. Proceedings. Pharmacy in the 21st century. Thc third 
strategic planning confcrcncc for pharmacy practice. Am. 
Pharin. 1995, 1-5 1, Suppl. 
Proceedings. Re-enginecring the medication-use system: 
An interdisciplinary conference. Am. J .  Hosp. Pharm. 

4. 

2000, 57, 537-601. 
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Diane B. Crutchfiel 
Pharmacy Consulting Care, Knoxville, Tennessee, U.S.A. 

INTRODUCTlON 

The role of the clinical pharmacist in long-term care, 
also called a consultant pharmacist, continues to expand 
with the recognition of drug-related problems that af- 
fect the quality of life of seniors. In addition to the 
potential adverse outcomes associated with medication- 
related problems, the cost of these problems is stag- 
gering. In fact, the total annual direct medical cost of 
medication-related problems in nursing homes exceeds 
$7 billion."' 

Consultant pharmacists closely monitor each nursing 
home resident's medication regimen, monitoring for po- 
tential drug or disease interactions, dosing irregularities 
or side effects, and for medication use that may be con- 
sidered inappropriate for the geriatric resident. This re- 
view is multifaceted and takes into account the in- 
formation provided in the written medical record, as well 
as input from the staff, resident, and family. Various 
services are provided to the facility (Table 1). Inservice 
education programs are provided to the nursing staff 
and to family or resident meetings, if requested. Con- 
sultant pharmacists frequently participate on interdiscip- 
linary care plan teams that focus on individual resident 
needs, such as fall risk assessment, weight loss evalua- 
tions, or pain management programs. Through ongoing 
monitoring of quality assurance programs, the consul- 
tant assists the facility in providing quality improve- 
ment for better resident care and in meeting state and 
federal regulations. 

The success of consultant pharmacists' drug regimen 
reviews was reported in the Fleetwood study, which 
demonstrated that the reviews improved therapeutic 
outcomes by 43% and save as much as $3.6 billion 
annually in costs associated with medication-related 
problems.[21 

HISTORY 

The concept of consultant pharmacy was first born in the 
early 1970s with the formation of the American Society of 
Consultant Pharmacists (ASCP), which has since also 
become known as America's Senior Care Pharmacists. 
About the same time, the centers for Medicare and Med- 
icaid Services (formerly the Health Care Financing Ad- 
ministration) recognized the importance of medication 
management for the frail elderly in nursing homes, and in 
1974, required that all medications for Medicare residents 
of nursing homes be reviewed on a monthly basis. In 
1987, the requirement was amended so that all Medicare 
and Medicaid residents are required to have a monthly 
medication review by a pharmacist. In addition to the 
need for therapeutic drug monitoring, pharmacists recog- 
nized the need for unit dose packaging and specialized 
delivery services for nursing home residents in an effort to 
reduce medication errors and increase the efficiency of 
the systems.[31 

A pharmacy career in long-term care is typically as- 
sociated with the provision of consultant pharmacy ser- 
vices to nursing home facilities. More recently, however, 
the opportunities for pharmacists in this practice setting 
have 
tions 

expanded far beyond the role of providing medica- 
and medication reviews to only nursing homes. 

Table 1 Types of consultant pharmacist services 

e 

e 

* 
e 

* 
0 

e 

e 

0 

e 

e 

Drug regimen review 
Drug information 
Quality assurance programs 
Inservice education programs 
Therapeutic drug monitoring 
Patient counseling 
Pain management 
Interdisciplinary care planning 
Pharmaceutical care planning 
Pharmacokinetic dosing services 
Drug research programs 
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Table 2 Job settings for consultant pharmacists 

e 

e 

e 

e 

4 

4 

e 

e 

e 

e 

e 

e 

e 

e 

e 

e 

e 

Nursing facilities (skilledlintermediate care) 
Assisted living facilitieshoard and care homes 
Correctional institutions 
Hospitals (subacuteltransitional care) 
Home health agencies 
Industry 
Mental institutions 
Alcohol or drug rehabilitation centers 
Mental retardation facilities 
Community health centers 
Retail pharmacies 
Health maintenance organizations 
Hospice 
Retirement communities 
Adult day care 
Physician offices 
Ambulatory care centers 

(From Ref. [l].) 

Terms such as consultant pharmacist and senior care 
pharmacist are used interchangeably to describe the type 
of pharmacist, rather than focusing on the physical setting. 
In addition to providing services for 1.8 million residents 
in more than 16,000 nursing homes in the United States, 
consultant pharmacists also provide medications and 
medication reviews for jails and prisons, home health 
agencies. and assisted living facilities, among others 
(Table 2 ) .  

TRAINING AND 
CE RTI FIGATION REQUIREMENTS 

The usual training for a pharmacist in long-term care, or 
senior care, is a background or strong interest in providing 
care for the elderly. Beyond the pharmacy degree, there 
are now more than 800 certified geriatric pharmacists 
(CGPs) practicing in all areas of the world. The certifi- 
cation for recognition as a geriatric pharmacist first be- 
came available in 1997, and is administered by the Com- 
mission for Certification in Geriatric Pharmacy (CCGP). 
The CGP is not required for a career in long-term care 
pharmacy but is an asset for someone seeking a position in 
the field related to geriatric pharmacy. The CGP has 
demonstrated knowledge in the specific clinical areas that 
are required for the provision of consultant services to the 
elderly. In addition to educational training, the pharmacist 
must possess excellent verbal and written communication 
skills specific to the needs and considerations of the 
elderly. It is imperative to have the ability to work effec- 

tively with physicians, nurses. and other healthcare 
providers because the interdisciplinary approach is key 
to providing positive patient outcomes by improving the 
quality of life for residents in the variety of available long- 
term care settings. Postgraduate training programs, or 
short-term clinical rotations, are available in a variety of 
geriatric-related topics, including dementia, Alzheimer’s 
disease, geropsychiatry, and Parkinson’s disease, through 
the ASCP Research and Education Foundation. 

PROFESSIONAL OUTLOOK 

As mentioned previously, careers are not limited to those 
serving the elderly who reside in a nursing home. Some 
states require consultant pharmacist services in assisted 
living facilities. As the senior population continues to 
grow, so does the need for pharmacists trained specif- 
ically in the area of geriatrics. 

Within the job settings, consultant pharmacists may be 
self-employed or work for a provider pharmacy. Provider 
services typically include the operation and management 
of the medication distribution system and consultant 
services typically refer to the clinical services. Some 
consultants provide only the consulting services and 
others provide consulting services, in addition to dispens- 
ing the medications. 

Innovation has been the key word in the evolution of 
the practice of consultant practice in long-term care 
settings. Thus. it will continue to be a key to the future 
success of pharmacists willing to step out of the tra- 
ditional pharmacy practice settings and provide much 
needed services to the growing senior population. 
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When care is managed, health systems are accountable for 
providing high-quality clinical care, while balancing the 
economic factors, to deliver cost-efficient health out- 
comes."' The application of business practices to health 
care requires accountability for financial and clinical 
outcomes. Financial accountability is ensured by applying 
fixed reimbursement rates to the delivery of care and 
services. Reimbursement rates are set by the government 
[Centers for Medicare and Medicaid Services (CMS)], 
insurance companies, or health maintenance organizations 
(HMOs). Fixed reimbursement rates require that the 
delivery system or physician group provide care for their 
assigned patients at a set rate or premium. If the cost of 
managing assigned patients exceeds the reimbursement 
rate, the delivery system loses money. The system or 
group of physicians is at risk for, or capitated for, the 
management of their assigned patients. 

Accountability for clinical outcomes is negotiated by 
managed care organizations with independent practice 
associations and preferred provider organizations (PPOs) 
for a discounted fee for service. Physician providers ac- 
cept a discounted fee for services rendered and agree to 
abide by certain quality and utilization requirements in 
return for access to a defined membership group. Qua- 
lity standards for medical care have been established by 
the National Committee for Quality Assurance (NCQA), 
whose mission it is to improve health care in the United 
States by providing information about the quality of 
care and service delivered by managed health care sys- 

The Health Plan Employer Data and Information 
Set (HEDIS) measures focus on specific quality issues 
defined by NCQA and provides employers with stan- 
dardized performance measures to compare managed 
care organizations. Representative NCQA/HEDIS meas- 
ures include the use of appropriate medications in asth- 
ma, chlamydia screening in women, controlling high 
blood pressure, beta-blocker treatment post myocardial 
infarction. and antidepressant medication management. 
Employers evaluate plans based on these medical quality 
indicators, as well as effectiveness of care, use of ser- 

vices, cost of care, informed health care choices, and 
health plan stability. 

Managed care applies to a wide range of settings in- 
cluding HMOs, PPOs, integrated delivery systems (IDSs), 
physician hospital organizations (PHOs), and point-of- 
service plans. 

CAREER CHOICES AND SETTIN 

Managed care has penetrated most geographic areas with- 
in the United States and essentially all health care settings. 
As a result, career opportunities for clinical pharmacists 
are vast and diverse. While previously pharmacists inte- 
rested in managed care positions were limited to settings 
such as pharmacy benefit management (PBM) companies 
or insurance companies, career opportunities in managed 
care have expanded and are available in hospitals, clinics, 
and private practices in both urban and rural areas. 

Traditional managed care pharmacy roles were those 
that placed the pharmacist in the PBM or insurance com- 
pany setting to provide administrative, formulary man- 
agement, prescription claims management, and contract- 
ing services. With increasing managed care penetration, 
IDSs, physician practices, PPOs, PHOs, and HMOs are 
hiring pharmacists to provide clinical services involving 
both quality of care and utilization management func- 
tions. Representative pharmacy opportunities in managed 
care are outlined in Table 1. 

Managed care needs qualified clinical and financial 
pharmacy managers, grounded in solid business principles 
and clinical pharmacy skills. The doctor of pharmacy 
degree is strongly desired in pharmacists who graduated 
prior to 1995, and mandatory for recent graduates. De- 
pending on the position focus, advanced training in phar- 
macoeconomics or managed care as either a 1-year 
residency or 2-year fellowship is recommended. Doctor 
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Table 1 Clinical pharmacy careers in managed care 

Managed Care, Clinical Pharmacy Careers in 

Role Typical settingsa Typical functions Typical prerequisitesa 

Retail network manager 

Claims manager 

Account manager 

Quality initiatives manager 

Clinical specialist 

Datdpopulation manager 

Group practice pharmacist 

Formulary manager 

Manager of 
clinical initiatives 

Utilizatiodcase manager 

New business developer 

Contracting 

Call center pharmacist 

Home care pharmacist 

Outcomes researcher 

Drug information specialist 

Information technology/ 
database manager 

HMO 
PBM 

HMO 
PBM 

HMO 
PBM 
Drug company 
HMO 
PBM 
IDS 
HMO IDS 
PPO 
PHO 
PBM 
Drug company 
HMO 
PBM 
Employer 
PPO 
PHO IDS 
HMO 
HMO IDS 
PBM 

HMO 
PBM 
IDS 
Employer 
IDS 
HMO 
HMO 
PBM 
PBM 
HMO 
IDS 
PBM 
IDS 
HMO.com 
IDS 
HMO 

IDS 
HMO 
PBM 
IDS 
PBM 

IDS 
HMO 
PBM 

Contracting with retail pharmacies 
Audit and compliance functions 
Pharmacy reimbursement 
Processing prior authorizations 
Developing criteria for 
new drugs 
Managing each business ventures 
Tracking financial performance 
Marketing new programs 
Compliance programs for 
NCQA/HEDIS 
Coordinating data management 
Drug expert functions for providers, 
members, and formulary functions 

Pharmacy degree 
Retail experience 
Business background 
Pharmacy degree 
Managed care experience 

MBA 
Pharmacy degree 

PharmD 

PharmD Res 

Management and analysis 
of data for quality and 
cost-reduction initiatives 
Managing the group’s patient 
population and pharmacy costs 

Identifying new strategies to 
manage drug entries, formulary 
reviews, and process 
Design and implement cost-reduction 
and quality initiatives 

Manage high-risk populations 
as part of a team 
Identifies new client opportunities 
and develops business plans 
Contracts with drug companies, 
pharmacy providers, and/or physician’s 
providers for services and drugs 
Provide telepharmacy services 
to patients and providers 
Compliance programs 
Prepare, deliver, administer, and monitor 
intravenous and enteral nutrition or 
drug products to patients in their homes 
Measure the value of therapeutic 
interventions on the quality of life 

Research and develop answers to 
questions related to drugs and 
drug policy 
Integrate and manage database functions, 
informatics, and technology 

PharmD Res or Fel 
Pharmacoeconomics 

PharniD 

PharmD 

PharmD 

PharmD 

MBA 
Pharmacy degree 
Pharmacy degree 
MBA 

Pharmacy degree 

Pharmacy degree 

Pharmacy degree 
Fel 
PhD or PharmD 
Pharmacy degree 
Res 

Pharmacy degree 

(Continued) 
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Table 1 

Role Typical settingsa Typical functions Typical prerequisitesa 

Outpatient pharmacist IDS Counseling and dispensing medications Pharmacy degree 

Clinical pharmacy careers in managed care (Continued ) 

HMO Reinforce compliance and disease Res 
management programs 

Direct patient care IDS Conditioddisease-focused clinics PharmD Res 
PHO Board certification 
PPO 

aEmployer group, Employer; HMO, health maintenance organization; PPO, physician provider organization; PHO, physician hospital organization; IPA, 
independent practice association; IDS, integrated delivery system; PBM, pharmacy benefit manager organization; Res, residency training; Fel, fellowship 
training;.com, Internet commerce sites for medications 

of pharmacy students interested in a managed care career 
should pursue external rotations in progressive managed 
care settings. Experience with claims and benefit man- 
agement, formulary management, disease management, 
quality certification, and large relational databases is very 
important. Pharmacists interested in account management 
may benefit from formal training in business administra- 
tion and finance. Table 1 summarizes career opportunities 
that may require advanced training as a prerequisite. 

Desirable skills and knowledge are summarized in 
Table 2. In addition to academic training, managed care 
pharmacists are called to respond to a rapidly changing, 
often unstable financial and clinical environment. Indi- 
vidual behavioral characteristics that are helpful in these 
circumstances may include flexibility and ease of response 
to change, open-mindedness, ‘.pioneerism,” and respect 
for the sense of urgency surrounding health care business 
evolution. Many managed care organizations are willing to 
hire pharmacists with desirable behavioral and clinical 

Table 2 Desirable skills, knowledge, and behaviors of clinical 
pharmacists in managed care 

Problem-solving skills 
Exemplary oral and written communication skills 
Knowledge of population management and 
pharmacoeconomic principles 
Facility with large relational databases and 
information systems 
Business and financial expertise 
Comfort with the measurement science 
Solid clinical skills, knowledge, and behaviors 
A sense of urgency 
Comfort in rapidly changing, unstable environments 
Motivated by challenge 
Teamwork 
Interpersonal skills 

characteristics, realizing that knowledge related specif- 
ically to managed care practice can be acquired. Large 
organizations, whether managed care organizations, 
HMOs, IDSs, or PBM firms, are often willing to provide 
on-the-job training to advance pharmacists’ skills in man- 
aged care. However, prospective employers may pref- 
erentially select candidates with previous managed care 
experience, thus underscoring the importance of selecting 
elective rotations in managed care settings. 

GE 

Many opportunities exist for career growth in managed 
care practice settings, just as they do in other practice 
environments. New graduates can usually qualify for staff 
pharmacist careers in benefit design, clinical, data analyst, 
or case management positions. Advancement can follow 
experience at entry-level positions, with or without ad- 
vanced skills enhancement through external degrees or 
training programs. Much of the management of phar- 
macy benefits, irrespective of the site of practice, is 
science and can be learned didactically. However, a sig- 
nificant component of success in a managed care phar- 
macy career, like other pharmacy career paths, depends on 
facility with the art of the application of managed care 
skills, knowledge, and strategies-the so-called “craft’ ’ of 
the managed care pharmacist. The development of “craft’ ’ 
skills requires experience through application. which can 
only be learned during practice. Entry-level pharmacists 
may move on to clinical manager or team leader posi- 
tions, or transition into higher business or administra- 
tive positions. 

A parallel track is available within PBM companies 
for pharmacists with retail pharmacy experience. Phar- 
macy network management and contracting have be- 
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come important mechanisms for managing costs and 
enhancing revenue to health plans and PBMs. Retail 
pharmacy experience and business skills are desirable 
characteristics for pharmacists desiring advancement in 
the more traditional roles of pharmacists within managed 
care organizations. 

Board certification and other postgraduate credentials 
may be useful to individuals, depending on their practice 
setting. However, in general, these credentials have not 
attained widespread acceptance as prerequisites for ad- 
vancement within managed care organizations. The pau- 
city of qualified individuals to deliver exemplary phar- 
macotherapy services, while balancing business and 
financial prerequisites has led to a limited candidate pool 
for managed care pharmacy positions. Over time, as a 
greater number of pharmacists enter and advance in man- 
aged care clinical pharmacy careers, board certification, 
certificate programs, and association affiliations or recog- 
nition may become more important delineators of high- 
quality pharmacists. In the interim, it is more important 
that pharmacists gain experience in the field and determine 
their compatibility with a career in managed care. 

Managed care pharmacists are moving up the ranks 
within their organizations. In a survey conducted among 
200 managed care pharmacists in 1997, the five most 
frequent job titles were director of pharmacy, regional di- 
rector of pharmacy, pharmacy manager, vice president of 
pharmacy, and director of pharmaceutical divi~ion. '~ '  
Many clinical pharmacists report directly to vice presi- 
dents or chief executive officers within their organizations. 

IES OF CLINICAL ~HARMACY 
PRACTICE IN MANAGE 

Hospice 

Hospice services are often offered as part of an IDS or 
managed care organization. Typically, when patients and 
their families determine that end-of-life measures are 
indicated, they search for options to make the patient 
maximally comfortable, with appropriate care, and at an 
affordable cost. Hospice care can be offered as a pur- 
chased service or a covered benefit. In most cases, hos- 
pice care is capitated and must operate within a budget or 
lose money.[41 Pharmacists practicing in hospice settings 
may be called on to optimize rational pharmacotherapy 
and help to discontinue medications deemed no longer 
necessary for patient comfort. In this regard, the phar- 
macist and the rest of the patient's care team are man- 
aging care within a capitated limit. 

All-Inclusive Care for the 

There are several PACE programs across the United States 
that serve as day care and/or home care opportunities for 
elderly patients, referred to as participants.['] PACE pro- 
grams offer an alternative to nursing home placement, 
enabling frail elderly people to remain independent in their 
homes within the community. When elders enroll in a 
PACE program, their care becomes the responsibility of 
the program. PACE programs are funded through me- 
dicare and medicaid. The PACE program is responsible for 
provision of both drug therapy and medical care. Phar- 
macists can serve an important role in optimizing and 
simplifying drug therapy, at lowest cost. Given that many 
of the participants are seniors with multiple concurrent 
medications, careful individualization of dose is essential 
to minimize adverse events. 

Utilization Mana~ement 

Clinical pharmacists have been redeployed in ambulatory 
managed care settings to work with primary care providers 
to enhance both the quality and cost effectiveness of care 
delivered.[3361 They are highly integrated within the system 
of care delivery. Population management strategies are 
used to identify the high-cost or low-quality providers with 
the greatest need for pharmacy care management. Provider 
profiles are used to continuously provide feedback to phy- 
sicians, identifying cost-reduction and quality improve- 
ment opportunities. Clinical pharmacists can work with 
individual physicians or groups, such as a PPO or PHO, to 
ensure that the highest quality of care is provided within 
the capitation limits of the plan or group. Improvements in 
quality are accomplished through the pharmacists'' role in 
the development of clinical guidelines and pathways, 
while helping physicians understand the patients' ' phar- 
macy benefits. Pharmacists may also work with individual 
high-risk patients to streamline drug therapy, decrease 
cost, and improve patient medication safety. 

pecialt~ Clinics 

In managed care, it is often a small percentage of patients 
(approximately 20%) who are responsible for the majority 
of the cost (80%)-often referred to as the 80/20 rule. It 
has been shown to be cost effective to manage these high- 
risk patients in specialty clinics or programs. Disease 
management programs offer many patients with specific 
conditions, enhanced management strategies to improve 
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the likclihood that they will achieve desired therapeutic 
outcomes as outpaticnts. Managed care organizations 
typically offer diseasc management programs in diabetes, 
asthma, depression, and other conditions in which the 
quality of follow-up and intervention has been shown to 
vastly improve patient outcomes, such as anticoagulation. 
In addition, specialty clinics are an approach to improving 
the management of patients with specific disorders, such 
as asthma, hypertension, and dyslipidemia~.'~] Pharma- 
cists may provide individualized care or participate as 
team members for case management or disease manage- 
ment of high-risk patients. 

N 

There are numerous opportunities for clinical pharma- 
cists to contribute to high-quality patient care, business 
results, and drug benefit administration in a wide variety 
of managed carc settings. Pharmacists are no longer li- 
mited to a narrow range of managed care opportunities 
within PBMs. Managcd care settings offer intensity and 
challenge for clinical pharmacists with opportunity for 
upward mobility and career growth. 

I .  

2. 

3. 

4. 

5 .  

6. 

7 .  

Bhssenbach, H ; Penna, P Pharmdccutical Services in 
Managed Care In  The MunagPd Cure Hundhook, Kongst- 
vedt, P., Ed.; Aspen: Gaithersburg, 1996; 367-387. 
National Committee of Quality Assurance, www.ncqa.org 
(accessed Aug. 2000). 
Sardinha, C. Managed care pharmacists: Leading the way 
for a new millennium. J. Man Care Pharin. 1997, 3 (4), 

Virnig, B.A.; Persily, N.A.; Morgan. R.O.: DcVito, C.A. 
Do medicare HMOs and medicare FFS differ in thcir use 
of the medicarc hospice benefit'! Hospice J. 1999, 14 

Eng, C.; Pcdulla, J.: Eleazer, G.P.; McCann, R.: Fox, N. 
Program of all-inclusive care for the elderly (PACE): An 
innovative model of integrated geriatric care and finan- 
cing. J. Am. Geriatr. Soc. 1997, 45 (2), 223-232. 
Barreuther, A. Academic detailing to influence prescrib- 
ing. J. Man Care Pharm. 1997. 3 (6); 631-638. 
Alsuwaidan: S.;  Malone, D.C.; Rillups, S.J.; Carter. B.L. 
Characteristics of ambulatory care clini 
in Veterans Affairs Medical Centers. IMPROVE investi- 
gators. Impact of managed pharmaceutical care on re- 
source utilimtion and outcomcs in Veterans Affairs 
Medical Centers. Am. J. Health-Syst. Pharm. 1998, 55 
( l ) ,  68 -72. 

383-388. 

(1). 1-12. 



PROFESSIONAL DEVELOPMENT 

c 

Beverly L. Black 
American Society of Health-System Pharmacists, 
Bethesda, Maryland, U.S.A. 

Health system integration has been a dominant phenom- 
enon since the early 1980s, and the trend is likely to con- 
tinue. Understanding health system integration and its 
impact on pharmacy practice is challenging for many rea- 
sons, one of which is the continued rapid pace of change."] 

Responding to the challenges of system integration is 
also complicated by the various types of organizations that 
are characterized as integrated health systems. In broad 
terms, an integrated health system is one that brings to- 
gether hospital, medical, pharmaceutical, and other health 
services into a single organization and thereby offers the 
prospect of lower cost, an improved and more consistent 
quality of care, and greater marketing power. Managed 
care organizations (MCOs), such as health maintenance 
organizations (HMOs). preferred provider organizations 
(PPOs), and independent practice associations (IPAs), are 
considered integrated health systems because they man- 
age healthcare services for a defined population, even 
though they may not be fully vertically integrated.[*] 

Regardless of their size, structure, or service mix, 
integrated health systems have the same goal: to deliver 
high-quality care to a defined population at a competitive 
cost. If desired patient outcomes and standards of fiscal 
performance are to be achieved, pharmaceutical care must 
be delivered efficiently and consistently, and drug pro- 
ducts must be used appr~priately. '~] This is where the 
clinical pharmacist plays a crucial role. 

The growth of managed care in the United States has 
fostered new and innovative roles for pharmacists in this 
area, such as consulting, disease management, wellness 
program development, technology assessment, and out- 
comes research. The skills necessary for these roles 
include communication and mediation, assertiveness, as- 
similation of drug information, evaluation of clinical and 
economic data, and the ability to work in teams. De- 
monstrating and documenting the value of these roles will 
be essential to the future of the profession of pharmacy.[41 
As in many other areas of pharmacy, there is currently a 

tremendous demand for well-qualified clinical pharma- 
cists in managed care settings. 

0 P PO RTU N IT1 ES 

Gore Strengths of Pharmacy 

Managed care pharmacists have identified the following 
core strengths that pharmacists should have to enable them 
to thrive in a managed care setting. Pharmacists should: 

e 

e 

e 

e 

e 

e 

e 

e 

8 

e 

e 

b 

e 

Have an established reputation and competency as drug 
therapy experts. 
Have established skills in automation and computer 
technology. 
Have a demonstrated understanding of, and appre- 
ciation for, quantitative and qualitative information. 
Be committed to helping patients. 
Be accessible to patients. 
Be focused on drugs and knowledge related to 
medications. 
Be experienced in adapting skills for surviving in a 
changing healthcare environment. 
Possess a wealth of online information and databases. 
Possess a strong clinical knowledge base and training 
that can support case management. 
Be experienced in applying data to business 
applications. 
Have access to automated dispensing technologies, 
which have increased pharmacy's capacity to take on 
additional responsibilities. 
Have good organizational skills. 
Possess leadership skills and be passionate about 
furthering the success of the profession. 

Essential Skills 

The changing marketplace and different patient needs are 
creating innovative roles for pharmacists in integrated 
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health systems. However, unique skpus are necessary 
for effectiveness in managed care; some of these skills 
will require additional training and education. Also, a 
different attitude is essential; for example, pharmacists 
must be willing to take risks and accept new respons- 
ibilities-oaes that may be unlike those of a traditional 
position.[51 

There are certain skills that clinical and dispensing 
positions have in the managed care setting. These in- 
clude drug information knowledge, communication and 
mediation skills, assertiveness, and the abiIity to work 
in teams. 

Drug ~n~ormation knowledge 

The trends that are occumng in managed care are those 
of disease state management, outcomes, welhess pro- 
gram emphasis, technology, and pharmacoeconomics. 
The important role of the pharmacist with regard to drug 
information is to assimilate and combine information 
with other components for use in the decision-making 
processes. These include not only patient-specific de- 
cisions, but also formulary decisions, for the entire man- 
aged population. 

Pharmacists have the specific background to make the 
appropriate recommendations for product selection; how- 
ever, is no longer the product’s pharmacologic advantage 
over other medications the only factor in selection. Phar- 
macoeconomics and population characteristics, as well as 
many other factors, must be considered.[6’ 

Other essential skills for pharmacists in managed care 
include the following. 

Communication and mediation skills 

Understanding what other healthcare team members are 
looking for and communicating effectively is vital. As 
pharmacists increase their involvement in direct patient 
care, interacting with patients will require the ability to 
present information in terms that the patient will 
understand. With respect to being a mediator, the goals 
of cost containment must be clearly understood and 
accepted by all parties in order for success to be achieved; 
this responsibility often falls to the pharmacist. 

Assertiveness 

Healthcare and pharmacy are not exempt from market 
pressures, and pharmacists must accept the fact that, 
unless they assert their role and importance in the services 
that they offer, they may not be needed. 

Ability to work in teams 

The pharmacist must understand role definitions, develop 
empathy for other team members, and acquire the skills 
necessary to surpass expectations.‘ ‘I Team relationships 
are essentially balancing acts that can be upset easily if 
someone does not understand the practice philosophy or 
the role definitions within the team. 

Innovative positions 

Managed care systems offer innovative pharmacy practice 
positions in such areas as pharmacoeconomics, disease 
state management, outcomes research, wellness program 
management, and technology assessment. For individuals 
willing to expand their pharmacy practice aqd develop 
new skills, these positions can offer unique opportunities 
and growth. 

Care coordinators and clinic coordinators 

Some organizations have created interdisciplinary round- 
ing teams for inpatient care. The responsibility for 
coordinating the transition from hospital to ambulatory 
care is delegated to these teams. For example, pharmacists 
from the Hh.IO’s home N service attend rounds within the 
contract hospitals, focusing on monitoring drug therapy 
with respect to quality and cost effectiveness and fa- 
cilitating a smooth transition from hospital to home care. 

Many MCOs are using pharmacists to influence 
physician prescribing and to conduct clinics promoting 
appropriate use of pharmaceuticals. In addition, these 
pharmacists participate in direct patient care activities 
that relate to drug therapy, such as ordering and moni- 
toring laboratory tests and providing effective patient 
follow-up to ensure patient satisfaction and high-quality 
care. Many of the pharmacist-coordinated clinics pro- 
viding this patient care have been shown to improve pa- 
tient outcomes and satisfaction and to support the 
efficient provision of services from other members of 
the healthcare team.@’ 

Disease management and the patient 

Disease management has been defined as quantifying, 
tracking, and controlling the unique set of cost drivers in 
any disease and the interactions of these drivers over the 
course of the disease across all elements of the healthcare 
~ystem.~’l Studying the distribution and effects of me- 
dications in populations (pharmacoepidemiology), as well 
as the costs and comparisons of alternative courses of 
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therapy (pharmacoeconomics), helps determine where 
disease management can change practice the most.[lol 
These conditions are generally the most common, ex- 
pensive, and treatable (e.g., asthma, diabetes, peptic ulcer 
disease, depression, cardiovascular disease) and provide 
the greatest opportunity for economic savings when dis- 
ease management programs focus on them."'] 

Disease management requires that pharmacists add a 
number of skills to their professional role. These skills 
include managing information systems to collect and 
organize data, total quality management to improve pro- 
cesses, teamwork with patients and other professionals, 
budgeting to obtain compensation, teaching clinical care 
and appropriate drug use, and the ability to help move 
pharmacy from compartmentalized care to integrated 
care.[121 Most models of disease management use the 
pharmacist in a clinical role that goes beyond dispens- 
ing. Pharmacists are ideally qualified to participate in 
disease management because of their knowledge of 
drug therapy, communication, computer applications, 
and marketing, as well as sales, finance, and basic 
wellness issues. Pharmacists have a great opportunity in 
these situations, given their ability to communicate 
complex concepts in easily understood terms to help 
employee groups take advantage of disease manage- 
ment  option^."^] 

In the future, as healthcare systems make the transition 
from stage 1 (primarily fee for service) to stage 4 (pri- 
marily capitation), opportunities for disease management 
will in~rease ."~]  For many MCOs, shifting from for- 
mulary management to disease management will be a 
means of improving the overall quality of care, reducing 
costs, and expanding patient involvement in care.[151 De- 
cisions will not be based on individual components of 
care, such as the cost of drugs or other treatments; rather, 
a disease will be viewed in its entirety. As customized 
cost-management techniques are applied to each disease 
and patient, the pharmacist will assume a greater role in, 
and responsibility for, patient outcomes."61 

Managing health 

Wellness programs have been described as the commun- 
ity outreach component of disease management. These 
programs can link with disease management programs to 
provide follow-up support. 

Pharmacists are ideally positioned to play a major 
role in wellness programs. Combining their outstanding 
clinical skills acquired during formal education, intern- 
ships, externships, and work experiences with significant 
transferable skills, especially communication and inter- 
personal skills, makes pharmacists ideal candidates for 

counseling patients and producing the outcome of better 
overall healthcare at lower costs. Application of principles 
of disease prevention and management in individual or 
group counseling sessions can help patients learn how to 
care for themselves properly, thus reducing healthcare 
costs and improving their quality of life."'] 

In the future, wellness programs will most likely be 
a joint effort among payers, employers, patients, and 
providers. In these programs, pharmacists could serve 
as coordinators to ensure appropriate utilization of re- 
sources, effective communication, and optimal patient 
outcomes."'] 

Evaluating clinical and economic data 

The focus on disease state management and outcomes will 
require that data on a patient's drug therapy be accessible 
to both hospital and ambulatory care providers. The 
pharmacist can play an integral role in the coordination 
and dissemination of these data. For example, institutional 
pharmacists will need to establish communication links 
with pharmacy providers in other settings to ensure op- 
timal and seamless care."'] 

Pharmacists can provide a valuable service in evalu- 
ating the data resulting from treatments and helping 
patients make the most of their prescribed therapies.[201 A 
pharmacist could help select the appropriate formulary 
drug within a drug class and then teach the patient how to 
take the medication correctly. 

Pharmacists also have a role as pharmacoeconomic 
analysts in comparing medications. Sometimes the in- 
vestment in a more expensive medication reduces other 
costs to the HMO, but the data must be collected and 
tracked for these assumptions to be proved. To perform 
these analyses successfully, the pharmacist must be able 
to evaluate and interpret statistics and research articles. 
A sound understanding of pharmacoeconomic principles 
is also essential. 

As more information about a given treatment is re- 
ceived, the pharmacist must always be prepared to per- 
form the analysis again and incorporate the new in- 
formation. Depending on new research or changes in the 
HMO-covered population and its needs, the pharma- 
coeconomic evaluation may lead to different results at a 
later date. 

Because of the financial pressures to reduce health- 
care costs without compromising quality, the pharmacist 
must have the ability to apply basic quantitative skills to 
evaluate options and then to blend those results with 
qualitative information to make decisions and recom- 
mendations.[211 Pharmacists will have to work directly 
with prescribers, helping them interpret and use phar- 
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macy claims data to achieve the best patient outcomes. 
Having a basic understanding of business and knowing 
when to seek additional information are increasingly 
necessary to operate successfully within the managed 
care environment. 

Measuring outcomes 

Measuring outcomes shifts the emphasis from products to 
patient results, which could eliminate the need for for- 
mularies.[221 simply put, outcomes measurements evaluate 
systems and decide what works and what does not. 

Healthcare providers are increasingly relying on phar- 
macists to perform outcomes research and quality-of-life 
studies. Pharmacists can apply basic quantitative skills 
in evaluating options and combine the results with qual- 
itative information to make decisions and recommenda- 
tions. For disease state management programs, meas- 
uring outcomes can be the key to success.[231 

As health delivery systems move toward total managed 
care, the need for outcomes studies will increase.i241 
Issues to be addressed by outcomes research will include 
clinical efficacy of interventions, health-related quality of 
life, patient satisfaction. employee productivity, and re- 
source utilization. Pharmacists can either participate in or 
direct outcomes research. Outcomes studies may also be 
used to support a pharmacy position for interventions. 

Outcomes research must always be patient focused and 
useful for improving patient care. Many pharmacists 
already have the data to do their own outcomes research. 
Questions about appropriate prescribing and compliance 
can be answered by using pharmacy claims data. That 
information could be a tool in providing positive feedback 
to the patient, as well as to the prescriber. 

L PRACTICES IN 
MANAG~D CARE 

The American Society of Health-System Pharmacists 
(ASHP) and the Academy of Managed Care Pharmacists 
developed the Accreditation Standard and Learning 
Objectives for Residency Training in Managed Care 
Pharmacy Practice in 1997. This standard outlines spe- 
cific requirements and principles that managed care 
pharmacies should have in place for training residents. 
The relevant practice areas include direct patient care, 
drug information, population-based pharmaceutical care, 
business administration and management activities, and 
practice management. Regular accreditation surveys and 
visits ensure that each site maintains the practice stan- 

dards. The Managed Care Pharmacy Practice Standard 
can be found on the ASHP web site.[251 

In addition to the Accreditation Standard and Learning 
Objectives for Residency Training in Managed Care Phar- 
macy Practice, ASHP has published the following stand- 
ards and guidelines, which provide guidance on model 
clinical practices to managed care pharmacies. (Note: The 
citations provided are from the American Journal of 
Health-System Pharmacy, but each of these standards or 
guidelines can also be located on ASHP’s web site.[361) 

ASHP Guidelines on Pharmaceutical Services for Am- 
bulatory Patients. 
ASHP Guidelines: Minimum Standard for Pharmacies 

~271 in Institutions. 
ASHP Guidelines on a Standardized Method for Phar- 
maceutical Care. 
ASHP Guidelines for Obtaining Authorization for Do- 
cumenting Pharmaceutical Care in Patient Medical 
Records.[291 
ASHP Statement on the Pharmacist’s Responsibility 
for Distribution and Control of Drug Products.[301 
ASHP Statement on the Pharmacist’s Role with Re- 
spect to Drug Delivery Systems and Administration 
Devices. 
ASHP Technical Assistance Bulletin on Drug For- 
mularies. 
ASHP Technical Assistance Bulletin on the Evaluation 
of Drugs for  Formularies. 
ASHP Guidelines on Medication-Use Evaluation.[341 
ASHP Guidelines on Adverse Drug Reaction Monitor- 
ing and Reporting. 

[261 

[2Sl 

~311 

~321 

1331 

[351 

Other organizations that provide guidance on model 
clinical practices are those that measure pharmacy quality 
and utilization in the managed care area. The primary 
organizations are as follows: 

The Joint Commission on Accreditation of Healthcare 
Organizations (JCAH0)-JCAHO began providing ac- 
creditation services by focusing on hospitals; more 
recently, its services have been expanded to provide 
accreditation services for a wide continuum of healthcare 
providers. In fact, JCAHO shifted its accreditation focus 
toward a continuous quality improvement (CQI) process 
and incorporated outcomes measures into the standards. 
Information on JCAHO and its standards can be found at 
www.jcaho.org. 

The National Committee for Quality Assurance 
(NCQA)-NCQA was founded in 1979, in an effort to 
establish a comprehensive quality measurement process 
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for MCOs. The focus of the NCQA accreditation process 
is the effective implementation of a CQI process into the 
medical services provided by the managed care organ- 
ization. Information on NCQA and its standards can be 
found at www.ncqa.org. 

The Health Plan Employer Data and Information Set 
(HEDIS)-The HEDIS reporting system is a series of 
specific performance measures designed to provide 
healthcare consumers with the information they need to 
reliably compare MCOs. HEDIS measures are self-re- 
ported by participating MCOs on a quarterly basis. Infor- 
mation on HEDIS, which is a joint project with NCQA, 
can be found at www.ncqa.or~pages/progr~s~edis.  

~ef@ren~e§  to Publishe~ 

References to published materials documenting the be- 
nefit of pharmacists in managed care settings include the 
following: 

Mistry SK. Helping primary care providers with 
appropriate, cost-effective prescribing. Am J Health- 
Syst Pham. 2000; 57:1575. 
Knapp KK, Blalock SJ, O’MalIey CH. ASHP survey 
of ambulatory responsibilities of pharmacists in man- 
aged care and integrated health systems-1999. Am J 
Health-Syst Phaniz. 1999; 56243 1-43. 
Carroll NV. Formularies and therapeutic interchange: 
healthcare setting makes a difference. Am J Health- 
Syst Pham. 1999; 56467-72. 
Knowlton CH. Pharmaceutical care in 2000: engaging 
in a moral covenant in turbulent times. Am S Health- 
Syst Pham. 1998; 55:1477-82. 
Kay B, Crowling GH, Kershaw VI et al. Perspectives 
on pharmacy’s role in managed care. Am J Health-Syst 
Pham. 1998; 55:1482-8. 
Reeder CE, Kozma CM, O’Malley CH. ASHP survey 
of ambulatory care responsibilities of pharmacists in 
integrated healthcare systems-1997. Am J Health- 
Syst Pham. 1998; 55:35-43. 
Hawkins PR. Pharmacist as health education coor- 
dinator. Am J Health-Syst Pharm. 1997; 54:1497-9. 
Hepler CD. Where is the evidence for formulary ef- 
fectiveness? [Letter] Am J Health-Syst Pham. 1997; 
54:95. 
Additional citations validating the benefits of clinical 
pharmacists’ participation in managed care are listed 
in the Bibliography. 

Professional ~etworking ~ ~ p o ~ u n i t i e s  

There are many professional networking opportunities for 
clinical pharmacists who practice in the managed care 

setting. Some of the more prominent organizations 
include the following: 

The American Society of Health-System Pharmacists 
Center on Managed Care Pharmacy (www.ashp.org). 
The American Association of Health Plans (www.aahp. 

The American Medical Informatics Association 
(www.amia.org). 
The American Telemedicine Association (www. 
atmeda.org). 
The Academy of Managed Care Pharmacy (www. 
amcp.org). 
The National Business Coalition on Hedth (www. 
nbchorg). 
SCRIPT (http://scriptproject.org). 
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I NTRODUCTION 

There are two major government supported healthcare 
programs in the United States today. They are completely 
different in structure, purpose, and financing. One is 
Medicaid, which is operated by the state governments with 
financial support from the federal government. This sup- 
port varies but is generally in the range of 53-80% of total 
expenditures, depending upon the state's per capita 
income. Medicaid is Title 19 of the Social Security laws 
and was enacted in 1965. It is intended for medically in- 
digent persons. Such low-income persons must pass a 
means test of income and wealth maximum criteria. In 
1998, about 40.6 million persons received benefits at an 
expense of $142 billion. Medicaid can be seen as a welfare 
program to replace the very different programs operated 
by states and counties before 1965, which had different 
eligibility criteria, benefit structures, and waitinglresiden- 
cy requirements impacting persons who moved residences. 
In essence, it standardized welfare programs."' 

Medicare, on the other hand, was established also in 
1965 to provide assistance for medical expenses for the 
aged and disabled. It is not a welfare program, but rather 
an insurance program, as beneficiaries have their pre- 
miums deducted from their monthly social security 
checks. All persons 65 years of age and above are eli- 
gible for hospital insurance (called Part A). Part B is a 
supplemental health insurance plan covering physician's 
and surgeon's fees, laboratory work, and other outpatient 
services. In 2000, 39.33 million persons were enrolled in 
Part A and 37.4 million of these were enrolled in Part B. 
This is an insurance program funded by enrollee pay- 
ments of about S50.00 per month. Part A is funded by a 
tax on incomes of all persons of 7.65%.12] Medicare is 
operated directly by the federal government through the 
Social Security Administration. 

The role of drugs and pharmaceutical services could not 
be any different. In Medicaid, every state program has an 
outpatient drug benefit that covers virtually all prescription 
and OTC drugs available in the United States. There are 
some differences among the states, which will be discussed 

later. However, there has never been an outpatient drug 
benefit in Medicare. It has been discussed, and legislative 
initiatives have been planned, but it has not been brought to 
fruition in the 35-year history of the program. Medicare 
covers drugs used while a patient is hospitalized. Estimates 
of the likely cost of such an outpatient program are 
massive, and there is controversy as to the need. 

MEDICARE: DESCRIPTION AND 
CONTACT POINTS 

Medicare is the health insurance program for  people 65 
years of age or older, certain younger individuals with 
disabilities, and citizens with End-Stage Renal Disease 
(permanent kidney failure with dialysis or a transplant. 
sometimes called ESRDJ. This program is administered by 
the Department of Health and Human Services through 
the Health Care Financing Administration (HCFA) of the 
United States federal government. 

* Contact with HCFA can be accomplished over the In- 
ternet at: http://www.hcfa.gov or http:l/www.medicare. 
gov. 
Via the telephone by calling: 1-800-Medicare (1-800- 
633-4227). 
Or by mailing the Medicare agency at: U.S. Depart- 
ment of Health and Human Services; Health Care 
Financing Administration; 7500 Security Boulevard; 
Baltimore, Maryland 21244- 1850. 

* 

* 

History 

The quest for universal healthcare in the United States 
started during the depths of the great depression in the 
1930s. President Franklin D. Roosevelt wanted it, how- 
ever, American medicine vehemently opposed it. From 
that point, the protagonists and antagonists have been 
fighting the battle. The goal appeared to be in reach nu- 
merous times during the last 70 years; however, an inci- 
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dent always came along to derail comprehensive reform. 
In 1965, the “Great Society” under President Lyndon B. 
Johnson moved forward with legislation providing a level 
of care for the elderly (Medicare). Medicaid was also en- 
acted at the same time to cover low-income aged, blind, 
and disabled individuals, and parents and their dependent 
children on welfare. Piecemeal health coverage for select 
populations was continuing, and comprehensive reform 
was thwarted. These two federally initiated health pro- 
posals did not include mandatory ambulatory drug cover- 
age. In 1988, the Medicare Catastrophic Act was signed 
into law by President Ronald W. Reagan and promptly 
vetoed by President George H. W. Bush before it could be 
implemented. This legislation would have provided a pre- 
scription drug benefit and a cap on patient liability. The 
law was rescinded, because high-income elderly felt they 
would pay more in premiums than they would receive in 
benefits. Dl 

The passage of the Omnibus Budget Reconciliation 
Act (OBRA) of 1990 provided poor seniors who qualified 
for Medicare and Medicaid a level of mandatory patient 
care provided by pharmacists in addition to 
prescription coverage. 

The 1990s witnessed the creation of optional non- 
federal prescription benefits for Medicare beneficiaries 
enrolled in Health Maintenance Organizations ( 
and in 1997, Medicare+Choice was established by Re- 
sident William J. Clinton which created numerous choices 
for recipients. The start of this millennium has witnessed 
the commitment of President George W. Bush to create a 
prescription benefit program for the elderly. This program 
could take several different paths. There could be com- 
prehensive Medicare reform with prescription coverage 
and pharmaceutical care becoming a mandatory or op- 
tional benefit. There could also be just a prescription be- 
nefit passed for categorically defined individuals. Another 
option could be a block grant program enabling states to 
receive federal funds. States could have the flexibility in 
choosing to establish a drug benefit or enhance pharma- 
ceutical coverage with existing voluntary plans. Failure 
of a political consensus among the President, Congress, 
the pharmaceutical industry, pharmacies, and patients 
could result in no additional prescription and pharma- 
ceutical care coverage for consumers, at least until the 
next presidential election in 2004. 

The basic Medicare insurance program, which provides 
benefits to consumers who are 65 or older, consists of 
two components. 

The hospital portion is “Part A.” It receives its name 
from the fact that it is “Part A” of Title XVIlT of the 

Social Security A C ~ . [ ~ ]   his section of the legislation 
covers inpatient hospitalization, critical access hospitals, 
skilled nursing facilities, hospice care, and limited home 
hea1th~are.I~’ Critical access hospitals are small facilities 
that provide limited outpatient care and inpatient services 
to individuals in rural areas. 

Most people pay for “Part A” during their working 
years. They therefore receive this insurance benefit 
automatically when the appropriate time comes. Em- 
ployees and employers each pay 1.45% tax on all wages 
and salaries. 

The medical portion is “Part B.” and it is included 
in the legislation as “Part B” of Title XVJU. It covers 
medical services including physician care, outpatient hos- 
pitalization senlices. and selected medical activities not 
covered in “Part A,” such as occupational and physical 
therapists. This section will pay for diabetic supplies when 
medically necessary. 

The cost to the Medicare patient changes each year. 
During the year 2001, it was $50.00 per month. This 
charge is deducted from the recipients’ monthly So- 
cial Security check before it is received. The premiums 
paid by participants represent 25% of the program’s cost. 
The remaining 75% is paid directly by a federal bud- 
get appropriation. 

Healthcare Cowe~a~e Optio 

Eligibility for Medicare enables individuals to select one 
of a myriad of choices for receiving care. 

The first Medicare health insurance is now called the 
“Original Medicare Plan.”[61 This is a fee-for-service 
plan. The provider charges a fee to the patient and or the 
government each time the service is provided. This 
arrangement is offered nationwide. 

The federal government has authorized supplemental 
insurance polices to aid in paying for services not covered 
in the Original Medicare Plan. Up to ten supplemental 
plans can be marketed by private insurance carriers. These 
plans must be labeled “Medicare Supplement Insurance.” 
There are high-cost and lower-cost policies. They differ in 
the scope of coverage, deductibles, and copayments. Se- 
veral of these optional programs have limited outpatient 
prescription coverage. In addition to these supplements 
that are also called Medigap policies, the standardized 
benefits may also be sold as “Medicare Select” policies. 
The Medicare Select benefits should be less expensive, 
because the freedom-of-choice to choose providers is 
limited to selected physicians and hospitals. Insurance 
carriers may not add or subtract benefits to the “ 
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Supplement Insurance" policies. The only variable 
allowed is the premium charged. 

Medicare + Choice 

In 1997, legislation was passed to aid in diminishing 
the growth of Medicare expenditures and provide more 
options to participants in the healthcare plans. This le- 
gislative modification to a section of the Social Securi- 
ty Act is popularly known as Medicare+C or Medi- 
care + Choice. These arrangements include the offering 
of managed care plans (health maintenance, provider 
sponsored, preferred provider, and point of service op- 
tion), private fee-for-service plans, and medical sav- 
ings accounts. 

THEPRESENTSTATUSOF 
DRUGCOVERAGE 

Pharmaceuticals are covered for patients who are admitted 
to hospitals for acute or chronic care. The law does not 
provide for ambulatory drug coverage. Managed care 
plans and some supplemental policies may offer a pre- 
scription benefit to its senior citizens. Medicare does not 
directly pay for this coverage. Some Internet pharmacies 
may attempt to lure unsuspecting patients to their sites 
with special Medicare prescription plans. It is imperative 
to recognize that the potential for scams on the elderly 
exists because of their tendency to be trusting.[71 

The issue of pharmacy benefits becomes more com- 
plicated and challenging to implement as each year passes. 
Medicare will provide coverage for diabetic supplies of 
glucose monitors, test strips, and lancets. Diabetic drugs 
are not covered. The present official status is even difficult 
for providing a simple answer to drug coverage. 

Generally, Original Medicare does not cover prescription 
drugs. However, Medicare does cover some drugs in cer- 
tain cases such as immunosuppressive drugs (for trans- 
plant patients) and oral anti-cancer drugs."] 

There are some Medicare Health Plans that cover 
prescription drugs. You can also check into getting a 
Medigap or supplemental insurance policy for prescrip- 
tion drug coverage. Medicaid may also help pay for 
prescription drugs for people who are eligible.['] 

Many former employers of retired workers provide a 
level of voluntary prescription benefits in addition to 
other retiree benefits. 

Presently, pharmacists cannot directly bill for provid- 
ing pharmaceutical services to patients. 

Extending Drug Coverage to All 
Medicare Beneficiaries 

Extending the Medicare benefit package to include a 
pharmaceutical care benefit could close a significant gap 
in program coverage. The issues revolve around drug 
costs and services. The various protagonists and antago- 
nists all recognize the cost will be substantial to the 
taxpayers and participants. [ lo] 

Recently, prescription drug spending has far surpassed 
growth in spending for other types of healthcare. The 
rising expenditures have had a significant impact on Me- 
dicare beneficiaries, employers who offer retiree health 
coverage, and on state governments providing drug co- 
verage to the elderly." 

The issues involved in providing drug and pharmaceut- 
ical care are numerous. They can be examined from the 
financial and patient care perspectives, and by using man- 
agement tools. 

Medicare participation 

Most beneficiaries use drugs. The distribution of the use 
of drugs is slanted toward patients with chronic conditions 
of diabetes, hypertension, and cardiovascular diseases. 
Adverse patient selection to participate is an important 
issue, because there is an uneven distribution of drug use, 
and patients must utilize medications over a long period 
of time. 

The financial conundrum. There are a myriad of 
choices for funding the prescription benefit. Costs could 
be financed as they are right now with "Part B" parti- 
cipation. Beneficiaries and the government contribute to 
the benefit. Workers and retirees enrolled in employer- 
sponsored heath plans will have to be taken into account. 
Beneficiaries who are on Medicaid will present issues that 
the state and federal governments will have to resolve. 
Recent drug benefit proposals for the low-income parti- 
cipants have indicated a strong preference for full or par- 
tial subsidies for the premium payments and cost sharing 
for the prescriptions and pharmaceutical services utilized. 

Drug benefit coverage 

Legislation involving medical and hospital care has 
always achieved a commitment to comprehensive care. 
This obligation has not been honored when it comes to 
providing drugs to patients. Employers and legislators 
have fashioned creative reasons to provide less than com- 
prehensive care. Since the past is considered prologue, 
drugs will have to be considered from the vantage point of 
false economy. 
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There are various ways to contain the drug benefit. The 
drug benefit could be restricted by placing a cap on the 
value of the benefits provided for a benefit period. 
Another restraint would be to provide drug coverage after 
a drug benefit deductible was exceeded or only provide 
the benefit for catastrophic situations. This type of action 
would save drug money; however, the overall costs for 
healthcare would probably increase. 

The pharmacy profession has recognized that the 
benefits to society greatly exceed the cost of the drugs. 
The benefits of the drugs and pharmacy care center 
around an improved quality of life, a decrease in overall 
healthcare expenditures, and an increased life span.[”] 

Administration of the drug benefit. Proposals being 
discussed utilize the private-sector model of the Phar- 
macy Benefit Manager (PBM). Some proposals utilize 
multiple PBMs for a geographic area, while others rely 
on a single PBM to manage the program. The issue of 
whether they will be merely a claims processor or have 
additional responsibilities is varied. The remaining pro- 
posals require government management of the drug be- 
nefit. The managerial control would occur at the federal 
or state level. 

Additional tools to manage the pharmacy benefit. 
Coordination of the Medicare benefit by implementing a 
multidisciplinary approach to patient care should produce 
a quality outcome for the beneficiary. From the pharmacy 
perspective, numerous issues should be addressed.[13] 
Some of the concerns include: 

Formulary coverage. A drug formulary is an instru- 
ment that contains safe, effective, and affordable 
medications designed to improve or maintain patient 
health. The breadth and depth of coverage and the 
ability to add drugs are imperative to maintaining a 
workable drug formulary. 

Pharmaceutical care and disease management. The 
collaborative efforts of the interdisciplinary team of 
pharmacists and other health professionals help to 
ensure patients are utilizing medications appropriately. 

Critical (clinical) pathways and drug step therapy. 
These concepts can be effectively used to create a sy- 
nergistic impact on improving the health of the elderly. 
Critical pathways are designed to provide continuity of 
care and decrease the fragmentation of services. Their 
use helps guide the patient and family through the ex- 
pected treatments and progress. It also increases the 
satisfaction of patients, families, health professionals, 
and the various payers for healthcare services. t141 
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Step therapy for the drug treatment of patients creates a 
‘‘road map” to be used with various medications in order 
to control the disease or medical condition. The initial step 
is usually the most common one used in this situation. 
More complex steps are not attempted to correct the pa- 
tient’s situation until the earlier steps have failed. 

Drug evaluation. Drug evaluation is an ongoing, syste- 
matic process designed to maintain the appropriate and 
effective use of medications. It involves the review of the 
physicians’ prescribing relationships, review of the phar- 
macists’ dispensing patterns, and patients’ use of medica- 
tions. This evaluation goes by several names in different 
healthcare  setting^."^' The names include DUR (drug uti- 
lization review), DUE (drug use review), and MUE (medi- 
cal use evaluation). 

Resource-Based Relative Value System 

Reimbursement for health services is extremely compli- 
cated. Providers want higher reimbursement, and payers 
desire to reduce, maintain, or limit increases paid each 
year. HCFA developed a methodology to deal with phys- 
ician reimbursement and allow for an increase in payments 
for physician services. It is a system based on approxi- 
mately 7500 relative value service codes. These codes are 
more complex than the approximate 450 Diagnosis Rela- 
ted Groups (DRG) used by hospitals in their Medicare 
reimbursement. In addition to the service codes, the for- 
mula has a relative value unit (RVU) for practice expen- 
ses and a separate one for malpractice insurance. Added to 
these components is a geographic practice cost index 
(GPCI) for each defined work service area. The GPCI is 
designed to take into account high- as well as low-cost 
practice expenses and physician services as compared to 
the national average for each constituent of the model. A 
conversion factor (CF) is also part of the model. This var- 
iable is designed to maintain fiscal budget neutrality in the 
event total payments exceed a certain monetary sum, de- 
termined by Congress, each year. The complexities in- 
volved can be understood more completely by checking 
out the designated HCFA web site.[’61 

The model used to compute physician payment can be 
expressed as: 

Physician Payment 
= [((RVU service activity x GPCI service activity) 

+ (RVU practice expense 
x GPCI practice expense) 
+ (RVU malpractice expense 
x GPCI malpractice expense)) x CF] 
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The physician payment model is not perfect; however, 
it represents a quantum leap forward compared to how 
pharmacy practitioners are reimbursed. The reimburse- 
ment in many Medicare+Choice plans, in most state 
Medicaid programs, and private PBM (third party) 
arrangements fails to recognize that the costs for pro- 
viding the pharmacy benefit changes at the practitioner 
level. PBMs only recognize that the pharmaceutical 
cost changes. 

Medicare represents a federal entitlement program for 
healthcare services that will continue to expand in 
coverage of beneficiaries and benefits provided. Providers 
will be continually challenged to maintain and increase 
productivity, while payers explore innovative ways to pay 
for services. A modification of the resource-based relative 
value scale could be utilized in this endeavor. The drug 
benefit is exceeding Congressional Budget Office esti- 
mates each year. Drug spending for beneficiaries is 
projected to be $1,500,000,000,000 over the time period 
2002-201 1 .  The House of Representatives Budget 
Resolution allocated $15?,000,0QO,~ for the drug be- 
nefit for the same peri~d."~'  The monetary difference is 
approximately seven times greater than the major political 
organizations have proposed. The gap between the es- 
timate and the budget amount will require one of several 
responses. Creative spin masters will have to explain the 
continued lack of drug coverage, or there will be a final 
recognition that drugs and pharmaceutical care represent a 
cost-effective mechanism to aid in controlling healthcare 
expenditures. "The key to an effective pharmaceutical 
benefit is management," (and) "a well-trained, well- 
equipped pharmacist is critically important to the smooth 
operation of a drug benefit."["' 

EDlCAl 

The 50 states, District of Columbia, Puerto Rico, Guam, 
and the Virgin Islands and other territories all have 
medical assistance (Medicaid) programs that vary some- 
what but are within federal guidelines. States qualify 
for federal reimbursement by agreeing to provide be- 
nefits to certain categories of needy persons who meet 
the requirements of the block grant for (TANF), tempo- 
rary assistance to needy families, and the subsequent aid 
to families with dependent children (AFDC) programs, 
and for blind and disabled persons receiving social secu- 
rity income. 

The program covers children under six years whose 
family income is no more than 133% of the federal 
poverty level definition, pregnant women up to 133% of 
the poverty level, some Medicare beneficiaries, and re- 
cipients of adoption assistance and foster care programs. 
Medicaid covers virtually all outpatient and inpatient 
health and rehabilitative services, home health, long-term 
care, dental, prosthetic, pharmacy, and optical services 
and goods. Pharmacy benefit rules state: 

Prescribed drugs are simple or compound substances or 
mixtures of substances prescribed for the cure, mitigation 
or prevention of disease, or for health maintenance, which 
are prescribed by a physician or other licensed prac- 
titioner of the healing arts within the scope of their 
professional practice, as defined and limited by Federal 
and State law (42 CFR 440.120). The drugs must be 
dispensed by licensed authorized practitioners on a 
written prescription that is recorded and maintained in 
the pharmacists or practitioners re~ords."~' 

While there are over 30 million beneficiaries enrolled 
in Medicaid, not all of these persons were recipients of 
services during any given year. Table 1 presents the utili- 
zation of various Medicaid services in fiscal year 1998. 

Reimbursement 

The Health Care Financing Administration (HCFA) 
establishes the policies that individual State Medicaid 
programs must adhere to. In the realm of prescription drug 
reimbursement, rules were established in 1987 for multi- 
source drugs. Upper payment limits based upon estimated 

Table 1 
in Ey 1998 

Utilizing number of individuals of Medicaid services 

Pharmaceuticals 
Physicians 
Hospital outpatient 
LabK-ra y 
EPSDT 
Clinic 
Dental 
Hospital inpatient 
Other practitioners 
Personal support services 
Family planning 
Nursing facility 
Home healthcare 
ICF-mentally retarded 

19,337,543 
18,554,746 
12,157,729 
9,380,689 
6,174,628 
5,285,415 
4,965,202 
4,408,162 
4,341,915 
3,108,432 
2,011,124 
1,645,728 
1,224,714 

126,490 

(From Ref. [ZO].) 
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acquisition costs (EAC) were established. For drugs cer- 
tified by the FDA as being interchangeable, if the pre- 
scriber writes on the face of the prescription: “brand 
necessary” or “medically necessary,” the patient can 
receive the branded product instead of the generic equi- 
valent product. For 1998, HCFA spent $13.52 trillion for 
19.3 million recipients which is about $700 per recipient 
that year. 

The top ten states in prescription expenditures for 1998 
(in descending order) were California, New York, Florida, 
Texas, Ohio, Illinois, Pennsylvania, Massachusetts, North 
Carolina, and New Jersey. The ten lowest expense states 
were Oklahoma, Arizona. Tennessee, Wyoming, North 
Dakota, South Dakota, Alaska, Nevada, Hawaii, and 
District of Columbia. For all states, drugs and related 
services consumed 9.5% of the total Medicaid budget. 
Because of this more than $13 trillion expenditure, in 
1990, Congress considered alternative means to reduce 
this expense. The result was a compromise where in 
exchange for Medicaid formularies to be open to all 
drugs, manufacturers agreed to agree to a rebate pro- 
gram with HCFA in the OBRA 1990 legislation. Re- 
bates were to be a minimum of 10% of that state’s pur- 
chases from a company. OBRA was amended in 1992, 
and today, manufacturers pay 15.1% of the average ma- 
nufacturer’s price back to the state for innovator (single- 
source) products, and 11% is returned for generic, multi- 
source products. [ 2  *I  

To give one a feeling for the quantities involved, the 
total rebate for 1998 was $2.5 billion. While all drugs 
should be available, state Medicaid agencies may restrict 
availability of certain drugs of limited value, regarding 
safety, effectiveness, or clinical outcome if the drug may 
be obtained through the prior approval procedure. Other 
drugs may be excluded completely if they are: 

0 For anorexia, weight gain, fertility, hair growth, cos- 
metic effect, smoking cessation, or symptomatic relief 
of cough or cold. 
Vitamins or minerals or OTC drugs (fluorides and 
prenatal vitamins excluded). 
Drugs requiring monitoring to be obtained from the 
manufacturer. 

0 

0 

* Barbiturates or benzodiazepines. 

A significant component of the Medicaid drug program 
is a Drug Utilization Review (DUR) activity, which is 
defined as a structured and continuing program that re- 
views, analyzes, and interprets patterns of drug usage in 
a given healthcare environment against predetermined 
standards. This is conducted for two purposes: to improve 
the quality of care and to assist in containing costs. OBRA 

requires that states provide prospective DUR and re- 
trospective DUR programs. The prospective DUR activity 
is performed at the time of dispensing.[221 

As is the case of an HMO patient presenting a card at 
the pharmacy, the Medicaid patient does the same thing. 
Each state decides whether it will have a patient co- 
payment, and if so, its amount. About 15 States have no 
copayment requirement, and the others charge between 50 
cents and $3.00 per prescription. 

The pharmacy is paid a dispensing fee that ranges 
between $3.00 and $5.50 per prescription, depending 
upon the state. The pharmacy is reimbursed the wholesale 
price of the drugs minus a discount, which is a percentage 
reduction from the “sticker” price (called AWP or 
average wholesale price) which is higher than the actual 
price paid by most pharmacies due to quantity discounts, 
direct purchases from manufacturers, and the taking ad- 
vantage of “deals.” The discount averages about 11 or 
12% of the average wholesale price. This brings the in- 
gredient reimbursement more in line with the actual price 
paid by the pharmacy. 

For an example, let us consider a drug where the AWP 
is $60.00. The patient paid $3.00, and the pharmacy will 
be reimbursed $60.00 less 12%, which equals $52.80 less 
the $3.00 patient copayment or $49.80 by that state 
Medicaid agency. In addition, the pharmacy will receive 
$4.00 as a dispensing fee. 

Because of budget problems in some states from time- 
to-time, limitations have been implemented on occasion. 
Some states have limited the number of prescriptions per 
month for limited periods or established caps on the value 
of the benefits. Usually, these have been lifted when the 
budget situation improved, especially because there is no 
evidence that such restrictions are cost-effective overall, 
and, in fact, there is considerable suspicion that patients 
might not get needed drugs, resulting in potentially mas- 
sive hospital or other costs. 

With such a huge price tag, HCFA administrators and 
legislators are always searching for means to reduce costs. 
Some relief has come from the prior authorization pro- 
gram as well as from a mandatory generic dispensing 
policy in many states, but additional savings are still 
desired. There has been discussion about placing reci- 
pients in managed care plans that are capitated and hav- 
ing the practitioners control utilization with actual incen- 
tives. Some states have asked for supplemental rebates 
that provide a discount well beyond the OBRA 1990 
dictated amount.[231 

Health economists continue to advocate greater em- 
phasis on prevention, screening, patient education, well- 
ness education with emphasis on nutrition, smoking, and 
alcohol use reduction, avoidance of substance abuse, and 



51s 

prenatal care as  examples of strategies to  reduce illness 
trauma and cost throughout life. Perhaps enrollmcnt in 
capitatcd managed care organizations can provide the 
environment and suitable incentives for greater cost  
savings in the future. 
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Pharmacists rely on medical communications to acquire 
the information needed to practice pharmacy, but they 
may not be familiar with the scope of medical commu- 
nications, much less the potential for an attractive career 
opportunity in this field. In fact, a popular guide to careers 
for pharmacists has only one paragraph on the subject.“] 
Medical communications refers to the written, audio- 
visual, or oral dissemination of medical information with 
a goal of informing audiences about health issues.‘2331 
These materials are prepared by medical communicators 
who are educated in the humanities or sciences, including 
pharmacy. This monograph describes job activities, work 
settings, and training and skills for medical communica- 
tors. Finally, this monograph explains how pharmacists 
can become medical communicators. 

METHODS 

To identify information on careers for pharmacists in 
medical communications, a database at Virginia Com- 
monwealth University, which includes MEDLINE and 
212 other databases, was searched. Because this search 
did not reveal many useful citations, the director of a 
biomedical writing program at a university that has an 
established school of pharmacy (Table 1) was inter- 
viewed, as were eight pharmacists who had at least 10 
years of experience in medical communications and who 
represented different work settings; the mean duration of 
experience was 15 years (range: 10-21 years). Approxi- 
mately 30 questions were developed, consent was ob- 
tained to record and quote the interviewees, telephone 
interviews were conducted in June 2000, and inter- 
viewees were invited to review the first draft. The in- 

formation in this chapter is based on these interviews, 
unless otherwise stated. 

Two additional interviews were conducted to obtain 
missing data. To supplement salary information, we 
contacted Beth Rhoads of Pharmaceutical Search Profes- 
sionals, Inc. (North Wales, FA). To determine where 
pharmacists find employment as medical communicators, 
membership data were collected from the American 
Medical Writers Association (AMWA). 

Medical communicators prepare many types of projects 
for health care professionals, consumers, regulatory 
agencies, and other audiences. To convey information to 
different target audiences, medical communicators use 
traditional media, such as books, journals, slides, and 
other newer media. such as compact discs and the Internet 
(Table 2). Most of these projects begin as written ma- 
nuscripts, but medical communicators perform other types 
of activities, such as editing, interviewing, and moderat- 
ing focus and other discussion groups. 

Writing or editing a manuscript for publication in 
medical journals is a popular type of project. A medical 
communicator can collaborate with clinical investigators 
to transform a clinical trial report into an original research 
article. Hamilton said, “Medical writing is perceived as a 
difficult task, so investigators are happy to delegate the 
work.” The medical communicator can identify refer- 
ences to be cited in the introduction and discussion, de- 
velop an outline, write the first draft, incorporate author’s 
changes, and style the manuscript for submission to the 
target journal. 

Additional examples of popular projects are preparing 
monographs and regulatory documents. A monograph de- 
scribes a topic, such as a drug or disease, for the purpose of 
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Table 1 Medical communicators interviewed in June 2000" 

Interviewee Title and affiliation 

Freelance setting 
Donna K. Curtis, PharmD 
Cindy W. Hamilton, PharmD 
John Russo, Jr., PharmD 

Freelance writer, Curtis Consulting & Communications 
Freelance writer, Hamilton HouseE Medical and Scientific Communications 
Freelance writer, Medical Communications Resources 

Medical communications or pharmaceutical company 
Karen M. Overstreet, EdD, MS, RPh 
Gary E. Pakes, PharmD 
Nancy C. Phillips, BS, RPh 

President, Meniscus Educational Institute, a division of Meniscus Limited 
Senior Medical Publications Scientist 11, Glaxo Wellcome, Inc. 
President, The Phillips Group 

Publisher, professional association, or both 
Eugene M. Sorkin, PharmD 
Cheryl A. Thompson, MA, RPh 

Associate Editor, The Annals of Pharmacotherpy. Harvey Whitney Books 
Editor. American Society of Health-System Pharmacists 

University 
Lili F. VClez, PhD 

Other 
Beth Rhoads, BS 

Director, Biomedical Writing Program, University of the Sciences in Philadelphia 

Recruiter, Pharmaceutical Search Professionals, Inc. 

"Some titles and affiliations have changed since the interviews were conducted 

providing continuing education o r  promoting a new drug. 
Regulatory documents are required for drug development; 
examples include clinical investigator brochures, clinical 
trial reports, new drug applications, and package inserts. 
With these projects, the medical communicator can re- 

search the literature, collaborate with other team members 
to analyze and interpret data, write an outline and then the 
first draft, edit it: and coordinate revisions. In the case of a 
monograph, the medical communicator can work with a 
graphic artist to design and produce a printed product. 

Table 2 Scope of medical communications 

Types of projects 
Abstracts Grant applications Policy writing for professional practice 
Bibliographies Journal articles Practice guidelines 
Book reviews Marketing and promotional material Product monographs 
Case histories and reports Medical letters Proposals for new business 
Clinical investigator brochures New drug applications Sales training 
Clinical trial reports Package inserts Study protocols 
Continuing education (CE) programs Patient education material 

Activities 
Critically evaluating the literature Moderating focus groups Writing 
Editing Researching 
Interviewing Reporting 

Media 
Audio 
Books and book chapters 
Compact discs 
Internet 

Journals 
Monographs 
Newsletters 
Newspaper articles 

Radio 
Slides 
Television 
Video 

(From interviews and Ref. [2].) 
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Table 3 Estimated annual income for pharmacists employed as medical communicators in different settings in June 2000 

Annual income ($) 

Employment setting Starting Maximum 

Contract research organization 45,000 - 65,000 85,000 - 90,000 
Freelance setting 50,000- 80,000” 90,000-200,000 + 
Medical communications company 55,000-70,000 100.000- 130,000 
Pharmaceutical company 55,000-70,000 100.000 + 
Publishing company 45,000 - 50,000 100.000 
Professional association Not available Not available 
University Not available Not available 

‘Based on hourly rate x 1000 billable houdyea r  
(From interviews and Ref. [3].) 

WHERE 
COMM Lb N ICATO ORK? 

Medical communicators work in many settings, such as 
pharmaceutical companies, medical communication com- 
panies, freelance situations, professional associations, 
publishing companies, and universities. Pharmacists can 
also work in these settings (Table 3), but the salaries are 
not always competitive with those in traditional pharmacy 
practice sites. One way to estimate where pharmacists 
work as medical communicators is to compare the pri- 
mary sections chosen by pharmacists who join AMWA 
with those chosen by the entire membership. The primary 
sections are pharmaceutical; freelance; editing/writing; 
public relations, advertising, and marketing (PRAM); and 
education. AMWA membership data confirm that phar- 
macists (n  = 137) choose the same primary sections as the 

entire membership (n  = 4637), but there are some dif- 
ferences in distribution (Fig. 1). For example, pharma- 
cists were most likely to choose the pharmaceutical 
section, whereas the entire membership was most likely 
to choose the editing/writing section. Unfortunately, our 
survey was not designed to determine the reasons for 
these differences, and only limited salary information 
was available for each setting. Additional limitations of 
our survey were small sample size and potential for over- 
lap between sections. Finally, our survey did not capture 
membership data for pharmacists who do not have the 
PharmD degree because this was the only relevant search- 
able term. 

Interviewees described advantages and disadvantages 
associated with their positions, some of which recurred 
in different work settings. For example, Pakes enjoys 
his position in international medical publications at a 

Pharmaceutical 

Freelance 

Education 

Not Stated 

Primary Section (YO of Members) 

Fig. 1 
(n  = 137) in July 2000. PRAM =public relations, advertising, and marketing. 

Primary section in American Medical Writers Association (AMWA) chosen by all members ( n  = 4637) and pharmacists 
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pharmaceutical company because it is intellectually 
challenging and, with the finished product, “there is 
something tangible.’ ’ Pharmaceutical companies offer 
opportunities for advancement and comprehensive be- 
nefits such as a retirement package; paid vacation, 
holidays, and sick leave; and medical and dental in- 
surance. Entry-level salaries can be higher than in 
some settings because pharmaceutical companies typ- 
ically require some experience. 

Medical communication companies prepare edu- 
cational, promotional, and regulatory materials, usually 
for pharmaceutical companies. Contract research organi- 
zations, which oversee clinical trials for pharmaceutical 
companies, may also prepare regulatory materials. 
Phillips said that her job at a medical communications 
company “allows me to work with some of the leading 
physicians and pharmacists in the world.” Overstreet 
added that her position allows her “the flexibility to do a 
variety of different things every day, and the opportunity 
to learn about new techniques and new therapies to 
supplement my pharmacy background.” Benefits vary 
depending on the size of the organization. There are 
opportunities for advancement to positions such as 
editorial director or even president, but Phillips lamented 
that she has less time to write now that she is president of 
her own company. 

Freelance was the second most popular AMWA 
section chosen by pharmacists. Advantages include 
working in a home office and being self-employed, in- 
dependent, and flexible. Russo explained, “As a free- 
lancer, I’m able to choose the projects that I’m interested 
in doing.” Curtis, Hamilton, and Russo agreed that free- 
lance writing has some disadvantages, especially regu- 
lating the workflow. Curtis explained, “Often you are 
juggling projects with very tight deadlines for multiple 
clients, and every client is important, so things can get 
really stressful.” The earnings potential for freelancers 
appears to be one of the highest in medical communica- 

tions, but this can be misleading because self-employed 
people must pay for their own equipment, benefits, and 
the part of social security that is otherwise paid by 
employers. In addition, freelancing can be very solitary 
because of minimal interaction with professional collea- 
gues and patients. 

Pharmacists who work at professional associations and 
publishing companies solicit manuscripts for journals, or- 
ganize the peer review process, and edit manuscripts. 
Pharmacists also write news, editorials, and monographs 
for their journals, newsletters, web sites, and other publi- 
cations. Thompson likes being an editor at a professional 
organization because her job encourages creativity, but 
she admitted that “being an editor is not a 40-hour a week 
job and sometimes I feel overwhelmed.” Salary informa- 
tion is not available for pharmacists who work in these 
settings, but Thompson said, “Medical communicators 
should expect lower wages from non-profit organizations 
like ASHP.” The benefits, however, are comparable to 
those offered by pharmaceutical companies, and there are 
opportunities for advancement. Sorkin said, “There is a 
trade-off and people just have to determine what works 
best for them.’ ’ 

WHAT TRAINING AND SKILLS 
ARENEEDED? 

The minimum training and skill requirements for a 
medical communicator are knowledge of medicine and 
ability to communicate. Hamilton explained, ‘‘By their 
training, pharmacists know and understand medicine and 
the drug development process.” Curtis added, “Having 
the clinical knowledge about drugs and therapeutic areas 
really helps to bring some expertise to the writing.” 
Another relevant aspect of pharmacy training is drug 
literature evaluation, because medical communicators 

Table 4 

Type of resource Examplea (Internet address) Comments on example 

Resources for pharmacists interested in learning about career options in medical communications 

Professional organization American Medical Writers Association Annual conference, regional meetings, 

Colleges and universities 
(www.amwa.org) workshops, networking 
University of the Sciences in Philadelphia Degree in biomedical writing, article on career 
(www,usip.edu/graduate/biomedical-writing.htm) opportunities (www.home.earthlink.net/-rhetrx/ 

bmw/) 
Practical experience Hamilton House Clerkship for pharmacy students, list of 

(www.hamiltonhouseva,com) recommended books 

”The examples were selected because they provide information available on the Internet, including links to other useful web sites. 
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are expected to research new therapeutic categories. 
It is also helpful to have good computer skills, inclu- 
ding familiarity with word processing and presenta- 
tion software. 

All but two of the interviewees agreed that good 
writers are trained, not born. Vtlez said, “A writer is 
simply someone who is willing to keep at it.” Pakes 
disagreed and said, “I don’t think that you can take just 
any old pharmacist and turn them into a writer. A person 
is either a writer or they’re not. What you do is you hone 
your skills and become a better writer.” 

Regardless of whether good writers are trained or born, 
good medical communicators must be organized, accu- 
rate, flexible, curious, self-motivated, disciplined, and 
able to meet deadlines. Good pharmacists also have many 
of these qualities. Hamilton explained, “Pharmacists are 
typically very well organized because we are trained to 
put the right medication into the right bottle and 
administer it at the right time. These skills are transferable 
to medical writing.” 

Another skill that is transferable from some pharmacy 
settings to medical communications is the ability to 
manage a business. This is especially important for the 
individual freelance writer who must balance the time 
required to manage the business with the time required to 
write and generate income. Russo said, “You need to 
have an appreciation and an understanding of marketing” 
to thrive in the freelance business. 

E 

There are many ways for pharmacists to obtain training 
and improve their communication skills (Table 4). Pro- 
fessional organizations offer workshops on writing and 
other relevant topics. For example, AMWA, an educa- 
tional organization that promotes advances in biomedical 
writing, offers a certificate for completing their core and 
advanced c~rricula.‘~] Workshops are available at the PO- 
pular annual meeting in late autumn, at regional meetings 
throughout the year, and through an onsite option. 
AMWA membership also provides credibility and a 
venue for networking, which can lead to writing assign- 
ments or even full-time employment. 

Colleges and universities offer courses and degrees 
in technical writing, journalism, and communications. 
The University of the Sciences in Philadelphia offers 
a master’s degree in biomedical writing, the only de- 
gree program of its kind in the United States. Ac- 
cording to VClez, about one-fourth of the students in the 
master’s program are pharmacists, and many other phar- 

macists take classes as nonmatriculating students or via 
the Internet. 

A degree in biomedical writing is not likely to become 
a prerequisite for a career in medical communications, 
according to the interviewees. VClez explained, ‘‘There is 
a lot of lost creativity and innovation when you force 
people to have a particular credential before they can 
participate in a certain field.” However, Vtlez continued, 

Traditional pharmacy education does not stress written 
communication abilities. This means pharmacists inter- 
ested in biomedical writing could probably benefit from 
additional coursework. Knowing why a text needs to be 
written in a particular way gives you more confidence and 
flexibility than only knowing what needs to be written. 

Practical experience is also available. Pharmaceutical 
companies, professional associations, and publishers 
offer residencies and fellowships in medical communica- 
tions or related areas, such as drug information. Schools 
of pharmacy offer clerkships for students under the 
direction of medical communicators. Finally, there is on- 
the-job training. Overstreet said, “PharmDs are a hot 
commodity right now, even without experience. Some 
employers are willing to accept a new PharmD graduate 
and train them themselves.’ ’ 

Interviewees offered advice for making the transi- 
tion from traditional pharmacy practice to medical com- 
munications. To learn how to differentiate between good 
and bad writing, pharmacists should read and critically 
evaluate the published literature. To gain insight about 
career opportunities, pharmacists can interview a medi- 
cal communicator[51 or search the Internet; some web 
~ i t e s ’ ~ ’ ~ ]  offer links to other useful sites. To develop a 
writing portfolio, pharmacists should write for publica- 
tion; an example of a popular target for new writers is a 
newsletter published by an institution or local profes- 
sional association. In fact, pharmacists can try medical 
writing on a part-time basis while maintaining a tradi- 
tional pharmacy career.12] Sorkin concluded, “If you’re 
interested in medical writing, you just have to get into it 
and do it. You won’t know how good you are and if you 
like it until you do it.” 

CONCLUSIONS 

Medical communications is an attractive career option for 
pharmacists because jobs are available and pharmacists 
are well suited for the work. Employment is attainable in 
many settings, some of which offer competitive salaries. 
Sorlun attributed the abundance of career opportunities to 
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the growing demand for medical information because 
medical communicators are the conduits for that informa- 
tion. For example, the Internet is creating a surge in the 
demand for direct-to-consumer access to complex med- 
ical issues. Thompson predicted, “There is going to be a 
greater nccd for people who can explain medical 
information to consumers.’ ’ 

Finally, pharmacists who work as medical commu- 
nicators generally like their jobs often because the work is 
intellectually challenging, and medical communications is 
a natural extension and application of the education and 
skills characteristic of pharmacists.12’ They have a great 
advantage compared with many other professionals who 
want to redirect their careers. As VClez explained, 
“Pharmacists don’t have to walk away from their years 
of specialized education. Pharmacists can bring that 
expertise right into their new lives as writers, and 
employers will love them for it!’’ 

Medical Communications, Clinical Pharmacy Careers in 

I .  

2. 

3. 

4. 

5. 

6.  

The f‘ffizer Guide: Phurmacy Cureer Opportunities; Mer- 
ritt Communications, Tnc.: Old Saybrook, Connecticut, 
1994. 
Price, K.O. Medical communications. Pharm. Stud. 1992, 
Dec. 13-15. 
VClez, L.F.; Bicknese, J.; Connelly, P.; Lantz, K.; Mac- 
Kay. P.; Snyder. A. Biomedical writing. http://www.home. 
carthlink.net/-rhetrx/bmw/ (accessed June 22, 2000). 
American Medical Writers Association Membership Dir- 
ectory; American Medical Writers Association: Rockville, 
Maryland. 2000. 
Barry, D.M. Six months out: The ongoing conversion of a 
bench scientist turned science writer. AMWA J. 2000, 15 

Hamilton, C.W. Resources for medical writers. http:// 
www. hamiltonhouseva.com (accessed September 28, 
2000). 

( 2 ) ,  22-25. 



PHARMACY PRACTICE ISSUES 

ic 

Deena Bernholtz-Goldman 
Fujisawa Healthcare, Inc., Deerfield, Illinois, U.S.A. 

Medical information departments in the pharmaceutical 
industry vary greatly from one company to another in 
size, scope, level of responsibility, and even placement in 
the company. Typically, these departments can be located 
under the umbrella of research and development, sales 
and marketing, or medical affairs. In a survey conducted 
by Ernst and Young,“] 75% of the industry’ s medical 
affairs and drug information departments report to clinical 
(or medical) groups versus sales and marketing. The 
group may also have several different names such as 
medical information, professional services, scientific 
information, or medical communications. For the pur- 
poses of this discussion, the designation medical informa- 
tion department is used. It is important to note that the 
group exists to support the company in its efforts to 
provide quality pharmaceutical products in respective 
therapeutic areas. 

Guidelines and Li 

The primary responsibility of any medical information 
department is the provision of product-specific informa- 
tion to healthcare professionals and/or consumers in 
response to specific inquiries. If a response to a question 
involves information outside the Food and Drug Admin- 
istration (FDA)-approved package insert/labeling, the 
information is considered to be “off label,” and several 
factors limit the way in which information is commu- 
nicated to the customer. 

The FDA guidance that addresses the dissemination, 
by pharmaceutical manufacturers, of information on drugs 
and devices exists in response to the issue of off-label 
information. This type of information can be provided to 
a caller from the medical information department; how- 
ever, it does not serve as a recommendation from the 
company. The FDA views the support of a medical infor- 
mation department as the exchange of scientific infor- 

mation among healthcare professionals and allows that 
information to be exchanged only in response to a spon- 
taneous request from a caller. In other words, by pro- 
viding information that the caller has not requested, pro- 
motion is assumed. The FDA Modernization Act of 1997 
states that a manufacturer can disseminate information in 
response to an unsolicited request from a healthcare 
practitioner.[21 A disclaimer that establishes that the data 
provided are to be used by the caller only for their scien- 
tific information is always stated either verbally or in 
writing, depending on which is applicable to the given 
situation. In contrast, sales representatives are not at li- 
berty to discuss off-label topics. 

The information disseminated must be scientifically 
balanced; however, it must also be “fair balanced.” This 
refers to the inclusion of negative as well as positive 
information. If the indications of a drug are being des- 
cribed, so too must the contraindications be described; 
if the efficacy is described, so too must the safety of 
the product. 

In general, a medical information staff member can 
answer an off-label question if the request is of a spon- 
taneous and unsolicited nature, if the response contains 
both scientific and fair balance, and if an appropriate 
disclaimer is included. Each company must interpret the 
FDA guidances and develop policies with respect to the 
details of how information is disseminated to healthcare 
professionals. The FDA does not provide any guidelines 
that delineate how to address consumer inquiries. Each 
company must again develop policies regarding the dis- 
semination of information to consumers. The majority of 
companies in the United States limit discussions with 
consumers, if any occur, to data contained in the pro- 
duct’s package insert (PI) or the patient package insert, 
if available. 

Drug lnformation Resources 

Package labeling 

In the realm of the pharmaceutical industry, the FDA- 
approved package insertllabeling is the document used 
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to answer questions with regards to company recom- 
mendations. The PI, as it is known in the United States, is 
a summary of the new drug application (NDA) provided 
to the FDA from the manufacturer for the approval of a 
new product. This summary reflects in-depth discussions 
between the FDA and the manufacturer, and generally 
represents certain compromises on the part of both parties. 
The information within the PI becomes the foundation for 
approved promotional materials and is used by healthcare 
professionals as general guidelines for the use of the 
product, although the entire wealth of information known 
about any given product is not included in the PI. The PI 
should be the first resource used to answer an inquiry. 
Even if additional off-label information on a specific topic 
is provided, the PI datdrecommendations should be 
described first. 

with healthcare professionals, the data must be easily 
retrieved, if required. 

Summary 

In summary, the development of a well-balanced reply 
to an inquiry involves the use of published materials in 
the same manner as that conducted in an academic or 
clinical setting. In an industry setting, PI information and 
unpublished data on file with the company are used. In 
addition, the information communicated must be sci- 
entifically accurate, balanced, supported by appropriate 
literature, and should not include the author’s edito- 
rial perspectives. 

MANAGING THE DAILY WORK FLOW 
Primary, secondary, and tertiary references 

Customer Base 
As in university or academic-based drug information 
centers, published literature used to develop an answer to 
a drug information inquiry can be divided into primary, 
secondary, and tertiary sources. Primary sources are the 
most desirable type of data to use and can be subdivided, 
depending on the type of data collected. Information 
gleaned from randomized, prospective, double-blind trials 
result in data more useful than just one case report on a 
given topic. Ideally, the most rigorous data available are 
used; however, case reports and abstracts may be the only 
available literature published. Peer-reviewed, well-res- 
pected journals should be used. 

Secondary resources such as pharmacopeias and re- 
ference texts can be used for very basic information, but 
the health professional customer usually has these types 
of resources available. Data described in a review article 
should be traced to their original reference if said data are 
to be used to answer a query. 

Tertiary references, such as textbooks, may be used for 
background information necessary to research a given 
topic such as a rare disease state. 

Data on file 

Manufacturers retain considerable data on file that are not 
found in the public literature. These data can include such 
information as extended stability studies, compatibility 
studies, drug safety reports, and comprehensive informa- 
tion in the NDA. The guidelines regarding dissemination 
of this data are subject to company policies and are ty- 
pically used when no published literature is available. If 
the data are used and referenced in any communications 

Medical information staff receive questions from a varied 
source of customers, including healthcare professionals 
practicing in clinical/academic settings employed by 
managed care organizations, pharmacy buying groups, 
and health maintenance organizations; and consumers. 
These callers are considered external customers. The mix 
of these calls will depend on the type of products manu- 
factured by the company. A company whose products are 
all prescription intravenous drugs will have more calls 
from health professionals, whereas a company where the 
majority of products are oral, over-the-counter (OTC) 
medications will receive more calls from the consumer 
market. In addition, the type of health professional calling 
depends on the types of products produced. 

The services of the medical information group are 
also used by “internal customers,” that is, other depart- 
ments within the pharmaceutical company. The group 
supports internal customers in the same fashion as ex- 
ternal ones. The communication with the field sales force 
is extremely important. It is imperative to impress upon 
sales representatives the limits of their ability to answer 
questions. Questions that include information outside the 
package insert should be referred to the medical infor- 
mation group. 

Volume and Type of Requests 

The numbers of questions received varies greatly based 
on several factors. Although companies with more prod- 
ucts usually receive more calls, they may also have more 
mature drugs in their catalog. Drugs that are further along 
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in the life cycle may generate less interest in the medical 
community and therefore fewer calls. Along similar lines, 
the type of inquiry depends on the type of product. 
Intravenous products used in an acute setting may 
generate questions of a clinical nature that require more 
in-depth research than that of a consumer call regarding 
an OTC product and its proper storage. 

The efficiency with which requests are handled reflects 
on the level of service that a medical information de- 
partment provides. The organization of the medical in- 
formation group depends on the size of the company 
and the department, as well as the number of products 
the department supports. The phone triage may begin 
with an administrative representative who can refer the 
call to the appropriate healthcare professional. In lar- 
ger groups, there may be a two-tiered system whereby a 
trained nonhealth care professional service representative 
may answer standard questions with scripted answers. If a 
question cannot be appropriately answered with the 
information available to them, the call is referred to the 
next tier of health care professionals, typically pharma- 
cists, nurses, or physicians. Calls may also be received via 
the Internet through a company’s web site, by fax, or by 
mail. Procedures for the efficient routing of these inquiries 
must also be in place. 

Third-party companies who specialize in the provision 
of medical information may also be used. This out- 
sourcing of responsibilities may be done in anticipation of 
a large increase in call volume (e.g., the launch of a new 
product) or may be used by companies who choose not to 
maintain a call center as part of the organization. In both 
cases, there are usually medical information staff em- 
ployed by the pharmaceutical companies who develop 
and maintain a library of standard information (or scripts) 
used by the first tier of company representatives or by 
third-party organizations to answer queries. After-hours 
coverage may be provided through a pager or an an- 
swering service. 

Regardless of the type of product, every call must be 
documented. Documentation serves several purposes, 
including to store data for report generation; to create a 
database that can be repeatedly used to answer questions; 
and to meet legal needs in case of litigation. Most 
industry-based medical information departments maintain 
a library of “standard answers” that consist of replies to 

frequently asked questions. Commercially available elec- 
tronic databases are available specifically for this setting. 
These types of databases enable the medical information 
representative to document all calls; store, generate, and 
maintain standard replies; and generate reports as needed. 
Systems of this nature can be customized to a degree for 
the particular needs of the company. Alternatively, similar 
systems can be developed by a company’s own informa- 
tion systems department. 

INTERNAL SUPPORT FUNCTIONS 

Services provided by any given medical information 
group vary greatly. In general, however, the group is a 
service provider for the company at large and those 
services can be employed by all departments including, 
but not limited to, the sales and marketing, regulatory 
affairs, and clinical research departments. 

Sales 

The medical information group can support the sales 
group in many ways. Invariably, the sales organization is 
the most frequent user of the medical information depart- 
ment, with respect to internal customers. The sales or- 
ganization relies on the medical information department 
to answer or clarify any questions they have regarding the 
products they sell and related issues. They also refer 
questions from their customers to the medical information 
department who in turn communicates with the custo- 
mers. Additional support may include product training 
and educational newsletters to equip the sales force with 
new information that has been published regarding the 
products they sell or competitors’ products. More often 
than not, this information is off label and serves to 
educate the sales force and prevent them from hearing 
news (positive or negative) about their products from their 
customers. Although they cannot discuss this information 
with the customer, they will still be aware that the medical 
information group has developed a reply to queries re- 
garding new published data. 

Market i n g 

The marketing department works not only on the “dollars 
and cents” of selling products, but also on how to best 
position products in the marketplace. In the development 
of advertising campaigns and key messages, the medical 
information department can be very helpful in ensuring 
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the accuracy of the data and the fair balance with which 
the data are used. 

Safety reporting 

All pharmaceutical manufactures have a group devoted to 
safety issues and the reporting of adverse events to the 
FDA according to specific regulations. However, the 
report of an adverse event (AE) may initiate within the 
medical information group. A caller may contact the 
company to inquire about the incidence of a specific AE 
or to ascertain how to treat a specific event. The caller 
may have no intention of reporting an AE; however, it 
may become clear from the conversation that an event has 
actually occurred. If four specific pieces of information 
exist-an identifiable patient, identifiable reporter, an 
identifiable drug, and an identifiable event-the company 
is obligated to report the AE. Because many of the re- 
gulations are time sensitive, medical information groups 
must work hand in hand with safety groups to assure that 
AE reporting is done in a timely fashion. Some phar- 
maceutical companies combine the medical information 
and safety departments, typically in the setting of a 
small company. 

Quality assurance 

As part of the regulatory affairs department, the quality 
assurance groups often call upon the medical information 
department to assist in ensuring that data used in any formal 
documentation that they review (from NDA submissions to 
changes in the package insert to new advertising cam- 
paigns) are accurate and appropriately used. 

Clinical Research 

Clinical research teams work on investigational trials 
from the time a product reaches phase I1 clinical dev- 
elopment through FDA approval. Medical information 
staff use their expertise to assist in protocol development, 
medical writing, and researching drug or disease state 
questions that may arise in the course of these trials. 

As in any organization, pharmaceutical manufacturers 
develop committees to make decisions, initiate new pro- 
grams, and maintain specific procedures. Many of these 

committees include representation from many different 
groups in the organization, each contributing their ex- 
pertise in a given area. The following is meant to exem- 
plify several types of committees that may have medi- 
cal information representation, but is not meant to be 
all inclusive. 

All the information included in a product’s package 
labeling is under careful scrutiny by the FDA. The de- 
velopment of the insert is usually done with the input of 
clinical research, sales and marketing, medical infor- 
mation, regulatory affairs, legal, pharmaceutical sciences, 
and other appropriate groups, depending on the nature of 
the product. All these departments are represented on this 
type of committee. The drafts of the initial PI are 
reviewed, edited, and agreed upon by the members of the 
Labeling and Promotional Review Committee prior to 
submission to the FDA. Even after final development and 
FDA approval of the initial PI, any change in the labeling 
(from storage changes to new indications) must be re- 
viewed by the Labeling and Promotional Review Com- 
mittee. All advertisements and promotional materials 
must be reviewed by this committee. A representative 
from the medical information group well versed in the 
literature for a given product serves as a valuable con- 
tributor to this committee, lending an objective view of 
the information presented. 

ubiications Committee 

When research projects sponsored by pharmaceutical 
companies are complete, investigators often write reports 
of the results and submit them for presentation and/or 
publication. The writing of these reports is often com- 
pleted with the assistance of professionals from the me- 
dical information department and other involved depart- 
ments in conjunction with the investigators. In addition, 
most companies have a publications committee to map 
out where and when reports should be submitted. 

edical Information 

The pharmaceutical industry has become a global bus- 
iness. Companies have headquarters in a specific part of 
the globe, with subsidiaries in many other locations. It 
becomes important to communicate with medical infor- 
mation colleagues in those subsidiaries to ensure that 
consistent messages are being communicated globally re- 
garding the same products. Information must always be 
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tailored for the specific location because government- 
approved indications and labeling for the same products 
may vary by country. 

Because a medical information group is considered to 
be a support service for thc company and its custo- 
mers, a logical cxtension is to providc education for 
those customers. 

uin catio 

Decreasing budgets and staffing have made it increasingly 
difficult for health professionals to regularly attend largc 
off-site meetings. Therefore, the provision of high-quality 
CE at local presentations or as home study programs is a 
well-received service that a medical information depart- 
ment can initiate and develop. Guidelines set by the FDA 
and the individual accreditation organizations for each 
type of professional CE vary greatly. Accreditation must 
be received by each institution separately and care must 
be taken to abide by all respective guidclincs. In general, 
cducational pieces are given as live presentations or self- 
study programs authored by outside experts that should 
not be influenced by the company. 

As described previously, the medical information depart- 
ment can provide learning tools to enable thc sales 
organization to remain current on their product line. 

These communications can be made available to all 
employees to educate them on the products they support. 

As opportunities for pharmacists in nontraditional roles 
continue to grow, the medical information department of 
a pharmaceutical company provides a unique student 
clerkship sitc. Pharmacy students experience a different 
medical information practice while learning the organ- 
izational makeup of a corporation versus an academic, 
hospital, or retail setting. In addition, students can be 
exposed to many opportunitics afforded to pharmacists in 
departments outside the medical information departments. 

The primary objective of an industry-based medical 
information department is to provide accurate, well- 
balanced, and timely responses to inquiries regarding a 
company’s products. However, the department can be 
involved in every aspect of thc life cycle of a pharmaceut- 
ical product. The level of that involvemcnt depends on the 
size and organization of the company, as well as the 
initiative and creativity of the medical information staff. 
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INTRODUCTION 

Immunosuppressive therapy is life long, or is needed for 
as long as the individual has a functional transplanted 
organ, and the cost of therapy often exceeds $10,000 an- 
nually. Since the mid-l970s, the question of how to help 
patients pay for immunosuppressive therapy has received 
congressional attention. The Medicare Benefits Improve- 
ment and Protection Act of 2000 (BIPA 2000) addresses 
Medicare time limitation for outpatient immunosuppres- 
sive coverage. 

NDER MEDICARE 

Outpatient immunosuppressive medications-most com- 
monly, azathioprine, cyclosporine, mycophenolate, predni- 
sone, sirolimus, and tacrolimus-are covered by Medicare 
Part B. Currently, medicare pays for 80% of immuno- 
suppressive drug therapy. The other 20% is the patient’s 
responsibility. To qualify for Medicare immunosuppres- 
sive coverage, the patient must have the following: 

1. Medicare benefits due to age, disability, or end- 
stage renal disease (ESRD). 

2. Medicare part B. 
3. Received a solid organ transplant that was medi- 

care “covered” at the time of transplant. 
4. Surgery performed at a medicare-approved trans- 

plant facility. 
5. A viable transplanted organ. 

Prior to January 2000, medicare provided outpatient 
immunosuppressive therapy for 36 months posttransplant 
to patients who were Medicare eligible due to age or dis- 
ability and met criteria in items 2-5 listed previously. As 
of January 2000, eligible beneficiaries whose Medicare 
coverage for immunosuppressants expired during the year 
2000 received an additional 8 months of Medicare cov- 

erage beyond the 36-month period. In December 2000, 
President Bill Clinton signed the Medicare BIPA 2000, 
which eliminated the time limitation for Medicare benefits 
for immunosuppressive drugs for patients who receive 
Medicare benefits due to age or disability. A program me- 
morandum from the Health Care Financing Administra- 
tion stated: 

Effective with immunosuppressive drugs furnished on or 
after December 21, 2000, there is no longer any time limit 
for Medicare benefits. This PM supersedes PM AB-99-98, 
which describes the method for determining the former 
time limit for this benefit that applied to drugs furnished 
prior to December 21, 2000. This policy applies to all 
Medicare entitled beneficiaries who meet all of the other 
program requirements for coverage under this benefit. 
Therefore, for example, currently entitled beneficiaries 
who had been receiving benefits for immunosuppressive 
drugs in the past. but who immunosuppressive drug benefit 
was terminated solely because of the time limit described 
in PM AB-99-98, would now resume receiving that bene- 
fit for immunosuppressive drugs furnished on or after 
December 21. 2000.“’ 

Therefore, BIPA 2000 expanded Medicare benefits 
to lifetime coverage, or for as long as the patient needs 
immunosuppressive therapy, for patients who have Me- 
dicare due to age or disability. The lifetime coverage 
benefits of BIPA 2000 do not include patients who have 
Medicare based solely on ESRD. Currently, those 
patients who have Medicare due to ESRD only and 
meet criteria in items 2-4 will receive immunosuppres- 
sive coverage for 36 months posttransplant. 
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INTRODUCTION 

Pharmaceutical company-sponsored medication assist- 
ance programs are a philanthropic effort promoted 
by the pharmaceutical companies to provide medica- 
tions free or at reduced prices to eligible patients who 
cannot afford prescription medications or have no other 
means of obtaining them."-31 Although more than 2.7 
million prescriptions costing over $500 million were filled 
through medication assistance programs in 1999, every 
prescription medication cannot be obtained through 
medication assistance programs. The existence of an as- 
sistance program is determined by the manufacturer of 
the medi~ation. '~] 

MEDICATION ASSISTANCE PROGRAMS 

Pharmaceutical companies offer many different types of 
medication assistance programs to help qualifying pa- 
tients obtain prescription medications. One type of 
assistance program includes providing free or reduced 
prices for medications to patients who financially qualify. 
For eligible patients, the medication may be received by 
mail, from a local pharmacy, or from the prescribing 
physician. Another type of assistance program involves 
helping to determine the patient's healthcare coverage, 
identifying billing claims for medications, and attempt- 
ing to resolve denied medication claims. Some manufac- 
turers offer payment limitation programs, where the com- 
panies set an annual drug cost limit, and when costs exceed 
the limit, they are absorbed by the manufacturer. For all 
of these programs, eligibility criteria are established by 
each company's assistance program and may require that 
the patient have no prescription coverage or limited pres- 
cription coverage, that the patient has reached a certain 
medication cost, and/or has limited income and assets to 
afford the medication. 

The references cited in this text provide a listing of 
some medications that can be obtained through medica- 

tion assistance programs. For the most current informa- 
tion concerning pharmaceutical company-sponsored me- 
dication assistance programs, contact the manufacturer 
of the medication. Additional sources of information 
include Web sites (Table l), publications including the 
Reimbursement Assistance Programs Sponsored by the 
Pharmaceutical Industry and the Directory of Prescrip- 
tion Drug Patient Assistance Programs published by the 
Pharmaceutical Research and Manufacturers of America, 
and healthcare professionals such as social workers and 
pharmacists.[31 

Enrollment 

Patient enrollment in these programs is usually initiated 
by the patient's physician, although enrollment may occur 
by the patient, a patient advocate, or other healthcare 
professionals. Information frequently needed to process 
the application is listed in Table 2. Regardless of who 
initiates enrollment, the prescribing physician has to 
participate in the process. 

Companies have their own processes for patient 
enrollment that typically require the completion of an 
application and a reporting of the patient's health 
insurance coverage, assets, income, and liabilities. A 
prescription for the medication is usually required. Many 
programs allow enrollment over the phone, while others 
require written correspondence. In order to determine 
eligibility, many companies require verification of a 
patient's financial status by documents such as income tax 
returns, W-2 forms, social security and other benefit 

Table 1 
medication assistance programs 

Internet sites providing information concerning 

www.themedicineprogram.com 
www.needymeds.com 
www,phrma,org/patients 
www.familyvillage.wisc.edu 
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Table 2 
assistance programs 

Information frequently requested by medication 

Patient and physician's names and contact information 
Physician's state license number and drug enforcement 
number 
Name, strength, and amount of medication requested 
(prescription) 
Patient's income and other financial disclosures 
Patient's insurance coverage 
Patient and physician signatures 

reports, and asset statements. Once the information is 
received by the company, it is then evaluated and the 
patient's acceptability is determined. 

Once enrolled in the program, the medication may be 
provided free, or patients may be required to pay a 
co-payment or shipment charge. Medications are sup- 
plied by direct delivery to the patieni or physician, or the 
patient may be issued a benefit card or voucher to be 
presented at a pharmacy. The amount of medication 
supplied and the enrollment period varies according to 
the program. 

Pharmacists can play an important role in this process. 
Pharmacists can inform patients and other healtheare 
professionals about the availability of pharmaceutical 
company medication assistance programs, initiate the 
enrollment process, and develop strategies that use me- 
dication assistance programs to reduce institutional fi- 
nancial ~osses.'~''' 

Two ethical issues concerning pharmaceutical company- 
sponsored medication assistance programs include drug 
diversion and the reporting of false information to obtain 
medications. Drug diversion and the reporting of false 

information may lead pharmaceutical manufacturers to 
consider ending the assistance program or creating more 
stringent eligibility criteria. Therefore, it is important to 
ensure that patients report accurate information during the 
enrollment process and that the intended party receives 
the medication. By adequately screening and monitoring 
information, healthcare professionals will be able to 
ensure that patients in need receive the intended benefits 
of thesc programs. 

Many patients cannot afford to purchase needed prescrip- 
tion medication. Approximately 16% of the U.S. popu- 
lation does noi have any health insurance, and a greater 
percentage has health insurance without prescription 
medication benefits.I6' Pharmaceutical eompany-spon- 
sored medication assistance programs provide valuable 
options to both patients and healthcare providers by 
providing drugs to patients who have limited means of 
purchasing their medications. 

1. 

2. 

3. 

4. 

5.  

6. 

Chisholm, MA.;  Reinhardt, B.Q.; Vollenweidcr, L.J.; 
Kendrick, B.D.; DiPiro, J.T. Medication assistance pro- 
grams for uninsured and indigent patients. Am. J. Health- 

Needymeds. www.needymeds.com (accessed 2000 Dee. 
29). 
Pharmaceutical Research and Manufacturers of America. 
Facts and Figures and Publications; www.phrma.org/facts 
and www.phrma.org/patients (accessed 1999 Oct. 1).  
Decane, B.E.; Chapman, J .  Program for procurement of 
drugs for indigent patients, Am. J. Hosp.-Syst. Pharm. 

Hotchkiss, B.D.; Pearson, C.; Listano, R. Pharmacy 
coordination of an indigent care program in a psychiatric 
facility. Am. J. Health-Syst. Pharm. I 
Bureau of the Census. Current Population Reports. In 
Health lnsurunce Coverage, 1998; Government Printing 
Office: Washington, DC, 1999. Available at http://www. 
census.gov/prod/99pubs/p60-208.pdf. 

00, 57, 1131-1136. 
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Around 1995, the U.S. public began to become much 
more aware of the risks associated with medications as 
there was a series of highly publicized medication errors 
and adverse drug events (ADEs), such as the fatal Betsey 
Lehman chemotherapy overdose."] In November 1999, 
the Institute of Medicine (IOM) Report concluded that 
medication errors and ADEs were in the top 10 causes 
of American deaths. The report detailed many strategies 
to reduce medication errors and ADEs, and called upon 
healthcare organizations and professionals to give a 
higher priority to safe medication systems.'21 In inter- 
views with hospital patients, a survey found the most 
common fear of patients was being give two or more me- 
dications that interacted to produce a negative outcome.[31 

Health care providers and organizations have acceler- 
ated the search for ways to make the medication-use 
process safer for patients. Numerous prevention strategies 
have been Although well intended, some 
of the strategies have introduced different complexities 
and workload into a medication-use process that had all 
ready demonstrated its fragility. More effective methods 
for decreasing medication errors and associated ADEs 
have to be designed, implemented, and evaluated post- 
implementation. This article describes how changes in 
the medication-use cycle can significantly reduce medica- 
tion errors and preventable ADEs. It is not intended to 
replace comprehensive references already available,[23"61 
but to introduce key ideas into the body of knowledge 
about medication error and ADE prevention. 

A medication error happens when there is general ag- 
reement that a person should have done other than what 
they did and so the person is labeled as having committed 
a medication error.[71 An ADE occurs when patient harm 
occurs as a result of a medication error (e.g., wrong me- 

dication given) or a patient idiosyncrasy (e.g., a pre- 
viously unidentified allergy to penicillin). Preventable 
ADEs usually result from medication errors, but not all 
medication errors produce ADEs. 

Fig. 1 lists the typical steps and personnel involved in 
the medication-use cycle in the acute care setting. In the 
ambulatory setting, the patient or family instead of the 
nurse would be receiving, administering, and initially 
monitoring the effects of the medication. The typical 
acute or ambulatory care medication cycle contains 10- 
15 independent steps in the process. If the personnel and 
systems operating within the cycle perform at 99% ac- 
curacy, this means that in a 10 to 15-step process, there is 
a 10-14% error rate. Based on the literature, the Advisory 
Board Company projects that medication errors and ADEs 
extract a terrible toll. In an average 400-bed hospital with 
15,500 admissions per year and a 6.5% ADE rate, there 
will be 575 patients per year with significant ADES, 302 
patients with serious ADEs, 120 patients with life-threat- 
ening ADEs, and 10 patients with fatal ADEs as well as 
additional costs of $2,3 18,400 and additional lengths of 
stay of 2218 days per year.[s1 

Any successful reform strategy to decrease medication 
errors and ADEs must begin with understanding the 
sources of these medication errors and ADEs within the 
medication-use cycle as presented in Fig. 1. There are 
four discrete activities in the medication-use cycle that 
need reform-physician prescribing, order processing, 
drug delivery, and reporting and event capture. Forty nine 
percent of medication errors occur at the ordering stage. 
Twenty five percent of medication errors occur at the 
medication processing stage. Twenty six percent of medi- 
cation errors occur at the medication administration. The 
largest percentage of preventable ADEs occurs at the 
physician prescribing stage. Fortunately, the largest per- 
centage of intercepted ADEs also occur at the physician 
prescribing stage because the physician has the phar- 
macist, nurse, and patient who can potentially intercept 
their errors. The lowest percentage of intercepted ADEs 
occurs at the administration stage of the process because 
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Preventable Intenrated Non-lnterceoted 
ADE~’ Potential Potentii 

ACES> ADEs’ 

CIC VIEW 

Standing apart from the acaderic 
researchers, the CLinical Initiatives 
Center sees four discrete activities in 
the medication use process that need 
reform-physician prescribing, order 
processing, drug delivery and 
reporting and event capture 
(shown below)-mutually-exclusive 
intellectual divides each describing a 
specific problem in need of attention. 
Our recommended best practices 
address these problems, their 
components and their root causes. 

1 Sent to 

I 

Fig. 1 Incidence of ADEs lends insight to reform strategy. (0 1999 The Advisory Board Company.) (Continued). 

with elaborate systems for scoring the severity of tegrates individual accountability with systems’ enhance- 
medication errors and threats of severe punishment. ments on a continuum that provides reliable, safe care 
The individual accountability approach focuses on the to each patient. The recommended best practices with- 
individual who generated the error or ADE as being in this article address these problems, their compo- 
fully responsible. The systems’ approach focuses on the nents, and their root causes, as well as point out stra- 
system failures that set up individuals to generate errors. tegies for identifying and preventing medication errors 
What is needed is an approach that appropriately in- and ADEs. 
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Data about preventable medication errors from organiza- 
tional experience and the literature should be used to 
improve medication-use systems to enhance patient safe- 
t ~ . [ ~ ’  Each health care organization has a different culture, 
resources, and priorities, and is at a different evolutionary 
stage in reaching “best practices.” Rather than proposing 
a rigid, stepwise process for investigating preventable pa- 
tient harm, readers are encouraged to investigate patient 
harm in new ways appropriate to their own practice en- 
vironments. There are no easy solutions, and there is no 
consensus about how best to prevent medication errors and 
ADEs. Two inductive approaches to prevention that offer a 
broader scientific, investigation of patient safety are the 

process-improvement approach and the outcomes-meas- 
urement approach. Other similar techniques, such as root- 
cause analysis and failure-mode and effects analysis have 
been discussed 

The Process-lm 

The process-improvement approach to system safety 
evolved from an expert workshop and continuing dialogue 
on patient safety sponsored by the National Patient Safety 
Foundation (NPSF).“’] This line of thinking says that 
study of the ultimate (rather than just the proximate) 
source of errors and ADEs is needed. Reason”’] first 
developed the idea that harmful patient outcomes are the 
result of latent, small degradations within a system com- 

Improving Reportirig Reforming 
and Event Capture Physician Prescribing: 

II 
Encouraging Increasing 

Reporting ~aent~ication 

#I  Report- #3 Dedicated 
Triggered Observers 
Algorithm 

#4 Pharmacist 
#2 ADE Specialist Incentives 

111 
Supporting 
Physician 
Ordering 

#5 Intervention 
Database 

#6 Pocket 
Formdary 

#7 Diagnosis- 
Specific 
Standing Order 

#8 Computerized 
Physician 
Order Entry 

Leveraging 
Pharmacy 
Expertise 

# 9 Pharmacist 
Interview 

#10 Pharmacy- 
Managed 
Protocols 

#I1 High-Risk 
Rounding List 

#12 Automated 
AD& 
Monitoring 

#13 Dedicated Unit 
Pharmacist 

Fig. 2 Identifying and preventing ADEs. (0 1999 The Advisory Board Company.) 
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bining at some point to cause a harmful patient outcome. 
The harmful outcome was long in coming and was a 
natural result of the way the system was designed and 
operated. According to the process-improvement ap- 
proach, medication-use is a complex system with many 
potential points of failure. Each latent point of failure 
within the system is in itself insufficient to cause an 
accident (e.g., the sterile-products pharmacist catches an 
error made by a technician in preparing an intravenous 
admixture). The pattern of these potential failures is dy- 
namic and depends on the individual elements of the 
medication-use process. 

There is a “sharp end” and a “blunt end” to the med- 
ication-use process; both may harbor latent points of fail- 
ure. The sharp end of the system is where the health care 
providers are. They interact directly with the medication- 

use process and are directly exposed to its hazards (e.g., 
heavy workload, drug supply shortages, paperwork asso- 
ciated with new Medicare compliance regulations). The 
blunt end of the system is where regulations, new drug 
technologies, and reimbursement policies are structured, 
and where many of the competing demands within the 
system are created. For example, there is a constant com- 
peting demand not only to produce care very quickly but 
also to have it be error free. Despite this competing de- 
mand, safe operations are the rule and harmful outcomes 
are infrequent. 

When a visible failure occurs, people focus on eva- 
luating the performance of health care providers. Because 
the negative outcome is known, this results in a bias to- 
ward hindsight in which the events leading to the negative 
outcome are seen as obvious, even though they may not 

Reforming Ref0 rming 
Order Processing Drug Delivery 

V 
Writing 
Orders 

Accurately 

I 1 4  Zero- 
Tolerance 
Ordering 
Standards 

I 1 5  Preprinted 
Order Forms 

I 1 6  Pharmacist 
Order Entry 

VI 
Dispensing 

Drugs 
Precisely 

#17 “HAZMAT” 
Dispensing 
Protocols 

#18 Automated 
Dispensing 
Systems 

VII 
Reinforcing 

Nursing 
staff 

Xi9 Drug 
Administration 
Tests 

#20 Dosing Crib 
Sheets 

#21 Barcode 
Reconciliation 

VIII 
Supplementing 

Nursing 
Staff 

#22 Dedicated 
Medication 
Personnel 

Fig. 2 Identifying and preventing ADEs. ( C  1999 The Advisory Board Company.) (Continued). 
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have seemed obvious to the provider at the time of the 
adverse drug event. Hindsight bias is the greatest obstacle 
to making personnel performance more robust and resi- 
lient in providing patient safety. Retelling of these "ce- 
lebrated accident" or "first stories'' reinforces the view 
that the provider acted alone in creating the error. 

The immediate reaction to celebrated accidents in 
many health care organizations is to blame the provider 
and institute new training, rules, technology, and discip- 
linary actions so that this type of error will never reoccur. 
Investigation of the harmful outcome then stops. Many of 
these new changes are not tested thoroughly, add com- 
plexity to the already fragile system, and introduce new 
types of failures; thus, the cycle of harmful outcomes 
merely repeats itself at different points in the medication- 
use process. In the case of medication use, the classic 
celebrated accident occurs when a potentially lethal drug 
is misused (e.g., a patient receive a dose 10 times too 
high) and the patient dies as a result. What typically hap- 
pens next is that restrictions are placed on the use of the 
offending drug and on the provider's related functions. 
Unfortunately, these restrictions can keep patients who 
may benefit from the drug from receiving it in a timely 
and accurate manner, and can prompt the provider to fo- 
cus on getting through cumbersome mechanics rather than 
paying attention to the drug's safe use. Restrictions should 
be thought of in the context of the entire medication-use 
process, not just one drug. The thought process should be 
expanded to include safe handling of other potentially 
lethal drugs, not just the one that harmed a patient. 

Because each step in the medication-use cycle can be 
associated with preventable medication errors and ADEs, 
systems must be assessed and enhanced, in their entire 
scope and each component. Fig. 2 lists 22 examples of 
strategies for identifying and preventing medication er- 
rors and adverse drug events by reforming various com- 
ponents of the medication-use cycle. In addition, in their 
standards for medication use, the Joint Commission of 
Accreditation of Healthcare Organizations (JCAHO) re- 
cognizes that the multidisciplinary teams must be respon- 
sible for all components of the medication-use cycle. 
Keys to improving reporting and event capture usually 
result when reporting is nonpunitive or easy to do, or 
when dedicated resources such as an ADE specialist or 
observers are in place or incentives are used."'] Although 
reporting and event capture can be improved, they will 
never be perfect. A related and important strategy is to 
proactively learn from the experience of other organiza- 
tions. Comparisons can be made with other organizations 
through such reporting mechanisms as the Institute for 
Safe Medication Practices (ISMP) Newsletter, FDA 
Alerts, USP' s MedMARx national medications errors 

database, JCAHO's Sentinel Event Alerts (high-alert 
medications), and the media. Regardless of whether there 
is medication error or ADE specific to a health care 
practice environment or not, if the medication error or 
ADE is happening elsewhere, it could likely happen at the 
individual practice site. Examples of preemptive strikes to 
protect patients from harm include instituting protocols for 
use, restrictions on the duration or route of therapy, goal 
setting, education, and feedback procedures, and some- 
times even turning down requests for a drug to be added to 
the formulary. 

Because prescribing errors have been identified as a 
leading cause of preventable medication errors and ADEs, 
reforming physician prescribing should also be given a 
high priority. Although computerized physician order 
entry with clinical decision support would appear ideal, 
many organizations may not have the information systems 
infrastructure or funds to accomplish such a goal in the 
near future. It is generally recognized that leveraging 
pharmacy expertise is in many cases the most cost-ef- 
fective way to support physicians in reforming prescribing 
through a variety of initiatives. Examples of leveraging 
pharmacy expertise include dedicated unit pharmacists, 
pharmacy admissions interviews, pharmacy-managed pro- 
tocols, and pharmacist-led ambulatory care c l i n i ~ s . [ ~ , ' ' , ' ~ ~  

Thus, the process-improvement approach to the safety 
of the medication-use cycle goes beyond the celebrated 
cases and first stories to scientifically investigate the sys- 
tem as a whole. Data on near-misses and uncelebrated er- 
rors should be analyzed to find hidden flaws and strengths, 
and to better understand the dynamics of our medication- 
use system. Scientific investigation of the whole cycle- 
peeling away the layers of the onion-will reveal latent 
points of failure and facilitate a redesign that substan- 
tially reduces the occurrence of harmful outcomes." 

roach 

The second scientific approach to prevention focuses on 
negative patient outcomes (ADEs) rather than on process 
(medication errors). The outcomes-measurement approach 
pioneered by C la~sen"~]  views the process-improvement 
angle as flawed because it does not distinguish between 
medication errors and ADEs. Although dissecting med- 
ication errors may improve patient outcomes, only 1% of 
all medication errors result in ADEs and 50% of ADEs 
can be pre~ented ."~]  The extensive studies of the drug- 
use process and of error prevention have often been done 
at the expense of demonstrating ways of identifying and 
preventing ADEs that produce actual patient harm. 
Improving the system (preventing medication errors) 
does not necessarily improve patient outcomes or reduce 
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costs. The outcomes-measurement approach advocates 
the rigorous study of the epidemiology of actual ADEs, 
combined with continuous quality improvement techni- 
ques and nonpunitive communication to achieve a true 
impact on patient safety through improved outcomes. 

Specifically, the outcomes-measurement approach 
asserts that rigorous tracking of actual ADEs, coupled 
with an epidemiologic investigation of their sources, is the 
foundation for improving patient outcomes through 
prevention, research, and education. Computerized sur- 
veillance systems have already shown great potential to 
prevent ADEs through such mechanisms as alerts about 
drug allergies, drug interactions, and inappropriate do- 
sages. Many ADEs result from a lack of integrated in- 
formation at the point of clinical decision making rather 
than from carelessness or lack of knowledge. 

Measurement of the outcomes of ADEs cannot wait 
until the health care organization has an electronic medi- 
cation record or a comprehensive, computerized disease- 
management surveillance system. An ADE outcomes- 
prevention project should be selected and implemented. 
Good tools certainly make measurement faster and easier, 
but in their absence there are still many outcomes-mea- 
surement strategies that can be successfully used to pre- 
vent ADEs. Various researchers have studied the causes 
of ADEs by tracking them to their root causes, even 
though this was done through an entirely manual system 
of chart reviews and drug usage  evaluation^."^^ Common 
findings of major causes of preventable ADEs were re- 
lated to dosage errors (e.g., with renally excreted drugs), 
drug allergies, and initial use of new drugs. Pharmacists 
can use many drugs with potentially severe adverse ef- 
fects safely with appropriate monitoring, intervention, and 
education. Typical examples from the literature or an 
organization's own ADE-tracking or medical records sys- 
tem might include analyzing the use of antimicrobials in 
association with ADEs, admissions due to ADEs or visits 
to ambulatory clinics due to ADEs."~-'~] 

Systematic and timely feedback are keys to generating 
cooperation so that ADEs in progress do not become more 
severe and can be prevented in the future. Feedback 
should be communicated in a nonpunitive way to en- 
courage cooperation with and enthusiasm for a program 
of research, education, and prevention.[*'] 

In the process-improvement or outcomes-measurement 
approaches, medication-use system redesign should 1) 
identify and assess lynchpin safety components of the 
medication-use cycle as well as improving event capture 
and reporting, 2 )  develop a medication system safety 

plan through a multidisciplinary team approach with the 
support from executive management, 3) set priorities 
and timelines for corrective actions in accordance with 
the organization's strategic planning and budgeting pro- 
cesses taking into account the cost effectiveness and 
feasibility of the strategy for the organization, and 4) 
work through local constraints or risks to provide a safer 
medication-use system for patients. The process-improve- 
ment approach may be more appropriate in a health care 
practice environment where systems are clearly not 
providing the safety net they should be. In other or- 
ganizations, a focus on preventing negative outcomes 
may provide the best investment in patient safety. Both 
strategies have validity because processes and out- 
comes overlap. 

TY 

The objective of this section is to introduce readers to the 
concepts of human reliability in the complex medication- 
use cycle. It is not intended to replace comprehensive 
treatments of the discipline of human factors research 
already available but rather to provide a starting point for 
readers to view human reliability and specifically human 
errors in the medication-use cycle from a different and 
more dynamic The study of human 
reliability gives insights into how health care providers 
operate under competing demands and time limits in 
caring for patients. There are many factors affecting 
human reliability. Some factors move human reliability 
toward loo%, while others drive it away"' (Fig. 3). 
Human reliability never reaches 100% all the time but 
knowing what influences human behavior to become 
more reliable can be used to develop added strategies to 

100% 

0% 
Poor Good 

Factors Affecting Human Performance 

Fig. 3 Human reliability curve. (From Ref. [7].) 
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Fig. 4 Three manageable behaviors. (From Ref. [7]. )  

reduce medication errors and ADEs. Three types of 
human behavior influence human reliability and thus can 
be used to expand the approaches to reducing medication 
errors and associated ADEs‘~’ (Fig. 4). 

The first aspect of human reliability focuses on situa- 
tions where humans can not produce 100% reliability all 
the time. Although we cannot change our nature as 
humans, we can change the medication-use system in 
which we work. Imperfect behavior is the product of 
systems design. The classic example is physician hand- 
written medication orders that are often illegible or in- 
complete. This is a system designed to produce errors. It 
is natural or normal for errors to occur with this “as- 
designed” system. For the average physician, pharma- 
cist, nurse, or patient, quality and safety fail when the 
medication-use system fails. The approach to decreasing 
imperfect behavior and increasing human reliability is 
to identify and change those system factors that ne- 
gatively affect human reliability. These system factors 
fall into four categories: people, environment, actions, 
resources. Human system analysis includes such factors 
as knowledge, skills, physical capability, adaptability, 
and fallibility. Environmental system analysis includes 
such factors as temperature, noise, light, peer commu- 
nication, facility layout and location, and management/ 
labor relations. Action systems analysis include factors 

such as task design, technology and information man- 
agement. work measurement and methods improvement, 
and policies and procedures. Resource system analysis 
includes such factors as tools, equipment, support from 
others, and time. In exhibiting imperfect behavior, health 
care providers are trying to do their best, are not engag- 
ing in risk-taking behavior, and are in a situation where 
their human reliability or performance is shaped by the 
system in which they operate. Thus, solutions to imper- 
fect behavior decreasing human reliability are not dis- 
ciplinary or punitive but are systems analysis and re- 
design oriented. 

The second aspect of human reliability focuses on situa- 
tions where humans unintentionally engage in risk taking. 
At-risk behavior means that intentional conduct uninten- 
tionally results in creating a significant and unjustifiable 
risk that may cause an undesirable outcome. The classic 
example of this is the need for the health care provider to 
provide patient care simultaneously, both quickly and ac- 
curately under conditions of competing demands and time 
limits. There are three at-risk cognitive factors affecting 
human reliability (both expertise and error) within the 
medication-use cycle: knowledge factors, attentional dy- 
namics, and strategic factors.‘211 

Knowledge factors are the types of knowledge that are 
available to solve problems as they arise in the medi- 
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cation-use process. It is normal for health care providers 
to adopt a limited number of strategies to deal with pro- 
cesses or routine variations within the medication-use 
process. However, when an unusual or surprising situation 
presents itself, the relevant knowledge may be inadequate, 
imprecise, or too simplified. For example, risks of new 
drug therapy are not always perfectly predictable, because 
drugs are tested in a small subset of the general po- 
pulation. Known adverse effects do not occur in all 
patients given the new drug. In many cases, it is easier to 
see the benefits the patient could receive from the drug 
than to determine the risks associated with the drug. 

Attentional dynamics are how humans control and 
manage the mental workload as circumstances develop 
and change over time. The mind can pay attention to only 
so many situations at a time, so attention shifts as events 
occur. If a situation comes to light that does not agree 
with what is expected, attention usually shifts to in- 
vestigate. An ICU patient often receives numerous intra- 
venous medications. If the wrong one is infused (e.g., a 
vasopressor), the patient would receive an incorrect drug 
and suffer the consequences. The responding health care 
providers might not immediately discern that the wrong 
drug was infusing. The providers would probably focus 
their attention on whatever seemed necessary to address 
the patient’s adverse reaction (e.g., lowering the blood 
pressure) even though the source of the event was not 
known. Humans are great at recovery after an event, even 
when their lack of attention might have been the source of 
the problem. 

Strategic factors are how humans deal with situations 
when conflicting goals are present and the best course of 
action is not readily apparent (because, for example, of 
limited resources and the need to act immediately). The 
health care provider must decide whether to act im- 
mediately with inadequate information, to wait for more 
information to be become available, or to consider other 
alternatives. This may result in the misapplication of 
usually good guidelines. In hindsight (after all the stra- 
tegic factors are known), the decision made as the si- 
tuation evolves often appear to be reckless. If a phar- 
macist receives five critical orders simultaneously, then 
he/she must decide which one to fill first or to call for 
help. The pharmacist must decide whether to dispense 
the drugs immediately or first check a suspiciously high 
dose in relationship to other variables when the values 
are not immediately available. If the pharmacist dis- 
penses the suspiciously high doses and the patient’s 
outcome is positive, the dispensing will be reviewed as 
uneventful even though the safety margin was reduced. 
However, if the outcome is negative, the pharmacist may 
be seen as reckless and having made an error. 

Thus, attributes of at-risk behavior are judged against a 
specific outcome, judged risky by an external observer, 
involve a choice between different behaviors, are not 
understood to be of significant or unjustifiable risk by the 
health care provider taking the risk, and are generally 
considered more blameworthy than system-induced or 
imperfect behavior errors. 

The approach to decreasing at-risk behavior and in- 
reasing human reliability is to change incentives so those 
safe behaviors are chosen over at-risk behaviors. In health 
care systems where mediation-use systems already have 
appropriate checks and balances, changing at-risk beha- 
viors represents the largest opportunity for safety and 
quality gains since medication errors and ADEs are often 
side effects of weak cognitive functions. The analysis and 
corrective actions should include 1) creating a tally sheet 
of incentives for comparison of safe behaviors with at-risk 
behaviors for a specific function or area in the med- 
ication-use cycle so that safe behavior can be compared 
with at-risk behavior, 2) rate each incentive as strong or 
weak, and 3) modify incentives to change behavior. It is 
essential to recognize that the strength of safe or at-risk 
behaviors is influenced by the following factors: 1) cer- 
tain consequences are stronger than uncertain conse- 
quences, 2 )  consequences are stronger than policies and 
procedures or other environmental factors, and 3) imme- 
diate consequences are stronger than delayed conse- 
quences. In exhibiting at-risk behavior, the health care 
provider’s conduct is intentional but they do not under- 
stand that the conduct itself significantly increases the risk 
of a negative consequence, and is a situation where their 
human reliability or performance is shaped by expediency 
and at-risk incentives rather than safe practices and po- 
tential consequences. The health care provider may be 
negligent in that they should have been aware of a 
substantial and unjustifiable risk and under the law may 
be required to provide compensation. However. for the 
health care organization, the solutions to at-risk behavior 
decreasing human reliability are not disciplinary or pu- 
nitive but are incentive oriented. Punitive sanctions are an 
obstacle to other initiatives such as event rep~r t ing . ‘~]  
Correct solutions to at-risk behaviors include such things 
as enhanced management -front line worker communica- 
tion and direction, increased health care team training 
versus just technical or professional training, and consis- 
tent errors management awareness. 

Mi 

The third aspect of human reliability focuses on si- 
tuations where humans intentionally engage in risk 
taking. High-culpability behavior means that the person 
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consciously disregarded the fact that their conduct 
would significantly and unjustifiably increase the risk 
that negative consequences would occur. The risk must 
be of such a nature and degree that, considering the 
circumstances known to the healthcare provider, its dis- 
regard involves a gross deviation from the standard of 
care that a reasonable employee would observe in his 
situation. The approach to decreasing high-culpability 
behavior is disciplinary or punitive because high-culp- 
ability behavior must be changed or the person cannot 
continue to function as a healthcare provider. High-cul- 
pability behavior is the single behavior where punitive 
sanctions should be considered as a s~lution."~ Punitive 
strategies may include such things as progressive discip- 
linary actions, time off, punitive training or duties, and 
even termination. 

In summary, human nature can not be changed, but 
the changing the circumstances under which it operates 
in the medication-use process can enhance human re- 
liability. Traditional responses to a medication error and 
resultant patient harm include discipline, new rules, re- 
training, technology, or environmental changes. These 
responses have a place but they address symptoms rather 
than trying to understand human reliability. Unfortunate- 
ly, most of the time traditional responses have assumed 
that human recklessness or high-culpability behavior was 
the root cause of the error when it was not. Traditional 
approaches have sought to regiment, rather than en- 
hance human reliability. Preventable medication errors 
and ADEs happen because of reliance on weak human 
cognition and reliability. Strategies that seek to mini- 
mize human error (e.g., adding additional procedures and 
steps) can often make the system more prone to medi- 
cation errors and ADEs at other points, even though the 
intention was exactly the opposite. Strategies designed to 
enhance human reliability have a higher probability of 
making the medication-use cycle safer for patients. Much 
effort has been put into improving processes and out- 
comes in the medication-use system, but human relia- 
bility has been largely ignored. Successful preventive 
strategies must take into account human abilities and 
limitations, and will use these strategies to correct for the 
limitations, and to enhance the abilities. 

THE ROLE OF THE PHARMACIST 

The IOM Report has given health care a clear mandate to 
make the medication-use cycle safer and has given phar- 
macists a clear opportunity to shine. Pharmacists must 
have an unwavering commitment to the priority of pre- 
venting medication errors and ADEs. Now is a significant 

time to be in the pharmacy profession and pharmacists 
should act the part. The following practice management 
guidelines are presented as a practical approach by which 
pharmacists can shape their own practice environments 
to decrease medication errors and ADEs and increase 
patient safety. Medication quality only begins when pa- 
tient safety begins. Therefore, medication safety strate- 
gies should be an essential part of evidence-based me- 
dicine practices. 

Practice management guideline #I  : Make medication 
safety improvement a pharmacy leadership priority. Every 
recent treatise on error management recognizes lever- 
aging pharmacy expertise as an essential key in prevent- 
ing medication errors and ADEs. A multidisciplinary 
medication safety team and a 5-year medication safety 
plan should be part of every pharmacy department or 
health care team's strategic plan. As the drug therapy 
experts, pharmacists should be in leadership positions to 
create medication cultures of safety. 

Practice management guideline #2: Stop using the 
medication error reporting system primarily for punish- 
ment and shift the emphasis to using reporting for 
improvement. Instead, help to create an environment in 
which fear may be alleviated in large part by creating an 
open and safe environment for detecting, reporting, and 
investigating how errors and ADEs occur so they can be 
reduced in the future. Extend the collegial peer review 
process of morbidity and mortality conferences to the 
context of improving medication safety. There has been a 
great deal of erosion of trust, and it is exceedingly dif- 
ficult to have a high-performance organization without 
having a high-trust organization. 

Practice management guideline #3: Initiate and main- 
tain ongoing self-assessments of the safety of individual 
clinical practices as well as with the health care team, the 
pharmacy department, and the organization. Use the learn- 
ing experiences of others and self to proactively imple- 
ment known "best practices" locally to prevent medica- 
tion errors and to develop your own safety audit tools. Be 
dissatisfied with the status quo and seek to develop an 
error management vision and then take the practical first 
steps to implement it. 

Practice management guideline #4: Be accountable 
for medication safety by designing, implementing, and 
maintaining safe practices in the medication-use cycle. 
This might include such things as educating patients and 
their families regarding appropriate use of their medica- 
tions, using protocols for the use of potentially lethal or 
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narrow therapeutic index drugs, insisting that pharmacy 
(not nursing) prepare all intravenous admixtures, and im- 
plementing technology, automation, and information sup- 
port systems that enhance the frontline pharmacist’s abi- 
lity to care for patients. 

Practice management guideline #5: Integrate medica- 
tion safety understanding into all pharmacist, technician, 
resident, student training continuing education, and 
evaluations. Ensure that everyone understands that 
medication safety is everyone’s business and everyone 
has a role in keeping patients safe. If the messenger aide 
does not understand the importance of delivering the 
needed intravenous admixture to the right patient care 
area on time, everything that the clinical specialist did in 
customizing the drug therapy and the staff pharmacist in 
reviewing the medication profile and preparing the order 
can become academic. 

Practice management guideline #6: Realize that com- 
peting priorities and severe financial constraints are the 
environment in which health care organizations operate 
today. If the organization needs to improve revenues 
or margins by a certain percentage, can the pharmacist 
quantify how medication error and ADE prevention con- 
tribute to the financial goal? Further, can the pharmacist 
demonstrate why the health care organization should shift 
limited resources to medication error management over 
some other worthy and cost-effective goal? Demonstration 
of a positive impact on patient outcomes and health care 
costs is a prerequisite to getting needed resources for 
medication safety, but it is not a guarantee. Financial con- 
straints and competing priorities are perhaps the most 
daunting challenge, but they are also simultaneously the 
greatest opportunity. 

Practice management guideline # 7  Make medication 
safety research a priority. How can technology and in- 
formation management be deployed to make the medica- 
tion-use cycle safer and position pharmacists to better 
care for patients? How will gene therapy affect the de- 
mand for traditional drug therapies, and will pharmacists 
be in the forefront of safely managing gene therapy? In- 
tuitively, medication error and ADE prevention should 
result in better financial, clinical, and humanistic out- 
comes, but added meaningful outcomes measurement and 
research are needed to validate that business costs rise 
significantly with poor quality and safety. If pharmacists 
do not make medication safety research a priority, it is 
likely that this role will be filled by other health care 
providers, regulatory agencies, or even sophisticated in- 
formation systems. 
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The urgent need to enhance the safety of drug therapy 
shows that the medication-use cycle must change. Phar- 
macists as the drug therapy experts are positioned to 
shape their practice environments to focus attention on a 
critical set of priorities to enhance the medication-use 
cycle to better serve patient welfare and safety. 

CONCLUSION 

Much of the knowledge developed about medication 
errors and ADEs has depended on the ability of individual 
pharmacists to detect problems and take an active part in 
resolving them. The increasing use of complex medica- 
tion regimens has drawn attention to the number of 
iatrogenic medication errors and ADEs, as well as their 
associated costs. Pharmacists must work to reduce pre- 
disposing factors so that safety can be enhanced and costs 
reduced. A new practice model as an adjunct to evidence- 
based medicine practices must be created to prevent 
medication errors and ADEs, and to let others outside the 
pharmacy know that we are ready to lend our expertise 
and energy to this critical endeavor. 
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PHARMACY PRACTICE ISSUES 

Medical College of Georgia Hospitals and Clinics, Augusta, and 
University of Georgia Coliege of Pharmacy, Athens, Georgia, U.S.A. 

edication Use Evaluation ( 
Evaluation (DUE) program is a planned, criteria-based 
systematic process for monitoring, evaluating, and con- 
tinually improving medication use, with the ultimate aim 
of improving medication-related outcomes for a group of 
patients or consumers. The improvement process that is 
MUE has application in all settings where pharmaceutical 
care is provided. Its focus is on assessing and improving 
one or more of the steps involved in medication use (pa- 
tient assessment, prescribing, preparation and dispensing, 
administration, patient monitoring for medication safety 
and efficacy, and patient education). Practitioners in dif- 
ferent settings may use a variety of terms to describe 
interventions that fall under the lexicon of MUE. in- 
cluding drug utilization review, drug usage review, drug 
use review, drug use evaluation, and drug utilization 
evaluation. MUE overlaps with the provision of pharma- 
ceutical care when a pharmacist uses criteria, therapeutic 
guidelines or clinical pathways to identify, resolve, and 
prevent medication-related problems and guide the care 
for an individual patient. 

An audit (or study) is a single evaluation (data collection 
and assessment) focusing on a particular medication, drug 
class, disease state, or process. Typically, information is 
collected, organized, analyzed, and reported to measure 
current practice. Changes (“corrective actions”) are then 
made, as needed, to address identified concerns and im- 
prove care. Individual audits are sometimes erroneously 
referred to as “an ” or “a DUE.” Because a one- 
time project will have minimal impact, audits are only one 
small component of a comprehensive MUE program.“’ 

Criteria are used to measure the quality of medication 
use. Criteria have been defined as “predetermined 
elements against which aspects of the quality of a medi- 
cal service may be compared.’”21 Criteria reflect the 

standard of practice and, therefore, should be current, li- 
terature-based, and objective (explicit) rather than sub- 
jective (implicit). 

Drug regimen review (DRR) is the concurrent review of 
an individual patient’s medication regimen at regular 
intervals, designed to identify and resolve potential med- 
ication-related problems. This pharmaceutical care pro- 
cess is typically guided by the pharmacist’s personal 
judgement. rather than explicit criteria. Monthly drug re- 
gimen review by a pharmacist is required for patients in 
U.S. nursing homes. Reviewing the appropriateness of a 
new prescription at the time of dispensing (in the context 
of the patient’s overall medication profile) is a DRR ac- 
tivity. This type of drug regimen review is referred to in 
the Federal Omnibus Budget Reconciliation Act of 1990 
(QBRA ’90) regulationsB1 and certain state phannacy 
practice acts as prospective drug use review (DUR). When 
the pharmacist uses organizationally sanctioned criteria to 
guide individual patient evaluations and collects data on 
the results, this care becomes part of the 

been defined as “a formal program for assessing data on 
drug use against explicit, prospective standards, and, as 
necessary, introducing remedial strategies to achieve 
some desired end.”14] Traditionally, many D 
have been retrospective in approach, such as computer- 
ized evaluations of large databases maintained by insurers 
or pharmacy benefit organizations. While most experts 
agree there is little difference among the processes when 
implemented fully, a number of professional groups now 
prefer to use the term ‘ ‘Medication Use Evaluation’ or 
“Drug Use Evaluation,’ ’@I rather than DUR. 

Indicators provide a “quantitative measure of an 
aspect of patient care that can be used in monitoring, 
evaluating, and improving the quality and appropriate- 
ness of healthcare delivery.’ ’[71 An indicator may serve 
as a screen or “red flag” to identify a potential prob- 
lem (postoperative infection rate, number of serious me- 
dication errors) or measure progress toward an estab- 
lished goal (percent of patients with atrial fibrillation 
who are anticoagulated). 

process. 
Drug utilization review or drug-use review (D 
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Within the overall goal of improving medication-related 
outcomes, an MUE program can have a number of more 
specific aims. These include improving the efficiency and 
effectiveness of medication use, promoting medication 
safety, increasing patient satisfaction, supporting a for- 
mulary system, and controlling treatment costs while op- 
timizing care. 

T 

Because the medication-use process involves complex 
steps and interactions among a number of healthcare pro- 
fessionals and caregivers, an MUE program must be the 
responsibility of the entire organization and an inter- 
disciplinary approach must be used, involving physicians 
and other prescribers, nurses, pharmacists, administrators, 
and (ideally) patients or consumers. Other healthcare 
personnel should contribute their unique perspectives and 
skills when the evaluation and improvement process ad- 
dresses their area of responsibility. Pharmacists, by virtue 
of their expertise and their mission of ensuring optimal 
patient outcomes,[*’ should exert leadership and work 
collaboratively with other members of the health care 
team in the ongoing process of medication use improve- 
ment through MUE. Having physician champions for the 
improvement process can make or break the success of 
an MUE p r ~ g r a m . [ ~ . ’ ~ ]  

SCOP 

An MUE program must be comprehensive, with the goal 
of impacting all the patients served by an organization or 
institution. The target population, therefore, could be all 
the patients at a single ambulatory pharmacy or hospital, 
within a healthcare system, the “covered lives” managed 
by a health maintenance organization or insurer, or en- 
rollees in a government program such as Medicaid. To 
benefit the overall population, one initial step should be to 
define the types of patients (ages. most prevalent disease 
states, medication utilization, and unmet needs) and set- 
tings (acute care, ambulatory, long-term care, home care, 
etc.) under the purview of an MUE program. 

Once the scope of an MUE program has been determined, 
priorities should be set for evaluation and improvement 

activities. This simply involves identifying where the 
greatest positive impact can be achieved by allocating 
resources, either to correct identified problems or to 
identify and improve less-than-optimal practices. To 
make the best use of existing resources, an MUE pro- 
gram may be limited to three to five major initiatives at 
one time or could encompass a large number of con- 
current initiatives. Selected topics could vary widely 
based on the characteristics of the organization and pa- 
tients involved. 

Some common ways of setting priorities are to focus 
on medications, drug classes, disease states, or processes 
that are: 

1. 

2.  

3. 

4. 

5 .  

High risk: Medications, procedures, processes, and 
disease states for which there is a greater chance 
for adverse outcomes (e.g., chemotherapy admin- 
istration, intravenous potassium use, intrathecal 
injections, anticoagulation, medications with a 
narrow therapeutic index, and care of immuno- 
compromised patients). 
High use/high volume: Those medications used 
most frequently, as well as the most common pro- 
cedures and disease states. Incremental improve- 
ments made in these areas will impact the greatest 
number of patients (e.g., antibiotic use, pain man- 
agement, acetaminophen, community-acquired 
pneumonia, otitis media, and patient counseling). 
High cost: High-cost medications and procedures 
are often targeted for intervention, because wasted 
resources divert funds from more beneficial patient 
care and have a negative financial impact on the 
organization. 
Associated with high risk patient groups: These 
include infants and children, the elderly, and pa- 
tients with organ dysfunction or cancer. By tar- 
geting populations that are more prone to adverse 
effects or treatment problems, a number of im- 
portant issues or medications can be addressed at 
the same time. 
“Problem-prone ”: These are areas identified 
either by local surveillance or based on medical 
literature findings. An organization may label an 
issue “problem-prone’’ if outcomes are worse 
than national benchmarks or standards (e.g., a 
postoperative infection rate of 5 % )  or prior ef- 
forts have not reached their goals. Thought lead- 
ers and national publications frequently high- 
light issues that are expected to be problematic 
in most organizations (such as antimicrobial resis- 
tance, overuse of vancomycin, or inadequate pain 
management). 
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It is helpful to get organization-wide consensus on the 
priorities for medication use improvement. Issues that fall 
into more than one category, for example, frequent and 
high risk or problem-prone, should be addressed or 
evaluated first. 

CESS 

In its simplest form, the MUE process is an ongoing 
improvement cycle with no set beginning or end. For each 
identified high-priority issue, there are four major action 
steps: 

1. IdentiJL or determine the standard of care or 
optimal use: Therapeutic guidelines and consensus 
documents and standards established by national 
professional organizations or governmental groups 
often define ideal processes and outcome goals. 
Healthcare organizations may adopt national guide- 
lines, or adapt them for local use. An evidence- 
based medicine approach can also be used to de- 
velop guidelines or clinical pathways to meet local 
needs. It is important to gain consensus from prac- 
titioners who will utilize guidelines as part of the 
implementation process. Ideally, guidelines and 
protocols should be shared across an organization 
to encourage implementation before current prac- 
tices are evaluated. 

2. Data collection (compare actual to optimal): This 
step is the “evaluation,” where performance is 
measured against objective criteria for the pro- 
cesses or outcomes of care. Criteria may relate to 
indications (for selection of a particular medication 
or procedure), processes (drug dosing and ad- 
ministration, patient assessment and monitoring) 
or outcome measures (cure, relief of symptoms, 
treatment failure, adverse drug event, patient sa- 
tisfaction). 

3. Intervene: If indicated, corrective actions should be 
taken to improve processes, practices, or medica- 
tion use. Possible actions include the development 
of consensus statements or guidelines when they do 
not already exist, providing feedback on perform- 
ance, education of health professionals (seminars, 
newsletters, feedback letters, one-on-one commun- 
ication), creation of tools to support use of guide- 
lines and treatment protocols (such as standard 
order sets. computerized pathways, pocket cards), 
redesigned processes, or patient education. 

4. Evaluate the impact of the intervention: Additional 
data collection or ongoing monitoring to ensure 

corrective actions had the desired impact (docu- 
ment improvement) and to guide subsequent in- 
cremental steps if further improvement is needed. 

To be most effective, a majority of MUE program 
resources need to be devoted to education and process 
improvement, rather than measurement and simple data 
collection. An additional important component is regular 
(at least annual) evaluation of the overall MUE program 
to assess its value and improve the MUE process. 

Assessments of medication use can be performed through 
a concurrent, retrospective, or prospective study design 
(or a combination of these approaches). Each type has 
advantages and disadvantages. 

Retrospective review is conducted after the patient has 
received a medication, and the treatment is complete. 
Medical charts or computerized records are screened to 
identify patterns and trends. This may be the simplest type 
to perform, because large amounts of data can be reviewed 
quickly, and the outcomes are known. Information gained 
from large retrospective reviews is helpful for problem 
identification and initiating actions that will benefit future 
patients. However, inaccurate or incomplete documenta- 
tion could limit the usefulness of information collected. 

Concurrent review is performed during the course of 
treatment and often involves ongoing monitoring of drug 
therapy. Concurrent evaluation gives pharmacists the 
opportunity to intervene if potential problems are de- 
tected, and thus, current patients can benefit. This type 
of review also allows additional information to be col- 
lected if documentation is incomplete (such as querying 
prescribers, observing behavior, or interviewing patients). 
The concurrent approach can be integrated with case 
management or ongoing pharmacist monitoring activities. 
It may be more time-consuming if data is collected on 
individual patients over time. Furthermore, if outcome 
data is required, it may be months or years before out- 
comes are known and data collection can be completed. 

Prospective review takes place before medication use, 
and thus, its usual focus is on patient assessment and 
prescribing. This approach to evaluation can detect and 
resolve potential problems in individual patients before 
they occur. Pharmacists routinely perform prospective 
reviews when assessing new medication orders for pos- 
sible drug interactions, accurate dosing, or duplicate the- 
rapy. Data collection occurs at only one point in time and 
can easily be integrated with daily pharmacist care ac- 
tivities. However, while data collection for a single pa- 
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tient may not be very time-consuming, it can take a long 
time for data to be collected on enough patients to draw 
conclusions and guide improvement efforts. 

The professional literature, national treatment guidelines, 
and locally developed protocols provide key resources for 
the development of MUE criteria. Various professional 
groups as well as private businesses also produce medi- 
cation-specific, disease-specific, or process-oriented cri- 
teria that can be adapted for local 

Performance measurement systems, such as the 
HEDISE (Health Plan Employer Data and Information 
Set) managed by the National Committee for Quality 
Assurance (NCQA)[I4’ and the ORYX Initiative of the 
Joint Commission on Accreditation of Healthcare Organ- 
izations (JCAHO)“~] provide indicators for identifying 
concerns and monitoring the impact of improvement 
initiatives. In Australia, the government is developing a 
searchable database of major quality use of medications 
(QUh4) initiatives as a means of sharing resources and 
ideas. [I6] 

Computerized databases (such as insurance billing files 
or electronic medical records) greatly improve the ability 
to gather and evaluate information compared to manual 
data collection (e.g., chart reviews). Computer software 
programs, including proprietary software designed spe- 
cifically for MUE functions, may be helpful in managing 
data and reporting. 

VALUE OF MUE 

The key to MUE is not the “drug use review” or 
“evaluation” but the improvement process that is guided 
by the information learned about medication use. The 
MUE program can be an important tool for gaining pro- 
fessional consensus and focusing organizational energy 
on activities that will improve medication-related out- 
comes. An MUE program can be used to integrate a 
number of important medication improvement initiatives, 
such as the formulary system, adverse drug reaction re- 
porting, medication error prevention, pharmacist inter- 
ventions, and other clinical pharmacy services. 

LIMITATIONS AND PITFALLS OF 

According to critics, the way DUE was practiced in many 
institutions might better be described as “Don’t Use 

Expensively” or “Don’t Use Ever,’”171 because the focus 
became punitive actions against individual practitioners 
with a focus on cost control rather than quality im- 
provement. To have legitimacy within the organization, 
the emphasis must be on actions that truly improve 
outcomes for patients. The program must have both 
the administrative authority to promote positive change 
and support (“buy-in”) from practitioners at every level. 
One important consideration is to avoid using words that 
imply control or a loss of professional autonomy, because 
these can be threatening to practicing physicians. Rather 
than labeling an action “appropriate” (with the connota- 
tion of condescending approval or disapproval), state that 
it is “consistent with the published literature” or “meets 
Medical Staff-approved criteria”; use “evaluation” rather 
than “enforcement” and “consult” or “inform” instead 
of planning an ~~intervention.~9“8’ 

Because evidence-based medicine is an evolving dis- 
cipline, and the state of knowledge is constantly changing, 
guidelines must be frequently updated. Indicators, cri- 
teria, and even process improvements need to be reas- 
sessed to ensure they remain valid. 

Often, an MUE program commits to too many ini- 
tiatives, resulting in insufficient time and energy to 
complete any of the projects. Follow-through is essential 
when corrective actions are implemented-the impact 
must be assessed and adjustments made if needed. If an 
MUE program becomes authoritarian, bureaucratic, 
emphasizes analysis of data rather than action, or loses 
sight of its mission to improve care, it will be ineffective. 
MeTE must be seen as a tool or means to foster improved 
medication use processes and safer, more effective me- 
dication use, rather than an end in itself. Achieving and 
maintaining improvement requires not only streadin- 
ing systems and processes, but also changing the be- 
havior of healthcare practitioners and patients-a diffi- 
cult proposition. 
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Prescribing drugs for “unapproved” uses is common. The 
American Medical Association (AMA) estimates that 
40%-60% of all prescriptions in the United States are 
written €or drugs being used for something other than 
their approved purpose.“] The term unapproved uses 
actually has no legal meaning. h unapproved use merely 
indicates a lack of Food and Drug Administration (FDA) 
approval and does not imply an improper or illegal use. 
Unlabeled use is a more appropriate term and is defined as 
the use of a drug product in doses, patient populations, 
routes of administration, or for indications that are not 
included in FDA-approved product labeling.r21 

With each new prescription or physician order, the 
pharmacist must decide if the chosen therapy is approp- 
riate for the patient and if there is evidence to support the 
use of the prescribed drug for the specific indication. How 
does the pharmacist make this decision when the drug has 
been prescribed for an unlabeled indication? What is the 
pharmacist’s liability? Will this affect reimbursement? 

To address these questions, a Medline search and lite- 
rature review was performed using the terms unapproved, 
nonapproved, not approved, unlabeled, off-label, unindi- 
cated, and not indicated. A large number of articles, many 
of which centered around changes in legislation, were 
found written by or for physicians. Only a handful of ar- 
ticles specifically addressed unlabeled medication use 
from a pharmacist perspective. This article begins with a 
brief review of contributing factors to unlabeled medica- 
tion use and then highlights its frequent occurrence. The 
remaining sections focus on patient safety and product 
efficacy, pharmacist liability, and reimbursement issues 
for unlabeled medication uses. For each section, informa- 
tion found in the literature review is summarized, followed 
by implications for clinical pharmacy practice. 

CY 

The FDA approves drugs based on large, randomized, 
well-designed studies that show a product is safe and ef- 

fective for a specific indication. Once a product is ap- 
proved and marketed, many other uses can emerge from 
postmarketing experience. The manufacturer may apply 
for FDA approval of these additional uses if the patient 
population is large enough to support the time and expense 
of more clinical trials. Regardless of labeling, however, 
the Food, Drug, and Cosmetic Act does not limit the 
manner in which a physician may use an approved drug. 
Therefore, once a drug is approved for any indication, a 
physician may prescribe it for uses or in treatment re- 
gimens or patient populations that are not included in ap- 
proved labeling.r51 

Surveys indicate that 88%- 100% of physicians pres- 
cribe drugs for unlabeled indications with 25% prescribing 
for an unlabeled indication d a i l ~ . [ ~ . ~ ]  
although few in number, reflect a similar occurrence of 
unlabeled medication use in phannacy practice. Based on 
the published studies, chart reviews, and surveys, drug use 
for unlabeled indications is especially common in the areas 
of obstetrics, oncology, pediatrics. psychiatry, and infec- 
tious diseases (Table 1). Depending on the practice area, 
patient population, and drug being evaluated, 9%- 100% 
of patients received a medication for an unlabeled use. 

FR 

There is a danger that many unlabeled uses are derived 
from inadequately controIled or uncontrolled studies and 
anecdotal reports. Two articles reviewing the unlabeled 
uses of intravenous immunoglobulin (WIG) evaluated 
the level of evidence supporting these uses. In the first 
study,[61 only one-third of the unlabeled uses of WIG 
was supported by randomized controlled trials. The other 
two-thirds were derived from case reports and uncon- 
trolled trials. The second study showed that a substantial 
proportion of the unlabeled use of 
supported by evidence-based guidelines.r71 The authors 
concluded that it would be prudent to discourage indis- 
criminate unlabeled uses of lVIG because of the pro- 
duct’s unproven clinical effectiveness in unlabeled si- 
tuations. As Dr. Arnold Relman, editor emeritus of the 
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Table 1 Frequency of drug use for unlabeled indications 

U ~ a b e l e ~  Use (9%) 

Practice area Drug(s) ~va iuate~  Patients P ~ ~ S ~ ~ ~ t i O ~  

Family Practice [18] 
Hospital [ 191 
Infectious Disease [20] 
Infectious Disease [7] 

Obstetrics [2 1 ] 
Oncology [16] 
Pediatrics [22] 
Pediatrics 1231 
Pediatrics [24] 
Pediatrics [25] 
Psychiatry 1261 

Various 
Metoclopramide 
W” 
IVIG 

various 
Antineoplastics 
Ondansetron 
Various 
various 
various 
Antipsychotics 

9 
100 
81 
52 

23 
56 
NR 
92 
36 
NR 
67 

NR 
100 
40 
29-100 

NR 
35 
12-73 
66 
18 
7 
NR 

“Drugs used to treat human immunodeficiency virus and its clinical manifestations. 
NR = not reported, WIG = intravenous immunoglobulin. 

New England Journal of Medicine has pointed out, 
“publication of an article on the unapproved use of a 
drug in a peer-reviewed journal is no guarantee of safety 
or efficacy.”[81 However, in some clinical situations, 
such as pediatrics, unlabeled uses may be rational and 
represent the most appropriate treatment for optimal pa- 
tient care. 

When the unlabeled use of an approved drug endangers 
the public health, the FDA is obligated to investigate 
thoroughly and to take whatever action is warranted to 
protect the public. The FDA can require a change in the 
labeling to warn against the unlabeled use, seek evidence 
to substantiate the use, restrict the channel of distribution, 
and even withdraw approval of the drug and remove it 
from the market. In such instances, the official labeling 
may include a prominently displayed “box warning” to 
alert practitioners that certain uses are hazardous and, in 
effect 

The American Society of Health-System Pharmacists 
states that pharmacist should serve as patient advocates 
and drug information specialists concerning unlabeled 
uses of medications.“’] Pharmacists must evaluate the 
available information to assess product efficacy and 
patient safety. Therefore, pharmacists must have access 
to accurate and unbiased information about unlabeled 
uses of prescription drugs. The following textbooks are 
recognized as authoritative sources on unlabeled uses by 
the FDA, Blue CrossBlue Shield, and the Health In- 

surance Association of America: 1) The American Hos- 
pital Formulary Service Drug Infomation ( A H F S  DI); 
2 )  The American Medical Association Drug Evaluations 
(AMA DE); and 3 )  The United States Phamzacopeial 
Drug Information (USP DI). The infomation in 
is derived from published medical literature, as we11 as 
scientific meetings, educational programs, professional 
interactions, and comments provided by editorial review- 
ers. Not all unlabeled uses included in A N F S  DI are well 
established. Some unlabeled uses may be acceptable but 
are considered investigational because of limited experi- 
ence. Unlabeled uses listed in the USP DI are selected by 
USP Advisory Panels based on current literature, current 
prescribing, and utilization practices. The AMA DE is no 
longer published, but its contents have been incorporated 
into USP DI. None of these authoritative textbooks in- 
clude references. 

Additional resources that pharmacists can use for in- 
formation about unlabeled indications include medical 
and pharmacy textbooks, handbooks, journals, electronic 
databases, and the Internet. Although the Internet can be 
a useful resource for finding information, many sites of- 
fer unreferenced information, often with unsubstantiated 
claims. Drug information services staffed by pharmacists 
trained in the retrieval, interpretation, and dissemination 
of medical literature are excellent resources for deter- 
mining if an unlabeled use of a drug is appropriate. 

Another concern for pharmacists is manufacturers’ 
distribution of information on unlabeled drug uses. The 
FDA Modernization Act passed by Congress in 1997 al- 
lows pharmaceutical companies to distribute reprints of 
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peer-reviewed journal articles or reference textbooks that 
include information about unlabeled uses of their products 
to health care practitioners." 1,121 The FDA does not in- 
clude pharmacists as . 'health care practitioners" thus li- 
miting access to informatior, about unlabeled indications 
disseminated by the pharmaceutical companies to physi- 
cians. Pharmacists can and should gain access to this and 
other information using the drug information resources 
discussed previously. It is important to perform a com- 
prehensive review of all information available on the un- 
labeled uses of a medication and to not determine product 
efficacy or patient safety on the basis of a single source. 

LIABILITY 

Dispensing a medication for an unlabeled use, dose, or 
dosage form does not violate federal law. In fact, to date, 
no pharmacist is known to have been prosecuted for dis- 
pensing a product for an unlabeled use. However, a de- 
viation from the safe and effective guidelines provided in 
the product labeling does expose the pharmacist to some 
liability. A pharmacist may be subject to malpractice ac- 
tion if patient injury results froni the administration of a 
medication for an unlabeled use.[13314' 

Lack of criminal prosecution is not a predictor of future 
actions or exposure to civil litigation. Therefore, it is 
important for a pharmacist to be familiar with labeled 
indications and unlabeled uses of a drug and to be prepared 
to defend the appropriateness of a drug's use in the event of 
l i t igati~n. '~] Liability will be minimized if the pharmacist. 
in the exercise of sound professional judgment, concludes 
that the use is rational, safe, and rea~onable."~] 

In addition, a patient is entitled to know when a drug is 
used for an unlabeled use. It is reasonable for the phy- 
sician or pharmacist to inform the patient that the drug's 
use is not FDA approved, it is safe and effective for other 
uses, and some data exist to support its unlabeled use. 
Such discussions should be documented in the patient's 
medical record.[12] A consent form signed by the patient is 
highly recommended but is not currently necessary if the 
drug is used in the normal practice of 

Reimbursement for unlabeled uses of drugs has become 
an important medical and financial issue. Decisions on 
coverage for drug therapy are complicated because it is 
often difficult to differentiate between an accepted stan- 
dard of practice, an evolving standard of practice, and 
investigational therapies. Consequently, many insurance 

carriers and managed care providers have elected to cover 
only those indications included in FDA-approved product 
labeling. Coverage has frequently been denied for un- 
labeled or non-FDA-approved indications, citing these as 
"investigational' ' ~ s e s . 1 ~ ~ 1  

The Health Insurance Association of America has 
created guidelines to assist insurers in assessing coverage 
for unlabeled drug uses. A growing number of insurance 
carriers are following these guidelines, which encourage 
the use of references such as the three authoritative drug 
sources, peer reviewed literature, and consultation with 
experts in research and clinical practice to make specific 
drug coverage decisions.[101 

Implications for 

At this time, there is minimal financial impact on phar- 
macists when insurance coverage is denied for an un- 
labeled use of a medication. However, lack of FDA 
approval for drug reimbursement can affect patient safety. 
Results of a 1991 General Accounting Office survey of 
medical oncologists showed denials for unlabeled drug 
use by insurance companies were having adverse effects 
on the treatment decisions of one of every eight cancer 
patients.[161 When an oncologist learns that a service, 
procedure, or drug is not covered by insurance, they often 
choose another less effective therapy that will not jeo- 
pardize the patient's financial situation."'] Consequently, 
pharmacists must consider if the chosen therapy is fi- 
nancially appropriate for the patient. If the patient can not 
afford the unlabeled medication, the pharmacist should 
assist in selecting the best alternative therapy. 

FDA-approved product labeling is not intended to set the 
standard of medical practice, but to ensure consumer safe- 
ty. However, product labeling often reflects the manufac- 
turer's regulatory or financial concerns rather than current 
literature-supported information. Pharmacists must pos- 
sess good drug information skills, and have access to ac- 
curate and unbiased information to assess therapeutic 
appropriateness when dispensing medications for unla- 
beled indications. 

Pharmacists are faced with product efficacy, patient 
safety, liability, and reimbursement issues when medica- 
tions are used for unlabeled indications. Lack of FDA 
approval for a specific use should not prevent a phar- 
macist from dispensing an available drug. Rather, drugs 
should be used in a manner consistent with good medical 
practice and in the patient's best interest. It is good pro- 
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fcssional practice for a pharmacist to bc familiar with a 
drug's unlabeled uses, to evaluate the literaturc supporting 
its use, and to kccp the patient informed. 
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Appointment of the Study Commission on Pharmacy cul- 
minated after a variety of conferences and studies in the 
1960s and early 1970s to examine the changing role of 
pharmacy practice. Clinical pharmacy was emerging dur- 
ing the 1960s; during this period, academic pharmacy was 
also debating how pharmaceutical education should be 
changed to prepare pharmacists for the future. In 1972, 
American Association of Colleges of Pharmacy President 
Arthur E. Schwarting called for the Association to con- 
duct an evaluation of pharmacy service within the overall 
structure of healthcare and an evaluation of recent and 
current changes in pharmacy education. His call led to the 
formation of the Study Commission on Pharmacy in 1992. 

To assure objectivity, Schwarting required that the Com- 
mission include other health professionals and healthcare 
planners in addition to pharmacists. Dr. John Millis, Pre- 
sident of the National Fund for Medical Education, was 
selected to Chair the Commission. Eleven distinguished 
individuals from pharmacy, medicine, nursing, and the 
pharmaceutical industry were selected to serve on the 
Commission. The Commission spent two years studying 
the practice of pharmacy and the process of pharmacy 
education before publishing its report in 1975, and uti- 
lized 80 consultants to help formulate opinions, observa- 
tions, and recommendations. A record of the events that 
led to the formation of the Commission is detailed in a 
historical record of the American Association of Colleges 
of Pharmacy."' 

Change is most often evolutionary and not revolu- 
tionary. Reading the report of the Study Commission on 
Pharmacyt2' today reinforces how slow change occurs 
when it involves changing the purpose of a profession or 
the basis of an educational program to produce a pro- 
fessional. Reading key historical documents such as the 
Commission report also demonstrates that today's prac- 
tice and education trends forecast the future. Many of the 

recommendations and opinions offered in the report of the 
Commission have been reiterated in subsequent reports 
and addresses by leaders within and outside the profes- 
sion. Nevertheless, over time, many of the recommenda- 
tions made by the Commission have been implemented, 
while other recommendations have only been partially 
achieved or have been discarded and not achieved at all. 

The following includes a review of each of the major 
concepts, findings and recommendations of the Study 
Commission on Pharmacy; observations on the changes 
that have occurred since the report was published; and 
commentary on influence of the report on clinical phar- 
macy practice. 

Pharmacists as ers 
of Drug lnforma 

The study commission indicated that one of the major 
deficiencies of the healthcare system was the lack of 
adequate information for those who consume, prescribe, 
dispense. and administer drugs. The Commission saw 
pharmacists as health professionals who could make an 
important contribution to the healthcare system of the 
future by providing information about drugs to consumers 
and health pr~fessionals .~~~ The Commission judged phar- 
macy as a knowledge system as only being partially suc- 
cessful in delivering its full potential as a healthcare 
service. The report stimulated further emphasis on the role 
of pharmacists as providers of drug information. Since the 
report was published, tremendous progress has been made 
to advance the role of pharmacists as providers of drug 
information to patients and other health professionals. The 
clinical pharmacy education and practice movement 
emphasized the role of pharmacists as providers of drug 
information to patients and other health professionals. 
Today, organized healthcare settings clearly value and 
utilize pharmacists as providers of objective drug infor- 
mation for patients, interdisciplinary patient care, and 
drug use policy making. Today, a greater number of phy- 
sicians in solo or group practice rely upon pharmacists for 
objective drug information, rather than relying solely on 
some texts such as the Physician's Drug ReferenceE4' or 
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pharmaceutical representatives. Today's Doctor of Phar- 
macy curriculum prepares pharmacy graduates to retrieve, 
analyze, and provide drug information to other health 
professionals, patients, and committees concerned with 
health policy. In the last decade, there has been an ex- 
plosion of information available to providers and patients 
using information technology and the Internet. It is clear 
that the provision of drug information, as suggested by the 
Commission, remains central to the future of pharmacy 
practice. It is also clear that our educational programs 
must prepare pharmacists to have more advanced drug 
information skills to enable them to continue to be a pri- 
mary source of drug information. 

Defining Pharmacy and Phar 

The study commission indicated that a pharmacist must 
be defined as an individual who is engaged in one of the 
steps of a system called pharmacy. The Commission as- 
serted that they could not define a pharmacist simply as 
one who practices pharmacy. Rather, a pharmacist must 
be defined as a one who practices a part of pharmacy, 
which is determined by the activities carried on in the 
subsystems of pharmacy. Further, the Commission stated 
that a pharmacist is characterized by the common deno- 
minator of drug knowledge and the differentiated addi- 
tional knowledge and skill required by his particular role. 
The Commission predicted that the future role of phar- 
macists would emphasize dispensing of drug information 
and not drugs.[51 The Commission noted that although the 
concept of clinical pharmacy was still evolving, it should 
be regarded as a powerful force internal to pharmacy that 
would produce change in the system of pharmacy and the 
practice of pharmacists.[61 The Commission opined that 
differentiation did not equate to specialization. The Com- 
mission defined differentiation based upon differences in 
place of practice, function, compensation arrangements, 
and patients served. The Commission stated that special- 
ization should be based upon uniqueness of knowledge 
and not place or function of patient service. Further, the 
Commission offered cautionary comments about potential 
negatives in specialization and stated that specialization 
could only be justified by improved quality and effec- 
tiveness of patient care.[71 Although the Commission re- 
port influenced the thinking of clinical pharmacy leaders 
about differentiation and specialization, clinical pharmacy 
leaders rejected the notion that all pharmacists have the 
same knowledge and ability to improve the quality and 
effectiveness of patient care, and thus, pursued recog- 
nition of clinical pharmacy as a specialty rather than as a 
differentiated area of pharmacy practice as defined by the 
Commission. After many years, the American College of 

Clinical Pharmacy (ACCP) was successful in getting the 
Board of Pharmaceutical Specialties to recognize phar- 
macotherapy as a specialty practice. The terms pharma- 
cotherapy and pharmacotherapist were used in the final 
specialty petition, because these terms more clearly con- 
noted a different type of pharmacist than the terms cli- 
nical pharmacy and clinical pharmacist.1s391 ACCP or- 
ganizational leaders and individuals involved with the 
petition to recognize clinical pharmacy and eventually 
pharmacotherapy did so with a belief that patient care 
quality would be enhanced by board certification of phar- 
macists and thus meet the criterion set by the Commis- 
sion. Since the report of the Commission, other know- 
ledge-based specialties have also been approved as a part 
of the clinical pharmacy movement. Today, the profession 
continues to debate the concept of differentiation and 
specialization as evidenced by the current debate con- 
cerning the credentialing of pharmacists to provide di- 
sease management services to patients and the need to 
recognize advanced practice pharmacists in community 
settings who have greater knowledge and clinical skills 
than many community pharmacists. Thus, the observa- 
tions of the Commission on differentiation and speciali- 
zation live on. 

The Commission opined that curricula of colleges of 
pharmacy should be based upon the competencies desired 
for their graduates rather than upon the basis of know- 
ledge available in the several relevant sciences. The Com- 
mission suggested that one of the first steps to review a 
curriculum for a college of pharmacy would be to weigh 
the relative emphasis given to the physical and biological 
sciences against the behavioral and social sciences. The 
Commission said we should start with the outcomes of the 
curriculum and work backwards to determine the course- 
work needed to achieve the desired outcomes."01 Major 
changes in curricula for producing pharmacists have 
occurred since the report of the Commission. The work 
of the American Association of Colleges of Pharmacy 
(AACP) Commission to Implement Change in Pharma- 
ceutical Education" 1,121 and the revision of standards by 
the American Council on Pharmaceutical Education 
(ACPE) led to adoption of the Doctor of Pharmacy deg- 
ree as the sole entry-level degree for the profession. The 
clinical component of most pharmacy curricula is now the 
single most significant component of the curriculum. The 
Commission report was criticized for being too general 
and not specific about changes that should be made to 
improve the curricula of colleges of pharmacy.[21 The re- 
port of the Commission to Implement Change in Phar- 
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maceutical Education and revised ACPE standards pro- 
vided the specific detail needed to guide colleges to re- 
vise their curricula. Regretfully, some college curricular 
reviews have ignored the recommendation of the Com- 
mission by approaching curriculum revision by starting 
with the existing curriculum and working forward to im- 
prove the outcomes of the curriculum. This approach 
as noted by the Commission leads to less innovative 
and satisfactory approaches to achieving desired curri- 
cular outcomes. 

The Concept of Clinical Scientists 

The Commission opined that the greatest weakness of 
colleges of pharmacy is a lack of an adequate number of 
clinical scientists who can relate their specialized scien- 
tific knowledge to the development of the practice skills 
required to provide effective, efficient, and needed 
patient  service^."^] The concept of a “clinical scientist” 
was discussed and debated in many forums after the 
Commission offered this opinion. Since the report, 
colleges of pharmacy with a research mission have hired 
faculty into tenured track faculty positions that require 
significant clinical research for promotion in addition to 
teaching and service through clinical practice. These 
faculty are now considered clinical scientists who con- 
tribute to the advancement of scientific knowledge to 
enhance patient care. As tenure track clinical pharmacy 
faculty developed as scientists, the amount of time they 
spend in practice has declined due to the time demands 
required to be a successful researcher and teacher. In 
addition to tenured clinical faculty, full-time clinical 
track faculty positions have been developed at most 
colleges to teach therapeutics and other clinical courses 
and to serve as practitioner role models for students. 
Clinical pharmacy practitioners in various settings also 
frequently hold adjunct faculty appointments at colleges 
of pharmacy and serve as role models and teachers for 
clinical clerkships. Clinical faculty now significantly 
contribute to the scholarship and research conducted by 
colleges of pharmacy. 

The Role of Graduate and Advanced 
Professional Educational Programs 

The Commission stated that colleges of pharmacy with 
adequate resources should offer programs at the graduate 
and advanced professional level for more differentiated 
roles of pharmacy practice. The Commission recognized 
the need for advanced professional education and stated 
that colleges without adequate resources and outside the 
environment of a health science center should not con- 

sider offering advanced professional degree programs 
beyond the baccalaureate degree.[’41 The Commission did 
not define the terms graduate and advanced professional 
level. However, the report stimulated discussion of the 
role of Master of Science, Ph.D., and fellowship programs 
as methods to develop clinical scientists, further devel- 
opment of Doctor of Pharmacy degree programs as ad- 
vanced professional degree programs, and further devel- 
opment of postgraduate residency programs to produce 
differentiated pharmacists for advanced professional 
roles. The Commission considered the Doctor of Phar- 
macy as an advanced professional degree and warned 
against colleges offering this degree without adequate re- 
s o u r c e ~ . [ ~ ~ ’  The debate on the preparation of clinical 
scientists or tenured track faculty continues today. A ma- 
jor issue likely to be confronted by academic pharmacy 
and the practice community is the future role of residency 
programs in the preparation of pharmacy graduates for 
general practice. 

Environment for the Preparation 
of Pharmacists 

The Commission opined that the optimal environment for 
pharmacy education is the university health science center 
but felt that adequate arrangements of colleges not located 
in health science centers could be made to provide an 
acceptable environment for the education of students at 
the baccalaureate level.“41 This recommendation was 
debated within academic pharmacy. It caused colleges of 
pharmacy to examine whether they had adequate re- 
sources and the environment to offer a postbaccalaureate 
Doctor of Pharmacy degree program. It helped spur col- 
leges to develop relationships with hospitals and other 
healthcare organizations to provide clinical education and 
to add sufficient clinical faculty to deliver a quality post- 
baccalaureate Doctor of Pharmacy degree program. Over 
time, colleges with sufficient clinical faculty offered post- 
baccalaureate Doctor of Pharmacy degree programs. 
Soon, all colleges will offer the Doctor of Pharmacy de- 
gree as their sole professional degree program. Clinical 
pharmacy practice has evolved beyond the walls of the 
university hospital and other tertiary care hospitals to 
community hospital, community pharmacy, ambulatory 
care settings, and other innovative practice sites. Today’s 
curricula are designed to prepare pharmacists to provide 
clinical pharmacy services to patients in all practice set- 
tings. All colleges now seek and have arrangements with 
multiple organizations to provide an acceptable envir- 
onment for the preparation of pharmacists to provide 
clinical services. 



3. 
The Commission opined that all aspects of credentialing 
of pharmacists and pharmacy education should be brought 
together under an umbrella organization such as a Na- 
tional Hoard o l  Pharmacy Over the years, 
this recommendation has been debated through many 
forums. Today, many leaders in pharmacy believe the 
creation of a new organization to provide oversight for all 
crcdentialing and accreditation programs in pharmacy 
would benefit the profession and society. A new cre- 
dentialing and accreditation organization could better co- 
ordinate all programs and minimize intcrorganiaational 
competition to allow a more unified vision and direction. 
Perhaps with time, the right political and organizational 
circumstances will occur to bring this recommendation of 
the Commission to fruition. 

4. 

5 .  

6. 

7. 

8. 

9. 

The work of the Study Commission on  Pharmacy has had 
an important impact on the development of clinical phar- 
macy and pharmaceutical education. It, coupled with 
other signilicant reports and individual and organizatio- 
nal leadership. have advanced the profession. As a result, 
pharmacists are now better educated and trained and play 
a more significant role in concert with other health pro- 
viders to help ensure drugs are used safely and effec- 
tively in patient care. 
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