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EXECUTIVE SUMMARY

PURPOSE AND OBJECTIVES

~ The overall aim of this inspection was to foster the development and implementation of an ef-
fective Drug Utilization Review (DUR) system under the Medicare program. Toward this
end, it sought to promote a better understanding of the major problems and needs that a DUR
program should address and of the relevant insights that emerge from research and experience.

BACKGROUND

Among the many provisions of the Medicare Catastrophic Coverage Act of 1988 is the one
calling for the Department of Health and Human Services (HHS) to establish a Medicare DUR
program. This mandate offers the Department a significant opportunity to design and operate
a multi-level DUR effort to improve quality of care, avoid unnecessary Medicare and personal
expenditures, and maintain program integrity. This report presents information and recom-
mendations that can help the Department take maximum advantage of that opportunity. In so
doing, it draws heavily on a review of State Medicaid experience, demonstration efforts, and
research findings.

FINDINGS

. There is a widespread problem of mismedication among older adults. That probleﬁx is

' likely to grow when the Medicare drug benefit is implemented, unless an effective DUR
program is developed.

- Although Americans age 60 and over comprise only 17 percent of the total U.S.
population, they account for 39 percent of all hospitalizations and 51 percent of
deaths from drug reactions.

~  In 1987, at least 200,000 older adults were hospitalized due to adverse drug
reactions, or experienced an adverse drug reaction while hospitalized.

*  The problem of mismedication among the elderly reflects a series of systemic
weaknesses throughout the drug therapy delivery system.

~  Atthe pharmaceutical manufacturer level, information about appropriate
dosage levels and potential adverse reactions related to drugs consumed by older
adults is inadequate.

- = At the physician level, there is evidence of widespread prescribing patterns that
are suboptimal for older adults. For the most part, this is a product of inadequate
training and education for physicians in geriatric pharmacology.



—  Atthe community pharmacy level, findings indicate that only a small percentage
of elderly paiiei ts receive drug counseling services even when such services are
mandated by State regulations. Further, there is evidence that many community
pharmacists do not perform adequate reviews of patients’ drug regimens or
consult with physicians and patients when potential problems are identified.

—  Many utilization problems occur at the patient level in administration of drug
therapy among older adults. Compliance with drug regimen rates range from 38
percent to 57 percent, with an average of 45 percent. Medication behavior
problems include underuse and overuse of drugs, sharing of drugs among family
and friends, use of outside prescriptions, and use of damaged medications.

The results of DUR interventions instituted by some State level programs and by
researchers and practitioners are relevant to the design of a Medicare DUR program.
Significant findings include:

- Some State programs use post payment review to identify quality of care
problems among beneficiaries. Such reviews include automated analyses of
patient profiles coupled with case reviews by peer committees. While this
method is useful in identifying broad patterns of mismedication, it appears less
effective in correcting such problems.

—  The value of linking diagnostic codes with prescriptions for the purpose of DUR
analysis is highly questionable.

-  Interms of effecting clinical changes in physicians’ prescribing patterns,
research indicates that in-person education efforts (sometimes referred to as
academic detailing) result in significant improvements. Such interventions
appear much more effective than mail education programs or peer review
inquiry strategies.

—  When pharmacists are provided with information tools to review drug regimens
and when they conduct consultations and counseling with physicians-and
patients, utilization problems can be significantly reduced. Patient counseling
can be improved through training pharmacists in communication skills.

= A number of education strategies for patients have resulted in improvements on
rates of compliance. Improved labelling techniques, use of reminder aids and
in-home counseling by pharmacists are some of the strategies that have proven
successful.



RECOMMENDATIONS

. The HCFA should pian for the phasing in of a comprehensive Medicare DUR program
designed to promote quality of care, control program costs and ensure program
integrity. The DUR process should encompass all beneficiaries, notwithstanding
deductible status.

. The program should incorporate review and education functions at three levels of the
drug therapy process. As soon as is feasible, the program should include the following
elements at each level: ‘

Pharmacist Level

The electronic claims processing (ECP) data base and system should enable the
pharmacist to record all drug transactions for all beneficiaries, verify a patient’s
eligibility and deductible status, and be alerted by computer prompts to potential
mismedication errors. Consistent with the stipulation in the Conference Report
that requires all participating pharmacies to "review the medication profile of all
beneficiaries...before filling prescriptions,” the ECP system should also provide
pharmacists with a full screen display of the patient’s drug regimen.

The ECP system should be compatible with those used for Medicaid claims
processing.

Participating pharmacists should be required to review all Medicare
beneficiaries’ drug regimens and assure that in accord with carefully developed
criteria all Medicare patients have access to counseling services regarding
appropriate administration of the drug, potential side effects and related
therapeutic issues. When a potential adverse reaction exists, pharmacists should
consult with physicians and patients before dispensing the drug.

Drug Bill Processor/Claims Processing Level

The drug bill processor should:

Utilize prepayment edits to identify cases of duplicate and erroneous billing, and
perform other program integrity audit functions on a retrospective basis to
identify cases of fraud and abuse.

Evaluate the quality of information supplied by the drug bill processor to
pharmacists and assess the range and nature of use of that information by
pharmacists.
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Conduct some automated therapeutic review.

Post Payment Level

Using claims data collected at the drug bill processor level, a review of
prescribing and utilization behavior should be conducted to identify physicians,
pharmacists and patients who demonstrate patterns of mismedication and to
target high risk segments of those groups for education efforts.

Education efforts for those target groups should be implemented at the local
level and outcomes from such interventions should be monitored and evaluated
for effectiveness.

The Health Care Financing Administration (HCFA) and the Public Health Service
(PHS), individually and collaboratively, should promote improvements in the
prescribing, dispensing, and utilization of drugs for older adults by taking the following
actions:

.Make funding available to finance research and demonstration projects that will
test DUR interventions and evaluate their relative benefits and cost.

Establish a blue ribbon panel to develop DUR criteria that will serve as a
national standard for DUR programs conducted throughout the country; to make
specific recommendations regarding expansion of curricula in U.S. medical
schools in the areas of pharmacology and geriatrics; and to make additional
policy recommendations, as needed, in regard to improving drug utilization
among the elderly. )

Expedite issuance of FDA guidelines to manufacturers to ensure adequate
testing of drugs on elderly populations.

ADDITIONAL STUDIES

The OIG is conducting a number of additional studies related to Medicare DUR. They
cover the following topics: the disciplinary practices of State pharmacy boards, the
clinical role of the community pharmacist, the privacy implications of the Medicare
prescription drug benefit’s electronic claims processing system, the enforcement of drug
regulations, the medication regimens of older adults, and the technical implementation

- issues associated with the Medicare prescription drug benefit.
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COMMENTS

The American Medical Association, the American Association of Colleges of Pharmacy, the
National Association of Boards of Pharmacy, the Public Citizen Health Research Group, and
the Public Health Service expressed considerable support for our recommendations. The
Health Care Financing Administration, the National Association of Chain Drug Stores, and the
Pharmaceutical Manufacturers Association expressed support for the concept of drug utiliza-
tion review, but raised a number of concerns about our recommendations. Their comments
and our response to them are presented in general in the final section of the main body of the
report and in detail in appendix I. ‘
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INTRODUCTION

In June 1988, Congress passed the Medicare Catastrophic Coverage Act. In anticipation that
the final act would include a prescription drug benefit for Medicare beneficiaries as well as a
requirement that the Secretary establish a companion Drug Utilization Review (DUR) _
program, OIG had initiated a study in February 1988 to identify the major policy and program

issues relevant to development of a Medicare DUR strategy.

The Act’s major provisions related to coverage of prescription drugs include the following:

. Effective January 1991, enrollees in Medicare Part B who have exceeded a deductible
threshold of $600 in a single year will be eligible for partial coverage of costs of
outpatient prescription drugs (as defined in the Act). Copayment by the patient will be
50 percent in 1991, 40 percent in 1992, and 20 percent in 1993 and thereafter. Further,

- the deductible threshold will be adjusted each year to ensure that no more than 16.8
percent of Medicare beneficiaries will be eligible for the benefit.

. With certain narrow exceptions, use of a formulary is prohibited.

. Coverage will not include drugs dispensed in a quantity exceeding a 30-day supply.
The Secretary may authorize up to 90 days in special circumstances.

. The Secretary is authorized to contract with "limited carriers," i.e., drug bill processors
for operation of an electronic point-of-sale claims processing system and is to provide
participating pharmacies with equipment and technical assistance necessary to
participate in the claims processing system. The system will provide a data base for
tracking beneficiary drug transactions, monitoring eligibility, and documenting
deductible status.

. The Secretary is required to establish a DUR program to identify patterns of
inappropriate prescribing and dispensing practices, and instances of substandard care
and potential adverse drug reactions. Additionally, the Secretary must establish an
educational program to educate physicians and pharmacists about quality of care issues.

For purposes of this inspection, we used the DUR definition and program objectives as
developed by Dr. T. Donald Rucker and recommended by the American Medical Association:

"DUR is a formal program for assessing data on drug use against explicit, prospective stand-
ards, and, as necessary, introducing remedial strategies to achieve some desived end. The
three primary objectives are (1) improvement in the quality of care; (2) conserving program
funds and individual expenditures; and (3) maintaining program integrity, i.e., controlling
problems of fraud and benefit abuse.”"



The focus on improvement in quality of care as well as program mtegnty issues was con-
sidered integral to the inspection strategy for two reasons. First, in deliberating on the bill, the
Congress held a number of hearings related to problem of mismedication among the elderly
and the implications of such problems for development of a DUR program. As a result of
those hearings, specific language was included in the Act that requires the Secretary to estab-

- lish a program geared to improving the quality of drug therapy for the elderly. Second, in the
course of reviewing the relevant drug utilization research, the inspection team concluded that
significant economic savings would be gained by including a quality of care dimension to a
Medicare DUR program, and that, in fact, those potential savings may well exceed savings re-
lated to program integrity issues.

- Data were gathered for the inspection from three major sources:

. A survey of 48 State agencies that had been providing prescription drug benefits to
Medicaid patients and operating their own DUR programs, as well as an additional 6
State agencies that prov1dc similar benefits through programs designed specifically for
the elderly.

*  Alternative review of relevant research findings related to drug utilization among the
elderly, including topics such as overall utilization patterns, problems of mismedication,
and experimental interventions to improve drug use.

. A series of interviews with researchers, academics, and practitioners in the fields of
geriatrics and pharmacology; former and current policy makers at the State and Federal
levels; congressional staff involved in drafting of the Act; and private sector
pharmaceutical providers.

The findings from these data gathering efforts have been incorporated in this report which at-
tempts to describe the widespread pattern of mismedication among older adults, identify those
aspects of the drug therapy delivery system that have created the problem, and describe DUR
interventions that appear most promising.

The mismedication of the elderly is an issue that transcends the new Medicare prescription
drug benefit. It does, however, have a number of important implications for design and
management of a DUR program. With implementation of the Act, HCFA policy makers will
be presented with a unique opportunity to have major impact on a widespread health problem
among the elderly. The HCFA is now preparing a request-for-proposal for the electronic
claims processing system that will be the infrastructure for operating the benefit program.
Equally important, that system will serve as the data base for all DUR activities. As one ex-
pert in the field has described it, the system will be an intersection for clinical practice,
epidemiology, and computer technology. Because of the unique importance of the claims sys-
tem in the overall operation of the program, we have made a number of recommendations
regarding basic system requirements. On a broader level, we have also included specific



recommendations to HCFA and PHS that are geared to resolving some of the structural weak-
nesses in the overall drug therapy delivery system. . -



FINDINGS

MISMEDICATION AMONG OLDER ADULTS

There Is A Widespread Problem Of Mismedication Among Older Adults. The Problem Is
- Likely To Grow When The Medicare Drug Beneﬁt Is Implemented, Unless An Effective
DUR Program Is Developed.

There are serious cost and quality of care risks associated with implementation of the new
prescription drug benefit within the Medicare program. Anecdotal evidence from State phar-
maceutical assistance programs for the elderly and independent research in the field of
geriatric pharmacology indicate that, unless an effective drug utilization review program is in-
stituted by HCFA, existing problems of excessive and inappropriate prescribing for the elderly
will be further exacerbated by the new benefit.

In order to assess the potential risks associated with the prescription drug benefit, it is useful
to review recent consumption and cost trends among the general population as well as within
the subset of the elderly. For the entire U.S. population, the total number of prescriptions
filled between 1976 and 1986 rose by 6.6 percent, while the number of pills per prescription
increased by 14 percent over the same period. 1 At the same time, prescription drug prices
have increased substantially and at a much higher rate than mﬂauon2 (figure 1).

FIGURE 1

INCREASE IN PRESCRIPTION DRUG PRICES VS.
CONSUMER PRICE INDEX, 1982 - 1987.
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Price increases and growth in consumption are reflected in the remarkable increase in total
retail prescription drug sales between 1974 and 1986 from $5.7 billion to $18 9 billion, a
226 percent jump. 3

Within the elderly population, utilization rates and costs are particularly high. Although

~ Americans who are 65 years or over constitute only 12 percent of the population, they use
over 30 4percent of the prescription drugs and 40 percent of the nonprescription drugs dis-
pensed.” Another measure of consumption by the elderly is that in 1986, a total of 613 mil-
lion prescriptions were filled at retail drugstores for older adults, an average of 15.5
prescriptions per person.” The incidence of polypharmacy (the use of multiple drugs at one
time) is also especially high among older adults. Sixty-one percent of the institutionalized
elderly receive three or more different prescription drugs in a year; 37 percent receive five or
more; and 19 percent seven or more.

One of the primary reasons for this high level of use is that the elderly are more likely to have
chronic diseases. Eighty percent of those over 65 have one or more chronic illnesses,7 and
across the entire elderly population, there is an average rate of three to five chronic diseases
per non-institutionalized patient™ In terms of drug costs, the elderly have been particularly
hard hit by the rising prices of prescription drugs, given the fact that cardiovascular, an-
tihyper3tensive, and non-steroidal anti-inflammatory medications most often prescribed for
the elderly are among the most expensive types of drugs.

There is little question that drug therapy is an essential component of long-term health car€for
the elderly. Reductions in deaths from heart disease and strokes can be attributed in part to
development and use of cardiovascular and anti-hypertension drugs. Effective outpatient drug
regimens have also permitted the elderly to maintain independent living status and to improve
the quality of their lives. 10

Despite the obvious benefits, however, there are profound risks associated with use of prescrip
tion drugs, particularly among the older adult population. A growing body of evidence ac-
cumulated over the past 10 years indicates that mismedication of the elderly has become a
critical health care issue. It has been labeled by some, including the National Council for
Patient Information and Education, as the "nation’s other drug problem."11 The issue has be-
come a subject of concern among researchers, practitioners, and policy makers at the national
and international levels. Dr. Ira Bennett, editor of the Harvard Medical School Health Letter,
has reported that "research shows overmedication and adverse reactions to drugs are prevalent
and have probably become epidemic among the elderly. "1

Mismedication can occur in at least four ways: (1) higher doses are prescribed in cases when
a lower dose would provide the same benefits with lower risks; (2) drugs with a greater poten-
tial for adverse reactions are prescribed when a less dangerous drug would be just as effective;
(3) the particular drug prescribed is unnecessary either because the patient’s condition has -
been misdiagnosed or because nondrug therapy could be substituted; and (4) the combination
of the prescribed drug with other drugs in the patient’s regimen produces adverse effects.



There are many medical and social reasons that the elderly are more likely to be victims of
mismedication; however, there are a few particularly important ones. The first is that there is
a higher risk of adverse drug reactions (ADRs) as the number of different drugs taken in-
creases; 1 consequently, the elderly, who use significantly more types and total amounts of
drugs than the rest of the population, are especially vulnerable. Because they suffer from mul-
tiple chronic diseases, older adults are frequently under the care of more than one physician
who may prescribe drugs without knowledge of the patient’s full drug regimen. Thus, the
physician may be unaware of the potential for drug interactions. Furthermore, as the drug
regimen becomes more complicated, there is a greater likelihood that the patient will make an
unintentional error.

Secondly, unique physiological changes associated with aging greatly affect the body’s meta-
bolism of drugs, thereby increasing the possibility that an appropriate dosage for a younger
patient is not appropriate for an older one. Some physicians may not account for these chan-
ges when developing a drug therapy program for an elderly patient. "The risk of an adverse
reaction is about 33 percent higher in people aged 50 to 59 than it is in people aged 40 to 49,
increasing to two to three times higher when people are older."™*

Identifying and treating cases of ADRs in the elderly can be problematic since symptoms of
such reactions are often similar to those typically associated with the aging process and to
symptoms of diseases common among the elderly. Further, the effects of mismedication may
range from mild, temporary symptoms to serious illness and death.

Because ADRs are frequently misdiagnosed, it is difficult to determine with precision the full
scope of associated illnesses, injuries, and deaths. However, severe effects of ADRs have
been documented. An OIG analysis of Medicare hospital bills indicates that:

. In 1987, an estimated 200,000 older adults were hospitalized due to ADRs or
experienced an ADR while hospitalized.

Other studies have found that;

. Each year, 32,000 elderly adults incur hip fractures due to drug-induced falls.

. 63,000 older adults experience serious mental impairment either caused or worsened by
drugs.

. 61,000 older adults have developed symptoms that mimic Parkinson’s disease due to
prescribing of anti-psychotic drugs.

. Two million of the elderly are addicted or at risk of addiction to minor tranquilizers or
sleeping pills because of using them daily for at least 1 year.



In proportion to the general population, the elderly are considerabI}{ overrepresented in terms
of hospitalizations and deaths as a result of adverse drug reactions: 6

FIGURE 2

DEATHS AND HOSPITALIZATIONS AMONG OLDER
AMERICANS AS A RESULT OF ADVERSE
DRUG REACTIONS
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Source: Senate Special Committee on Aging.

Beyond the human costs associated with mismedication among the elderly, there are sig-
nificant financial costs borne by patients, families, and public and private health insurers. One
study conducted by Pennsylvania Blue Shield estimated that the annual cost of drug related
hospital admissions of the elderly, along with their subsequent treatment, was $4.5 billion in
1983.17 (That estimate does not include costs associated with ADRs among the elderly who
required treatment other than hospitalization.) Other estimates of health care costs associated
with ADRs among the elderly are as high as $7 billion per yca.r.l

It is a basic microeconomic principle that price subsidies such as the new Medicare prescrip-
tion drug benefit will increase both the consumotion and, ultimately, the price of a good. The
experience of the State of Pennsylvania in implementing its own drug benefit program
(PACE), which subsidizes prescription drugs for the elderly, is illustrative. In 1985, at the end
of its first program year, PACE beneficiaries were submitting an average of 18 prescriptions
per year at a program cost of $62 million. (This consumption rate was significantly higher



than that for the U.S. population as a whole.) As would be expected with a new entitlement,
the program has grown substantially each year as the number of eligible beneficiaries, the
number of prescriptions filled per beneficiary, and the average cost of each prescription have
all increased steadily. The most recent projections for the current program year are that
average number of prescriptions 9per enrollee will be 26 per year and total PACE program
costs will exceed $180 million.! (This represents a 44 percent increase in the average num-
ber of prescriptions and a 190 percent increase in program costs in just 4 years.) PACE
program staff have also estimated that over 30 percent of PACE beneficiaries are on potential-
ly conflicting drug regimens. 2 The magnitude of such potential conflicts varies among in-
dividuals.

The major risks associated with implementation of the new Medicare benefit are, therefore,
two-fold: (1) subsidized prices may result in an increase in consumption, thereby exacerbat-
ing the quality of care problems of mismedication and overdrugging that already exist, and (2)
as consumption increases, health care costs associated with ADR-related illnesses and
hospitalizations and with the price of prescription drugs may accelerate.

WEAKNESSES IN THE DRUG THERAPY DELIVERY SYSTEM

The Widespread Problem Of Mismedication Among The Elderly Reflects A Series Of Sys-
temic Weaknesses Throughout The Drug Therapy Delivery System.

The problem of widespread mismedication of the elderly is not the result of fraud, abuse, or
malfeasance within the health care system. As one leading researcher in the field has

~ described it: "There is no malevolent force in all of this. What we are fighting here is sheer
ignorance and lethargy.” 1

A review of the entire process of administering drug therapy to the elderly reveals a series of
fundamental weaknesses throughout the system, beginning at the manufacturer level and ex-
tending to the patient’s management of his/her own drug regimen. '

Manufacturer Level

Systemic weaknesses in the delivery of drug therapy for older adults begins at the phar-
maceutical manufacturer level. In the past, drug companies often performed clinical studies re-
quired to secure FDA approval on healthy younger adults even though the product may
ultimately be approved and marketed for a condition that is common among the elderly. As
one noted pharmacology expert described the situation, "We test drugs on young people for 3
months; we give them to old people for 15 years." 22 The FDA has been working with the in-
dustry to correct this problem, and indicates that in recent years much progress has been made
in including older patients in clinical studies of new drugs.

For the past 5 years, the FDA has been developing and promulgating guidelines for the drug
industry that would require inclusion of the elderly in premarketing clinical tests. In 1983,
FDA began circulating a discussion paper on the subject. In 1986, the agency released a draft



of guidelines for review by the drug companies. In 1988, PHS issued in final "Guideline for

- Clinical and Statistical Sections of an Application.” This guideline goes beyond the issue of
whether or not the elderly are included in clinical trials and emphasizes the need for analyzing
the influence of variables such as age on the results of these trials.

Also pertinent in this context is the extent to which manufactures provide labeling information
on drugs commonly used by the elderly. The FDA reports that in a recent internal survey it
concluded 212 of the 425 individual drugs used most often by the elderly contain geriatric in-
formation, and that 10 of the top 24 used by the elderly provide such information.”> The
FDA also reports that is has conducted a similar survey of all drugs approved in 1988 and will
be providing the results as soon as possible. ‘

As mentioned previously, g?ysiological changes that occur as the body ages create particular
sensitivities to drug usage.” Some of the changes that affect older peoples’ reaction to drugs
include:

. Body size and composition: after age 60 body weight decreases and the proportion of
body fat increases. Drugs that concentrate in fat tissue will therefore remain in an older
person’s body for a longer time. Further, dosages appropriate for a younger adult may
be too high for an older person whose body weight is lower.

. Liver functions: as adults grow older, the liver becomes less efficient thereby making it
more difficult for drugs to be excreted from the body.

. Kidney functions: the filtering ability of the kidneys decreases by 30 percent by the
time a person reaches 65 years and continues to decrease steadily thereon. This
decreased kidney function can cause certain drugs to accumulate in an older person’s
body at higher levels and for longer periods of time than in younger people.

It is important to recognize that these age-related changes in body size and composition, liver
functions, and kidney functions are subject to wide variations, with some individuals showing
significantly less change than might be expected for the population as a whole.

Failure to conduct thorough clinical drug tests on older adults can therefore result in a vacuum
of knowledge about appropriate dosage levels and ADR risks. To further exacerbate the
problem, the types of medications consumed by the elderly are often inherently more toxic.
One of the major risks that is run "by underrepresenting or ignoring the elderly in this impor-
tant (clinical testing) process is the repeating of disasters such as that of Oraflex in which
widespread use of the drug by elderly patients once it was marketed resulted in high rates of
side effeczzgs and even mortality before the manufacturer voluntarily withdrew it from the
market."

The Public Citizen Health Research Group recently conducted a review of the 287 most com-
monly prescribed drugs for non-hospitalized older adults, and compiled its recommendations



for a consumer publication titled WORST PILLS BEST PILLS. Among the findings are the fol-
lowing:

. The Group designated 104 of the 287 most commonly prescribed drugs (excluding
drugs for treatment of cancer) as medications that should not be used by older adults
because safer alternatives are available.

. 20 of the drugs not recommended for use account for more than 83 million prescriptions
filled for the elderly each year, at a cost of over $1 billion annually.

. The entire list of 104 drugs in the "do not use" category represents 136 million
prescriptions per year, or nearly 25 percent of the total number of prescriptions filled for
the elderly each year.

Although reports such as Public Citizen’s are useful in sensitizing older adults and health care
professionals to the dangers of mismedication, they cannot substitute for a formal set of
guidelines that will ensure improved testing and labeling of medications for the elderly.

Physician Level

It is frequently assumed that in treating the elderly, physicians make diagnostic evaluations
and prescribing decisions based on the most up-to-date medical information available. A
mounting body of evidence, however, suggests that this is frequently not the case and that sub-
optimal prescribing patterns for the elderly are common: “"drugs that are largely ineffective
are widely used, dosages or combinations are often pharmacologically irrational, useful drugs
are passed over in favor of newer agents that are no more effective but may be considerably
more expensive."

Nowhere is it suggested that poor prescribing patterns for the elderly are a product of lack of
concern or general incompetence on the part of physicians. Rather, inappropriate administra-
tion of drug therapy is, for the most part, a reflection of a serious lack of training for many
physicians in the fields of geriatrics and pharmacology.

In 1988, less than 2 percent of the students enrolled in the nation’s 127 medical schools were
required to take courses in geriatrics. This, however, is an improvement over the past decade.
In the mid-1970s almost no geriatrics courses were offered in medical schools. 30 One study
published in 1986 reported that medical schools today have only 10 percent of the faculty
needed to teach and conduct research in geriatrics. Furtherig only 1 percent of the continuing
education courses for physicians are in the field of geriatrics. 2

Despite the fact that the elderly population will continue to grow at a steady pace as the "baby
boom bulge" ages, the most optimistic estimates are that by the year 2000 the United States
will have between 900 and 1600 educators and only 8000 doctors trained in geriatric special-
ties. > (This compares to 479,000 physicians in the United States today.)
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~The lack of formal training for physicians in the field of pharmacology is equally striking.
The problem is compounded by the introduction of hundreds of new medications to the
market each year. A 1988 study published in the Annals of Internal Medicine reported the fol-
lowing:

. Most physicians receive only one course in pharmacology during medical school.
. By the time a physician completes residency, 100 new drugs have joined the market.

. Nearly every prescription written in 1988 by physicians who graduated from medical
school in 1960 is for drugs about which those physicians have received no formal
education.

Studies measuring physicians’ knowledge of grescribing reflect this educational gap, par-

ticularly with respect to psychotropic drugs.3 3637 One of the most recent and significant

studies was conducted in 1985 and focused specifically on the prescribing knowledge of -
physicians who treat the elderly. Researchers at Temple University Medical School ad-

ministered a questionnaire on knowledge of prescribing for elderly adults to a stratified ran-

dom sample of physicians who treat Medicare patients. Over 70 percent of the respondents

failed to pass the exam.

In the absence of adequate education and training in geriatrics and pharmacology, physicians
frequently rely on generalized stereotypes about the aging process, and, in selecting a articular
- drug regimen, they often depend on the promotional materials provided by drug manufac-
turers. "Many health professionals have a mistaken attitude about the elderly patient that per-
petuates...‘an unfair elderly stereotype. This stereotype of confusion, lethargy, and weakness,
forgetfulness and tremor...unfairly discriminates against the majority of elderly individuals
who manifest none of these characteristics. Since the most common manifestations of
(ADRYs) in the elderly are precisely the same symptoms of this unfair stereotype, professionals
who believe that aging is synonymous with deterioration of physical and mental function
often overlook medications as the cause of their %ﬁems’ deterioration."”” The result of this
stereotype can be an "illness-medication spiral,” =" in which ADRs are diagnosed as new ill-
nesses, leading to the prescribing of more and more drugs to treat symptoms and toxicities
caused by inappropriate drug therapy. The consequences of such an illness-medication spiral
can be as serious as permanent incapacitation and even death of the patient. In its hearings on
adverse drug reactions among the elderly, the Senate Special Committee on Aging heard tes-
timony from a number of witnesses whose family members have been tragic victims of this
syndrome. 41

In surveys that have asked physicians about the information sources on which they are most
reliant in making prescribing decisions, scientific literature is nearly always accorded a more
prominent position than commercial sources. However, in studies that do not rely on self-
reports, findings indicate that commercial sources of information are relied on far more heavi-
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ly than scientific literature. One project conducted by Harvard Medical School researchers
studied a random sample of physicians in greater Boston and focused on two index drugs
whose effects have been shown in published clinical studies to be minimal or not significantly
different from those of over the counter drugs, but which are heavily advertised as being effec-
tive. The study found that "although the vast majority of practitioners perceived themselves
as paying little attention to drug advertising and detail men, as compared with papers in the

- scientific literature, their beliefs about the index drugs revealed quite the opposite pattern of in-

fluence in large segments of the samplc."4

Findings such as these are not surprising when one considers the resources and technologies
used by drug manufacturers to promote their product. Last year, drug companies spent $2.5
billion on promotional activities of their products to physicians™ An average of $5,000 per
physician is spent each year by drug manufacturers whose promotional activities range from
provocative and elaborate print materials to face-to-face visits with physicians.”~ The issue is
not one of deception, but rather of aggressive and sophisticated marketing techniques that are
designed to sell the maximum volume of drug products. The sales staff are typically not for-
mally educated in pharmacology; in 1988 less than 5 percent of the detail men promoting drug
sales had formal pharmacology training.” Evidence, however, indicates that these detail men
and their supporting print materials are the primary source of drug information for many
physicians.

Community Pharmacy Level

Within the health care delivery system, pharmacists are seen as providers of a unique service,

~ that of "disseminating information concerning all aspects of medication (to both) health profes-
sionals and the general public." *' Pharmacists’ professional associations have, as one of their
standards of conduct, the requirement to consult with physicians and counsel patients on ad-
ministration of drug therapy and in sixteen States, boards of pharmacy have instituted man-
datory patient counseling regulations.” Thus, in theory, the community pharmacists should
serve as a quality control mechanism to identify cases of mismedication.

As indicated in a number of surveys, community pharmacists see themselves as willing and
able to provide counseling services to patients and believe that they do, in fact, provide such
services on a regular basis.”~ However, a number of observational studies indicate that this
may not be the case. 'Much of the literature emanating from these studies has been "critical of
pharmacists in terms of the small percentage of patients who receive any consultation, the
brevity of the consultations that do take place and the inadequacy and inappropriateness of the
pharmacists’ decisions in regard to patient care."

Reports on the rate of verbal counseling provided by pharmacists have been as low as 30 per-
cent for all patients served, and when dispensing refills, that rate is even lower. ! Further,
when filling a new prescription the average length of time spent in consultations during
routine provisions of services has been found to be only 20-30 seconds.”?”> "One pioneering
observational study of pharmacists indicated that (they) devote little of their work time to
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patient communication and half of the time they do spend talking with patients is on non-
- professional communication."

Even when patient counseling is mandated by State board regulations the performance of phar-
macists can remain unchanged. A study conducted in Kansas evaluated the effects of man-
datory patient counseling regulations 2 years after they were implemented and found that the

" new requirement had no effect on the amount or quality of counseling provided by phar-
macists. Among other findings of that study were:

. There was a significant increase in the number of pharmacists using auxiliary labels to
supplement verbal instruction.

. The majority (53 percent) who did use labels used them as the only means of supplying
patient information.

. A much higher percentage of chain pharmacists used auxiliary labels with no verbal
counseling.

. In 38 percent of the pharmacies, non-professional staff gave the prescription to the
patient "thus performing, unsupervised, the final and virtually most important step in the
process....that of counseling the patient in proper self medication."

In terms of community pharmacy services for the elderly, who typically have more complex

- drug regimens and are likely to be treated by more physicians than younger patients, the
consulting role of the pharmacist is particulary important. However, studies show that the
elderly fare poorly in this regard. Over 70 percent of all patients report receiving no informa-
tion from pharmacist556'57 and for elderly patients the incidence is even higher than for
younger adults.

The community pharmacy profession is in a state of flux at the present time, complicated by
the fact that its traditional market has become considerably more competitive. "Expansion of
hospitals with ambulatory care, mail order and deep-discount prescription services, and
physician dispensing..."are just a few of the market challenges facing community phar-
macies.”” One response to these market challenges has been the new technology introduced
to improve productivity and enhance competitiveness. Pharmacy robots capable of "readlgbg"
and filling prescriptions are being used in Japan and are being tested in the United States.
Although quality of sérvice to the patient is seen as a useful marketing technique, technologi-
cal and market forces have combined to "depersonalize" the services offered by community
pharmacies to patients.
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Patient Level

Notwithstanding the systemic flaws at the manufacturer, physician, and pharmacist levels,
drug utilization problems can and often do occur at the patient level in administration of drug
therapy. Noncompliance, or medication behavior problems of patients, include underuse and
overuse of a drug, as well as items such as sharing of drugs among family and friends, use of
outdated prescriptions, and use of medications that have been damaged due to poor storage.

A review of the literature concerning compliance with prescription drug regimens indicates
that older adults’ compliance rates range from 38 percent to 57 percent, with an average rate
of approximately 45 percent. 1 Some research indicates that "compliance is relatively good
among children, poor among adolescents, good during middle years, and, again, relatively
poor with advancing age."6

Advanced age is not in itself a rcliablgfredictor of non-adhe:rcncg.s63 However, stu%igs indi-
cate that use of multiple medications, ' duration of drug therapy, -~ and living status ™ (i.e.,
living alone rather than with family or friends) are all variables that negatively affect a
patient’s compliance with drug therapy. Because older adults are more likely to suffer from
chronic diseases and to take more types and amounts of drugs, they may be particularly prone
to medication behavior problems. Compounding the problem is the fact that adults’ vision
tends to deteriorate over time7 making it difficult for some elderly patients to read and under-
stand instructions on labels.®

As mentioned previously, older adults consume nearly 40 percent of all over-the-counter
(OTC) drugs, a practice that complicates prescription drug regimens for some elderly patients.
With the increasing number of very potent drugs being reclassified for OTC use, self-prescrib-
ing becomes more risky, especially among older patients who may already have a complex
prescription drug regimen. Patients who are self-administering OTC drugs may not communi-
cate that fact to physicians and pharmacists who could identify potential drug interactions and
other hazards.

Thus, even when the appropriate drug regimen is prescribed and dispensed, breakdowns can
occur at the patient level. Although compliance problems are the product of a multitude of
variables, all of which can never be resolved, evidence suggests that the development of a
DUR program for Medicare beneficiaries should be focused to some degree on this critical
stage of drug therapy.

STATE SURVEY RESULTS

From A Quality Of Care Perspective, State Medicaid Dur Policies And Program Functions
Have Limited Applicability For A Medicare Prescription Drug Program.

Our survey of the 48 State Medicaid agencies found that most DUR programs are geared to

identify and correct problems of program integrity, rather than quality of care.%® Given this
policy focus and the fact that Medicaid populations differ significantly from Medicare popula-
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tions, both in demographic profiles and in drug consumption patterns, the Medicaid DUR ef-
forts alone should not be used as a model for developing a Medicare DUR program.

In general, State Medicaid agencies define the DUR problem as one of abuse by individual
recipients, and, to a lesser degree, fraudulent billing practices by pharmacists and physicians.
An overwhelming majority of survey respondents reported that drug utilization cases in the

 State Medicaid programs involve narcotics and controlled substances. Forty-two (88 percent)

of the States reported that DUR cases involved certain types of drugs and nearly 80 percent
cited narcotics and other drugs with street values as the specific drugs involved.

Because of the manner in which State Medicaid agencies have defined the drug utilization
problem, resources have been allocated and monitoring devices selected to identify patients
who abuse the system, either because of addiction problems or because of involvement in il-
legal sale activities. Program functions have also extended to monitoring pharmacists and
physicians who may be involved in fraudulent or abusive activities.

Although we found that the majority of States (69 percent) use some form of prepayment
method to identify utilization problems, those functions are almost exclusively geared to iden-
tify administrative problems or to enforce eligibility restrictions. The nature of prepayment
review methods for the 33 States that use them are as follows:

. Five States require preauthorization to increase supply limits.
. Ten States require preauthorization for non-formulary drugs.

. Fifteen States perform prepayment edits to enforce lock-ins (requirements that patients
suspected of misuse use a single doctor and/or a single pharmacy), to screen for
dispensing of non-formulary drugs, or to identify duplicate or faulty billings by
pharmacists. |

Further, the majority of State agencies (65 percent) reported that they do not encourage phar-
macists to review prescriptions prior to dispensing a drug.

It is clear, therefore, that at the prepayment level, Medicaid DUR programs are designed to
screen for eligibility, formulary and quantity requirements, and instances of administrative
error and abuse. With only one exception, State programs are not designed to flag quality of
care problems (e.g., potentially dangerous drug interaction or duplicative therapy) at the point
of sale.

In terms of post payment strategies, all States report using some method of profiling to iden-

tify utilization problems, but again, these "problems" generally fall into the category of
patient, pharmacy, or physician fraud and abuse.
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At the post payment level, all of the State agencies surveyed reported using the method of
patient profiling to establish a data base for utilization review. A lower proportion of States
use pharmacy and physician profiling methods. Ninety percent rated patient profiling as the
most effective post payment strategy for identifying program integrity problems. Only five
States reported using a peer review committee to review cases of suspected misuse of drugs,
and only three States reported that post payment review systems were used to identify con-
traindicated prescribing patterns.

Another reflection of the State agencies’ perspective on the DUR process is seen in the
methods most typically used to address utilization problems. Lock-ins were reported by 69
percent of the States as the most frequently used corrective method. Only 33 percent of the
agencies reported engaging in educational outreach prior to the onset of problems, and nearly
all such outreach efforts consisted of journal articles, seminars, and bulletins. For those States
that use educational methods to correct already-identified problems, 33 percent reported that
such activities consist only of warning letters sent to one or more of the involved patients.

Despite the fact that Medicaid DUR systems are designed to focus on program integrity rather
than quality of care problems, there are indications that State officials are aware that quality is-
sues are deserving of more attention. Although significantly more prevalent among older
adults, problems of mismedication unrelated to fraud and abuse are not confined to the elderly
population and this fact has been recognized by State Medicaid agencies.

In terms of expanding their program scope to identify and include quality of care issues, some
States face a number of constraints. Inadequate resources in terms of financing, staffing, com-
- puter software, and data gathering capabilities were cited as a significant impediment to
program expansion. Further, some DUR program officials reported that State level regula-
tions limited their authority to narrow program integrity review and enforcement.

Agency staff’s responses to questions about their own future directions and about advice to
Medicare administrators reflect a broader perspective than their own current practices suggest.
When asked which approaches have the most potential for addressing utilization problems in
the future, education (31 percent) and establishment of peer review committees (31 percent)
were mentioned most frequently. Further, when respondents were asked to identify the most
significant initiatives Medicare administrators should take in designing a DUR program, the
following items were mentioned most frequently:

. Implement education programs (33 percent).

«  Use sophisticated data collection techniques and software to identify utilization
problems (29 percent).
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In summary, the OIG State survey’s most significant finding may be that in designing a nation-
al DUR program, Medicare administrators should do what the States say rather than what they
do. Although some States have instituted practices to address quality of care problems, the
survey findings indicate that more common State practice is not particularly relevant to a
Medicare DUR program.

OTHER DUR INTERVENTIONS

The Results Of DUR Interventions Instituted By Some State Level Programs And By Re-
searchers And Practitioners Are Relevant To The Design Of A Medicare DUR Program.

Although, as a rule, most State Medicaid DUR practices are confined to program integrity is-
sues, some State level Medicaid and pharmaceutical assistance programs have implemented ef-
forts to identify and correct quality of care problems. Further, independent research and
experimental education programs have also produced results that are instructive for Medicare.
Some State Medicaid programs and pharmaceutical assistance programs for the elderly have
instituted interventions focused on quality of care issues. One of the most sophisticated
designs for such a program is that of the Minnesota Medicaid Agency. The major procedural
components of the Minnesota program are as follows:

. A panel of medical experts develops a list of therapeutic criteria that identifies high risk
drugs, drug use characteristics, and disease classifications that present the greatest
potential for mismedication problems.

. The State agency contracts with a provider who uses the preselected therapeutic criteria
to review Medicaid computer tapes of drug purchases and identify "exceptional drug
profiles"” of patients that appear potentially hazardous. These reviews are
computer-generated and use algorithms to sort information so that high risk patient
profiles can be flagged.

. The drug history profiles are then transmitted back to the State agency which uses DUR
peer review committees of health care professionals to conduct a case by case review.
Such a review attempts to isolate cases of suspected overutilization and underutilization,
adverse drug interactions, and contraindicated drug therapy.

. The DUR committee sends written inquiries to the practitioners associated with the
questionable therapy and evaluates each response to determine whether the information
provided by the practitioners justifies the drug therapy in question or whether further
remedial action (e.g., continued monitoring, referral to local providers® professional
society, referral to State boards of medicine and pharmacy) should be taken.%

The model described above includes elements that appear to have potential applicability for a
Medicare DUR program. First, the development of therapeutic criteria as an underlying con-
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struct for the entire review process is seen as a valuable tool with which to screen large
- amounts of drug utilization data.

There may also be a value to developing additional criteria with more elaborate screens at the
DUR committee case review level, as other research indicates. In a study conducted by
Michael Smyer, et al., for the Pennsylvania PACE Program, members of multiple peer review

' committees within the State were surveyed and asked to rate specific drug interactions in

terms of their clinical significance for elderly patients. Such ratings were then compared with
scientifically based authoritative standards. "The most striking finding was a very high
variability among DUR members (in terms of their ratings). Limited consensus was achieved
for only a few types of interactions." 70 This suggests the need to develop a second level of
more sophisticated screens/criteria at the committee review level to ensure that such reviews
are consistently focused on the highest risk groups.

The value of developing a thorough drug utilization data base with which to conduct vital
computer-generated screens is also instructive for Medicare DUR program planners. The
volume of drug transactions projected for Medicare beneficiaries (700 million annually) will
require the maximum amount of automated review that is feasible. According to experts, one
crucial element that should be included in such a data base is a physician provider’s identifica-
tion number. ' The absence of such a standardized national identification system would ob-
viously limit the ability of DUR reviewers to institute remedial action.

There has been some discussion among congressional and HCFA staff about the advisability
of matching diagnostic codes with prescriptions. Although the legislation does not require

- that diagnostic information be provided by the physician with the prescription, there is some
interest in developing a DUR data base that would match Medicare part A and B claims data
(which include a diagnostic code) with DUR patient profiles in order to expand the patient in-
formation available for DUR review. Findings indicate, however, that use of standard diagnos-
tic codes would have limited utility for a Medicare DUR program. Researchers who have used
Medicaid data bases (which include diagnostic codes) for DUR-related research report that
there are a multitude of problems associated with use of such codes in making clinical judg-
ments.

First, there are several problems related to the accuracy and intelligence of diagnostic code
data. For Medicare, part B procedure codes are frequently listed as "doctor’s office visit",
which provides no information about the patient’s condition. Further, patients themselves
sometimes complete part B claim forms, a practice that further exacerbates the accuracy
problem. It is routine in some office practices for clerks who do not have clinical expertise to
complete claim forms, and, even when they are completed correctly, computer sorting of infor-
mation may be flawed. One university-based project that used diagnostic codes to conduct re-
search on ulcer disease was seriously flawed because computers and clerks added trailing
zeros to a code, unaware of the fact that such an addmon resulted in a miscoding error that
changed the dlagnos1s
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Secondly, even if the accuracy problems could be resolved successfully by improving coding

- models and training health care personnel, the problem of "paper compliance" would remain.
Typically, multiple diagnoses are associated with treatment of the elderly, all of which may be
addressed in a single office visit. It is likely that physicians would quickly learn which codes
should be associated with particular prescriptions in order to avoid the administrative burden
of responding to a DUR-related inquiry. A system of "paper compliance" would then be in-
stituted among physicians treating Medicare patients, thereby adding no useful information for
DUR purposes and resulting in no clinical change of behavior among practitioners.

Beyond the issue of the ingredients of a data base, other elements of State level DUR experien-
ces are instructive for Medicare. Like Minnesota, several States have used the peer review
committee method to identify quality of care problems, and, although this technique has been
found useful in identifying questionable utilization patterns, there are serious questions about
its efficacy in correcting such problems. The process itself is lengthy and labor intensive by
nature; it can sometimes take 12 to 18 months from the time a drug is prescribed to the point
at which a DUR committee sends a written inquiry to the physician. The requirements of as-
sembling computer tapes, conducting automated screens, and completing case by case reviews
of questionable profiles precludes timely identification of what could be life threatening instan-
ces of mismedication for elderly patients. By the time a physician is notified by a DUR com-
mittee that a patient’s drug regimen is in question, the patient may have died, the drug regimen
may have been adjusted, or the patient may have moved and/or changed physicians.

More importantly, the inquiry process itself has several severe limitations, both in philosophy
of approach and effectiveness. Despite attempts to construct written inquiries that avoid of-
fending the physician, the fact that a State authority is requiring a practitioner to justify his ac-
tions can carry an implied threat in many physicians’ minds. The prospect of a DUR
committee referring a physician for punitive action to a licensing board or enforcement agency
is obviously not lost on the physician. The enforcement undertone of the entire process is
therefore not likely to be perceived as a supportive, educative experience for the physician
whose questionable prescribing patterns may be just the result of lack of appropriate informa-
tion. Additionally, it is typical that DUR committees refer only the most egregious cases for
sanction or punitive action. Instances of malpractice that require such enforcement action are
difficult to document and prove, even when punitive action is clearly indicated.

In summary on this point, the peer review process, while somewhat useful in identifying
potential problems, may not be a particularly effective technique for affecting changes in the
behavior of physicians on a broad scale and, except in cases of clear abuse, is highly depend-
ent on the willingness of practitioners to cooperate in what they may perceive to be an un-
necessarily threatening process.

In terms of ameliorating patterns of mismedication, a number of initiatives by researchers and

practitioners appear promising. Perhaps the most important and effective trial of interventions
has been directed at the physicians’ level of the drug therapy process.
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Traditionally, the use of mailed educational materials has been a favored technique for provid-
~ ing physicians with continuing education services. However, research conducted over the past
5 years has raised serious questions about the efficacy of this method. A study published in
the Journal of the American Medical Association in 1986 reported results of a mailed continu-
ing education program for primary care physicians conceming management of hypertensive
patients. A standardized trial in two urban communities in Canada "demonstrated no influence
of a mailed...education program on the practices of physicians or on the control of the biood
pressure of hypertension patients referred (by the project staft)."7

The pioneering work done by Dr. Jerome Avom of the Harvard Medical School in measuring
the relative effectiveness of various education methods on changing clinical behavior appears
particularly relevant for design of a Medicare DUR program. Avorn and associates conducted
a randomized controlled trial of 435 physicians in a four State sample. Using Medicaid
patient profile tapes, project staff identified physicians who were participants in Medicaid
programs and who prescribed high levels of one or more of three groups of target drugs that
are questionable in terms of effectiveness or are unnecessarily costly.

A mailed education program was administered to one portion of the sample, using print
materials that were commercially designed and fashioned in the style used by drug manufac-
turers to promote their products. These "unadvertisements” were designed to counter over-
prescribing of the target drugs by means of attractive, easily read and understood messages. A
second segment of the sample were visited by clinical pharmacists trained by project staff in
the relevant pharmacological aspects of the target drugs and in communication techniques.
These face-to-face contacts were conducted in a positive and supportive manner; physicians
were not approached as problem prescribers, but rather, were told that they had been selected
as subjects for a university-based drug information program. In addition to receiving the same
"unadvertisements" sent to the print-only group, these physicians were visited twice by a clini-
cal pharmacist who reviewed the print materials with them and encouraged them to reduce
their prescribing of the target drugs. The third segment of the sample, the control group, was
exposed to no intervention. Among the significant findings of this study are the following:

. There was no statistically significant effect of the education intervention on physicians
who received the print materials only.

. For physicians who received face to face visits, there was an average reduction of 782
units of the target drugs per physician.

*  Ninety-two percent of the group randomly selected for face to face intervention agreed
to participate, and many asked for more drug education as a result of the visits.

« A time series analysis indicated that the improvements in prescribing habits remained
constant over time, with "no significant diminution of effect 9 months after the start of
intervention."
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o The rate of prescribing change documented was independent of characteristics of
physicians themselves (e. g., age, specialty, size of Medicaid practice, intensity of
previous target drug use). : :

A companion analysis by the study group analyzed the benefit/ cost ratio of the project and in-
dicated that implementation of a personal visit intervention program for 10,000 physicians
would lead to projected drug cost savings of $2,050,000 compared to program Costs of
$940,000. Further, the benefit/cost ratio could be increased to at least 3.0 if higher volume
prescribers were targeted. "Net benefits would also increase if non Medicaid savings were
added or if the analysis included quality of care considcrations.“75

Dr. Wayne Ray of Vanderbilt University has also conducted research on the effectiveness of
physician education programs among Medicaid prescribers in Tennessee. As was the case in
Avorn’s research, mailed, commercially designed brochures had no effect on physicians’
prescribing behavior. In the Ray study, the effectiveness of office visits by pharmacists was
also measured against visits by physicians to target practitioners. The physician counselors
were f%md to be even more effective than pharmacists in reducing prescribing of the target
drugs.

One particularly significant finding of both Avorn’s and Ray’s research is that physicians are
equally receptive to education about drugs that are effective but unnecessarily costly (i.e., less
expensive but equally effective drugs are available), as they are about drugs for which cost is
not an issue, but effectiveness is questionable. Although it has been assumed by some re-
searchers that physicians are less concerned with cost issues than with clinical concerns,

these studies demonstrate that physicians are willing to substitute more cost effective regimens
if the educational approach is made in a positive professional manner.

At the dispensing level, there has been some recognition within the industry that significant
value is added to community pharmacy services when pharmacists are given the tools to
review a patient’s drug regimen at the time of dispensing’~ Several national retail chain cor-
porations have developed a data system that their pharmacists are required to access when fill-
inga prescription.7 Personal computer screens display a history of prescriptions purchased
by the patient at all of the company outlets (including out-of-State transactions) and the com-
puter provides prompts to the pharmacist when a prescription that appears to conflict with the
patient’s regimen is about to be filled. Thus, the pharmacist has a complete record of the
patient’s drug regimen to conduct his own analysis and, when necessary, raise questions with
the patient and/or physician, and is aided by a pre-programmed warning system that flags
~ potentially dangerous drug combinations. This system is relatively new within the industry
but it does demonstrate the feasibility of making automated drug records available to the phar-
macist.

Considerable research has also been conducted to identify variables that affect the level of

pharmacist consultation with patients. Studies have examined variables including age of the
pharmacist, affiliation with chain vs independent pharmacies, and physical setting of the
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pharmacist’s work station.®%8! Two factors that a})pear to be reliable indicators are the

- pharmacist’s attitude toward patient consultation 82and the amount of privacy available to the
pharmacist in the setting where consultation occurs.®” Further, in studies measuring the ef-
fects of experimental interventions, it has been shown that patient counseling is improved
when pharmacists are taught communication skills.

- Researchers in this field and segments within the pharmacy field itself are beginning to recog-
nize the value-added aspect of pharmacist counseling with patients and physicians, particular-
ly within the elderly population.™ Some privately funded demonstration projects are
underway to measure the clinical outcome and cost effectiveness of improving consultation
services. The results of these and previous experimental interventions will be useful for
Medicare administrators in designing that segment of the national DUR program that should
occur at the pharmacist level.

Finally, studies conducted to determine the effectiveness of various patient interventions have
also tested the relative value of various instruction and education techniques. In one study of
158 ambulatory patients who were elderly and receiving medication for cardiovascular condi-
tions, the combination of oral instructions and a reminder calendar package was the most suc-
cessful method for improving compliance behavior. 87 This reminder aid method has also
been tested in other studies and found to be effective.5® Labelling has also been found sig-
nificant in terms of adhering to a drug regimen. Imprecise instructions (e.g., instructions such
as "to be taken as directed"), and instructions that are not printed or typed in large letters have
been negatively associated with patient compliance among older adults.®

One project conducted by researchers at the University of Washington studied the medication
~ behavior of 183 elderly apartment residents.” The patients were provided written instructions
- and were visited at home by pharmacists who counseled them on compliance with and com-
prehension of their drug regimens, on potential drug interactions and other ADR’s, and on ap-
propriate drug handling and storage. The interventions were applied intermittently for almost
two years. One year later, a final assessment indicated that there was a 39 percent decrease in
the number of medication behavior problems and that a significant decrease of 11 percent had
occurred in the number of prescriptions taken. "These results suggest that pharmacist consult-
ation provides an effective health prevention strategy in elderly residential settings." 1

The practice of "brown bag" lunches conducted in elderly residential settings, in which resi-
dents bring all of their medications to a meeting with a consulting pharmacist has also been
recommended by experts as a useful educational technique. ““ The use of a drug worksheet
such as that designed by the Public Citizens Health Research Group is another method
designed to assist elderly patients in recording significant information about their drug
regimens and in presenting such records to physicians and pharmacists.

The cost savings associated with improving patient compliance have been well documented in
a number of studies. °* One project conducted by Joyner, et al., in 1983 was able to ac-
complish a mean compliance rate of 95 percent, at a cost of $35 per patient for a sample of
older adults living in a congregate housing facility. The benefit/cost ratio for the intervention
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used was estimated in the range of 7.0 to 14.0, depending on the risk level of the population
targeted. 95 This and other research leaves little question that improving patient compliance
through education yields significant savings in both social and financial costs.
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RECOMMENDATIONS

DEVELOPMENT OF THE DUR PROGRAM

. The HCFA should plan for phasing in a comprehensive DUR program designed to
promote quality of care, control program costs, and ensure program integrity. The DUR
process should encompass all beneficiaries, notwithstanding deductible status.

Discussion:

The HCFA has a formidable task before it just in terms of the technical aspects of implement-
ing the drug benefit. Enrolling participating pharmacies, designing requirements for
electronic claims processing, and contracting with providers to operate the claims system are
only a few of the major tasks that will need to be completed. Organizational and resource re-
lated issues associated with planning and implementing the new system will consume the at-
tention of HCFA staff at the policy and operational levels. However, a critical error will be
made (1) if substantial attention is not given to the design and development of a comprehen-
sive DUR program to be implemented, in phases, when the drug benefit becomes effective
and (2) if approaches taken in establishing the electronic claims processing system impede the
phasing in of the DUR program.

Although precise figures cannot be placed on the costs associated with mismedication and
economically inefficient prescribing patterns for the elderly, there is little question that sig-
nificant savings can be achieved through implementation of a DUR program. (As mentioned

- previously, some estimates of ADR related treatment costs alone range as high as $7 billion an-
nually.) Such savings will affect expenditures in the Medicare Health and Supplemental In-
surance Funds if hospitalizations and treatment related to ADRs can be avoided, and will
reduce outlays in the Drug Benefit Fund if cases of overutilization and prescribing of unneces-
sarily costly medications can be eliminated. '

Notwithstanding potential program savings related to DUR, the new prescription drug benefit
presents HCFA policy level officials with an opportunity to make a major impact on a
widespread health problem among the elder ly. The human costs associated with death, ill-
ness, and incapacitation among the elderly as a result of mismedication are incalculable. Es-
tablishment of a comprehensive Medicare DUR program that emphasizes therapeutic as well
as program integrity issues will afford HCFA a leadership role in resolving this critical public
policy problem and may serve as a model for public and private providers of drug benefits.

The DUR process should encompass all beneficiaries, regardless of an individual’s deductible
status. A number of elements support that policy direction:

. Data on all beneficiaries will be collected in any case so that deductible status can be

documented by the claims processing system. Given the tremendous human and
program costs associated with mismedication of the elderly, a valuable information
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resource (i.e., the data base on all drug transactions) would be underutilized if DUR
efforts were targeted only for those who have exceeded the deductible limit.

Even though a beneficiary may never reach the deductible threshold, significant costs
for treatment of ADR related illnesses may be incurred by the patient, by Medicare
and/or by a supplemental carrier. Further, DUR interventions may actually preclude a
beneficiary from reaching the deductible limit if a case of inappropriate utilization can
be identified early in the process.

All Medicare beneficiaries will be paying for this benefit, even though there is a
statutory limit on the percentage of beneficiaries who will actually exceed the deductible
threshold and become eligible for the subsidy. From an economic perspective, and in
the interest of equity, the benefits derived from DUR interventions should be made
available to all beneficiaries whose premiums are financing the program.

Inclusion of all beneficiaries is clearly the intent of the Congress. A review of the
conference report and correspondence between Members of Congress and HCFA, as
well as discussions with committee staff, have all indicated that the intent of the
legislation was that DUR should encompass all Medicare beneficiaries.

DESIGN OF THE DUR PROGRAM

The HCFA should develop a Medicare DUR program that incorporates review and
education functions at three levels of the drug therapy process: pharmacist/dispensing
level, drug bill processor/claims processing level, and post payment level. As soon as is
feasible, the program should include the following elements and requirements at each
level:

PHARMACIST/DISPENSING LEVEL

1. The electronic claims processing (ECP) data base and system should enable the pharmacist

Record all drug transactions for all beneficiaries (regardless of deductible status).
Verify the patient’s eligibility and deductible status.
Review a full screen display of the patient’s drug regimen.

Be alerted by computer prompts to potential mismedication errors.
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2. The ECP system should be compatible with that used by Medicaid claims processing, so
that pharmacists will not be required to operate separate systems.

3. Nationally standardized physician, phannaciét, and patient identification numbers should
be used.

4. Pharmacists should be required to conduct a review of the patient’s drug regimen for all
beneficiaries and assure that in accord with carefully developed criteria all Medicare
patients have access to counseling services regarding appropriate administration of the
drug, potential side effects and related therapeutic issues. In cases where a potential ADR
exists, pharmacists should consult with the physician and patient when necessary before
dispensing the drug. :

Discussion:

The pharmacist/dispensing level is the most critical point at which mismedication errors can
be identified and corrected for individual patients. Although there are important functions to
be served at the post payment level, reliance on the post payment review to identify and
ameliorate suboptimal prescribing for individual patients would be unrealistic given the
resource requirements and time delays associated with case by case analysis. For that reason,
it is particularly important that the pharmacist have at his/her disposal all necessary informa-
tion with which to make a clinical judgement about a prescribed medication. Such informa-
tion should, at a minimum, include the patient’s drug regimen.

~ There is some concern in HCFA that the cost of transmitting the amount of information as-
sociated with drug regimens would be prohibitive and that confidentiality concerns would
preclude providing patient profile information to pharmacists. Instead, HCFA anticipates
providing pharmacists with a one- or two-line display screen that will transmit information on
eligibility and deductible status, and provide prompts to the pharmacist based on
preprogrammed edits identifying potential ADRs.

A number of arguments support the proposal to provide full screen displays of patient drug
regimens:

. Cost is clearly a relative issue and the estimated cost of transmitting drug regimen
information should be evaluated against the program and human costs associated with
medication errors. An assertion that the more elaborate system would be prohibitive is
not meaningful unless its cost is measured in the context of the cost of not providing
drug regimen information to the pharmacist.

* . Incalculating costs, it should be noted that the information technology industry is in a
state of rapid advancement. It is reasonable to expect that the cost of transmitting
information today may be significantly greater than the cost would be when the drug
benefit becomes effective.
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. Although a system of prompts to alert pharmacists to potential ADRs would be a useful
tool and should be included in the data system, it cannot substitute for the judgement
made by a pharmacist. As mentioned previously, ample research indicates that when
pharmacists are provided sufficient information about the patient’s drug regimen and
engage in review and consultation with physicians aiid patients, significant
improvements can be made in physicians’ knowledge base, in patients’ compliance
behavior, and in overall quality of drug regimens. Further, it is difficult to imagine that
even the most elaborate programming could encompass most significant ADR risks.
ADRs are not confined to drug interactions, which may be the easiest category to define.
The pharmacist who has face-to-face contact with the patient is in a position to engage
in an interactive assessment, and to evaluate elements such as dosage levels based on
body size, concurrent use of OTC drugs, and the appropriateness of the prescribed drug
for the particular condition of the patient. None of these elements can be assessed by a
programmed computer that would be relied upon if only prompts are provided to the
pharmacist.

. The conference report itself specifies that "participating pharmacists will review the
medication profile of beneficiaries for potential adverse reactions before filling
prescriptions" (Conference Report, p. 191). Given this statutory requirement, it would
appear to be difficult to justify providing pharmacists with a system that does not
include regimen information. Further, in interviews with our expert panel as well as
discussions with researchers and practitioners in the field, there was widespread
agreement that the pharmacist should be provided with patient medication profile
information, if any meaningful utilization review is to take place at the dispensing level.

. The issue of confidentiality should receive thorough attention and safeguards can and
should be developed to protect the privacy of Medicare beneficiaries. In that respect, it
is useful to note that some major pharmacy chains have implemented just such a system
with the support of legal opinions that have analyzed the confidentiality aspect. Patient
profile records are already maintained as a standard practice in most pharmacies for
drugs purchased at that site, and pharmacies are already liable for protection of patient
information. In terms of including price and names of other pharmacies used by the
patient, those items can be easily coded to protect access to competitors’ pricing
schedules.

As mentioned previously, preprogrammed edits that will provide prompts to the pharmacist
prior to dispensing a drug should also be an integral part of the system. Those edits which
would occur when a potential ADR is identified should be detailed subsets of standardized
DUR criteria developed at a national level and used as an operating framework by all
providers of the electronic claims processing system. .

In terms of nationally standardized identification numbers, it is essential that such a system be
developed for purposes of tracking mismedication problems and targeting patients and
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providers for post payment DUR interventions. The Drug Enforcement Administration (DEA)
has in place an identification system for most physicians. The HCFA should explore the pos-
sibility of adapting this existing DEA system to the needs of it own DUR system.

DRUG BILL PROCESSOR/CLAIMS PROCESSING LEVEL
The drug bill processor should:

1. Utilize prepayment edits to identify cases of duplicate and erroneous billing, and perform
other program integrity audit functions on a retrospective basis to identify cases of fraud
and abuse. ' :

2. Evaluate the quality of information supplied by the drug bill processor to pharmacists and
assess the range and nature of the use of that information by pharmacists.

3. Conduct some automated therapeutic review.
Discussion:

Given the fact that the quantity and quality of counseling provided by community pharmacists
is relatively uneven, it will be necessary to establish some monitoring system to assess the per-
formance of participating pharmacists. That function should be conducted at the drug bill
processor level with the data available from the ECP data base and with the use of perfor-
mance audits. Even the most elaborate data system would not ensure that the community phar-
* macist will actually use the data to conduct reviews and provide counseling services to the
physician and/or patient. Consequently, some review mechanism will be required to evaluate
performance and ensure quality of care review at the dispensing level.

One example of automated therapeutic review at this level would be cases in which a prescrip-
tion has not been filled because it duplicates a drug already in the patient’s regimen and
prescribed by another physician. In such an instance, the drug bill processor could notify all
physicians concerned by mail in a timely fashion. Functions such as this one could be carried
out using automated review and notification, and would not require a case review.

POST PAYMENT LEVEL

At the post payment level the following functions should be carried out:

1. Using claims data collected at the drug bill processor level, a review of prescribing and
utilization behavior should be conducted to identify physicians, pharmacists, and patients
‘who demonstrate patterns of mismedications and to target those groups for education ef-

forts.

2. Once groups are targeted, education strategies should be implemented at the local level and
outcomes from such interventions should be monitored and evaluated for effectiveness.
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Discussion:

The post payment level of review should be ‘focused exclusively on quality of care and
remedial and education efforts. For DUR purposes, post payment review interventions do not
appear to be particularly effective in remedying mismedication cases for specific patients.

- Rather, a review of post payment interventions indicates that their greatest potential is in iden-

tifying potential patterns of mismedication.

Education efforts are most appropriately placed at this level where they can be tied directly to
the targeting process. Further, because a variety of educational interventions will be imple-
mented, particularly in the initial stages of the program, it will be important for each technique
to be monitored from a benefit/cost perspective.

IMMEDIATE ACTIONS

The HCFA and PHS, individually and collaboratively, should promote improvements in the
prescribing, dispensing and utilization of drugs for older adults by taking the following ac-
tions: '

. Make funding available for research and demonstration projects that will test DUR
interventions and evaluate relative benefit/cost of each.

Discussion:

In order for HCFA to develop an effective DUR program, more elaborate and broader based re-
search will need to be conducted. The limited research that has already been completed and is
underway will be useful in providing general direction, but not adequate to equip decision
makers with refined policy options. According to congressional staff interviewed in the

course of this study, the primary reason behind the decision to begin collecting revenues
through the supplemental premium prior to program start-up was to provide funding for
demonstration projects. Thus, funding of a demonstration program appears to be consistent
with congressional intent.

Requirements for funding of projects should be flexible enough to allow for the testing of in-
novative DUR strategies with particular attention to educational intervention and should per-
mit a broad range of providers (e.g., PRO’s, private researchers, carriers) to compete for

funding. However, several basic requirements should shape the overall demonstration effort:

— Allinterventions should be measured from a benefit/cost perspective.
— . Some DUR interventions should also be focused on quality issues related to use of

OTC as well as prescription drugs. This appears to be one of the areas with the
greatest need for additional research. The elderly consume OTC drugs at an even
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more disproportionate rate than prescription drugs, and, with more potent drugs
being reclassified for OTC use, this aspect of drug consumption behavior has
serious implications for the broader mismedication problem. -

— Demonstration project findings should be generalizable for the Medicare popula-
tion and interventions should be measured for effectiveness both in identifying
problems and affecting clinical changes in behavior. Detection of inappropriate
medication practices will not be useful unless it can be linked directly with
strategies that produce well documented improvements.

— A variety of projects should be funded to test interventions with the three primary
target populations: physicians, pharmacists and patients. As the findings indicate,
the problem of mismedication among the elderly reflects systemic problems at all
three population levels.

— Some projects should also be geared to dévclopment of ADR edits that will ul-
timately be programmed for use in the ECP system.

. Establish a blue-ribbon panel to: (1) develop DUR criteria that will serve as a national
guideline for DUR programs carried out throughout the country; (2) make specific
recommendations regarding expansion of curricula in U.S. medical schools in the areas
of pharmacology and geriatrics; and (3) make additional policy recommendations, as
needed, in regard to improving drug utilization among the elderly.

Discussion:

In order to design an effective post payment DUR process it will be necessary to develop
general criteria that reflect high risk categories of drug treatment. This should not be confused
with the Act’s requirement that the Secretary, using compendia published by the American
Medical Association and other professional groups, establish standards for use for each
covered outpatient drug (see p. 192, Conference Report). Rather, criteria in this context refer
to treatment issues (e.g., the use of prescription sleeping pills by the elderly) that are as-
sociated with high risk patterns of drug therapy.

The development of standardized criteria is not a particularly novel strategy. In States that do
conduct post payment therapeutic DUR (e.g., Minnesota, PACE) establishment of criteria is
considered a necessary first step and serves as the basis for more specific and elaborate DUR
activities at the local level. The panel should include clinical pharmacologists who specialize
in geriatrics, selected medical specialists, and others knowledgeable in drug utilization review.
The development of criteria will be an evolutionary process and will require periodic review
and revision throughout the life of the drug benefit program. All criteria proposed by the
panel should be subject to a public review and comment process.
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The issue of medical school curricula development should be the second focus of this group.
As outlined in the findings section, it does not appear that the nation’s medical schools are ade-
quately prepared to train physicians in the area-of geriatric pharmacology during a period
when the elderly population is steadily growing. The panel should assess this apparent
problem more thoroughly and make recommendations regarding the appropriate Federal role
in filling this educational gap.

It is recommended that HCFA collaborate with the National Institute of Aging (NIA) in design-
ing and monitoring the demonstration program and that NIA take an active role in selecting
panel members and managing panel activities. The NIA has long been concerned with drug
therapy for older adults and with the issue of adequate training for physicians in geriatric phar-
macology and can serve as a valuable resource in this process. :

. Expedite issuance of FDA guidelines to manufacturers to ensure adequate testing of
drugs on elderly populations.

Discussion:

If any commitment to reduce the incidence of mismedication of older adults is to be made by
the Department, it must include the finalization of FDA regulations regarding drug testing.
Even though some progress has been made in this area, the finalization of these guidelines
will serve to reinforce that progress and to signal the Department’s commitment to improving
the drug testing process as it relates to the elderly.
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COMMENTS

Within the Department of Health and Human Services, the Health Care Financing Administra-
tion (HCFA) and the Public Health Service (PHS) provided comments. The American Medi-
cal Association (AMA), the National Association of Boards of Pharmacy (NABP), the
American Association of Colleges of Pharmacy (AACP), the National Association of Chain
Drug Stores (NACDS), the Pharmaceutical Manufacturers Association (PMA), and the Public
Citizen Health Research Group also commented.

These commenters expressed considerable support for the concept of drug utilization review.
The AMA, the AACP, the NABP, the Public Citizen Health Research Group and the PHS indi-
cated much support for our recommendations, but the other commenters, and to a lesser de-
gree the PHS, raised a number of concerns about them.

Chief among these were the costs of DUR and the possible privacy infringements. Also
prominent was a concern about how much emphasis ought to be placed on prospective DUR
and in particular on the clinical role of pharmacists. Finally, both HCFA and NACDS ex-
pressed a strong desire that nothing be done to impede the efficient and timely implementation
of the electronic claims processing system. They assert that this undertaking will be complex
and difficult enough without introducing elaborate drug utilization review requirements.

We recognize that the establishment of a national DUR program is a complex undertaking that
must be carried out carefully, with broadly based input, and over time. We also recognize the
enormity of HCFA'’s responsibility in establishing an ECP system that can handle an estimated
700 million claims in 1991, in developing an on-line transaction mode, and in enrolling par-
ticipating pharmacies.

At the same time, we must reassert that the well-documented mismedication problems facing
the elderly are quite serious and ought to be carefully addressed as part of HCFA'’s planning
for the new drug benefit. At a minimum, nothing should be done initially to preclude the
development of a comprehensive drug utilization review system. It is in that context that we
offer a wide range of recommendations for consideration of all affected parties. In appendix I,
we present, in full, each set of comments and respond to each of them.
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APPENDIX |

DETAILED COMMENTS ON THE DRAFT REPORT AND OIG RESPONSE

HEALTH CARE FINANCING ADMINISTRATION COM™MENTS

We have reviewed the draft report which presents a comprehensive view of what the OIG
believes the ultimate DUR program should entail and accomplish. We agree that HCFA’s
DUR program must improve quality of care, avoid unnecessary Medicare and personal expen-
ditures, and maintain program integrity. HCFA intends to give appropriate consideration to
and review of potential DUR activities at all levels of the drug delivery system throughout our
design process. Our specific comments are attached.

As we develop a DUR system, we must make it flexible enough to allow for necessary
modifications to attain additional programmatic goals as time and resources permit.

Thank you for giving us the opportunity to comment on this draft report.
Development and Design of DUR Program

We are concerned that the report does not adequately address the fact that in order to develop

a realistically designed DUR system, it must be considered within the context of the current es-
timates for the Catastrophic Drug Program (i.e., benefit outlays, revenues, administrative
costs, and claims volume). The HCFA’s DUR system, which will be complex and unlike any
 other existing system, must be able to accommodate an estimated 700 million claims in 1991.
The OIG does not appear to recognize this when discussing either pharmacy or fiscal inter-
mediary (FI)/carrier criteria. For example, the OIG emphasizes certain one-on-one counseling
and education activities for physicians, pharmacists, and beneficiaries, again without any ac-
knowledgment of the possible number of encounters for these populations (e.g., 34 million
beneficiaries).

The OIG’s recommendations must be evaluated within the self-financing design of the
Catastrophic Drug Program. Congress set rigid program income and outlay factors through
1993 that severely limit HCFA’s flexibility. Benefit costs in the drug program are uncertain,
but HCFA has consistently maintained that the financing will be inadequate. Although OIG
claims that benefit savings will accrue if its suggestions are implemented, we must first spend
the requisite dollars for those activities before the savings will occur. Also, the money to
finance those activities must be available, especially research and demonstration dollars. The
President’s Fiscal Year (FY) 1990 budget now projects FY 1991 funding for DUR payment
safeguard activities to be approximately $16.1 million ($4.3 for Medical/Utilization Review
and $11.8 for Pharmacy Audits).

Within this framework, implementation of any of the OIG’s recommendations would add sig-
nificant additional administrative costs. For example, HCFA has planned for the drug proces-
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sors (DPs) to provide the pharmacists with two lines of information: i.e., whether the

- beneficiary is eligible and the amount of co-payment, if any. (There will be an additional
response if there is the potential for any adverse drug reactions.) The OIG suggests that the
DPs provide the pharmacists with a full screen of information concerning the beneficiary’s
drug regimen. Although this recommendation has considerable merit, HCFA anticipates the
cost of transmitting the planned two lines of information to the pharmacists to be $441 million

-~ for FY 1991. The cost of providing an additional screen of information as recommended by

the OIG would probably be proportional and would be prohibitive without additional revenue
from beneficiaries. There are also beneficiary privacy and confidentiality concerns that would
have to be addressed.

Although we concur with the general approach recommended for the DUR program, it must
take into account, in addition to cost limitations (1) patient privacy and confidentiality, (2) time
considerations inherent in an on-line transaction processing mode, (3) equipment and software
cost implications and (4) pharmacy enrollment concerns. All these elements will have to be
carefully weighed in designing the entire system.

Through the Part B Data Policy Workgroup, we have been identifying those data elements
which HCFA would require to support studies that review prescribing and utilization behavior
of physicians, pharmacies, and beneficiaries. These drug data are to be linked to other claims
data to develop patients’ histories for use in designing and testing prospective utilization
review screens. We will continue to consider the data needs of the DUR as implementation
models are determined.

. The OIG recommends that the system should enable the pharmacist to be alerted by computer
prompts to potential mismedication errors. While we do not disagree, drug-related problems
are not confined to drug interactions. The pharmacist who has face-to-face contact with the
patient is in a unique position to engage in an interactive assessment of the patient and to
evaluate elements such as dosage levels based on body size, concurrent visits to other health
care practitioners, concurrent or recent use of prescription or non-prescription drugs or other
treatment remedies, the appropriateness of the prescribed drug(s) for the particular condition
of the patient, and other factors that influence the patient’s welfare. None of these elements
can be assessed by a computer-based system. In evaluating a patient’s drug regimen and
making a judgment as to the level of counseling, the pharmacist assesses the significance of
the problem. Is the problem significant enough to contact the physician and/or is the problem
of such a degree that it is obvious to the patient (requires no intervention on the part of the
pharmacist)? This is a professional judgment. In some cases, a professional judgment is
made, based on the pharmacist’s knowledge that it is better not to discuss a certain issue or
problem with a patient. Therefore, since the degree of patient drug counseling is a profes-
sional judgment decision, we believe it should be left to the pharmacist, and that the system is
merely a tool to facilitate application of that professional expertise.

It probably is not feasible to make our system compatible with those used for Medicaid claims

processing. All of the State systems have been developed independently, and there is con-
siderable variation among them. Therefore, no system established by Medicare could fit per-
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fectly with all State systems unless the States moved toward standardization. We are attempt-
ing to mesh our system with Medicaid as much as feasible, including obtaining input from the
State Pharmacy Technical Advisory Group. However, it is not possible to make the Medicare
and Medicaid systems fully compatible.

The OIG is recommending that pharmacists should be required to provide counseling to all

" beneficiaries regarding appropriate administration of a drug, potential side effects, and related

therapeutic issues. The Medicare Catastrophic Coverage Act (MCCA) requires participating
pharmacies only "to offer" to counsel each Medicare beneficiary. While we agree with the em-
phasis expressed by the OIG concerning the importance of counseling, the language of the Act
does not necessarily mean that each patient must receive counseling, especially if counseling
is intended to mean verbal counseling. Moreover, not every patient may want or require coun-
seling.

On page 31 of the report, it is recommended that the results of drug utilization review be used
to educate physicians, pharmacists, and patients. The report recommends that education
strategies are to be implemented at the local level and outcomes from such interventions
should be monitored and evaluated for effectiveness. We note that, while section
202(b)(5)(A) of MCCA requires education programs for physicians and pharmacists, patients
are not specifically mentioned. Consistent with the law, we believe Federal education
programs should focus on physicians and pharmacists. In turn, as physicians and pharmacists
become more informed about drugs, they would be prepared to provide better drug education
to their patients.

~ Make Funding Available for Research and Demonstration Projects

HCFA already has a number of initiatives under way as a result of the enactment of the
MCCA. In order to assess the impact of the new benefit program on cost, access and utiliza-
tion, studies have been required, as well as a series of demonstration projects.

Currently, we have a research and demonstration process under way to receive and award pos-
sible projects related to the new drug program. These awards may include studies relating to
effectiveness, appropriateness, and cost patterns of drug usage in the Medicare population.

Establish a Blue-Ribbon Panel to Develop DUR Criteria

Establishment of a blue-ribbon panel to develop DUR criteria to serve as a national standard
for DUR programs is a noteworthy idea as it applies to Medicare. However, we believe
development of Medicare DUR criteria for use as a national standard by the private sector is
beyond HCFA’s purview. Additionally, use of Medicare DUR standards for possible inclusion
in medical school curricula and to improve drug utilization among the elderly are ideas that
would better be handled by groups outside HCFA designed for that purpose.
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State Medicaid DUR Efforts

While it is true that many States focus the majority of their efforts on program integrity to
reduce fraud, waste, and abuse, nearly all States have programs to enhance the quality of care
provided their beneficiaries with regard to pharmaceuticals. While the draft report highlights
Minnesota’s noteworthy program in this regard, it fails to cite other States which have
developed very effective DUR programs.

Two of the best examples can be found in Medicaid programs which have high percentages of
elderly beneficiaries: Florida and California.

Florida--Quite apart from the activities of Florida’s Program Integrity Office, the Medicaid
Pharmacy Consultant in this State serves as project leader on a DUR program which focuses
on the therapeutic value of its drug program. Drug-to-drug interactions, poly-pharmacy dis-
pensing practices, and patients with cardiac, respiratory, digestive, and diabetic disorders are
key decision parameters used in building Florida’s patient profiles. Utilizing committees of
pharmacists and physicians, Florida sends letters to prescribing providers when a potential
problem is identified, with follow-up letters or phone calls in 30 days. Jerry Wells, R.Ph.
Pharmacist Consultant (904-487-4441), may be contacted for additional information.

California--Currently, this State is analyzing the effect of its DUR programs on two large
population groups which have been statistically selected based upon urban/rural, age, contrain-
dications, and disease types to learn of the therapeutic as well as financial benefits of their
Program. Similar to Florida’s system in that individuals are identified based upon decision

_ criteria Previously selected, follow-up is 30 and 60 days apart. Carlo Menotti, R.Ph. (916-324-
2477) is the person in charge of this program.

Technical Note

The Medicare drug program is a Part B benefit and will be generally administered by special
contractors (drug bill processors), rather than the fiscal intermediaries to which the report
refers.

OIG RESPONSE TO HCFA COMMENTS

While HCFA does not disagree with the overall directions we set forth for the development of
a Medicare DUR program, it indicates that considerations involving cost, complexity, and
privacy preclude any major progress in carrying out these directions in the near term.

We agree that there are important considerations concerning cost, complexity, and privacy that
must be addressed. However, given the scope of the problems involving adverse drug reac-
tion among the elderly, we do feel a sense of urgency in addressing the above-noted considera-
tions. The phasing in of a multi-faceted DUR program can have a very positive effect on the
well-being of thousands of Medicare beneficiaries. Moreover, it is worth noting that since in a
given year less than 20 percent of the beneficiaries will reach the deductible threshold and
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thus become eligible for partial coverage of the costs of their prescription drugs, the DUR
program looms as the major drug-related benefit that most beneficiaries will receive for their
increased financial contribution. :

Our recommendations to HCFA, we must underscore, call for immediate action in planning a
comprehensive Medicare DUR program and for its implementation "as soon as is feasible."
We recognize that the program must be phased in and that refinements must regularly be made
based on operational experience and on research and demonstration results. In this regard, it
is particularly important that at the outset HCFA express its commitment to develop a com-
prehensive, well-designed, and cost-effective DUR program and assure that its initial actions
in establishing the electronic claims processing system are consistent with that commitment.

On the matter of privacy, in accord with discussions with HCFA officials, we conducted some
follow-up inquiry and issued a management advisory report entitled "Privacy Implications of
the Medicare Prescription Drug Benefit’s Electronic Claims Processing System" (OAI-01-89-
89170). This brief report, based largely on meetings with privacy advocates, indicates quite
clearly that with proper safeguards, privacy considerations would not preclude the develop-
ment of the comprehensive DUR system outlined in our report.

With respect to the remaining HCFA comments on the report, we respond briefly to each of
them below.

On the Role of the Pharmacist. The HCFA points out that "drug related problems are not con-

fined to drug interactions” and that the pharmacist "who has face-to-face contact with the
patient is in a unique position to engage in an interactive assessment of the patient" and to

- make evaluations on matters such as dosage levels. It later adds that "since the degree of
patient drug counseling is a professional judgment decision, we believe it should be left to the
pharmacist, and that the system is merely a tool to facilitate application of that professional ex-
pertise."”

It is because we believe that it is important to reinforce the pharmacists’ role in providing
professional counseling that we are urging HCFA to provide the pharmacists with full screen
displays of patient drug regimens as soon as is practical. Without such information, we feel
the application of the pharmacists’s "professional expertise” would be seriously hampered, par-
ticularly with respect to the many patients who visit multiple physicians and/or pharmacies.

mpatibility of Medi icaid Claim in . We recognize
the difficulties involved in achieving full compatibility of these systems. We are pleased that
HCFA is attempting to mesh the systems "as much as feasible." We urge that full com-
patibility be embraced as a long-term goal.

On the Langua he Medicare Catastrophi erning Pharmacist Coy
ing. In interpreting the statutory language and in its fo coming regulations, we urge that
HCFA not engage in an overly narrow interpretation of “counseling." We feel it is important
for the pharmacists’ responsibility "to offer" counseling to be clearly stated and defined. A
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study we are conducting concerning the clinical role of the community pharmacist will offer

~ some suggestions in that regard.

On the Importance of Patient Education. We agree that the Medicare DUR program should

concentrate on physician and pharmacist education. However, we believe that there is also an
important role for patient education which HCFA ought not overlook. Some innovative sys-

" tems are now being developed to facilitate direct patient access to drug information. The
HCFA, in consultation with the Public Health Service and Medicare beneficiary advocacy
groups, should review them to assess their effectiveness and to determine how they might be
incorporated into a comprehensive DUR effort.

On the Establishment of a Blue-Ribbon Panel. The HCFA comments that it does not feel it
would be appropriate for it to participate on a blue-ribbon panel that would develop DUR
criteria to serve as a national guideline for DUR programs and to make specific recommenda-
tions regarding medical school curricula in the area of pharmacology and geriatrics. As we in-
dicated in the report, we feel it is extremely important to have Departmental leadership in
these areas. The American Medical Association, as noted in its comments on our report, ex-
presses its support for such a panel (provided that the representation of members is sufficient-
ly diverse and that proposed criteria are subject to a public review and comment process). The
PHS also expresses its support for the panel.

On State Medicaid DUR Efforts. We underscore that most State Medicaid DUR efforts are
aimed at identifying and correcting problems of program integrity, rather than quality of care.
This reality became quite clear from our State survey. At the same time, we recognize that

- States other than Minnesota have initiated therapeutically oriented DUR efforts. In elaborat-
ing on the Minnesota program, we sought to explain the approach of one State that has long
been involved in this area. We welcome HCFA'’s explanations of the efforts underway in
Florida and California.

"Fiscal Intermediaries”. In our draft report, we used the term "fiscal inter-
mediaries" in a generic sense, not in reference to Medicare Part A Fiscal Intermediaries. We
recognize that the Medicare drug program is a Part B benefit and will be generally ad-
ministered by special contractors or drug bill processors. To avoid any confusion, we have
used the term "drug bill processors” rather than "fiscal intermediaries"” is the final report.

PUBLIC HEALTH SERVICE COMMENTS

General Comments

We express general concern that the evidence presented in the OIG draft report to support the
findings of mismedication among older adults may not have been based on objective informa-
tion. The OIG report relies on secondary sources such as anecdotal evidence and unpublished

reports as the basis for the findings. We believe that findings of this significance should be
supported by incontrovertible data, preferably data that have been peer reviewed and
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published in medical and scientific documents. A more detailed explanation of our concern is
provided in the technical comments.

Since 1981, the Food and Drug Administration (FDA) has worked closely with the National
Council on Patient Information and Education (NCPIE) to coordinate the development and im-
plementation of major patient education initiatives in the public and private sectors. In 1987,
NCPIE released the report, "Priorities and Approaches for Improving Prescription Medicine
Use of Older Americans." The OIG draft report does not reference the NCPIE report or its
programs. We recommend that the NCPIE report and programs be incorporated in the OIG
report. In addition, FDA issued a report, "Prescription Drug, Medical Device, and X-Ray
Patient Education Activities," that highlights FDA’s current activities in this area. We also
recommend that such activities be cited in the report.

The following are comments on the OIG recommendations.
OIG Recommendation
The HCFA should develop a Medicare DUR program that incorporates review and education
functions at three levels of the drug therapy process: pharmacist/dispensing level, fiscal inter-
mediary/claims processing level, and post payment level.
PHS Comment
Even though this recommendation is directed to HCFA and we generally concur with the
- recommendation it appears that two highly significant issues must receive further considera-

tion. These are (1) the confidentiality of a patient’s drug regimen and (2) questions about the
adequacy of the quality of the HCFA database for reliable therapeutic review.

(1) Confidentiality

The prescription of certain drugs is strongly associated with certain diagnoses, e.g.,
neuroleptics with psychotic disorders and AZT with AIDS.

What measures will be taken to ensure the confidentiality of a patient’s drug regimen?

Will clerks and other non-professional pharmacy personnel have access to the com-
puterized database?

Will a patient have the right to request that his drug regimen not be included in the
drug database?

We believe that these issues require further attention prior to the implementation of a
national program.
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(2) Quality of the HCFA Database

Although the report recognizes the limitations of the HCFA database for the purpose of
therapeutic review, the recommendation states that the fiscal intermediary should "con-
duct some automated therapeutic review."

The results of automated therapeutic review utilizing the HCFA database will not be
reliable because of the inadequacy of the diagnostic information included in Medicare
Part B claim forms. Geriatric patients commonly suffer from multiple diseases requir-
ing complex drug regimens. A drug used to treat one disease may have side effects
which have an adverse impact on a second disease. Therefore, a complete list of ac-
curate diagnoses is important for therapeutic review. Researchers experienced in the
use of automated Medicaid databases are concerned that the quality and lack of com-
prehensiveness of the diagnostic information which will be available in the HCFA
database will result in erroneous conclusions if this information is used for therapeutic
review. A conference which will include discussion of this issue is currently being
planned by the Institute of Medicine (IOM).

Following the IOM conference, HCFA should consider funding research directed
towards modeling various methods of therapeutic review using existing databases to
reveal the potential and limitations of different approaches to this problem. This might
help avoid future large scale problems which will result if the HCFA database is asked
to serve purposes for which it is not adequately designed.

OIG Recommendation

The HCFA and PHS, individually and collaboratively, should promote improvements in the
prescribing, dispensing and utilization of drugs for older adults by taking the following ac-
tions:

. Establish a blue ribbon panel to (1) develop drug utilization review (DUR) criteria that
will serve as a national guideline for DUR programs carried out throughout the country;
(2) make specific recommendations regarding expansion of curricula in U.S. medical
schools in the areas of pharmacology and geriatrics; and (3) make additional policy
recommendations, as needed, in regard to improving drug utilization among the elderly.

PHS Comment
We concur. The National Institute on Aging, NIH, will collaborate with HCFA in designing

and monitoring the demonstration program and w111 also participate in selecting panel mem-
bers and managing panel activities.
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OIG Recommendation

. Expedite issuance of FDA guidelines to manufacturers to ensure adequate testing of
drugs on elderly populations.

PHS Comment

We concur. Guidelines have been circulated in draft form which we believe drug sponsors
have been following. One element of the proposed guidelines that sponsors analyze beneficial
and adverse effects to see whether there are age related differences in response was incor-
porated into the "Guideline for Clinical and Statistical Sections of an Application," which was
published in final in mid-1988. Other aspects of the guideline such as studies to determine bet-
ter the effects of abnormal kidney or liver function on the excretion of the drug are also being
implemented by drug companies.

We disagree, however, with the assertion that mismedication among older adults is a conse-
quence of inadequate drug testing among elderly populations. The report states that studies re-
quired to secure FDA approval are typically performed on relatively healthy young adults for
products that will be prescribed to elderly patients. Although Phase I clinical trials in small
numbers of subjects are normally performed on healthy volunteers, these early trials are a tiny
fraction of the overall drug exposure and are concerned primarily with initial safety of the
drug. Elderly patients have regularly been included in Phase II and III studies, which are the
largest studies concerned with efficacy, side-effects and risks in persons with disease to be
treated by the drug. In 1983, FDA conducted a brief study on age distributions of patients in

. clinical trials of 12 marketing applications. It covered a good representation of patients in
their sixties and seventies, and whether the disease being treated was common in those age

groups.

FDA provides information to physicians and other health professionals concerning the use of
drug products. This is accomplished primarily through the products’ labeling that must be ap-
proved as part of the new drug application process. In another recent study, FDA reviewed the
labeling of new molecular entities approved during 1987 and 1988 and found, after excluding
some special cases such as topical and cancer drugs, that about 50 percent carried some infor-
mation relating specifically to the elderly. Further, not all products require special instructions
for geriatric use.

FDA is currently developing a regulation to be incorporated into 21 CFR 201.57, "Specific Re-
quirements on Content and Format of Labeling for Human Prescription Drugs," which will re-
quire a geriatric use section in the labeling of human prescription drugs.

Technical Comments

- Page 3, FINDINGS, Second Paragraph
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The sentence "Anecdotal evidence from State pharmaceutical assistance programs for _
the elderly . . ." implies that existing mismedication problems may be exacerbated by
new benefits. We believe that stronger evidence should be used to support this finding.

-Page 4, Second Full Paragraph

The report states that "Although Americans who are 65 years or over currently con-
stitute only 12 percent of the population, they use over 30 percent of the prescription
drugs and 40 percent of the nonprescription drugs dispensed.” This reference is from
an unpublished report. We believe that such a statement should be based on inconver-
tible data and published in a credible peer-reviewed data. Likewise, the next reference
cited is from a report which is not peer-reviewed data.

-Page 6, Third Full Paragraph, Second Sentence

The report states that "32,000 hip fractures are incurred annually due to drug-induced
falls." The report does not provide substantiating data.

Further, the report states that 61,000 older adults developed Parkinson-like symptoms
due to the use of antipsychotic drugs. It should be noted that this is a well recognized
side effect of certain of these drugs and occurs across all age groups. We believe that
the data provided do not allow a conclusion to be drawn that this represents a mis-
medication problem.

-Page 9, Second Paragraph, Second Sentence, Subsections

The report states that "...the filtering ability of the kidneys decreases by 30 percent by
the time a person reaches 65 years...." We believe that this reference is stated incorrect-
ly. It should indicate that the number of nephrons decreases 30 to 40 percent between
the ages of 25 and 85 years (Goldman, R. in Wyngaarden and Smith (eds.), Ceczl
Textbook of Medicine, Saunders & Co., 1985).

Also, we suggest that the following be inserted at the end of this statement.

"It should be noted that the above described age-associated changes in body size and
composition, liver functions, and kidney functions are subject to wide variation with
some individuals showing significantly less change than might be expected for the
population as a whole."

'-Page 11, Last Paragraph, First Sentence
Two of the OIG references cited for this statement indicate an educational gap in the
knowledge of prescribing psychotropic drugs and not a generalized educational gap.

We believe the report should be changed to reflect that the educational gap refers to
that of prescribing psychotropic drugs.
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Endnotes

We note that 32 of the 95 references cited are not peer-reviewed and published in medical or
scientific documents. These references include testimony of individuals and interest groups
(12 citations) before Congressional committees, OIG "discussions” with "expert panels” (4
citations) and other references including speeches, unpublished articles, newspaper and
magazine articles, lectures and presentations, and documents prepared by interest groups such
as the American Association of Retired Persons and the Public Citizen Health Research
Group. While information reported from these sources may, in fact, be entirely correct, the
reader must assume that all of these represent opinions of individuals or groups with variable
expertise and interests in the area of concern.

OIG RESPONSE TO PHS COMMENTS

We are pleased with the PHS’ generally positive response to our recommendations and with its
clarifications, which add to the value of the report. On the matters of confidentiality and the-
importance of further research and development (particularly in regard to automated
therapeutic review and the use of diagnostic codes) we agree that these are vital, sensitive mat-
ters warranting serious attention. Our response to the HCFA comments offers some elabora-
tion on both of these matters.

The PHS took exception to the finding that clinical studies are typically performed on healthy
young adults. It noted that elderly patients have regularly been included in phase II and III
studies, and that guidelines issued in 1988 require that analysis be conducted concerning ad-
verse effects and age-related differences. We made a number of changes in the text to incor-
porate recent information developed by FDA and to reflect the importance of its recently
issued guidelines. We continue to urge the issuance in final of the FDA guidelines to manufac-
tureres to ensure adequate testing of drugs on elderly populations. The FDA agrees with us on
this point.

In regard to the more technical comments offered by PHS, we have incorporated into the
report and the footnotes a reference to the National Council on Patient Information and Educa-
tion (NCPIE), a clarification concerning physicians’ education gap in the knowledge of
prescribing drugs, and PHS’ suggested qualification concerning changes in body size and com-
position and liver and kidney funcitons. With respect to PHS’ call for further, peer-reviewed
citations, we recognize that there is much additional research that can be conducted on
problems concerning the mismedication of the elderly. We urge that scholars undertake such
research, both to expand the existing knowledge base and to synthesize the knowledge that al-
ready exists. On the basis of our own broadly based review, drawing on insights from peer-
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review journals and many other sources, the evidence is compelling that there exists a serious
problem concerning the mismedication of the elderly.

NATIONAL ASSOCIATION OF CHAIN DRUG STORES COMMENTS

The National Association of Chain Drug Stores, Inc. (NACDS), appreciates the opportunity to
comment on the draft report entitled "Medicare Drug Utilization Review.” NACDS represents
173 chains drug corporations operating in excess of 21,000 retail pharmacies nationwide that
dispense over 40 percent of the nation’s prescription drug products. As an integral component
of the health care delivery system, NACDS members take seriously their role as the final step
in the dispensing process of prescription drugs. As committed health care professionals,
NACDS members’ paramount concern is the health and well-being of their customers, includ-
ing the elderly. Historically, retail pharmacy has served as the link between the physician and
the patient on proper usage of prescription drugs. This dedication to service and health care is
evident by public opinion polls that hold pharmacists as America’s most respected health
professional. '

However, NACDS must register its disagreement with many of the report’s assumptions and
conclusions. An issue as important as "drug utilization review" (DUR) cannot be decided on
the basis of one report and a brief comment period. Examination of this subject in a vacuum
ignores fundamental questions and implications for the health care delivery system. The dis-
cussion of issues, such as privacy, liability alternatives, and cost, are too important to be
avoided. From retail pharmacy’s viewpoint, a computer and "star wars" application does not
make an effective and quality DUR system. NACDS respectfully submits that subjective
science cannot be made objective by imposing mechanical standards.

NACDS also suggests that the report assumes a Congressional intent regarding the imposition
of a "mandatory” DUR system that is absent from the actual legislation, the legislative history,
and accompanying conference history. NACDS proposes that the system envisioned by Con-

gress and that which is suggested by the report are not compatible. '

Furthermore, NACDS believes that the report findings are incomplete and based on anecdotal
and often, insubstantial evidence, hearsay, and false assumptions. In particular, as to the
report "findings" {on] community pharmacy, NACDS disagrees with conclusions that only a
"small percentage of elderly patients receive drug counseling services," that "pharmacists do
not perform adequate reviews of patients drug regimens"; or "consult with physicians and
patients." Counseling and DUR can and should take many forms. Both verbal and non-verbal
communication, such as the use of auxiliary labels, have become a routine part of the practice
of pharmacy. In essence, the standard of care for pharmacy is such that examination of the.
patient’s drug regimen is conducted on a regular basis.

As to the report’s recommendations, NACDS strongly supports the implementation of an
electronic claims processing (ECP) system to verify a patient’s eligibility and deductible
status. These functions alone represent an enormous undertaking--a fact recognized by the



Congress--and surely, one of the reasons Congress did not specify how DUR’s and patient
counseling were to be conducted. The ECP system is the heart and soul of the program.

Lastly, although NACDS disagrees with the apparent conclusion that mismedication is a na-
tional epidemic, we agree that mismedication among any segment of the population must be
of concern to all health care professionals. As outlined on page five, paragraph three of the
report, mismedication can occur in at least four ways. However, it must be recognized that of
the four ways stated, only point number four can be directed specifically to the pharmacist.
We find the lack of this fundamental understanding to be most disturbing. NACDS does not
believe that the absence of physician accountability to thelr patient should be attributed to or
be the entire responsibility of the pharmacist.

The above presumption indicates an unrealistic assumption and a basic lack of understanding
of the role of the pharmacist in a dispensing of prescription drugs. In any system envisioned,
the pharmacist will always be operating from an incomplete data base. For example, over-the-
counter (OTC) medication is most frequently purchased in non-pharmacy settings. In addi-
tion, the growing incidence of physician dispensing of prescription drugs further complicates
the report’s recommendations.

In conclusion, NACDS hopes that you will continue to review this issue in light of our com-
ments. NACDS hopes that you will contact us to further discuss this important issue.

OIG RESPONSE TO NACDS COMMENTS

We believe NACDS has taken too limited a view of the role of a DUR program and of phar-
macists in addressing the problems of mismedication of the elderly.

We responded to a number of the NACDS concerns in our previous comments. In addition,
we note that the Catastrophic legislation clearly calls for the establishment of a Medicare DUR
program and the conference report specifies that "participating pharmacies will review the
medication profile of beneficiaries for potential adverse reactions before filling prescriptions."
With respect to the role of the pharmacist, we have been informed by many pharmacists and
by much literature that the counseling and consultation practices may indeed involve more
than identifying inappropriate combinations of drugs. Our understanding is that the profes-
sional training of pharmacists increasingly prepares them for a broader role that enables them
to identify various kinds of mismedication problems.

PHARMACEUTICAL MANUFACTURERS ASSOCIATION COMMENTS
Your report, "Medicare Drug Utilization Review,” focuses attention on the need to ensure that
older people receive and use appropriate medicines and on the potential benefits of a Medicare

drug utilization review system.

The Pharmaceutical Manufacturers Association recently completed a series of surveys that
show its enormous commitment to discovering and developing medicines that will help older
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people live longer, more productive lives. The results showed that the research-based phar-
maceutical industry is developing 221 medicines to treat 23 diseases prevalent among older
people. The pharmaceutical industry will invest an estimated $3.6 billion in research on dis-
eases of the aging in 1989--approximately half of its projected $7.3 billion research and
development budget for this year.

Because of the industry’s role in discovering and developing medicines for older people, we
are very concerned that information about the research and development process be accurately
portrayed. PMA is particularly concerned about the Report’s assertion that clinical studies on
new drugs for use in older people are typically performed on healthy young adults for a short
period of time. This, however, is only the first phase of human testing--a multiphase process
that averages 6 years to complete. In subsequent phases, new drugs for the elderly are tested
for years on large numbers of older people, because they are the people with the conditions
that the drugs are intended to treat.

FDA reports that today’s New Drug Appliéations contain data on an appropriate number of
older people, indicating that the pharmaceutical industry is observing testing guidelines even
though these guidelines have not been formally adopted by the FDA.

In addition, we wish to note that PMA supports the following principles:

. Older people should obtain a primary-care doctor to coordinate their care, because older
people are more likely to have several conditions that require that they see a variety of
specialists and take a complex regimen of prescription drugs. This helps explain why
older people use a higher proportion of pharmaceuticals and experience more
medicine-related side effects.

. Older people should take their medication according to their doctors’ instructions.
Noncompliance with medication instructions results in problems of undermedication as
well as overmedication.

. Medical education authorities should emphasize programs that ensure physicians
become aware of key principles in the emerging field of geriatric medicine.

Regarding drug utilization review, PMA supports the DUR provisions of the 1988 Medicare
Act and appropriate DUR programs at the state Medicaid level. Accordingly, there are several
points about DURs that we wish to emphasize in response to your report:

. PMA believes that the critical objective associated with drug utilization review is to
improve the quality of care. Whether this will reduce drug program costs is not a
certainty, because DUR would likely identify cases where there is a serious
"under-utilization" of prescription drugs (which could actually increase drug program

. costs). Therefore, it is more appropriate to focus on the fact that DUR may improve
quality and yield savings for overall health care costs.
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. PMA believes that the objective of maintaining program integrity should be a key
component of Medicare DUR. The Report asserts that Medicaid DUR policies have
"limited applicability"” for Medicare because of their emphasis on fraudulent or abusive
activities. PMA believes the value of this area of DUR should not be underestimated.
Instances of fraud and abuse may be quite costly, are easily identifiable and may have a
major impact on the integrity of the Medicare program.

. PMA believes that the Report may be overly optimistic about the capabilities of
prospective DUR. Experts in the DUR field have raised serious questions about the
ability of the point-of-sale system envisioned by HCFA to accomplish prospective
DUR. Besides questions about its feasibility, prospective DUR raises additional
concerns about safeguarding patient confidentiality and to avoiding unnecessary
interference in the patient/physician and patient/pharmacist relationships.

. PMA believes that, given the lack of experience of applying DUR to an outpatient drug
program with over 700 million claims, it is essential that deliberations and ultimate
decisions on Medicare DUR be open to input and debate by the public and scientific
community.

We hope that these comments are helpful in continuing a productive exchange of ideas on the

beneficial use of medicines by older people and in implementation of the DUR component in

the new Medicare outpatient prescription drug benefit. Please let me know if you have any
questions or if we can be of any further assistance.

OIG RESPONSE TO PMA COMMMENTS

Maintaining program integrity certainly should be an objective of a Medicare DUR program.
However, given the documented scope and severity of adverse drug reactions among the elder-
ly, we feel there is a solid basis for devoting primary attention to this issue.

How much attention ought to be placed on prospective DUR at the start is a question warrant-
ing further inquiry. We feel counseling and consultation efforts at the point-of-sale can have a
valuable preventive effect. However, we recognize that there is much to be learned in this
area and that research and demonstration efforts can be useful in that regard.

We continue to feel that the issuance of FDA guidelines to manufacturers would help to
prevent mismedication resulting from lack of attention to the special conditions of elderly
patients.

AMERICAN MEDICAL ASSOCIATION COMMENTS

The American Medical Association (AMA) is writing to express its views concerning the draft
report of the Office of the Inspector General (IG) entitled, "Medicare Drug Utilization
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Review." The stated purpose of the report was to "foster the development and implementation
of an effective Drug Utilization Review (DUR) system under the Medicare program. Toward
this end, it sought to promote a better understanding of the major problems and needs that a
DUR program should address, and of the relevant insights that emerge from research and ex-
perience.”

The AMA believes that, in general, this report presents an appraisal of potential contributors,
i.e., the Food and Drug Administration, manufacturers, physicians, pharmacists and elderly
patients, to any problem of mismedication in the elderly. The AMA agrees with the report’s
recommendation for an effective DUR system that places major emphasis on improving the
quality of patient care with education as the primary remedial strategy. The AMA is particular-
ly pleased that the IG’s report recognizes that improving the quality of care is vitally important
and should result in significant savings in the overall cost of the Medicare program. The As-
sociation also agrees that the DUR program should be applicable to all beneficiaries regardless
of deductible status.

The IG’s recommendation for the establishment of a "blue-ribbon panel to develop DUR
criteria” is consistent with the AMA'’s proposal to the Health Care Financing Administration
(HCFA) for a government-funded Drug Utilization Review Board to manage the DUR
program. The AMA agrees with the IG that representation of gerontologic specialists is essen-
tial for optimum function of a DUR Board. We recommend, however, that the Board also
should include representation of clinical pharmacologists who specialize in geriatrics. In addi-
tion, representation of individuals from other disciplines (e.g., selected medical specialists,
physician experts in medical quality assurance, pharmacists and physicians knowledgeable in
drug utilization review, pharmacoepidemiologists, and biomedical statisticians) will enhance
the DUR Board’s effectiveness. The AMA recommends that all proposed criteria emanating
from the DUR Board be subject to a public review and comment process.

One of the proposed functions of the IG’s proposed blue-ribbon panel would be to "develop
general criteria that reflect high-risk categories of drug treatment", presumably to serve as
prospective standards for post-payment DUR studies. We have two recommendations con-
cerning this issue. First, any such prospective standards developed should be based on ade-
quate documentation in the peer-reviewed medical literature, reflect a strong consensus of
practicing physicians, and be subject to public review and comment.

Second, the AMA takes exception to the IG’s statement on page 33 of the report that AMA’s
Drug Evaluations, one of the compendia named in the Conference Report to P.L. 100-360, is
not a resource for the development of general criteria that reflect high-risk categories of drug
treatment. Drug Evaluations is a comprehensive, consensus-derived compendium designed to
offer physicians unbiased and clinically relevant discussions of drug selection guidelines for
various diseases, disorders or conditions as well as establish standards for outpatient drugs to
be covered in the Medicare Catastrophic Coverage Act. Evaluations of drugs in Drug Evalua-
tions may be favorable or unfavorable. This compendium covers both labeled and unlabeled
indications and references the medical literature. Thus, it is precisely those general criteria
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that Drug Evaluations does include and that clearly separates it from the two other compendla
named in the Conference Report to P.L. 100- 360

The IG report emphasizes DUR at the pharmacist/dispensing level, because it is "the most
critical point at which mismedication errors can be identified and corrected for individual
patients.” The AMA believes that caution should be exercised in implementing prospective
DUR. While prospective reviews can be effective in preventing adverse drug reactions and in
ensuring proper utilization of drugs, the lack of sufficient, accurate and timely patient-related
data available to the pharmacist during the point-of-sale process can severely limit the useful-
ness of prospective DUR. The AMA has strongly recommended against HCFA requiring
prospective DUR until the DUR Board (blue-ribbon panel) establishes that such review is
valuable and determines what specific types of reviews can be performed effectively. Funding
for demonstration projects in this very important area should be provided.

The AMA also is concerned that the amount of time devoted specifically to gerontology and
clinical pharmacology education may be inadequate and needs to be addressed. A need exists
for innovative strategies of continuing education to extend the training of physicians in these
disciplines into the postgraduate and active-practice years.

The AMA appreciates the opportunity to express its views. We urge you to consider carefully
our recommendations for improving the report.

OIG RESPONSE TO AMA COMMENTS

We are pleased with AMA’s generally positive reaction to the report. Below we respond to the
three suggestions/exceptions which it set forth.

First, with respect to the blue-ribbon panel, we agree with AMA’s comments concerning par-
ticipation on the panel and public review of DUR criteria developed by the panel. We have
made the corresponding changes in the report.

Second, conceming the relevance of the AMA’s Drug Evaluations as a resource for the
development of DUR criteria, we agree that it can serve as such a resource. Our intent in the
report is only to distinguish our recommendation calling for the establishment of general DUR
criteria from the Catastrophic legislation’s requirement that the HHS Secretary establish stand-
ards for the use of each covered outpatient drug.

Third, in reference to the AMA’s caution concerning prospective DUR, we agree that HCFA
must move carefully and that funding for demonstration projects in this area is very important.
We recognize, as the AMA points out, that "the lack of sufficient accurate and timely" patient-
related data available to the pharmacist during the point-of-sale process can severely limit the
usefulness of prospective DUR. It is for that reason that we urge the provision of a full screen
drug regimen as soon as practical.
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AMERICAN ASSOCIATION OF COLLEGES OF PHARMACY COMMENTS

Thank you for the opportunity to comment on the draft report, "Medicare Drug Utilization
Review." On behalf of the nation’s 74 colleges of pharmacy, 3,500 fuil-time faculty and
25,000 professional and graduate students, I am pleased to do so.

The Office of the Inspector General is to be commended for a fine piece of work. It generally
and fairly describes the relationship between providers, third-party administrators, payor and
post-payment responsibilities. My comments, therefore, will be very specific and focus
primarily on pharmacists and their relationship to the system described in the Report.

Page 15; final paragraph - excellent observation.

Page 18; first bullet - suggest a Pharmacy and Therapeutics Committee-like structure,
thus enhancing physician/pharmacist interface.

Page 21; discussion about peer review - should separate out and not confuse the process
of peer review/DUR from how peer review is applied/enforced. The process may be
quite satisfactory while the way we enforce or apply peer review standards on
practitioners may be the shortcoming. Further, paragraph 2 on page 21 and Avorn’s
study, as described on page 22, are consistent with and precisely why peer review
works. Page 23, targeting prescribers, is a method of applying peer review.

Page 24 and others - use of the word "industry.” Does this refer to pharmacy practice or
the pharmaceutical industry? If the former, I certainly support the use of that
terminology.

Page 26; regarding targeting DUR only for patients exceeding deductible - data
collection and DUR should apply to all patients, but various levels of counseling can be
identified based on specific patient need (the pharmacy literature supports this
observation).

Page 27; regarding computer prompts to potential medication errors - should be passive
only; pharmacists must still realize their responsibilities for ensuring safe and effective
drug use.

Page 28; item 3 - the profession is undergoing a major pharmacy manpower (census)
effort, headed by AACP. In order to create the census and maintain it, the profession
requires unique identifiers for pharmacists. If the Department and the profession could
work togethpr on this aspect of data collection, it would probably benefit both of us.

Page 28; item 4 - improving prescribing through cooperation/interface between
pharmacists and physicians should be considered as well. Additionally, the question of
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should all patients receive counseling or only have access to counseling based on
carefully described criteria must be asked. It may not be cost effective (or necessary)
for all patients to be counseled; some clearly will need counseling; all should have
counseling available to them on request.

Page 28; regarding confidentiality - pharmacists already have access to confidential
information and this must continue for them to perform their role as required by good
standards of care.

Page 29, second paragraph - excellent.

Page 29, third paragraph - the availability of the patient’s diagnosis or treatable illness
would assist immensely with DUR and counseling. Again, the institutional model and
that used by the U.S. Indian Health Service in its outpatient clinics could be applicable
to your observations.

Page 30; regarding pharmacist-only access to ECP data system - it appears to me that a
necessary goal is to free up pharmacist time from the count and pour and lick and stick
aspect of practice (technical functions) so he can spend more time with patients for
counseling and DUR. Locking the pharmacist to a CRT display only relegates him to
maintaining these technical aspects of his job at the expense of desired clinical
interaction with patient and physician. A look at the institutional model, plus activities
as currently carried out in community pharmacy, would demonstrate supportive
personnel access to this information without compromise of confidentiality.

Page 31; regarding automated therapeutic review by fiscal intermediaries - these are the
wrong parties to conduct such activities. Although they may be "less biased," they don’t
have the expertise or local perspective. Suggest model similar to Pharmacy and
Therapeutics Committees in hospitals be considered using pharmacists and physicians.

Page 31; regarding assessing performance of participating pharmacists - agreed!

Page 32; regarding variety of educational interventions - must take time to describe
these in specific terms in advance of program implementation.

Page 33; regarding the blue ribbon panel - not only do DUR standards need criteria, but
so do drug use standards.

Page 34 - programs should be initiated to influence and support both medical school and
pharmacy school curricula.
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Finally, some references need correcting:

. Page 2 - Dr. Donald T. Rucker
o Page 39; Endnote 59 - Hepler, C.D.
Endnote 71 - Benjamin Hershenson

You may also wish to contact Dr. Henri R. Manasse, Jr., Dean of the University of Illinois at
Chicago College of Pharmacy. Dean Manasse has just completed a public paper on "drug
misadventuring” which elaborates on and further clarifies many of the observations appearing
in the Report.

Again, thank you for the opportunity to comment on the Report. If we can be of further assis-
tance, please let me know.

OIG RESPONSE TO AACP COMMENTS

The AACP comments provide helpful clarifications and elaborations. We have made some
clarifications and revisions in response to them. Most notably, we have amended our recom-
mendation concerning pharmacy counseling to urge that pharmacists in accord with carefully
developed criteria assure that all Medicare patients have access to counseling services. Pre-
viously, we simply recommended that pharmacists provide counseling services to all Medicare
patients.

NATIONAL ASSOCIATION OF BOARDS OF PHARMACY COMMENTS

I am pleased to comment on behalf of the National Association of Boards of Pharmacy
(NABP) in regard to the draft report entitled "Medicare Drug Utilization Review." NABP is
the national association of the 50 state boards of pharmacy, the District of Columbia, Puerto
Rico, the Virgin Islands, some provinces of Canada, and the Pharmacy Board of Victoria,
Australia. I, again, would like to commend Dr. Yessian and his staff for the concise and com-
prehensive review of the subject. We are pleased that the Department of Health and Human
Services and the Office of the Inspector General are involving themselves in issues and con-
cerns that have been of interest to pharmacy for some time. An unbiased examination of is-
sues, such as the "Medicare Drug Utilization Review," provides pharmacy regulators and
practitioners with a much needed "outside perspective.”

The comments offered on behalf of NABP will focus on those findings and recommendations
that affect the protection of the public health, specifically, the design and operation of a multi-
level DUR effort and the need to develop safeguards to protect the integrity of the Medicare
DUR Program. The other issues raised in the report, although important, are not within our
scope as the national association for state boards of pharmacy.
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Findings

We concur with the report’s finding on page 3 that the problem of mismedication in the elder-
ly population is significant. Furthermore, the problem does not seem to be lessening but ap-
pears to be increasing as the elderly population grows and the pharmaceutical industry
introduces countless "me too" drugs. We agree further that the Medicare Drug benefit
program will increase the occurrence of mismedication if it is not effectively implemented and
managed.

The report notes on page 5 another serious cause of mismedication in the elderly, polyphar-
macy; "Because they suffer from multiple chronic diseases, older adults are frequently under
the care of more than one physician who may prescribe drugs without knowledge of the
patient’s full drug regimen." This finding should be an important consideration when develop-
ing the Medicare DUR Program. Related to this, but not mentioned in the report, is the issue
of physician dispensing. Under the Medicare Catastrophic Coverage Act, physicians are en-
titled to participate as providers in the drug care benefit program. An effective DUR system
should also provide access to the medications dispensed by physicians.

Recommendations
Development of the DUR Program

In the interest of the public health and safety, we agree that attention must be given to design a
comprehensive DUR program. "The human costs associated with death, illness and in-
capacitation among the elderly as a result of mismedication are incalculable.” It is imperative
that "a comprehensive Medicare DUR program that emphasizes therapeutic as well as
program integrity issues" be established.

Design of the DUR Program
Patient Drug Regimen

The report identifies the pharmacist/dispensing level as "the most critical point at which
medication errors can be identified and corrected for individual patients.” We agree
wholeheartedly with this statement and urge the HCFA to develop and design the Medicare
DUR program with this in mind. If mismedication can be prevented and controlled at this
level significant public health and cost benefits will be realized.

And, if mismedication is to be prevented and controlled, the pharmacist must have access to a
patient’s drug regimen. We do not believe that the proposed prompts to pharmacists identify-
ing potential ADRS will provide the pharmacist with all of the necessary information to make
a decision about a patient’s course of therapy. The report affirms this point; "Although a sys-
tem of prompts to alert pharmacists to potential ADRs would be useful tool and should be in-
cluded in the data system, it cannot substitute for the judgement made by a pharmacist.”
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Of course, NABP recognizes that access to a patient’s drug regimen raises serious concerns
about confidentiality. These concems should not be ignored. However, we believe that a
program can be developed that ensures this confidentiality and provides a mechanism for in-
formed consent from participants.

Nationally Standardized Identification Number

NABP concurs with the report that it is essential for the program to identify providers for the
purposes of tracking mismedication problems. We would add that it is also necessary to iden-
tify providers for the purpose of ensuring that only qualified and competent providers par-
ticipate in the program and dangerous or incompetent providers are eliminated or barred from

the program.

NABP and the National Council for Prescription Drug Programs (NCPDP) currently maintain
a national listing of pharmacies that identifies 97% of all the licensed pharmacies in the
United States. Pharmacies are systematically assigned a unique NABP Number by the
NCPDP only after verification of licensure in good standing with the appropriate state board
of pharmacy or licensing agency. The NABP Number is currently used by pharmacies as an
official identifier for licensure and third party reimbursement programs. In some states, the
NABP Number is the pharmacy’s official license number.

NABP also operates with the state boards of pharmacy a national clearinghouse for pharmacist
licensure. Briefly, the disciplinary data bank serves as a central data bank for the state boards
of pharmacy. Almost daily, the state boards of pharmacy provide NABP with disciplinary in-
formation on the final actions they have taken against the licenses of pharmacists in their
states. NABP collates this information (name, license number, states licensed in and state
where action was taken) monitors the licensure and disciplinary status of pharmacists, and
reports information under secure and confidential conditions to the appropriate state and
federal agencies.

The NABP Number and Clearinghouse System would provide HCFA with the mechanisms
necessary to protect the integrity of the Medicare DUR System and protect the public from un-
qualified or dangerous providers. We hope that HCFA will consider utilizing these existing
systems rather than unnecessarily expending resources to develop new, duplicative systems.

Fiscal Intermediary/Claims Processing Level
Patient Counseling

NABP agrees with the report on the value and importance of patient counseling. Undoubted-
ly, it is one of the most effective ways to contain mismedication, not only in the elderly
population, but for all patients. However, the quality and quantity of patient counseling re-
quired is difficult to define and monitor. The system established to monitor this requirement
of the Medicare Drug Program should involve a concerted effort between the boards of phar-
macy and appropriate federal agencies utilizing data from the Medicare DUR program. We
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ask that the HCFA proceed cautiously in this regard and not rely solely or entirely on the fiscal
intermediary or ECP data base information.

Patient counseling is an integral part of the practice of pharmacy, which is regulated by the
state boards of pharmacy. To create separate federal regulations for one aspect of the practice
of pharmacy may be shortsighted and interfere with the responsibilities of the states. Efforts
would be better served to create a minimum standard or requirement for patient counseling
and work with the state boards of pharmacy to refine state practice acts or rules and regula-
tions to meet the desired outcomes and provide the desired monitoring systems.

NABP is pleased to submit these comments and hope that they will assist the Department of
Health and Human Services, the Office of the Inspector General and the Health Care Financ-
ing Administration implement a monumental health care program. If you have any questions,
please feel free to contact me.

OIG RESPONSE TO NABP COMMENTS

We appreciate the information and clarifications provided by NABP. We agree on the impor-
tance of a broadly based dialogue to determine appropriate minimum standards for patient
counseling and to attempt to apply these standards to pharmacy practice in general. Research
and demonstration efforts can be very helpful in this regard.

PUBLIC CITIZEN HEALTH RESEARCH GROUP COMMENTS

Thank you for the opportunity of reviewing your excellent report on the problems of medicat-
ing the elderly and, specifically, the pending issue of Medicare Drug Utilization Review.

It is clear that financial barriers prevent many older adults from obtaining medications which
they actually need, but it is just as clear that financial barriers protect many other older adults
from prescription drugs which will do them more harm than good. The challenge, then, is to
figure out a way to reduce or eliminate the first kind of harmful barrier without causing the
damage that would result from the second barrier being eliminated. In addition, for those
older adults for whom there are no financial barriers, the current problems in mismedication
and overmedication urgently need to be addressed.

We have estimated that two-thirds of prescriptions written for older adults are wrong for one
of three reasons:

- 1. The patient’s condition, as with mild hypertension, adult-onset diabetes, mild
obesity or similar problems is one for which a non-drug treatment should be tried
and will often work.

2. A prescription drug is indicated, but the one prescribed is unnecessarily dangerous.

(See Worst Pills, Best Pills, for the 104 "do not use” drugs and 183 safer alterna-
tives.) .
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3. The right drug was prescribed but the dose was too high.

In all three of these circumstances, the situation is set up for preventable adverse drug reac-
tions to occur which make up a large proportion of the estimated $7 billion per year spent on
health care costs in the elderly attributable to adverse drug reactions.

We agree with the remedies proposed for better regulation by FDA in requiring the drug com-
panies to do more age-appropriate testing of drugs which are intended largely for older adults
and the related issue of better labeling concerning the need to usually lower the starting dose
of most drugs for older adults.

But the enormity of the epidemic of mismedication of older adults needs more than better
education of new doctors and pharmacists and the collection of doctor and patient-specific
prescribing data. Contrary to the views expressed by some, the studies done by Ray, Schaf-
fner and colleagues at Vanderbilt on patterns of misprescribing by doctors using the Medicaid
billing data have generated very useful data concerning the small fraction of doctors account-
ing for a disproportionate amount of the worst kind of prescribing such as the dangerous drug
chloramphenicol for trivial infections.

I would strongly support, as your study and the legislative history do, the inclusion of
encrypted doctor identifiers in the data which is collected along with encrypted patient iden-
tifiers so that problems can be discovered as soon as possible.

On page ten of the draft report, commenting on our book, Worst Pills, Best Pills, you state that
although this kind of information "is useful in sensitizing older adults and health care profes-
sionals to the dangers of mismedication," it "can not substitute for a formal set of guidelines
that will ensure improved testing and labeling of medications for the elderly.” While agreeing
with this, I must add that your report would be more complete if it included a recommendation
to restore the important patient prescription drug package insert program which was to have
gone into effect for 10 categories of drugs amounting to more than 14% of all prescriptions
filled but was cancelled entirely by the Reagan administration in the spring of 1981.

Finally, and omitted entirely in the drug portion of the catastrophic coverage legislation, is the
issue of drug formularies, limited lists or similar restrictions on which drugs will be reim-
bursed for by Medicare. (Aside from the "certain narrow exceptions" referred to in your
report, the use of a formulary is prohibited.)

It is true, as it is in many other respects, that Medicaid can hardly be used as a model for limit-
ing the scope of reimbursed drugs. No state Medicaid program, in my view, has begun to
place adequate limitations on the large number of drugs which should not be reimbursed or
which should only be reimbursed for certain indications. Even if we surprisingly revamped
current medical education so that future students and residents had much better training in
geriatric pharmacology and prescribing, this would still leave over 90% of the doctors who
take care of the elderly without the skills to prescribe intelligently. As one geriatrician said,
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correctly describing the dangerous current state of affairs, the purpose of a geriatrician is to
take older people off of drugs other doctors put them on.

What is thus needed, in addition to reforms in FDA’s requirements for drug testing and label-
ing and improvements in education of health care professionals and older people, is a for-
mulary or restricted list of drugs. With 100% certainty, this will come to pass as it has in the
best hospitals in this country, in other health care delivery settings in the U.S and in many
foreign countries.

The question is, therefore, not whether it will happen but when, and what needs to be done
now to hasten the day when an amendment is passd to the existing drug-coverage legislation
for Medicare which requires, rather than prohibits, such a formulary. The present legislation
prohibits the use, for reimbursement purposes, of formularies. But within the scope of Drug
Utilization Review program objectives is room for studying the usefulness of formularies in
improving drug prescribing and as remedies for this epidemic of drug-induced disease and
waste of billions of dollars in elderly people. I hope you will make this recommendation.

OIG RESPONSE TO PUBLIC CITIZEN HEALTH RESEARCH GROUP

We appreciate the positive assessment and the supplemental information provided by Public
Citizen Health Research Group. We agree that the problem of mismedication of the elderly is
quite serious warranting concerted government action. With respect to the additional recom-
mendations called for, we recognize the arguments put forth but feel that our own inquiry does
not provide sufficient basis to make the recommendations.
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