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Because of the growiAg abuse of legitimate drugs and
the potential for diversion by those whbo dispense drugs, an
examinatioh was made of the Federal and State preventive efforts
at the retail level. Under Ith Controlled Substauces Act, the
Drug Enforcement Snministration DBIA) is Vrowided with extensiv ,
authority to register and argulate drug manufacturers and
distributors but aot practitioners. The act autLorizes t19
agency to register practitioners authorized uLd.ar State laws to
dispense and prescribe controlled substances. Security
requlations for safeguarding drugs are virtually nonexistent,
and the agency lacks statutory authority to establish stronger
ones. Findings/Conclusions: The Drug Bnforcesent Admiaistration
is trying to assess and upgrade State capabilities to evaluate
practitioners. Its largest effort involves diversion
investigation units composed of State investigators ra.d Federal
agents who emphasize criminal investigations of practitioners.
Pros 1972 to June 30, 1976, about 1.200 arrests have resulted
from the activities of 11 of these units. Two kasic approaches
to solving the problem are by strenrgthen .ng the direct role of
the DBA or by continaing and accelerating the agencyls role to
help States ca:;ry the malor hurden. Reconmendatioas: Congress
should chanri the BEa's role by authorizing it to either
exercise direc+ regulatory authority over retail-level
practitioners or implement grant programs for assisting States
in controlling diversion. Because of the potentially great cost
of a change in the DM1's mission, the AttornQy Genera' should
study the costs and benefits of these approaches or any other
sethod to combat this problem. (Author/Dd)



REPORT TO THE CONGRESS

BY THE COMPTROLLER GENERAL
OF THE UNITED STATES

Retail Diversion Of Legal Drugs--
A Major Problem
With No Easy Solution
Diversion and abuse of legal cldugs may be
involved in as many as 7 cut of every 10
drugs reportedly being abused or resulting in
deaths. Most of these drugs are diverted
from the dispensing or re-.il level by practi-
tioners such as physicians and pharmacists.

The Drug Enforcement Administration i3 un-
able to control retail diversion because of a
lack of statutory authority, weak regulatory
requirements, and inadequate resources.
States -re not equipped to combat diversion
because of shortcomings in legislation,
organization, and resources.

GAO recomm-enir. several actions that could
reduce such diversion.
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cOMPrtRo'J.LR GENERAL OW THI UNITED STATIS
WASHINGTON. D.C. aIce

B-175425

To the President of the Senate and the
Speaker of the House of Representatives

This report discusses the problem of legal drugs
being diverted from the dispensing level of the drug dis-
tribution system and suggests several actions to help
Federal and State agencies reduce this diversion.

Our review was made pursuant to the Budget and
Accounting Act, 1921 (31 U.S.C. 53), and the Accountina
and Auditing Act of 1950 (31 U.S.C. 67).

We are send.ng copies of this report to the Acting
Director, Office of Management and Budget; the Attorney
General; and the Secretary, Department of Health, Educa-
tion, and Welfare.

Comptroller General
of the United States



COMPTROLLER GENERAL'S RETAIL DIVERSION OF LEGAL
REPORT TO THE CONGRESS DRUGS--A MAJOR PROBLEM

WITH NO EASY SOLUTION

D I G E S T

About 7 million Americans use legal drugs such
as barbiturates, tranquilizers, and amphet-
amines, for nonmedi-1 purposes--often with
disastrous results. Used alone or with other
drugs including alcohol, the legal drugs may be
involved in as many as 7 out of every 10 drugs
reportedly being abused or resulting in deaths.
Yet, control of these drugs at the dispensing
or retail level, their major point of diversion,
by responsible Federal and State agencies,
has been largely nonexistent.

More than a half-million practitioners, mainly
physicians and pharmacists, are registered
with the Drug Enforcement Administration to
prescribe, dispense, or administer drucs.
While the vast majority of these practitioners
are law abiding, an estimated 200 to 243
million cosage units are diverted annually from
reta4l distribution. Although thefts account
for so:;. of the loss, most diversions seem to
come from false prescriptions, illegal sales,
and overprescribing. A physician, for example,
can sell drugs cr prescriptions to individuals
for profit. Or a pharmacist may knowingly
'ill a forged prescription or sell drugs with-
out a oreEcription. (See o. 3 and pr. 5 to 11.)

The Drug Enforcement Administration's efforts
to control retail diversion are severely re-
stricted bcause cf inadequate statutory
authority, weak regulatory requirements, and
inadequate resources. The Controlled Substances
Act provides the agency with extensive authority
to register and regulate-drug manufacturers
and distributors, but not practitioners. Under
the act, the agency merely registers practi-
tioners authorized under State laws to dis-
oense and prescribe controlled substances.
Security reaulations for safeguardina drugs
are virtually nonexistent, and the agency
lacks statutory authority to establish
stronger ones. (See pp. 12 to 14.)
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Since Federal authority to deny registrations
is limited, practitioners have little to fear
from violating regulatory requirements. The
Drug Enforcement Administration can suspend
or revoke a practitioner's registration for
misrepresentation, loss of a State license, or
a drug-related felony conviction. vet this
authority does little in regulating practi-
tioners since it depends on State agencies
which generally are reluctant to take disci-
plinary measures. Most States do not consider
a practitioner's conviction for violating
druv laws as grounds for action against his
or her license. Further, when actions are
taken, the Drug Enforcement Administration
generally is not informed. (See pp. 14 to 15.)

Given this situation, the problem of diversion
requires a criminal approach toward the di-
verters. This is a difficult way to get results
because of the numerous and stringent evidence
requirements needed to prove that the practi-
tioner's intent was criminal. (See pp. 15 to 17.)

If stronger regulatory requirements were estab-
lished for practitioners, the Drug Enforcement
Administration would need additional resources
to effectively monitor the dispensing of drugs
at the retail level. Its 197 compliance inves-
tigators are fully occupied in monitoring
drug manufacturers and distributors. (See
pp. 18 to 19.)

Because of these constraints, the agency can
nmerely assist States to control retail diver-
sion. But most States are incapable of deal-
ing with the problem because of inadequate
legislation, ineffective organization, and
inadequate resources. (See pp. 19 to 24.)

The Drug Enforcement Administration is trying
to assess and upgrade State capabilities to
evaluate practitioners. The agency's largest
effort involves diversion investigation units--
enforcement teams composed of State investi-
gators and Federal agents--which emphasize
criminal investigations of practitioners. Of
the 14 units established since 1972, 12 are
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still operating. From 1972 to June 30, 1976,
about 1,300 arrests have resulted from the
activities of 11 units that became cpera-
tional during this period. (See pp. 25 to 28.)

Most of the Drug Enforcement Administration's
other efforts provide no immediate relief
since they stress planning, experimental
projects, and long-term solutions to the
problem rather than the present need to
investigate violators. (See pp. 28 to 32.)

There are two basic approaches to solving
the problem--strengthening the direct role
of the Drug Enforcement Administration until
it parallels its role with respect to
manufacturers and distributors, or continuing
and accelerating the agency's assistance
role to help States carry the major burden.
Regardless of the approach taken, controlling
retail diversion will be a time-consuming task
and will require legislative changes and
increased resources. (See pp. 33 to 35.)

The Congress should change the Drug Enforce-
ment Administration's role by authorizing
it to either

-- exercise direct regulatory authority over
retail-level practitioners or

--implement grant programs for assisting
States in controlling diversion.

Because of the potentially great cost of a
change in the Drug Enforcement Administration's
mission, GAO recommends that the Attorney
General study the costs and benefits of
these approaches or any other methods to
combat this problem.

The Department of Justice told GAO that "in
general" it believes that this report pro-
vided "an accurate description of the retail
diversion problem facing the Drug Enforcement
Administration.;' Concerning the alternative
approaches to combating the problem, Justice
favored the State-assistance approach rather
than a stronger, more direct role. (See app. I.)
The Department of Health, Education, and



Welfare said it had no substantive comments
on the matters discussed in the report. (See
app. II.)
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CHAPTER 1

INTRODUCTION

The traditional drug problem in our society--abuse of
opiates, cocaine, and other drugs imported, produced, and
distributed illegally--has been widely documented and pub-
licizad. Less recognized, however, is the diversion and
abuse of legal drugs distributed and dispensed legitimately
through manufacturers, packagers, distributors, and retail-
level practitioners.

For some time, we have recognized the need for in-
creased monitoring of drug distribution activities. We
previously reported on Federal efforts to prevent diversion
of legal drugs by manufacturers and distributors. 1/ Be-
cause of the growing abuse of legitimate drugs and the po-
tential for diversion bythoase who dispense drugs, we exam-
ined Federal and State preventive efforts at the retail
level.

THE REGULATION OF CONTROLLED SUBSTANCES

A primary responsibility of the Department of Jus-
tice's Drug Enforcement Acministration (DEA) is preventing
the diversion of legal controlled substances, such as nar-
cotics and dangerous drugs (Stimulants, depressants, and
hallucinogens), into the illicit market. Title II of the
Comprehensive Drug Abuse Prevention and Control Act of 1970
(21 U.S.C. 801 et seq.), referred to as the Controlled Sub-
stances Act, authorizes the Attorney General to regulate
the manufacturing, distributing, and dispensing of con-
trolled substances. The Attorney General has given this
authority to the DEA Administrator.

The Controlled Substances Act and the Code of Federal
Regulations (21 C.F.R. 1301) attempt to create a closed
distribution system extending from the manufacturer to the
ultimate user. A regulatory system was established to pre-
vent diversion of controlled substances while assuring an
adequate supply for legitimate medical, research, and in-
dustrial needs.

Under the act, controlled substances are divided into

/"Efforts to Prevent Dangerous Drugs From Illicitly
Reaching the Public," (B-175425, Apr. 17, 1972), and
"Improvements Needed In Regulating and Monitoring the
Manufacturing and Distribution of Licit Narcotics,"
(GGD-75-102, Aug. 28, 1975).
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five schedules based on their potential for abuse, accepted
medical use, and accepted safety under medical supervision.
Schedule I includes substances without accepted medical use
or safety and with high abuse potential, such as heroin.
Schedule II includes substances with accepted medical uses,
but with a high abuse potential, such as morphine, barbit-
urates, and amphetamines. Schedules III through V include
substances with accepted medical use. and a decreasing
abuse potential, such as paregoric and cough syrups con-
taining codeine. The placement of a drug in any one of
these schedules determines the nature and level of control
exercised to prevent its abuse and diversion. Schedules I
and II controlled substances are more strictly controlled
than schedules III through V substances.

DEA, with the help of the Food and Drug Administration
(FDA), Department of Health, Education, and Welfare (HEW),
enforces and administers the regulatory controls prescribed
by the act and the Code of Federal Regulations. These con-
trols include:

-- Registration: All manufacturers, distributors, and
dispensers of controlled substarces register an-
nually with DEA and are referred to as registrants.

-- Quotas: For each basic class of controlled sub-
stances in schedules I and II, DEA, with FDA's
assistance, establishes (1) a production quota for
the industry, (2) a manufacturing quota for each
bulk manufacturer, and (3) a procurement quota for
each dosage manufacturer.

--Recordkeeping: Except for limited exemptions avail-
able to physicians and researchers, handlers keep
full records of all manufacturing, purchases, sales,
and inventories of controlled substances.

--Distribution: Manufacturers and distributors sell
schedules I and II drugs only upon receiving an
approved DEA order form. For other scheduled drugs,
the supplier is obligated to verify the customer's
registration number with DEA records.

--Dispensing to patients: Schedule I drugs are to be
used only in research situations. Prescriptions are
required by FDA for most schedules II, III, and IV
drugs, and restrictions are placed on obtaining pre-
scriptions and refills.

--Security: Registrants comply with certain security
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requirements.

-- Investigations: DEA conducts periodic compliance
investigations of registrants.

In addition, penalties are provided and provisions are
established to deny, revoke, or suspend registrations.

As of October 1976, more than 540,000 manufacturers,
distributors, and dispensers were registered with DEA. As
shown below, 532,408, or 98 percent, were at the dispensing
or retail level--physicians, dentists, veterinarians, re-
tail pharmacies, hospitals, and teaching institutions--and
were collectively called "practitioner-s."

Registrant Number

Manufact'urers 515
Distributors 1,660
Researchers, laboratories, importers,
exporters, and narcotic treatment
programs 6,144

Retail dispensers:
Doctors 464,405
Retail pharmacies 53,713
Hospitals/clinics 13,553
Teaching institutions 737

Total 532,408

Total registrants 540,727

Under its scheduled investigation program, DEA's plan
is to make at least one compliance investigation every 3
years at manufacturers, distributors, and methadone treat-
ment programs. At the retail level of the distribution
system, DEA performs compliance investigations when it gets
a complaint or a lead and cooperates with individual State
authorities in their regulatory control.

Individual States Control practitioners, primarily
through licensing and prufessional boards which monitor the
qualifications and conduct of the various types of practi-
tioners. Most States also have some :,-e of controlled sub-
stances act aimed at preventing diversion.

According to DEA, about 30,000 drug products are sub-
ject to the Controlled Substances Act, and about 15 billion
dosage units are manufactured each year. For these
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legitimate drugs, practitioners are the final link in the
distribution chain since they prescribn, administer, or
dispense controlled substances to the ultimate users.

SCOPE OF REVIEW

We examined the efforts being made to prevent diver-
sion of controlled substances at the retail level. Most of
our work focused on diversion by doctors and pharmacists.

We examined applicable laws, regulations, procedures,
and records and interviewed responsible representatives of
DEA, FDA, HEW's National Ir.n:titute on Drug Abuse (NIDA),
the Law Enforcement Assistance Administration (LEAA), and
officials of licensing and/or regulatory agencies in four
States. We also reviewed a study of State capabilities to
control practitioners, prepared for DEA by Arthur Young and
Company. 1/ Because of the study's depth and comprehen-
siveness, its findings have been considered in this report.

1/ This $225,000 study of professional licensing boards
and professional associations was commissioned by DEA,
FDA, and NIDA in 1974.
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CHAPTER 2

DRUG DIVERSION AT THE RETAIL LEVEL:

NATURE AND EXTENT OF THE PROBLEM

In November 197t, the President's Strategy Council on
Drug Abuse reported that 7 million people used prescribed
drugs, such as barbiturates, tranquilizers, and ampheta-
mines, for nonmedical. purposes. The use of barbiturates
and tranquilizers was ranked with heroin use as a major
social problem, and unsupervised amphetamine use was also
considered serious.

DEA believes that diversion from legal suppliers is
the primary barbiturate source and that amphetamine use is
sustained through diversion and illegal production. Reports
show that barbiturates and tranquilizers were involved in
more drug abuse and death incidents than heroin and its
metabolized form, morphine.

Although the exact amounts and sources of controlled
substances being abused are unknown, much information shows
that a large part of the Nation's drug abuse problem.stems
from the diversion of legal drugs. DEA believes that the
retail level is the greatest source of diversion in the
drug distribution system.

THE RETAIL LEVEL IS THE
MAJOR SOURCE OF DIVERSION

Based on estimates and reported drug thefts, DEA esti-
mates that diversion of controlled substances from all
sources is about 2'0 to 270 million dosage units annually,
with the retail leve. accounting for approximately 80 to
90 percent of the total--200 to 243 million dosage units.
Opportunity for diversion appears greatest at the retail
level because of the large number of practitioners.

There is currently no system capable of quantifying
e total illicit drug market in terms of illegal produc-

tion and diversion from domestic and foreign sources.
Accordingly, no definitive statistics exist which show
the amount of diversion occurring at the manufacturing,
distribution, and retail levels. However, indications are
that much of 'he abuse involves legal drugs diverted at
the retail level.

The abuse of legal drugs

During the fiscal years 1974-76, DEA's Drug Abuse
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Warning Network (DAWN) 1/ reported over 706,000 drug abuse
mentions, about 34,000 of which were involved in drug deaths.
The statistics showed that 51 percent of the mentions con-
cerned polydrug abuse--the use of a combination of drugs or
drugs and alcohol. For drug death mentions the polydrug
abuse rate rose to almost 73 percent. Of the 35 leading
drugs of abuse reported by DAWN, drugs which were legally
available were present in about 70 percent of the drug
abuse and death mentions. 2/

It is not possible to accura:ely determine how nmany cf
these drug mentions can be attributed to drugs diverted at
the retail level. This is because the abuser may not know
the source of the drug or, in the case of drug deaths, it
is not possibile to discriminate between a legally produced
drug and one produced in an illegal laboratory.

Some indication of diversion at the retail level can
be obtained, however, from a DAWN report on drug abuse for
April 1974 to April 1975. During this period, DAWN re-
ported 192,000 episodes 3/ of drug abuse, including 7,176
deaths. This report showed that of the 15 leading drugs of
abuse, 10 were legally controlled substances which are
prescribed, dispensed, and/or administered by physicians
and pharmacies.

1/DAWN is a nationwide program to identify drug abuse. Se-
lected hospitals, medical examiners, and crisis centers
in 24 of the more than 250 standard metropolitan statis-
tical areas report drug deaths and instances in which an
abuser sought treatment or other help. The substances
involved ir the abuse are called "druq mentions." Noncon-
trolled substances such as alcohol are included in the
program.

2/Morphine and cocaine were considered to be illicit
drugs in our computation since (1) most DAWN morphine men-
tions by medical examiners are a result of heroin abuse
(heroin is metabolized by the body into morphine), and DEA
makes no distinction in its published statistics between
heroin/morphine death and/or injuries and (2) DEA has
reported that virtually all available cocaine is of illicit
origin. If these drugs were considered legal substances,
the percentage of licit drug abuse would increase.

3/An episode is a visit to a hospital or a crisis center
or a death reported by a medical examiner.
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The order of use of these controlled substances
follows.

1. Diazepam--the tranquilizer "valium," the most
abused drug in the Nation.

2. Secobarbital--the sedative "seconal."
3. d-Propoxyphene--the synthetic analgesic "darvon."
4. Chlordiazepoxide--the tranquilizer "librium."
5. Methadone--the narcotic analgesic heroin

substitute.
6. Speed--stimulants such as desozyn.
7. Amphetamine--stimulants such as benzedrine.
8. Flurazapafm--a sedative.
9. Secobarbital/Amobarbital--the barbiturate sedative

"tuinal."
10. Methaqualone--nonbarbiturate sedatives such a,

"quaalude."

The report identified the sources for 5 of the 10 sub-
stances as follows.

Drug
Source mentions Percent

Legal prescription 24,296 49.9
Street buy 3,664 7.5
Gift 1,072 2.2
Stolen 942 2.0
Forged prescription 379 0.8
Other 110 0.2
Unknown 18,206 37.4

Total 48,669 100.0

As can be seen from the above table, the predominant
source for those drug mentions -where. the source could be
identified was the retail level.

Significant retail diversion--
additional indicators

Since the enoctment of the Controlled Substances Act,
DEA has concentrated its efforts on manufacturers and
wholesalers, each of which has been investigated at least
once, and for many, two or three times. DEA contends that
(1) security and recordkeeping have improved greatly for
manufacturers and wholesalers, so that robberies and diver-
sion have been minimal and (2) complaints and leads re-
garding diversion relate almost entirely to retail sources.
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The results of DEA's emphasis on manufacturers and
wholesalers are reflected in the distribution of drugs in
the illicit market. In 1975, the Domestic Council Drug
Abuse Task Force reported that if wholesale diversion were
the major source of aupply, the distribution of brands in
the illegal market would be skewed in some manner. Because
the distribution of brands in the illegal market paralleled
the distribution of brands in the legal market, the Council's
report concluded that retail diversion was predominant.

In terms of magnitude, the only hard data available on
retail diversion are thefts reported by registrants to DEA.
As shown below, 123.6 million dosage units of various
controlled substances were diverted in 26,877 thefts during
fiscal years 1974-76. Most of these thefts occurred at the
retail level.

No. of Dosage
thefts units stolen

Type of registrant (millions)

Pharmacies 20,172 36.2
Practitioners 1,229 4.5
Manufacturer/distributor 3,261 19.3
Other 2.215 3.6

Total 26,877 123.6

Opinions differ on the most likely source of retail
diversion. DEA contends, without documentary support, that
drug thefts account for no more than 20 percent of the
total diversion. One DEA official believes that uninten-
tional diversion by physicians is the major source, citing
that diazepam--the largest selling tranquilizer and the
most commonly prescribed drug in the Western World--is the
leading drug of abuse.

In a recent State survey, regulatory boards thought
that pharmacy thefts were the major source of diversion
while professional health associations listed multiple
prescriptions as the major source. Compliance investi-
gation units felt that forged prescriptions and excessive
prescriptions were also major problem areas.

Fourteen special investigative units were formed at
the State and local level to look at retail diversion,
primarily illegal distribution. One unit was not formed
until 1977. As indicated below, special investigative
projects show that a problem exists beyond that reflected



by theft statistics..

--According to DEA, a study of prescriptions issued by
200 doctors concluded that 25 were overprescribing.

--Project Script, a DEA study of pharmacist practices,
showed that 56 percent of the forged prescriptions
were filled.

--A DEA official stated that an investigation covering
70 pharmacies and physicians in the San Francisco
area showed that the most prevalent method of diver-
sion was practitioners selling prescriptions for
profit.

-- In a study on the pharmacy theft situation, DEA
believed that most of the legal dosages being abused
were obtained by means other than theft.

HOW RETAIL DIVERSION OCCURS

Retail diversion of legally produced controlled sub-
stances occurs through thefts and the improper activities
of (1) physicians in private practice, hospitals, and medi-
ca' schools, (2) pharmacists in retail and institutional
pharmacies, and (3) the general public. The diversion can
be intentional for profit and abuse, intentional in a mis-
guided effort to help those in need, or unintentional due
to carelessness.

Thefts

Aside from armed robberies, thefts of drugs and pre-
scription pads can be committed by registrants' employees,
drug addicts and abusers, and "pushers" for either their
own use or distribution to others. Individuals can also
steal controlled substances and prescriptions from those
who 'ad legally received them.

For example, a physician's nurse and the nurse's
husband in Michigan pleaded guilty to charges of stealing
287,251 pills from her employer and selling them for
$25,000 to an undercover agent posing as a dealer. The
pills cost $9,762 wholesale and could have been sold on
the street for about $250,000. Two wo-nen in Illinois were
arrested for illegal possession after receiving controlled
substances obtained by a forged prescription. The inves-
tigaticn revealed they were part of a burglary ring
specializing in stealing blank prescription pads from
physicians' offices.
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Diversion by physicians

Physicians can engage in intentional diversion for
profit by selling controlled substances or prescriptions to
individuals who have no legitimate medical need. For ex-
ample, a New Jersey physician was arrested for the alleged
sale of 2,200 dosage units of controlled substances. A
New York physician was arrested for allegedly writing 5,JOO
illegal prescriptions in 3 months. Law enforcement offi-
cials estimated he made $100,000 profit.

Physicians can also intentionally divert drugs to
support their own addiction. An investigation undertaken at
the request of a New York physician's wife disclosed thatthe doctor had stopped practicing medicine and was per-
sonally consuming all the controlled substances he ordered.
He would write prescriptions in the names of his wife and
children and keep the drugs for his own use.

Physicians can unintentionally divert controlled
substances by carelessly prescribing and dispensing them in
an effort to satisfy their patients' needs. For example,
they can prescribe or dispense narcotics or dangerous drugs
when a nonprescription medication or an uncontrolled sub-
stance could serve the same purposes. Physicians could
prescribe or dispense an excessive quantity so the patient
does not have to return frequently.

Diversion by pharmacists

Pharmacists can intentionally divert controlled sub-
stances for profit by illegally selling them. For example,
law enforcement officials estimate that a New Jersey phar-
macist diverted approximately 8,000 bottles of schedule V
codeine cough syrup yearly.

Pharmacists can both knowingly and unknowingly fill
false prescriptions. Under the Controlled Substances Act,
the pharmacist is responsible for filling proper prescrip-
tions. In Washington, D.C., three pharmacies filled pre-
scriptions that had been forged, mechanically copied, or
incompletely written. They were charged with a total of
1,178 separate violations.

Pharmacists may feel pressured to illegally dispense
controlled substances. For example, a North Carolina phar-
macist admitted selling a controlled substance to an under.
cover agent without a prescription. The pharmacist testi-
fied he was alarmed by the agent's long hair, beard, and
shabby clothes and wanted "to get rid of him." The
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pharmacist may also intentionally illegally dispense drugs
to help or satisfy a customer, friend, or relative who does
not have a prescription or has one that is obviously in-
valid.

Diversion by the public

In addition to the theft of drugs and prescription
pads, the public can improperly obtain controlled substan-
ces at the legitimate retail level in a number of ways. For
example, individuals can

--print their own prescription pads,

--obtain prescriptions and controlled substances by
feigning a medical need, or

--obtain multiple prescriptions from different
physicians.
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CHAPTER 3

PROBLEMS IN CONTROLLING RETAIL DTVERSION

Retail diversion has been a neglected problem at the
Federal and State levels. Limited statutory authority and
resources, weak regulatory requirements, and the large
number of retail outlets restrict DEA's efforts to control
retail diversion. As a result this responsibility has been
given to the States, which generally do not nave the capa-
bility or, in some cases, the desire to provide aggressive
antidiversion programs.

Under the Controlled Substances Act, DEA is nvt
limited solely to interstate enforcement of contr9 sub-
stances. Although it has the authority to inspect
registrants, DEA does not directly control retail diversion.
Under the act, there are significant differences in its
regulatory authority among the various handlers of licit
drugs, and thus differences in its power to motivate com-
pliance. DEA has extensive authority over manufacturers
"nd distributors in the registration process, to deny,
revoke, and suspend registrations, and concerning security
and recordkeeping. These provisions are weaker for retail
registrants; DEA has little regulatory authority and
therefore cannot effectively deal with retail diversion.
In addition, DEA's resources are inadequate to insure that
established controls are being followed by the vast number
of registrants.

Because of these constraints, DEA concentrates on the
wholesale levels. It views its role as motivating and
assisting States to suppress retail diversion and becoming
directly involved only when necessary.

DEA's REGULATORY AUTHORITY OVER
RETAIL-LEVEL REGISTRANTS IS LIMITED

Under the act's registration provisions, DEA's author-
ity to regulate the various handlers of legal drugs dif-
fers significantly. UEA can grant or deny registration for
manufacturers and distributors under many conditions, and
thus the act's registration provisions are a basic regu-
latory tool. However, the act's provw 'ions do not allow
DEA to similarly regulate practitioners.

Under the act's registration provisions for manufac-
turers and distributors, DEA must determine whether the
registration would be consistent with the public interest
and with U.S. international obligations. In determining
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public interest, the act lists the following factors which
DEA must consider.

--Maintenance of effective controls against diversion.

--Compliance with applicable State and local law.

--Previous Federal or State conviction relating to the
manufacture, distribution, or dispensing of con-
trolled substances.

--Past experience in the manufacture, distribution, and
dispensing of controlled substances and in the
establishment of effective controls against diversion.

--Such other factors as may be relevant to art con-
sistent with the public health and safety.

In addition, the promotion of technical advances in manu-
facturing these substances and the development of new sub-
stances are considered in the public interest determination
for manufacturers.

None of these provisions apply to registrations at the
retail level. Practitioners are entitled to be registered
merely if they are authorized to handle controlled sub-
stances by the State in which they practice. No positive
or negative findings by DEA are required before registra-
tion.

As with registrations, DEA has limited statutory
authority to impose physical security requirements on prac-
titioners. DEA can specify detailed physical security re-
quirements for manufacturers and distributors which in-
clude (1) construction specifications for safes, cabinets,
and vaults, (2) alarm systems, (3) accessibility to storage
areas, and (4) manufacturing, processing, packaging, label-
ing, and distributing activities. However, DEA cannot
require practitioners to maintain effective security con-
trols under the registration provision in the act.

Federal regulations issued by DEA require only that
(1) a practitioner not allow access to controlled sub-
stances to any employee who has been denied a DEA registra-
tion and (2) controlled substances be stored in a "securely
locked, substantially constructed cabinet." These regula-
tions permit pharmacies and institutional practitioners to
disperse certain controlled substances throughout the
stock of noncontrolled substances to obstruct theft.
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These minimal requirements show the limited authority
of DEA and even these requirements may not be binding on
practitioners. For example, an assistant U.S. attorney
wanted to file a class action suit so that pharmacies would
provide better security to prevent the various types of
thefts occurring in his district. In May 1976 DEA reported
that it was against this approach because the promulgated
regulations were "ultra vires acts" 1/ and such a suit
would reveal DEA's weak legal authority.

These differences in authority give DEA greater lever-
age at the upper distribution levels in generating com-
pliance than at the retail level. DEA can deny reregistra-
tion for manufacturers anc distributors if it decides that
the registrant's continued noncompliance is not in the pub-
lic interest. On the other hand, DEA cannot deny registra-
tion for practitioners since practitioners are entitled to
registration if they are authorized to handle controlled
substances by the States.

DEA can revoke or suspend registration but only under
the extreme conditions specified in the act. A registrant
must have

--materially falsified a registration application,

--been convicted of a drug felony, or

-- had his or her State license or registration sus-
pended, revoked, or denied.

From January 1973 to May 1976, records provided by DEA
shoved that only about 64 physicians and pharmacies in 28
States had their registrations suspended or revoked,

The limitations in DEA's statutory authority severely
restrict its ability to regulate practitioners. This situ-
ation is aggravated because:

--State agencies have shown a reluctance to revoke a
license or prosecute a violator.

--Felony convictions are difficult to obtain.

--Revocation proceedings are tirte consuming.

-- DEA lacks the resources to monitor practitioners.

1/Acts beyond the scope or in excess of legal power or
authority.
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State agencies' reluctance to
dlscipline practitioners

State boards have shown reluctance to discipline
violators. For example, DEA stated that in one State, the
boards Br-ared to have sufficient legal authority to en-
force t) iws but would rather "slap hands" than take
affirma. action. In another State the board could re-
voke and suspend licenses but, according to DEA, political
and professional considerations often precluded any strong
action against all but the most flagrant violators. Where
action was taken, the penalty was usually 1 year's pro-
bation.

One DEA regional director reported that a medical
board in one State and a pharmacy board in another believed
that the boards should not be required to take discip-
linary action against their members. The boards felt that
a doctor's or pharmacist's license should be revoked only
upon their conviction in a Federal court. Also, the
director reported that tCie State attorney general's office
in one of the States expressed a similar opinion. It
believed .hat the State court or licensing agency would
not take civil or criminal action until the U.S. attorney
secired a conviction.

Even under these conditions, disciplinary measures
are not always taken. According to tice Young study (see
p. 4), about 78 percent of the boards did not consider
a conviction for violating a State or Federal drug law as
grounds for action against a license. When action was
taken, such as a State drug registration revocation and
conviction of drug crimes, over two-thirds of the regu-
latory agencies did not inform DEA. In agreements with
DEA or predecessor agencies, State agencies responsible
for retail diversion had agreed to pr-Aide such infor-
mation following their investigations and termination of
legal or administrative actions. (State capabilities are
further discussed on p. 19.)

Felony convictions are
difficult to obtain

If State regulatory agencies do not take licensing
actions, DEA and State agencies may initiate a civil action
or criminally prosecute the registrant. In some cases,
registrants have voluntarily surrendered their regis-
trations in lieu of criminal prosecution. In others
involving civil sanctions--which according to DEA are
relatively difficult to apply--huge fines have resulted
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in closing a business.

The decision to prosecute criminally or initiate a
civil action generally stems from the different record-
keeping requirements for pharmacies and physicians. Dif-
ferent enforcement approaches are used, and securing
felony convictions is often difficult because of the
numerous and stringent evidence requirements needed to
prove criminal intent on the part of the practitioner.
Often prosecutors refuse to prosecute cases because of theserequirements.

Manufacturers and distributors are required to keep
extensive records on inventories, purchases, and salesof controlled substances. At the retail level, pharmacists
are also required to keep extensive records. Physicians
are generally exempt if they prescribe or administer a
narcotic controlled substance or regularly dispense non-narcotic controlled substances without charging the
patient.

Because of the detailed records required for phar-
macies, a regulatory civil prosecution approach is gener-
ally used. To civilly prosecute a pharmacist, a regulatory
investigation must show that recordkeeping requirements
have not been adhered to. The records examination may show
that a pharmacist could not account for all the drugs he orshe dispensed. However, establishing criminal inten' using
records and thus forming a basis for registration zevo-cation is difficult. It was not until 1976 that a regis-
trant, the owner of a pharmacy, was convicted of illegal
sales of controlled substances based on a regulatory inves-
tigation.

Since physicians Keep fewer and less detailed records
than pharmacists, proving willful diversion based on a
regulatory investigation is usually not feasible. Other
problems arise because of the gray area between legitimate
and illegitimate practice. In diagnosing various illnesses
and prescribing or dispensing the type and amount of drug
for treatment, physicians necessarily have wide latitude injudQment. To prove that this judgment involves criminal
intent is difficult.

To overcome these problems, diversion cases generally
are developed by criminal investigations using undercover
buys. The following case illustrates the necessity of suchan approach. A DEA compliance investigator spent at least
125 days contacting pharmacies and interviewing witnesses
to establish that a nhysician was excessively prescribing
controlled substances without having legitimate medical
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purposes. Because there were no undercover buys, the at-
torney refused to criminally prosecute the physician.

To prove that a physician is selling drugs or pre-
scriptions merely for profit, it is usually necessary for
an undercover agent to obtain the drug/prescription under
the following circumstances:

-- No discussion of symptoms takes place.

-- The physician does not attempt to make an exami-
nation or obtain a medical history.

--The agent makes statements indicating that the
drugs will be used for abuse.

Moreover, several undercover buys may be needed to
show that the illegal prescribing or dispensing was not an
isolated instance,. Even with several buys, obtaining a
criminal prosecution is difficult. In one case, undercover
agents and informants made 10 purchases of controlled sub-
stances from a suspect; however, the U.S. attorney's office
declined to prosecute the physician because of a lack of
incriminating conversation between the buyers and the
physician.

Revocation proceedings are time consuming

When a basis for revocation exists, the revocation is
carried out with due process, including notice and hearings.
If a hearing is desired, it is held before an administra-
tive law judge who makes a recommended decision to the
A Tinistrator of DEA. Sometimes it takes years and in the
meantime the registrant can sAill order and dispense con-
trolled substances if he or sihe has a Stete license. For
example, sometimes a registrant obtains a temporary
restraining order against State licensing actions.

Also, delays are sometimes experienced in DEA regions
and at DEA headquarters. In one case, a State licensing
board summarily suspended a physician's license in November
1973, and a State court convicted him for a felony viola-
ticn in March 1974. Yet it wasn't until September 1974 that
DEA's Compliance Division requested a show cause order 1/
and until November 1975 that DEA revoked his registration.

1/Orders notifying individuals that they have the oppor-
tunity to show why their application "or registration
should not be denied or why their registrations should
not be susperded or revoked.
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The final result may be a revocation or a decision to
restrict the type of controlled substances a registrant can
handle. A revocation does not prevent a practitioner from
submitting a new application at a later time and becoming
registered again.

Concerning the delays in the revocation process, DEA
said that in most cases a definitive action must be initi-
ated and completed by the State before DEA can act. How-
ever, in cases in which the registrant can be proven to be
a danger to the public health and safety, DEA can imme-
diately suspend a registration pending a show cause pro-
ceeding. Although DEA stated that it used this procedure
without reservation whenever circumstances warranted, this
authority was rarely used in the past.

DEA lacks adequate resources

In addition to a lack of authority and weak regulatory
requirements, inadequate resources preclude DEA from pur-
suing an extensive regulatory program at the retail level.

DEA's c:ompliance investigators are primarily respon-
sible for M.onitoring registrants to insure compliance
with regulations. As of June 1, 1977, DEA employed 197
compliance investigators, about 5 percent of its total work
force. Their efforts were concentrated on approximately
3,300 manufacturers, distributors, importers, exporters, and
narcotic treatment programs, where large stocks of drugs
and the potential for large-scale diversion were present.
Regulatory investigations of these registrants were gener-
ally lengthy and detailed, and DEA strived to visit each
one every 3 years. Accordingly, there was little oppor-
tunity to provide coverage of any significance to the re-
tail level. In fiscal year 1976, for example, DEA inves-
tigated about 1,300 upper-level registrants and 400 retail-
level registrants.

DEA believes that because of its focus at the upper
level, it has greatly reduced diversion in manufacturing
and distribution; DEA says that redirecting its efforts
toward the retail level could compromise these successes.
For fiscal year 1978, DEA requested and was authorized 21
additional compliance investigators to (1) perform more
detailed inspections at the upper levels, (2) conduct spe-
ciai ;_-veys, (3) perform targeted investigations, (4)
develop conspiracy cases, and (5) reduce diverted drugs
coming from foreign countries.

DEA directly monitors practitioners by (1) reviewing
Tctitioiers' order forms to determine if excessLve quan-
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tities of schedule II drugs are being purchased and (2)
making regulatory investigations on a complaint or request
basis only.

DEA regional personnel informally review order forms
for discrepancies. In addition suppliers are to notify DEA
of excess purchases. In DEA's New York region, for instance,
orders of 5,000 dosage units are considered excessive. DEA
has not established formal policy for this activity, and
regional personnel were unable to tell us when the practice
was initiated or by whom. Although we observed a good deal
of participation by suppliers in New York, our review did
not indicate that significant excessive purchases were dis-
closed.

DEA has no systematic program of regulatory investi-
gations of practitioners. Investigations are usually made
only (1) at the request of State authorities, (2) in
response to a specific complaint, or (3) as a part of a
special survey to document drug abuse in a particular
geographic area. The amount of time a DEA regional office
can devote to these investigations depends on (1) the
number of compliance investigators and their workload
associated with upper-level registrants, (2) the significance
of retail diversion,, (3) State capabilities, and (4) whether
there are special DEA/State investigative units.

DEA officials estimate that to adequately monitor the
retail level through a systematic program of regulatory
investigations, about 1,000 additional compliance inves-
tigators would be required--nearly five times the current
number and an increase of almost 25 percent of DEA's total
work force.

STATES' ABILITY TO CONTROL
RETAIL DIVERSION QUESTIONABLE

Although the control of retail-level diversion has
been relegated to the States, most have not shown the capa-
bility to deal with it. DEA believes that three out of
every four States are unable to control retail diversion.

State responsibility for controlling retail diversion
has been outlined in memorandums of understanding--agree-
ments between DEA and one or more State agencies. In addi-
tion to their licensing responsibilities, the States agreed
to investigate suspected diversion, conduct compliance
audits, and coordinate their activities with DEA. Since the
passage of the Controlled Substances Act, most States have
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also passed legislation modeled after the Federal act. How-
ever, the organization and scope of the States' activities
-ary greatly, and DEA believes that, in general, State pro-
grams are not adequately handling the problem.

DEA, at our request, estimated the amount of diversion
in each State and the District of Columbia and assessed the
individual States' capability to control it. Although the
extent of diversion could not be explicitly defined and
measured, DEA, based on its knowledge of the diversion pro-
blem and State and local regulatory and enforcement groups,
provided the following information.

Able to control diversion Unable to contrcl diversion
Noe of No. of - - -

Extent of retail States States No. of States No. of
Diversion problem (note a) (note a) retail registrants (note a) retail registrants

Large 15 3 70,740 12 229,792
Large to medium 21 9 112,899 12 70,33'
Medium 9 - - 9 35,007
Medium to small 3 3 5,872
Small 3 - 3 3,206

Total 51 12 183,639 39 344,210

a/Includes District of Columbia.

Those States which DEA believes unable to control retail
diversion have 65 percent of the total retail-level regis-
trants. For the 12 States which were considered capable
and willing to control diversion, 8 had special DEA/State
enforcement groups aimed specifically at retail diversion.

We did not analyze the other elements that determine
a State's capability to control retail diversion; at the
time of our review, DEA and the Young study had assessed
State operations, and DEA w7As starting a pilot program to
increase State effectiveness. Thp problems discussed below
show many of the elements which hinder the States and DEA
in their efforts to prevent violators from handling con-
trolled substances.

Problems in State activities

The Controlled Substances Act reserves to the States
the authority to practice and thus, the right to prescribe,
dispense, and administer controlled substances. Within the
various States, several separate agencies usually monitor
retail points of diversion of controlled substances. State
licensing boards for the various professions are primarily
responsible for enforcing drug compliance by practitioners.
The boards usually have sole authority for licensing health
professionals, and they can remove an offender from a

20



position of responsibility. Compliance investigation units
are usually affiliated with one of the State licensing
boards. The investigation units are responsible for enfor-cing Federal and State drug laws specifically as the laws
relate to drug diversion by practitioners.

State and local law enforcement agencies provide
information regarding diversion. However, they generally
do not regulate practitioners, and they usually become
involved only after diverted drugs have reached the streets.

For the most part, State efforts to control retail
diversion are hampered by inadequacies in legislation,
organization, and resources.

Legislative deficiencies

State laws do not always provide the legislative foun-dation and authority to effectively control practitioner
diversion. DEA said that in most cases the State controlled
substances act was only a general law and withiout specificregulations, such as expressed in Title 21 of the Code of
Federal Regulations, and therefore effective control was
hampered. Although 44 States have adopted a controlled sklb-
stances act modeled after the Federal Controlled Substances
Act, many of the State laws are deficient in oae or morerespects and in some cases are not totally consistent with
the Federal act. DEA's analyses of these laws have indi-cated that the following shortcomings, among others, exist
in the laws of one or more States.

--Omitting drugs from State drug schedules contained
in the Federal drug schedules.

-- Failing to establish separate systems registering
practitioners to handle controlled substances; thatis, their license to practice constitutes authority
to use controlled substances.

--- Placing authority to suspend or revoke registrations
in State courts rather than a regulatory agency.

Additionally, State licensing boards may be governed
by other State laws. The Young study noted that numerous
omissions from these laws hinder effective regulatory and
enforcement activities, including the following:

-- The lack of statutory authority to employ investi-
gators. In 55 percent of the States, pharmacy boards
do not possess such explicit statutory authority; in
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80 percent of the States medical boards do not have
this authority.

--An overall lack of clarity in statutory prov.sions
outlining the grounds for license revocation and
suspension.

--Statutes do not directly specify that professional
boards have authority to promulgate rules and regu-
lations concerning the licensing process in about
41 percent of the States.

-- Responsibility for investigating misconduct or
allegations of misconduct is not specified in an
average of 59 percent of the statutes.

-- An average of 54 percent of all State boards have
no statutory provisions granting subpoena powers to
the boards.

-- For about 27 percent of the licensing boards,
statutes do not specify whether they are authorized
to set license qualifications.

-- It is often unclear from statutory provisions what
procedures are followed in holding disciplinary
hearings.

--An average of 77 percent of the State boards exer-
cise discretion in suspending licenses of prac-
titioners who have met the grounds for suspension;
only a few have statutory requirements which force
the board to impose mandatory suspension penalties
upon licenses.

-- In 65 percent of the States, the statutes do not
specify the status of a licensee pending appeal;
the restrictions and regulations are vague and
subject to variations in interpretation.

-- Seventy-two percent of the statutes did not author-
ize full-time legal counsel to the boards.

Organizational and resource problems

According to the Young study, State licensing boards
see their primary role as determining fitness to practice
and view their responsibilities regarding controlled sub-
stances as only a part of their primary role. In general,
the boards are concerned with all aspects of a practi-
tioner's behavior. Misuse of controlled substances
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generally has no special priority among the unprofessional
conduct a practitioner could be guilty of.

The organization of the boards tends to give the
appearance of compromising interests and reluctance to pro-
secute. In most States, boards are specialized; that is,
each profession is under the control of a different board.
According to the Young study, over 65 percent of the boards
hold their own disciplinary hearings. Few States have cen-
tral agencies wi.ch'h control the licensing functions of
boards and which are responsible for disciplining practi-
tioners.

The Young study also reported that State boards
generally have no members outside the profession. Board
members are usually appointed by the State governor as his
or her choice or by the governor from a list of nominees
recommended by State professional associations; all members
have a practitioner's license. This interaction between
the boards and the professional associations represents an
area of possible public perception of conflict of interest.

Inadequate resources can hinder the effectiveness of
State regulatory activities, particularly the investigative
aspects. Many of the licensing boards are funded totally
out of licensing fees, which often prevents adequate inves-
tigations. In fact, DEA considers viable State regulatory
organizations with adequate resources a very difficult
goal to achieve.

The State boa:ds' compliance investigation units have
a key role in controlling diversion since they handle the
problem of druc diversion and/or abuse by health profes-
sionals. Generally, they investigate practitioners period-
ically or upcn referral by another agency. Their investi-
gations include audits of practitioner drug supplies or
prescription files and undercover work. According to the
Young study, the annual budgets for 21 of the units gener-
ally ranged from $26,000 to $250,000. In at least six
States, however, budgets were less tlhan $26,000. As a result,
even where statutes permit, many State boards either have
no investigators or have an inadequate investigative staff.
Of 32 States which provided data for the Young study, 5
reported that they had no investigators and most of the
others had four or fewer investigators.

Broad investigative responsibilities and lack of staff
often result in uneven patterns of investigation. Because
the pharmacy board is usually responsible for investigating
retail diversion, the Young study stated that other
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professionals, such as physicians, nurses, and dentists,
may not be monitored at all or only when they use phar-
macies. According to the study, pharmacies were monitored
by compliance investigation units in all of the 34 States
that responded to their questionnaire, while other pro-
fessions were monitored less than half the time.
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CHAPTER 4

EFFORTS TC CONTROL RETAIL DIVERSION

DEA's efforts to control retail diversion center on
assessing and upgrading State capabilities and educating
practitioners. Overall, this approach has had little
impact on the diversion problem because (1) efforts so far
have stressed planning, experimental projects, and long-
term solutions to the problem rather than the present
need to investigate violators and (2) some potentially
effective activities, such as the training of State per-
sonnel, have not been fully taken advantage of. This
situation is influenced by DEA's own enforcement priorities,
the dependence on Law Enforcement Assistance Administration
funding, and the degree of commitment by States.

The President, recognizing the great abuse of licit
drugs, has recently directed several actions which will
directly affect retail diversion.

Er'FORTS TO IMPROVE STATE CAPABILITIES

Federal-State cooperation in controlling retail diver-
sion began in 1966 with the first memorandum of understand-
ing by a State and a predecessor agency of DEA. Since then,
a total of 45 States and the District of Columbia have
entered into memorandums of understanding with DEA or
predecessor agencies. Because the memorandums define Fed-
eral and State regulatory responsibilities, they have
effectively directed Federal resources towards targets
which potentially can divert large amounts of controlled
substances. However, the memorandums do not insure that
State agencies will take aggressive action in apprehending
and punishing violators.

Assessment of State capabilities

Although it has been several years since State agencies
became responsible for controlling retail diversion of con-
trolled substances, DEA has only recently tried to deter-
mine States' capabilities and to suggest needed improve-
ments.

In 1974, DEA began to assess State capabilities and
shortcomings to devise a S'ate-by-State action plan to
ombat diversion. DEA cfficials told us that work on State
assessments had a low priority. Assessment reports were
due from the regions at the end of 1974, but of the assess-
ments we sampled, most were received during January to
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September 1975. Although the assessments were to cover
specific subject areas, such as State laws ard enforcement
agencies, the quality and completeness of the assessments
varied. Areas unaddressed included State court decisions,
prosecution problems, and ways to improve a State's abil-
ity to control diversion. In addition, the reports did
not consistently provide information on liaison activities,
funding, the scope and quality of investigations, and
licensing board disciplinary measures. A DEA official said
that sometimes the reports were misleading because State
operations appeared good, but headquarters followup showed
otherwise.

State licensing board effectiveness project

The State licensing board effectiveness project will
implement selected Young study recommendations in three
pilot States to serve as a basis for developing a prototype
program. To encourage implementing the specific operational
plans in each State, DEA is exploring the following incen-
tives, some of which require LEAA funding:

-- Provide special inspector training schools.

--Encourage and foster cooperative investigations.

-- Assign compliance investigators to State licensing
boards.

-- Provide a special attorney for the State attoriny
general's offices.

-- Fund additional State inspectors.

--Fund additional staff.

Since many of the improvements require State legis-
lative approval, DEA said it does not expect any changes
until 1978 and that an evaluation of the program's effec-
tiveness would take at least a year after the program was
implemented.

Diversion investigation units

The most substantial program in the State assistance
effort is the diversion investigation units which are
staffed by investigators from various State agencies
having drug enforcement responsibilities and DEA agents.
Of the 14 units established since 1972, 12 are still op-
erating. From 1972 to June 30, 1976, about 1,300 arrests
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have resulted from the activities of 11 units that became
operational during this period. One-third of the arrests,
or about 400, involved registrants.

The units are unique because they emphasize criminal
investigations by using undercover buys; this method mini-
mizes the difficulties imposed by regulatory investigations--
establishing criminal intent based on records. This program
also provides the opportunity to apprehend the diverting
practitioner in States where a street pusher or user is
arrested by State or local p)lice. Often the referral to
the State licensing board for an investigation of the practi-
tioner receives no action because the board has no investi-
gators. Where a diversion investigation unit exists, such
referrals would be acted upon.

LEAA and DEA provided $4.6 million in seed money for
13 of the units, ranging from $116,000 in Mew Hampshire to
$420,000 in California. Funding was limited to 90 percent
of the total program costs, while the States were required
to provide 10-percent matching funds and, generally, con-
tinued funding after the initial 1-year period. As of
Mtarch, 1977, Florida had been the only State to close its
unit. New York City, which did not receive LEAA or DEA
funds, closed its unit in June 1975 because of lack of
furds and personnel. We weLe informed that other States
have continued to fund the program with LEAA block grant
funds.

Although there has been enthusiasm for the program, its
expansion has been restricted by Federal funding restric-
tions and enforcement priorities. In 1975 lack of LEAA
funds prevented units from being established in six States.
In fiscal year 1976 LEAA planned to fund the program with
$1.5 million, but because of DEA priorities, DEA chose to
rechannel $1 million into another program unconnected with
retail diversion. The program was funded as a line item in
DEA's budget in fiscal year 1977, but since DEA lacked
granting authority, LEAA had to award the grants and be
reimbursed by DEA. Additionally, DEA said that beginning
October 1, 1977, reimbursement agreements with primary
State enforcement agencies will be used. To overcome pro-
blems with this funding approach, DEA submitted a legis-
lative proposal to the Department of Justice calling for
grant authority.

State agencies and professional groups must be com-
mitted to combating retail diversion and must be willing
to supply the necessary personnel and funds. Some States
have difficulty meeting these requirements. Since November
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1974, only New Hampshire, Georgia, and Nevada have estab-
lished units.

Wu did not evaluate the effectiveness of the units
because at the time of our review Department of Justice
auditors were reviewing the program. They reported that
methods used to compile statistics varied and data con-
cerning convictions was lacking. However, they believed
that the program focused an enforcement effort in this
area and was effective.

Liaison with State agencies

In December 1974 DEA headquarters suggested that each
region assign a compliance investigator to serve as a
liaison with the States and try to get State regulatory
agencies and licensing authorities to discipline practi-
tioners who violate the law. The investigator would (1) be
a source of expertise and investigative support, (2) docu-
ment cases or leads referred by DEA to the States, and
(3) monitor the progress of Stite actions.

Dallas and New York assigned compliance investigators
to be liaison officers with State agencies. In New York,
however, the program never got off the ground because (1)
the assigned compliance investigator had no time to do
liaison work and (2) there were administrative problems.
As a result, no formal liaison procedures were established
with the State, and referrals to State agencies were not
coordinated at DEA.

A DEA official said that other regions maintain liai-
son as part of their regular duties but that staffing and
funding limitations prevented the program from fully dev-
eloping.

Targeting violators

In Decerber 1975 DEA started an experiment to reduce
diversion in a specific geographic area. The project em-
phasized shifting away from routine investigations to tar-
geting specific doctors and pharmacies in an area where
diversion was occurring. To select these targets, DEA iden-
tified (1) abuse patterns through the Drug Abuse Warning
Network and (2) practitioners receiving schedule II drugs
through its automated order system. DEA selected the San
Francisco area because of the high incidence of abuse of
depressants and stimulants. Initial targets consisted of
19 pharmacies and 14 physicians, but since fraudulent pre-
scriptions and illegal sales by practitioners were a large
part of the diversion problem in this area, additional targets
were later selected.
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Using the California diversion investigation unit and
selected DEA personnel, investigations resulted in the
possible civil prosecution of 27 pharmacies, while 18
others were to receive various administrative actions.
Based on 234 violations, 17 doctors may face criminal
prosecution and/or may have to surrender their registra-
tions.

At the end of the project, DEA evaluated whether the
project reduced the abuse of selected drugs in San Fran-
cisco and tried to identify the rnajor diversion source. Ac-
cording to a DEA official, -, project showed that the pri-
mary diversion source was physicians writing prescriptions
for profit.

The project cost DESl about $17,000 and DEA considered
it to be a success. We did not follow up on the actions
taken since August 1976, but we learned that DEA was ex-
periencing difficulties in filing the proposed civil ac-
tions.

Training State personnel

Although the Young study recognized a need for com-
pliance and enforcement training on retail-level diversion,
the States have asked DEA to provide training for their
own drug enforcement priorities--control of illegal traffic
in hard drugs. Consequently, DEA provided training in
criminal drug law enforcement to about 10,000 State and
local persoinel in fiscal years 1974-7C.

Because of these priorities and funding limitations,
a DEA official informed us that the States have not re-
quested DEA to provide compliance and regulatory training.
The only retail-level training available to the States is
that financed by the diversion investigation unit program.
In fiscal years 1974-76, DEA had eight schools for 210
State participants costing DEA about $9,000. DEA also co-
sponsored eight prosecuting-attorney seminars to promote
successful prosecution of diverting practitioners. DEA
estimates that 800 to 1,000 prosecutors and other person-
nel have attended these seminars. Because the cost of the
seminars is paid by the State law association or with an
LEAA grant, DEA has incurred only nominal costs.

EFFORTS TO EDUCATE PRACTITIONERS

Educating practitioners to increase awareness of di-
version and encourage self-regulation is promoted by DEA,
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NIDA, and FDA through various publications, conferences,
and working groups. There are also special projects to
confront specific problem areas such as pharmacy thefts and
physician-prescribing practices.

Voluntary compliance

DEA has worked closely with the health professions in
publishing and distributing information which may help re-
duce diversion and drug abuse. With DEA participation,
seminars and working groups have been organized to provide
a forum for discussing regulatcry problems and to make the
professions aware of DEe's regulatory functions., Some
methods include:

--A quarterly newsletter sent to 5,000 State and
national professional associations, schools,
licensing bcards, and other Government officials.

--Working committees which meet quarterly to discuss
various problem areas with registered groups, in-
cl.ding practitioners.

--Conferences of concerned professionals bringing
together key leaders and policymakers from the
regulated professionals.

Pharmacy theft prevention program

In response to the nationwide rise in pharmacy thefts
in 1974 and the demand to make thefts of controlled sub-
stances a Federal crime, DEA launched a pilot program in
St. Louis; the project was to determine the nature of such
thefts and to establish a preventive program throughout
the country. According to the DEA study, the analysis of
the legal situaaion did not justify Federal. legislation
because:

-- Burglarized pharmacies had a lower level of se-
curity than those which were not victimized.

-- The most significant difference between those
victimized and those not was their geographic
location.

-- Drugs were not the prime motivating factor in
tP> commission of these crimes.

-- The high pharmacy crime rate did not appear to
stem from a deficiency in law enforcement.
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-- The increase in pharmacy crimes could not be
traced to any glaring deficiency in the courts.

-- For the most part, defendants were not drug
addicts.

Based on the above DEA implemented a pharmacy theft
prevention program in St. Louis emphasizing greater police
involvement, increased security within the pharmacies, and
greater communication among local police, pharmacies,
wholesalers, and DEA. By 1976 DEA concluded that the pro-
gram was successful since armed robberies and burglaries
had decreased over 28 percent during calendar year 1975.

Although the program in St. Louis has been discon-
tinued, DEA plans to implement similar community action
programs in 13 other cities. Funding has not yet been
established, but DEA believes that support may be avail-
able through State planning agencies.

Improving physicians' prescribing practices

DEA, FDA, NIDA, and medical associations have imple-
mented programs or developed guidelines to improve physi-
cians' prescribing practices. Health professionals are be-
coming aware of the dangers of overprescribing, multiple
prescribing, and improper drug use through NIDA's physician
education program, DEA's prescribing working committee, and
various publications. FDA is drafting regulations on pre-
scriptive drug inserts and labeling, and N7'JA plans to
issue a medical monograph on prescribing guidelines for
physicians in 1977.

Some guidelines have been de veloped for assuring con-
trol over prescriptions and controlled substances and for
properly prescribing and administering amphetamines, barbit-
urates, sedatives, and other drugs. DEA, for example, rec-
ommends that prescription pads should not be signed in ad-
vance nor be used for writing notes or m-mos and should be
kept in a safe place. Like writing checks, the amount of
drugs prescribed should be spelled out, as well as the
numerical quantity, to discourage alterations.

The American Medical Association's guidelines for
barbiturates recommend that (1) barbiturates and sedative-
hypnotics should not be prescribed for minor complaints,
(2) the susceptibility of the patient to drug abuse should
be assessed, and (3) the patient should be counseled on
proper use of medications. A local medical society recom-
mended a ban on prescriptive amphetamines except under very
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limited conditions.

RECENT DEVELOPMENTS TO CONTROL
THE ABUSE OF LEGAL DRUGS

During fiscal year 1977, a congressional committee
and the Office of Drug Abuse Policy--which makes recom-
mendations to the President regarding Federal drug abuse
activities--considered restricting the use of amphetamines
and barbiturates because their abuse had become so serious.
On August 2, 1977, President Carter recommended that the
Federal Government give greater attention to the abuse of
licit drugs, primarily barbiturates, and emphasized sev-
eral actions which would directly affect retail diversion.

In his message to the Congress, the President stated
that DEA will continue giving priority attention to barbit-
urate cases and will conduct a special audit of 120 com-
panies lawfully manufacturing barbiturates. The President
planned to:

-- Instruct the Secretary of HEW to study barbiturates
and other sedative-hypnotic drugs to determine the
conditions under whiih they can be most ,safely used.

--Instruct the Secretary of Defense, the Secretary c.
HEW, and the Administrator of Veterans' Affairs to
review the prescribing practices of physicians under
their jurisdiction and to discourage the medical use
of barbiturates and sedative-hypnotics except in
cases where it is unmistakably justified.

The President stated that lie supported legislation giving
the Food and Drug Administration the authority to apply
standards of safety and efficacy to all drugs by repealing
laws exempting drugs placed on the market before a certain
date. In addition, the President directed:

--The Secretary of HEW to review those sedative-hyp-
notic drugs particularly subject to abuse to deter-
mine whether any should be removed from the market;
the Secretary should consider not only their safety
to the individual but also the dangers they pose to
the public at large.

-- The Attorney General, in full cooperation with State
officials, to begin a concerted drive to identify
and prosecute physicians who deliberately mispre-
scribe barbiturates and other drugs.
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CHAPTER 5

ALTERNATIVE APPROACHES TO COMBATING RETAIL DIVERSION

Retail diversion is a serious health and law enforce-
ment problem. DEA is unable to play a direct role in sol-
ving the problem because of the provisions of she Con-
trolled Substances Act, and the States, on the other hand,
have not established effective programs.

While the abuse of licit drugs has recently caused the
President to have several Federal agencies implement addi-
tional administrative and enforcement actions, other chan-
ges are needed, To effectively deal with retail diversion,
which DEA believes is the largest source of diversion in
the drug distribution system, requires a stronger, more
direct DEA role or an assistance role in which DEA moti-
vates and helps States to carry the major burden.

THE DIRECT APPROACH

DEA's drug enforcement efforts have been mainly di-
rected toward large-scale trafficking in narcotics and
dangerous drugs, such as heroin and cocaine and drugs di-
verted by manufacturers and distributors. Under the direct
approach, which differs from DEA's traditional enforcement
role, DEA would have more responsibility over retail-level
pract:tio1ners like it currently exercises over manufac-
turers and distributors. As such, DEA would not be as de-
pendent on State licensing actions, and it would have the
necessary tools to compel practitioner compliance.

With a stronger DEA role, significant legislative
changes would be necessary giving DEA increased authority
to register practitioners, deny registrations, prescribe
security controls, and impose more stringent prescription
and recordkeeping requirements.

DEA has considered revisions to the Controlled Sub-
stances Act to strengthen retail controls over security
and prescription requirements. A DEA official estimated
that stronger security requirements, similar to those
required for manufacturers and distributors, could reduce
thefts by 30 to 40 pe!cent. DEA has not proposed author-
izing legislation because it would be costly for retailers
and because the authority and responsibility has been given
to the States. DEA stated that it provided general minimum
standards for practitioner security but that the States
should outline specific security measures.
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Similarly, DEA has not requested authority to require
physicians to forward copies of prescriptions to it. This
procedure would allow DEA to monitor practitioners liberally
dispensing drugs and individuals securing multiple prescrip-
tions from numerous practitioners. DEA believes that to be
effective such a procedure would require disclosing and re-
porting information that may involve the privileged doctor-
patient relationship. For example, a Federal District Court
has declared unconstitutional a section of a New York State
law requiring triplicate prescriptions; under the law
physicians would have to forward a copy of each prescrip-
tion they write for certain specified drugs to a State
agency for recordation on a centralized computer file. The
District Court's decision was later reversed on appeal to
the Supreme Court.

This approach involves substantial costs. To imple-
ment, monitor, and enforce additional controls, large in-
creases in DEA's resources and in the operating costs of
practitioners would be required. There is also an intan-
gible drawback--a vastly increased Federal presence in the
medical profession. Moreover, even with a greatly expanded
DEA role, there is no guarantee of quick results, and great
reductions in diversion will most likely take a long time.

THE ASSISTANCE APPROACH

The assistance approach would essentially be contin-
uirg the current situation in which the States have the
primary responsibility for controlling retail-level diver-
sicn. DEA, however, would assume a more active role in as-
sisting States.

A critical element in this approach is the States'
recognizing their responsibilities. While DEA might begin
action, the States would necessarily bear the major burden
for establishing aggressive antidiversion programs. Un-
fortunately, other national problems have shown that States
are often reluctant or unable to become involved without
adequate Federal funding. Accordingly, the Government would
likely have to financially support State efforts far beyond
what has been previously provided.

Since States have not recognized the severity of
retail-level diversion nor their responsibility to combat
it, one approach may be to tie Federal support to feder-
ally approved activities as is currently done, for example,
with LEAA grants. DEA, however, rather than LEAA, would
award the grants so that DEA programs could be readily
implemented in States having the greatest needs. Or, to
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insure State involvement, a grant program could be imple-
mented similar to the ones under the Clean Air Act or the
Federal Water Pollution Control Act. DEA would establish
mandatory standards for controlling retail-level diversion.
States would submit detailed plans to DEA on how they ex-
pect to meet the standards and, upon DEA approval, would
receive funds to implement their plans.

The assistance approach would be costly and would re-
quire legislative authority for DEA to embark on a new
grant program. But retail-level diversion could be expec-
tea to continue until State capabilities are sufficiently
upgraded.

We did not examine the costs of the two approaches
discussed above. We believe, however, that DEA should study
in detail the costs and benefits of each alternative.

RECOMMENDATIONS

The Congress should change DEA's role by authorizing
it to either

-- exercise direct regulatory authority over retail-
level practitioners or

--implement grant programs for assisting States in
controlling diversion.

Because of the potentially large expenditures which
would result from a change in DEA's role, we recommend that
the Attorney General study the costs and benefits of these
approaches or any other methods to combat this problem.
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CHAPTER 6

AGENCY COMMENTS

In general,. the Department of Justice believed that
the repGrt accurately described the retail diversion problem
and fairly presented DEA's efforts and successes. In com-
menting on the alternatives on pages 33-35, for improving
controls over retail-level diversion, Justice stated that
the direct approach would be "a deviation from DEA's tradi-
tional enforcement role" and "would require significant
legislative changes and manpower increases." While the
assistance approach would be costly and require additional
legislative authority, Justice stated that DEA endorsed
this approach and believed that over the long run the ap-
proach would significantly reduce the retail diversion
problem. (See. app. I.)

HEW said it had no substantive comments to make on
the matters discussed. HEW said it was working with DEA on
a project to match DEA distribution records with Medicaid
and Medicare distribution records. (See app. II.)
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APPENDIX I APPENDIX I

UNITED STATES DEPARTMENT OF JUSTICE

WASHINGTON, D.C. 20530

Addl m ply pl theo 
Diviasin ladiated

and Rde to Initial ad Numbr

Mr. Victor L. Lowe
Director
General Government Division
United States General Accounting Office
Washington, D.C. 20548

Dear Mr. Lowe:

This letter is in response to your request for com-
ments on the draft report entitled "Retail Diversion of
Legal Drugs--A Major Problem With No Easy Solution."

In general, we believe the report provides an accurate
description of the retail diversion problem facing the Drug
Enforcement Administration (DEA)--inadequate statutory
authority, weak regulatory requirements, and inadequate
resources. We also believe the report gives a fair pre-
sentation of DEA's efforts and successes in spite of the
adversities cited above.

The report presents two alternative approaches to
combating and controlling the retail diversion of legal
drugs--the "Direct Approach" and the "Assistance Approach."
'-AO has aptly defined the advantages and disadvantages of
the "Direct Approach." We agree with their assessment
that direct DEA involvement at the retail level was not
the intent of Congress as expressed in the provisions of
the Controlled Substances Act (CSA) and that the Federal
government could not properly assume the functions of State
Regulatory and Licensing Boards. In addition to being a
deviation from DEA's traditional enforcement role in this
aLea, the "Direct Approach" would require significant legis-
lative changes and manpower increases.

As an alternative, GAO recommends the "State Assistance
Approach," which is essentially an enhancement of the present
DEA approach of lending expertise and assistance to the
States ,n a regular case-by-case basis, as permitted by
time and manpower, in an effort to upgrade the capabilities

',, ,3,*
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APPENDIX I APPENDIX I

of the States to regulate their professionals. GAO indicates
that the retail diversion problem could be more effectively
attacked by strengthening DEA's role in assisting the States
through the establishment of mandatory standards for their
guidance in controlling retail diversion. The States would
then submit plans to DEA explaining how they expect to meet
the established standards and, upon DEA approval, would
receive funds to implement their plans. GAO acknowledges
that DEA is pursuing a modified, but somewhat limited,
"State Assistance Approach," and points out that this effort
is not totally successful due to the limitation of current
resources.

The assistance approach GAO suggests would embody a
full-scale grant-in-aid program, would be costly, and would
require additional legislative authority. In addition to
granting legislative authority, DEA would need specialists
in contracting and grants, increased manpower for formulating
initial standards and reviewing plans submitted by the States,
and increased manpower to provide technical assistance in
the field. Furthermore, attorneys at the State level would
be needed to assist in formulating and supporting drug
legislation through the State governments. However, it
is anticipated that these resource requirements would be
substantially less than those required in the "Direct Approach."

In summary, DEA endorses the "State Assistance Approach"
and will continue this endeavor to the extent possible within
the framework of its existing resources. 1 more active
DEA role in assisting the States would significantly decrease
the retail diversion problem over the long run, but would
require the resolution of the above legislative and resource
requirements.

General Comments on Findings and Recommendations

The following comments are intended to clarify certain
statements contained in the report.

1. Cover Digest - The statement is made in the
Cover Digest and throughout the report that
DEA "is unable to control retail diversion
because of a lack of authority," etc. A more
accurate statement would be "...because of a
lack of statutory authority."
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2. Page iii, Paragraph 2 - The use of the
term "ineffective organization" is
addressed to the State governments; how-
ever the sentence as written is misleading
in that it indicates this condition is also
true of DEA operations. No indication is
given in the body of the report that DEA
has an "ineffective organization."

3. Page 23, Paragraph 2 - Concerning delays in
the revocation process, DEA cannot revoke
a retail registration unless such registrant
has (1) been convicted of a drug-related felony,
(2) had his State license revoked, or (3)
falsified an application. Since the autho-
rity to control retailers has been relegated
to the States, the overriding question concern-
ing a revocation is "How is the firm or indi-
vidual registered by the respective State?"
Therefore, in most cases, a definitive action
must be initiated and completed by the State
before DEA can act. In those cases where
the registrant can be proven as a danger
to public health and safety, DEA has the autho-
rity to immediately suspend a registration
pending Show Cause proceedings. This pro-
cedure is used by DEA without reservation
whenever circumstances warrant such need.

4. Page 26, Paragraph 2 - It is true that a large
number of States have passed similar CSA legis-
lation. However, in most cases this is only
general law, and without specific regulations,
such as expressed in Title 21, CFR, Part 1300
to End, effective rontrol is hampered.

5. Page 46, Last Sentence - Although cost is
a consideration, it is not the overriding
reason. DEA has not proposed authorizing
legislation because the authority and responsi-
bility has been relegated to the States.
DEA provides general, minimum standards for
practitioner security, but leaves the tailor-
ing of specific security measures up to the
States.
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6. Page 47, Paragraph 1 - The Federal District
Court did, in fact, declare unconstitutional
a section of a New York law requiring tripli-
cate prescriptions. However, the 2nd Circuit
Court of Appeals reversed the Federal District
Court's decision, and the United States Supreme
Court sustained the 2nd Circuit Court of Appeals'
decision. Therefore, the New York triplicate
prescription requirement continues to be in
effect.

7. General - The report contains a number of
references to drug investigation unit (DIU)
projects. The total number of operational
DIU's is 12. Also, the current number of
States that have adopted the model CSA is
44 re'her than 43, and this does not include
the District of Columbia, which has not yet
passed such legislation.

Wc appreciate the opportunity given us t3 comment on
the draft report. Should you have any further questions,
please feel free to contact us.

Sincerely,

K ~~n D. Rooney
Assistant Attorney General

for Administration

GAO note: The page numbers referred to do not necessarily
correspond to those in the final report.
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DEPARTMENT OF HEALTH. EDUCATION. AND WELFARE
OFFICE OF THE SECRETARY

WASHINGTON, D.C. 2001!

JAN l9Mr. Gregory J. Ahart
Director, Human Resources

Division
United States General
Accounting Office

Washington, D.C. 20548

Dear Mr. Ahart:

The Secretary asked that I respond to your letter of
October 18, 1977 asking for our comments on your draft
report, "Retail Diversion of Legal Drugs--A Major Problem
With No Easy Solution." Responsible Department officials
who have reviewed your report have no substantive conments
to make on the matters discussed. They would like, however,
to offer the following remarks for your consideration when
you develop the final version of this report:

- It might be noted that we are working with DEA
Compliance on a project to match their distribution records
with our Medicaid and Medicare disbursement records inorder to determine whether a pharmacist may be dispensing
through normal channels fewer doses that he is receiving.
In addition, such comparisions, if more drugs are being
dispensed than are being received, may show that the
Medicaid or Medicare program is being defrauded.

- Secondly, rewards for information would probably
produce results in the health care field since the trans-actions which result in diversion or abuse usually have some
Visibility within the health care community; i.e., pharma-cists usually know Doctors who are overprescribing and
distributors know practitioners who are overbuying. Rewards
must be substantial and results oriented to be effective.

We appreciate the opportunity to comment on this report
in its draft form.

Sincerely yours,

Thomas D. Morris
Inspector General
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PRINCIPAL OFFICIALS RESPONSIBLE

FOR ADMINISTERING ACTIVITIES

DISCUSSED IN THIS REPORT

Tenure of office
From To

DEPARTMENT OF JUSTICE

ATTORNEY GENERAL OF THE UNITED
STATES:
Griffin B. Bell Jan. 1977 Present
Richard L. Thornburgh (acting) Jan. 1977 Jan. 1°77
Edward H. Levi Feb. 1975 Jan. 1977
William B. Saxbe Jan. 1974 Feb. 1975
Robert H. Bork, Jr. (acting) Oct. 1973 Jan. 1974
Elliot L. Richardson May 1973 Oct. 1973

ADMINISTRATOR, DRUG ENFORCEMENT
ADMINISTRATION:

Peter B. Bensinger Feb. 1975 Present
Peter B. Bensinger (acting) Jan. 1975 Feb. 1975
Henry S. Dogin (acting) June 1975 Jan. 1975
John R. Bartels, Jr. Oct. 1973 May 1975
John R. Bartels, Jr. (acting) July 1973 Oct. 1973

ADMINISTRATOR, LAW ENFORCEMENT
ASSISTANCE ADMINISTRATION:
James Gregg (acting) Feb. 1977 Present
Richard W. Velde Sept. 1974 Feb. 1977
Donald E. Santarelli Apr. 1973 Aug. 1974

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

SECRETARY OF HEALTH, EDUCATION,
AND WELFARE:

Joseph Califano Jan. 1977 Present
David Mathews Aug. 1975 Jan. 1977
Caspar W. Weinberger Feb. 1973 Aug. 1975

COMMISSIONER, FOOD AND DRUG
ADMINISTRATION:

Donald Kennedy Apr. 1977 Present
Sherw;in Gardiner (acting) Dec. 1976 Apr. 1977
Alexander M. Schmidt July 1973 Dec. 1976
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Tenure of office
From To

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE (cont.)

ADMINISTRATOR, ALCOHOL, DRUG
ABUSE, AND MENTAL HEALTH
ADMINISTRATION:
Jerald Klerman (acting) Jan. 1977 Present
James D. Isbister Aug. 1975 Jan. 1977
James D. Isbister (acting) Sept. 1974 Aug. 1975
Robert L. DuPont (acting) July 1974 Sept. 1974
Roger Egeberg (acting) Oct. 1973 June 1974

DIRECTOR, NATIONAL INSTITUTE
ON DRUG ABUSE:

Robert L. DuPont Sept. 1974 Present
KArft J. Besteman (acting) June 1974 Sept. 1974
Robert L. DuPont (acting) Sept. 1973 June 1974

(18648)
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