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'COMPTROLLER GENERAL'S 
REPORT TO THE CONGRESS 

EFFORTS TO PREVENT DANGEROUS DRUGS 
FROM ILLICITLY REACHING THE PUBLIC 
Bureau of Narcotics and Dangerous Drugs 
Department of Justice B-175425 

DIGEST ------ 

WHY THE REVIEW WAS l44D.E 

Increasing numbers of young people and adults abuse drugs widely used in 
medical practice. This abuse has reached epidemic proportions. The General 
Accounting Office (GAO) wanted to know what the Bureau of Narcotics and 
Dangerous Drugs was doing to stop diversion of these drblas_~~llom.~.e.g~t.irnate 
sources into the hands of illicit dealers where they become available to r 
%yone want%g to buy them1'----.-"'*'-- 

FINDINGS AND CONCLUSIONS 

The Bureau estimates that 90 percent of the dangerous drugs in the illicit 
market are diverted, intentionally or unintentionally, from licensed 
sources--manufacturers, distributors, doctors, and pharmacists. 

Opportunities for this diversion appear to be endless. There are 450,000 
registered drug handlers in the United States, and through them flow 8 bil- 
lion doses of stimulants and depressants annually. 

The Bureau is making 
to be done. (See p. 

some progress in curbing diversion, but much more needs 
13.) 

Information needed 

The Bureau should be better informed. For example: 

--Drugs seized by State and local enforcement groups were not always ex- 
amined to determine the manufacturer; this information is helpful and 
sometimes vital to learn how the diversion occurred. (See p. 14.) 

--Drug samples used to identify seized dru s were not obtained from all 
domestic and Mexican firms. (See p. 16. 4 

--The Bureau received tips from drug manufacturers about unusually large 
or suspicious orders or purchases of dangerous drugs but did not main- 
tain enough records to follow up leads systematically. (See p. 16.) 

--Procedures were not established requiring the military services to pro- 
vide information to the Bureau on drug thefts and shortages. (See 
p. 18.9 
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--State and local groups did not maintain uniform and reliable statis- 
tics on dangerous drug thefts, seizures, and arrests. These statistics 
would indicate the extent of the drug problem. (See p* 19.1 

Drug industry compZiance 

The Bureau has responsibility for investigating about 6,000 drug manufac- 
turers and wholesalers to see whether their safeguards over drugs are 
adequate and comply with Federal regulations. During fiscal year 1971 the 
Bureau's surveillance resulted in 151 seizures of drugs. This represented 
confiscation of over 100 million doses of stimulants and depressants, 
64 arrests3 and 27 convictions and brought about improved safeguards by 
some firms. (See p* 23.) 

>, 
The Bureau has developed plans to increase its monitoring of the drug- 
manufacturing industry. If effective, this development should provide 
added compliance by industry. (See pa 24.) 

SeZf-reguzation by the drug indusbg 

Self-regulation needs improvement. The drug industry has a public duty 
and--under Federal law--a legal responsibility to safeguard its products 
from illicit use. Industry has taken,actions, and so has the Bureau, to 
reduce the potential for diversion of drugs to the illicit market. However, 
the continued diversion indicates a need.for increased efforts. (See 
p* 28.) . 

Retail d&q handZers 

As of June 30, 1971, agreements had been signed between the Bureau and 
45 States to share the responsibility for monitoring licensed drug retail- 
ers. Negotiations were under way with the other five States. (See p. 30.) 

GAO's review of the activities of State enforcement agencies in Califor- 
nia, New Jersey, and Mew York showed that they lacked both sufficient staff 
and authority to effectively monitor retailers and force corrective action. 
For example, the New Jersey Bureau of Drug Control had four investigators 
to oversee the activities of about 1,900 pharmacies and make investigations 
of private doctors. Many retailers were not covered adequately; therefore 
many diversions might not have been detected. (See pn 30.) 

In August 1971 the Bureau began to evaluate systematically the capabilities 
of the States to carry out effective monitoring programs. 

RECOMMEIiDATIOiVS 

The Bureau 

--Obtain 

should: 

information on drugs seized by State and local enforcement 
agencies. 
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--Make sure that samples of drugs are obtained from drug manufacturers. 

--Establish a uniform information system that will show all drug firms in 
each of the Bureau's regions and will provide control over all reports 
received of unusual or suspicious purchases or orders of dangerous 
drugs. 

--Obtain information on drug thefts and shortages within the military and 
meet with the military on a regular basis to find out how to better 
control diversion. 

--Define better the type of information it desires from State and local 
enforcement groups. 

--Direct its regional offices to obtain available information from State 
and local enforcement groups on dangerous drug thefts, seizures, and 
arrests. 

I 
--Work with industry to establish a program for better self-regulation. 

(See p. 29.) 

; AGENCY ACTIONS AND UNRESOLVED ISSUES 

The Department of Justice agreed that GAO's recommendations were valid and 
said that they would be made effective, to the greatest extent possible, on 
a priority basis. 

With respect to the need to better spell out the types of statistics needed, 
the Department said that the development of a uniform collection program 
would require extensive time, effort, and resources and would hamper present 
operations. The Bureau, the Federal Bureau of Investigation, and the Law 
Enforcement Assistance Administration, however, are establishing a task 
force to consider the entire matter. (See app. I, p. 37.) 

, 
: MATTERS FOR CONSIDERATION BY T'HE CONGRESS I 
I 

- I I I I I , 

This report shows that much more needs to be done by the Bureau of Narcot- 
its and Dangerous Drugs, the States, local agencies, and the industry to 
reduce the diversion of legitimately manufactured drugs into illicit chan- 
nels where they become easily available to young people and adults, 

The report is being sent to the Congress to keep it advised of the situa- 
tion and because of increasing public concern with the problems caused by 
drug abuse. 

I  

I  , Tear Sheet 3 
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CHAPTER 1 

INTRODUCTION 

The Bureau of Narcotics and Dangerous Drugs (BNDD) was 
established in the Department of Justice in April 1968 as 
the result of a merger of the former Bureau of Narcotics of 
the Treasury Department and the Bureau of Drug Abuse Control 
of the Food and Drug Adminstration, Department of Health, 
Education, and Welfare. BNDD has the responsibility for 
enforcing Federal laws relating to (1) narcotics, such as 
heroin and morphine, (2) marihuana, and (3) dangerous drugs, 
including depressants, stimulants, and hallucinogens. BNDD's 
activities are carried out in the central office in Washing- 
ton, D.C.; 20 regional offices; and 78 district offices, of 
which seven regional and 27 district offices are in foreign 
countries. 

The diversion of legally manufactured drugs into the 
illicit market has become a serious problem because of in- 
creased abuse of stimulants and depressants. Our review was 
directed primarily toward the manner in which BNDD was 
carrying out its responsibility to curb the flow of drugs 
(stimulants and depressants) from legitimate manufacturers 
to the illicit market. 

DRUG ABUSE 

Drug abuse in the United States has reached epidemic 
proportions. Various studies show that increasing numbers of 
young people and adults are ingesting and injecting drugs, 
which not only can ruin their lives but also can cause dire 
consequences for society. For example, arrests in Califor- 
nia for sale and possession of dangerous drugs have increased 
from 7,071 in 1966 to 38,396 in 1970. Of those arrested in 
1970, about 28 percent were juveniles. 

Stimulants and depressants often are prescribed in 
medical practice and, when taken under medical direction, 
are not considered dangerous. The most widely used and 
abused of the stimulants are amphetamines. Amphetamines 
are often called "diet pills," "pep pills,tt "uppers," "eye- 
openers," and "bennies." They cause central-nervous-system 
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stimulation and, in large doses, may cause overactiveness; 
release of inhibitions; and, in some cases, hallucinations. 

Surveys conducted at various schools throughout the 
country indicate that amphetamines are abused widely by 
youths. One nationwide college survey revealed that about 
13 percent of college students had used amphetamines. A 
survey of junior and senior high school students in Utah 
indicated that 10 percent had tried these drugs. A survey 
of California high school students in one county revealed 
that about 20 percent of the students had used amphetamines. 
(See p* 7 for BNDD-furnished photograph of stimulants,) 

The most widely used and abused of the depressant drugs 
are the barbiturates. They often are called "sleeping pills:' 
"reds, I' "downers," and "goofballs." They depress the central 
nervous system and sometimes cause death for the abuser. 
The nationwide college survey found that about 12 percent of 
the students had used barbiturates. A survey at several 
California high schools indicated that over 15 percent of the 
boys and 12 percent of the girls had used barbiturates. 
(See p. 9 for BNDD-furnished photograph of depressants.) 
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CHAPTER 2 

DIVERSION AS A CONTRIBUTIk' FACTOR 

TO ABUSE OF STIMULANTS tiD DEPRESSANTS 

BNDD estimates that about 90 percent of the drugs in 
the illicit market were manufactured by legitimate drug man- 
ufacturers. The chain for handling legitimate drugs (con- 
trolled substances) begins with the basic bulk raw-material 
manufacturer, links next to the dosage-form manufacturer, 
then to the wholesale distributor, and finally to the retail 
distributor. Through this chain of about 450,000 registered 
drug handlers, including prescribing physicians, flow about 
8 billion dosage units of stimulants and depressants annu- 
ally. 

Diversion occurs when drugs find their way from legit- 
imate drug handlers, either intentionally or unintentionally, 
into the hands of illicit dealers. "Diversion Analysis," a 
BNDD report, illustrates diversion at the different levels 
of distribution on the basis of an evaluation of seizures 
and prosecutions made between.February 1966 and February 
1970. Presented below are some of the observations made in 
the report. . I.. 

1. Manufacturers--At this level of distribution there 
are very few instances in which management has been involved 
in overt illegal sales. The problem u?ually involves se- 
curity lapses resulting in employee pI'$ferage, break-ins, or 
filling of fraudulent orders. :. 

2. Wholesalers--Some diversions are intentional, al- 
though the majority result Trom'carelessness. Mail-order 
sales are a particular problem because of the difficulty of 
checking new customers, and the diversions usually occur 
because a firm fails to check properly its customers' cre- 
dentials. 

3. Retail pharmacies-- This level is the most vulnerable 
to diversions because of the sheer number of handlers. Di- 
versions are usually the result of illegal sales, that is, 
sales not pursuant to legal prescriptions, unauthorized 



refills, and forging of prescriptions. Thefts are a signif- 
icant and frequent problem due to the retailers' vulnerabil- 
ity in the area of security. 

4, Practitioners--Diversions usually result from ille- 
gal sales, the use of drugs by the physician himself, or the 
nonmedical administration of drugs to others. 

5. Researchers--Diversions are made by employees through 
unauthorized additions to company orders and through personal 
orders prepared on company forms. 

The following chart, prepared by BNDD, illustrates 
some of the points of potential diversion. 

DIVERSION OF LEBITIMATELY PRODUCE0 CONTROLLEO SUBSTANCES 

Legitimate Distribution Flow Illegitimate Distribution Flow 

u 
Dosage Form Manufacturers 

u 
Drug Distributors (Wholesalers) 

u 
Drug Dispensers (Pharmacy & Physician) 

u 
Ultimate Consumer (Public) 

Inadequate Security 

Employee Thefts 
Illegal Sales 
in Transit Thefts 
Filling Fraudulent Orders 
Burglaries 
Customer Pilferage 
Forged Prescriptions 
Over-Prescribing 
Removal From Home Medicine Cabinet 

Illicit Market Abuser 

BNDD 1172 



BNDD has established an objective of curbing the flow 
of drugs from legitimate manufacturers to the illicit mar- 
ket. To accomplish this objective BNDD recognized the need 
for: 

--Developing information to assess factually the diver- 
sion problem. 

--Monitoring the drug industry's compliance with Fed- 
eral laws. 

--Promoting self-regulation by the drug industry. 

--Cooperating with State agencies in combating drug di- 
versions. 

Our review indicated that, although BNDD was making 
progress toward meeting its objective, much more should be 
done. BNDD should improve its information system regarding 
drug diversions, increase its activity in monitoring the 
drug industry's compliance with Federal regulations, promote 
and encourage increased self-regulation on the part of the 
drug industry, and increase monitoring of retailers' activ- 
ities. The Director, BNDD, agreed that much needed to be 
done and stated that plans were being made to implement our 
recommendations, 

Our findings and recommendations are discussed in the 
following chapters. 

13 



OPPORTUNITY TO OBTAIM ADDITIONAL INFORMATION - 

. -  ‘. 

CMPTER 3 

ON DRUG DIVERSION ---- 

A comprehensive information system is a valuable tool 
for use in detecting and preventing drug diversion and in 
measuring the impact of enforcement and regulatory efforts. 
Ox review revealed that BNDD had made some progress in de- 
veloping such a system. We believe, however, that there are 
opportunities for BNDD to improve its system by developing 
(1) a procedure for obtaining information on drugs seized by 
State and local enforcement groups, (2) a more systematic 
method for obtaining infcrmation from drug manufacturers and 
distributors on suspected illegal drug purchases, and (3) a 
procedure for obtaining information from the military ser- 
vices on possible drug diversion. 

We believe also that there is a need for BXDD to better 
define the type of information desired from State and local 
agencies on dangerous drug thefts, seizures, and arrests and 
to make its requirements known to Federal agencies who are 
assisting State and local agencies in upgrading their infor- 
mation systems. 

DRUGS SEIZED BY STATE AND LO,CAL 
ENFORCEMENT GROUPS MOT EXAMINED 

BNDD, the Bureau of Customs, and State and local en- 
forcement agencies seize large quantities of drugs. BNDD 
strives to identify the manufacturer of drugs seized by its 
agents and the Bureau of Customs, since the manufacturers' 
identity can be valuable in BNDD's investigations to deter- 
mine the source and significance of the diversion, We found, 
however, that, although it had made some efforts to identify 
manufacturers of drugs seized by State and local enforcement 
agencies, BNDD had no formal procedures for obtaining such 
information and that informal requests for samples of seized 
drugs had produced few results. 
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Manufacturers of legally produced amphetamines and bar- 
biturates can be identified by markings, such as trade names 
and trademarks, or by pillistics. (See photographs on 
pp* 7 and 9). Pillistics, a procedure similar to ballistics, 
identifies pills with the machines which produced them. 
BNDD has obtained samples (authentics) of pills from manu- 
facturers which have been identified to specific machines. 
When the origin of seized pills is unknown, the pills can be 
compared with the authentics in an attempt to identify the 
manufacturers that produced them. 

BNDD officials expressed the view that more complete 
information on the origin of drugs seized by State and local 
groups would be a valuable aid in their investigations. The 
value of this information is illustrated in a case involving 
amphetamine pills seized in California. Through its examina- 
tion BNDD identified pills smuggled in from Mexico as being 
manufactured by a drug firm in the Midwest. Subsequent in- 
vestigations at this firm revealed that large quantities of 
amphetamines were en routeto a fictitious address in Mexico. 
This shipment was seized. 

In our visits to 13 State and local enforcement groups 
in California, New Jersey, and New York, we learned that a 
number of large seizures had been made in the past year but 
that little attempt had been made to determine the origin of 
the drugs. Most officials were not aware of BNDD's efforts 
to identify manufacturers but were willing to cooperate with 
BNDD in establishing such a system, 

In one large metropolitan police department, we found 
that over 1,358,OOO pills were seized during 1970. Three of 
the seizures consisted of about 270,000, 95,000, and 68,000 
pills and accounted for over 30 percent of the total seized. 
No attempt had been made by the police department to deter- 
mine the origin of these drugs nor had BNDD obtained samples 
for this purpose. 

In other enforcement agencies, we found also that no at- 
tempt had been made to determine the origin of many drug 
seizures ranging from 5,000 to over 100,000 pills. In addi- 
tion, we found that none of the enforcement agencies had uni- 
form procedures for recording statistics on drug seizures 
and, in several cases, no data was maintained. 



We believe that BNDD should establish a procedure to 
obtain information on drugs seized by State and local en- 
forcement groups. BXDD also should obtain samples of large 
drug seizures for its examination when the origin of the 
drugs is unknown. In addition, a uniform reporting format 
should be suggested to State and local enforcement groups 
so that data could be gathered systematically and uniformly 
and could be reported to BNDD. 

NEED FOR MORE AUTHENTICS 

BNDD did not have records that would provide assurance 
of the completeness of its file of authentics and had not 
obtained authentics from all domestic and Mexican drug firms. 

BNDD officials advised us that they had obtained authen- 
tics from all major domestic drug manufacturers. BNDD did 
not maintain, however, records that would disclose the uni- 
verse of firms and machines used in manufacturing drugs and 
had not identified the firms from whom authentics had not 
been obtained. 

BNDD had a longstanding need for authentics of drugs 
manufactured by Mexican firms to help in identifying the 
source of drug seizures made along the Mexican border and 
throughout the United States. In June 1971, after 2 years 
of efforts, BNDD obtained samples from 33 Mexican drug firms; 
however, these authentics did not represent all Mexican 
firms manufacturing dangerous drugs. According to BNDD of- 
ficials efforts will be made to obtain additional authentics. 

NEED FOR A MORE SYSTEMATIC METHOD OF 
OBTAINING INFORMATION FROX DRUG FIRMS 

Drug firms are in a unique position to provide BNDD 
with valuable information regarding suspected illegal drug 
purchases. BNDD has two programs which provide for drug 
firms to furnish such information. These programs were the 
excess-purchase program and the chemical-precursor control 
program. (Chemical precursors are basic ingredients required 
for the production of dangerous drugs.) 

The objective of the excess-purchase program is to have 
manufacturers and wholesalers report all dangerous drugs 
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orders and all purchases which are unusual, suspicious, or 
unusually large. Such orders and purchases then are inves- 
tigated to determine whether the disposition of the drugs 
was intended for legitimate use, The objective of the 

.. chemical-precursor program is to have chemical supply houses 
report unusual, suspicious, or large chemical-precursor sales 
in hope of identifying clandestine producers. 

Both programs have provided leads to potential diversion 
and to clandestine producers, At the two BNDD regional of- 
fices we visited, however, we found that records were not 
maintained systematically on reported orders or purchases 
that appeared to be unusually large or suspicious or on the 
follow-up by BNDD of such reports. Officials of the regional 
offices advised us that data would be maintained in a manner 
which would enable BNDD to monitor participation. 

We believe that BNDD should establish a uniform infor- 
mation system for each region that will (1) show all drug and 
chemical firms in the region and (2) provide control over 
all reports of unusual or suspicious orders or purchases re- 
ceived from firms and over the disposition of such reports. 

17 
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NEED TO OBTAIN INFORMATION ON DRUG DIVERSIONS 
WITHIN THE MILITARY SERVICES 

The military services purchase substantial quantities 
of dangerous drugs each year. For example, the Defense 
Personnel Support Center (DPSC), Philadelphia, Pennsylvania, 
purchased about 131 million pills and capsules of dangerous 
drugs during fiscal years 1970 and 1971. When large quanti- 
ties of drugs which must be distributed to many locations 
are purchased, the possibility of diversion to the illicit 
market is increased greatly. We found, however, that pro- 
cedures for the military services to provide information to 
BNDD on thefts and other shortages of dangerous drugs were 
not adequate. 

Federal regulations implementing the Comprehensive 
Drug Abuse Prevention and Control Act of 1970 (21 U.S.C. 801) 
required the military services to begin reporting thefts 
of dangerous drugs to BNDD in May 1971. In September 1971 
BNDD officials stated that the military services had not 
been contacted on the new reporting requirements and that 
they had not reported any thefts of dangerous drugs to BNDD 
headquarters. In our visit to DPSC, we found that DPSC 
Regulation 4158.6 dated May 21, 1971, required the reporting 
of narcotics thefts and shortages to BNDD but did not re- 
quire the reporting of shortages of dangerous drugs. BNDD 
officials did state that some reports on shortages of dan- 
gerous drugs noted by the military during its periodic in- 
ventories had been sent to BNDD regional offices. 

Timely reports on thefts and other shortages of drugs 
would be of value to BNDD in its enforcement efforts and 
would provide information on the extent of the diversion 
problem nationwide. BNDD officials agreed that there was 
a need to establish procedures for the military services 
to provide information to the BNDD central office and to 
regional offices on drug thefts and shortages. They further 
agreed that BNDD and the military should meet on a regular 
basis to discuss common problems and to exchange informa- 
tion on programs that are used to safeguard dangerous drugs. 
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NEED FOR BETTER INFORMATION TO MEASURE EXTENT 
OF PROBLEM AND IMPACT OF EFFORTS TO CURB IT 

Information on dangerous drug thefts, seizures, and 
arrests is available from State and local enforcement groups 
and provides some indications of the extent of the drug di- 
version problem and success of efforts to curb it. 

We found that many State and local groups had not main- 
tained readily usable statistics on dangerous drug thefts, 
seizures, and arrests. We noted significant differences in 
the manner in which such statistics were recorded. For 
example, only three of the six law enforcement agencies we 
visited in New York and New Jersey had identified separately 
arrests for possession of stimulants and depressants and 
those for possession of hallucinogenic drugs. One agency 
used the category "other" as a catchall for all drug-related 
arrests, except those for narcotics. One police department 
did not distinguish between the types of drugs seized, and 
several did not even maintain seizure statistics. 

BNDD officials advised us that several Federal agencies 
had programs aimed at assisting State and local enforcement 
agencies in developing information systems. We believe that 
BNDD should better define the type of information it desires 
and should provide its requirements to the Federal agencies 
to ensure that State and local systems being developed will 
be responsive to BNDD's needs. In the interim BNDD should 
require its regional offices to obtain available informa- 
tion on drug thefts, seizures, and arrests from State and 
local enforcement groups. 

RECOMMENDATIONS TO THE DIRECTOR OF BNDD 

We recommend that the Director of BNDD: 

--Establish the necessary requirements to obtain infor- 
mation on drugs seized by State and local enforce- 
ment agencies, 

--Increase efforts to obtain authentics from drug manu- 
facturers and to maintain records to ensure that de- 
sired authentics have been obtained. 
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--Establish a uniform information system for each re- 
gion that will show all drug firms in the region 
and will provide control over all reports of danger- 
ous drug purchases and orders of an unusual or sus- 
picious nature received from firms and over the dis- 
position of such reports, 

--Obtain information on drug thefts and shortages within 
the military supply system and establish a procedure 
for meeting with the military on a regular basis to 
exchange information on mutual problems in controlling 
diversion. 

--Define better the type of information it desires from 
State and local enforcement groups to evaluate the 
drug problem; to measure enforcement efforts to con- 
trol it; and, as new information systems are devel- 
oped, to ensure that RNDD needs are considered. 

--Direct, as an interim step, its regional offices to 
obtain available information from State and local 
enforcement groups on dangerous drug thefts, seizures, 
and arrests. 

The Department of Justice informed us (see app. I> that 
the recommendations for program improvement were valid and 
that they would be implemented, to the greatest extent pos- 
sible, on a priority basis. 

With respect to the recommendation to better define 
the types of statistics needed to evaluate the drug problem 
and measure the enforcement efforts, the Department stated 
that this recommendation: 

“*** concerns the need for a uniform collection 
program aimed at the collection of data on drug 
diversion or seizures and on arrests involving 
stimulants, depressants, hallucinogenic drugs, 
etc. In order to mount such an effort, exten- 
sive resources --human, material and time--will 
be required. LEAA [Law Enforcement Assistance 
Administration] has discussed the need for 
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collecting data on drug diversions or seizures 
with collection agencies in several States and 
there is unanimous opinion that the development 
of such data on dangerous drugs will entail 
serious dislocation to present operations. Of 
concern is the fact that there is already a 
large investment in the existing reporting sys- 
tems. However, in order tofully assess the feasi- 
bility and cost of expanding the current program 
and establishing a new program, LEAA, BNDD and the 
FBI [Federal Bureau of Investigation] are arrang- 
ing to establish a task force to examine the en- 
tire problem. This group will provide recommen- 
dations to the agencies involved for establishing 
a uniform collections program." 
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CHAPTER4 

INCREASED ACTIVITY TO MONITOR DRUG INDUSTRY COMPLIANCE 

WITH FEDERAL REGULATIONS 

One of the major activities to detect and reduce diver- 
sion of dangerous drugs is the investigation of legitimate 
drug handlers for compliance with Federal regulations. We 
noted that there was a need for increased monitoring of the 
drug industry and that, as a result of recent congressional 
action, BNDD had developed plans to increase significantly 
its monitoring activities. We believe that BNDD's plans, 
if effectively carried out, will provide added assurance 
that drug firms are complying with Federal regulations. 

BNDD COMPLIANCE PROGRAMS 

BNDD is responsible for monitoring throughout the 
United States the activities of approximately 2,000 manufac- 
turers and 4,000 wholesale distributors of drugs. BNDD has 
three types of investigations--routine, limited, and in7 
depth. 

A routine investigation basically involves a background 
check of all applicants for Federal drug registration to 
ascertain that they are qualified or entitled under State 
laws to handle drugs. Included in this type of investigation 
is an inspection of premises to ensure that adequate storage 
and operational safeguards have been provided for stock. 

The limited compliance investigation is an abbreviated 
investigation which involves a check of key indicators to 
determine whether a firm is complying with Federal regula- 
tions. Included in such an investigation is a check of the 
firm's registration and its controlled-drug security; a 
spot check of receipt, production, and distribution records; 
and a physical inventory of a representative number of con- 
trolled drugs. 
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The in-depth compliance investigation expands the 
limited investigation by including comparisons of transac- 
tion records for selected drugs with physical inventories 
of those drugs. This comparison, called an accountability, 
is performed to determine whether records of quantities of 
drugs on hand are accurate and reliable. 

During fiscal years 1969 through 1971, BNDD performed 
2,270 compliance investigations, as shown below. 

Fiscal Fiscal Fiscal 
year year year 
1969 1970 1971 Total 

Compliance investigations: 
Limited 
In-depth 

739 533 - 1,272 
265 183 - 550 998 

Total 1,004 716 __ 550 2,270 

Many of the 6,000 firms BNDD was responsible for moni- 
toring were not investigated. Officials of BNDD explained 
that they did not have sufficient manpower to conduct in- 
vestigations at all firms. 

Cur review showed that BNDD did have some degree of 
success as a result of the investigations it performed. 
During fiscal year 1971, BNDD's 550 investigations resulted 
in 151 seizures of drugs, which included 48 million dosage 
units of stimulants and 62 million dosage units of depres- 
sants, and in 64 arrests and 27 convictions. The investiga- 
tions also caused some firms to change their practices to 
comply with Federal regulations. 

RECENT lEGISLATIVE AND AGENCY ACTIONS 

Recent legislative and agency actions have affected 
the drug industry and BNDD's monitoring activities. Host 
significant was the enactment of the Comprehensive Drug 
Abuse Prevention and Control Act of 1970 which required the 
drug industry to improve its physical security and record- 
keeping over certain types of drugs. 



Under the act controlled substances (narcotics and 
dangerous drugs) have been divided into five schedules on 
the basis of their potential for abuse, accepted medical 
use, and accepted safety under medical supervision. Sub- 
stances included in schedule I are those with a high poten- 
tial for abuse, no accepted medical use, and a lack of ac- 
cepted safety. Those in schedules II through V decrease in 
potential for abuse and increase in accepted medical use. 
The placement of a drug in any one of these schedules de- 
termines the nature and level of control that must be exer- 
cised in preventing its abuse. 

Amphetamines and barbiturates were placed in schedule 
III by the act. In July 1971 amphetamines were transferred 
from schedule III to schedule II. Drug firms handling 
amphetamines now are required to provide a higher degree of 
physical security for the drugs and to maintain separate 
records for transactions. They may also be subject to pro- 
duction quotas which can be established by the Attorney 
General. 

The Director, BNDD, under the authority vested in the 
Attorney General, established 1972 production quotas for 
amphetamines and methamphetamines. The production quotas 
were set at 2,533 kilograms for 1972, a substantial reduc- 
tion from the 1971 production of 14,282 kilograms and from 
the 1972 requests to produce 28,897 kilograms. 

Federal regulations implementing the act provide for 
periodic investigation of all manufacturers and wholesale 
distributors of controlled drugs. BNDD plans to conduct 
annual in-depth investigations of all manufacturers of 
schedule I and II drugs and of wholesale distributors of 
schedule I drugs. BNDD plans to make in-depth investiga- 
tions of all other firms once every 3 years. To accomplish 
this, and to continue following up on leads and complaints, 
BNDD increased its compliance staff from 82 in April 1971 
to 164 at June 30, 1971. A staff of 290 was projected for 
January 31, 1972. 

In view of BNDD's plans to increase significantly its 
investigations, we are not making any recommendations on 
this matter. 
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CHAPTER 5 

IMPROVED SELF-REGULATION NEEDED 

BY DRUG INDUSTRY 

Drug firms, in addition to meeting regulatory require- 
ments, can take f,urther actions in the public interest to 
reduce the potential for diversion of drugs. BNDD encour- 
ages such self-regulation as part of its program and has 
made some progress in its promotion. The continued diver- 
sion of legally manufactured drugs, however, indicates a 
need for increasing self-regulation, including the develop- 
ment and dissemination of self-regulation guidelines to all 
members of the drug industry and feedback from the industry 
on the self-regulation techniques that are successfd in 
limiting diversions, 

Hearings on the Drug Abuse Control Amendments of 1965 
revealed a lack of self-regulation programs by the drug in- 
dustry, The report on amphetamines issued on January 2, 
1971, by the Select Committee on Crime, House of Representa- 
tives, restated the need for increased self-regulation by 
the drug industry, as follows: 

"No amount of Government regulation can be 
as effective as private enterprise carefully 
monitoring its own sales. Manufacturers, dis- 
tributors, and dispensers, realizing the danger- 
ousness of their products when abused, have a 
duty to the public to see that those products 
are put to their intended legitimate use. *** 

"We would hope in the future that the Na- 
tion's drug industry individually and collec- 
tively, will do a better job in seeing that 
their dangerous drugs are used legitimately 
and properly." 

EFFORTS TO PROMOTE INDUSTRY PROGRAMS 

BNDD's program to encourage the drug industry to help 
in the control of diversion consists of two phases. In the 
first phase, referred to as vol,untary compliance, BNDD 



encourages the drug industry to establish controls to en- 
sure that its activities are in compliance with Federal 
regulations. The second phase, self-regulation, is based 
on the premise that regulations are not the complete answer. 
BNDD encourages the drug industry to install tighter con- 
trols when compliance with Federal regulations is insuffi- 
cient to stop diversion. 

In August 1969, as part of its operating plan, BNDD 
established several targets concerned with voluntary com- 
pliance and self-regulation, which were (1) to invite offi- 
cials of the drug industry to form an advisory council, 
(2) to contact all distributors to familiarize them with 
laws and penalties and to maintain this contact on a regular 
basis, (3) to develop a program for promoting professional 
respect for regulatory programs through personal contact and 
correspondence with professional schools and associations, 
and (4) to publish a comprehensive booklet on voluntary com- 
pliance for distribution to the drug industry. 

With the passage of the Comprehensive Drug Abuse Pre- 
vention and Control Act in October 1970, BNDD's primary em- 
phasis was to provide the industry with information concern- 
ing the requirements of the new law, This was BNDDPs main 
effort during the period of our review, 

Voluntary compliance 

BNDD made some progress in encouraging the drug indus- 
try to establish voluntary controls and undertook many 
projects to inform them about the new law and implementing 
regulations. BNDD and industry officials met to exchange 
ideas on how to curb diversion, and BNDD officials made 
numerous speeches on diversion to representatives of the 
industry. BNDD participated in national conferences of 
most industry groups, sponsored threeconferences on the 
drug problem, and held seminars in various cities through- 
out the United States. 

BNDD officials informed us that compliance agents had 
made numerous contacts with firms by telephone or letter. 
Also, in accordance with guidelines for performing com- 
pliance investigations, the agents discussed voluntary com- 
pliance with officials of each drug firm where an investiga- 
tion was made. 
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In 1972 BNDD published a booklet on drug security mea- 
sures and a booklet for pharmacists on the new law and how 
it affected them, A booklet for physicians is being printed, 
and we were informed that similar booklets were being pre- 
pared for wholesalers and manufacturers. 

Self-regulation 

During a September 1971 meeting with BNDD officials, 
we were informed that, because of limited resources, BNDD's 
main effort had been concentrated on informing the drug in- 
dustry of requirements ,under the new law. Officials ex- 
pressed an awareness of the need to encourage the drug in- 
dustry to self-regulate and stated that various ideas con- 
cerning industry actions were under consideration. These 
ideas, however, had not been organized into a formal plan., 

Drug industry associations 

We visited four national drug associations and were in- 
formed that they had been active in developing and promoting 
compliance and self-regulation. They cited examples of 
their activities, such as participating in meetings and sem- 
inars with BNDD and other law enforcement officials and pub- 
lishing articles in their trade publications. None of the 
associations had developed guidelines on the elements of an 
effective self-regulation program for use by their members 
and others in the industry. One of the associations men- 
tioned that it had participated actively with BNDD in devel- 
oping controls over mail-order distribution, security, and 
warehousing of dangerous drugs. 

Drug wholesalers 

We visited eleven major drug wholesalers in California, 
New Jersey, and New York and were informed by each that it 
had instituted in-house security measures designed to pre- 
vent the diversion of drugs and self-regulation systems to 
monitor its sales. Several firms.actively participated in 
the excess-purchase program and regularly reported suspi- 
cious, large, and unusual orders to BNDD. Officials of six 
of the 11 firms informed us that they had not been ap- 
proached by BNDD regarding voluntary compliance or self- 
regulation. Several officials indicated that, other than 
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suggestions read in trade publications, they had not re- 
ceived guidelines from their associations on self-regulation, 

Bulk manufacturer 

We visited one of the four major manufacturers of bulk 
amphetamines in the United States, This company also pro- 
duces a large number of dosage-form amphetamine and barbi- 
turate drugs. Company officials stated that they cooperate 
with BMDD, provide training to law enforcement officials, 
offer laboratory services to identify and analyze drugs, 
and had embarked on a number of drug education programs, 

This firm sells its dosage-form drugs exclusively ,u.nder 
yearly sales contracts and has approximately 400 wholesalers 
throughout the country. It has established an elaborate 
system for the selection of wholesalers, and its contracts 
contain a clause which stipulates that unlawful handling of 
drugs by the wholesalers is grounds for contract termina- 
tion. Officials of the manufacturer informed us that (1) 
wholesalers" drug-b,uying patterns were monitored, (2) all 
large orders were questioned, and (3) precautions were taken 
to prevent theft and pilferage of the drugs during shipment. 

CONCLUSIONS 

The drug industry has a public duty and a legal respon- 
sibility to safeguard its products from illicit use. Al- 
though the industry has taken some actions and BNDD has taken 
numerous actions, more actions are needed to encourage and 
promote a program of self-regulation. If self-regulation 
is to be effective, information on such programs or tech- 
niques must reach all members of the industry. BNDD, 
jointly with the drug industry, should develop formal guide- 
lines on what constitutes an effective self-regulation pro- 
gram and on the specific elements to be included in a pro- 
gram, 

Also a system should be developed that will provide 
for dissemination of pertinent info-rmation to all members 
of the drug industry. BNDD, in conjunction with compliance 
visits to drug firms, should obtain information on (1) how 
well self-regulation information is being disseminated, 
(2) the types of actions firms have taken as a result of 
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information disseminated, and (3) techniques utilized by a 
firm that may be beneficial to other members of the indus- 
try. 

RECOMMENDATION TO THE DIRECTOR OF BNDD 

We recommend that the Director of BNDD work with drug 
associations to establish self-regulation guidelines for 
members of the industry, develop a means to disseminate 
self-regulation information to all members, and establish 
a procedure for gathering information on self-regulation 
measures taken by firms. 

The Department of Justice informed us (see app. I> that 
the recommendation was valid and would be implemented, to 
the greatest extent possible, on a priority basis, 
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CHAPTER 6 I, 

NEED FOR INCREASED MONITORING 

OF RETAILERS' ACTIVITIES - ' 

BNDD has re,sponsibility for monitoring the activities 
of drug handlers and for suppressing diversion of dangerous 
drugs at all levels of distribution. In connection with 
this responsibility, BNDD is establishing agreements with 
States to share the monitoring of licensed drug retailers. 
The purpose of these agreements, called'memorandums of under- 
standing, is to eliminate duplicate effort that otherwise 
might arise from overlapping investigational activities. 
Under these agreements, BNDD is responsible for monitoring 
manufacturers and wholesale distributors; and the States 
are responsible for monitoring retailers. 'As of June 30, 
1971, agreements had been signed with 45.State's and negotia- 
tions were under way with the other States. 

The States had been monitoring the drug industry to 
enforce their laws which generally were not as comprehen- 
sive as Federal legislation. BNDD had not evaluated fully, 
however, the capabilities of the States to effectively 
handle the increased responsibility assumed under the agree- 
ments. Our review showed that State agencies in California, 
New Jersey, and New York were not equipped to effectively 
monitor retailers because they did not have sufficient 
staffs. As a result, a large number of retailers were not 
monitored adequately,, and diversions might not have been 
detected. On the basis of our observations in these three 
States, we believe that BNDD must evaluate the capabilities 
of the States and must assist them in maximizing the use of 
their available staffs to monitor retailers. 

LACK OF PROGRAMS AND MANPOWER 

BNDD's compliance investigation program was directed 
at the manufacturing and wholesale distributing levels. 
BNDD generally did not perform investigations at the retail 
level but did refer leads on possible diversions to State 
agencies. BNDD was aware of manpower limitations in many 
States and, on occasion, augmented a State's capability to 
follow up diversion leads. 



BNDD had not made a systematic evaluation of the ade- 
quacy of investigation programs of State agencies, including 
the manpower resources necessary to execute effective pro- 
grams at the retail level. BNDD attempted to make such an 
evaluation in 197Q, but data was received from only a few 
States. Recently BNDD initiated a program to obtain com- 
plete data on State agencies to evaluate their capabilities, 
but sufficient data had not yet been received to enable us 
to evaluate the results of the program. 

Following is the data we found on three States. 

CALIFORNIA 

The agency responsible for monitoring activities of 
retail drug handlers in California is the California State 
Board of Pharmacy. The board had 11 field agents in May 
1971 to monitor the activities of approximately 5,000 retail 
and hospital pharmacies and 125 doctors who were dispensing 
large amounts of drugs, The agents also follow up on drug 
violation complaints made against doctors, dentists, and 
veterinarians. 

The California board's monitoring activity consists of 
two types of inspections --surveys and in-depth investiga- 
tions. Surveys involve examinations of pharmacies' premises 
and licenses and take 1 or 2 hours a pharmacy. In-depth 
investigations involve comparisons of pharmacies' records 
for selected drugs with physical inventories. Officials 
of the board informed us that an in-depth investigation 
was the only type of investigation that could detect inade- 
quate recordkeeping and possible shortages of drugs. 

The board had no formal plan directed at detecting and 
curbing diversion at the retail level but had set a goal of 
performing yearly inspection at each of the 5,000 pharmacies. 
Following is a summary of their inspection activities in 
fiscal years 1969 and 1970. 

1969 1970 

Surveys 3,966 2,451 
In-depth investigations 51 45 

Totals 4,017 2.496 a- 
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As shown above, the Board did not meet its goal, and only 
a small number of pharmacies were inspected in the depth 
believed necessary to detect diversions. Board officials 
informed us that they were unable to follow up on leads 
from BNDD onpossibleretail diversion because their man- 
power had been committed to other activities. 

NEWJERSEY 

The New Jersey Bureau of Drug Control is responsible 
for monitoring activities of retail drug handlers in the 
State. The bureau had four investigators in May 1971 to 
monitor the activities of approximately 1,900 pharmacies 
and to investigate practitioners against whom complaints on 
drug handling activities had been made. The bureau's in- 
vestigators performs in-depth investigations which are simi- 
lar to the type performed in California. 

The bureau has a goal of investigating each pharmacy 
once every 3 years. During the 3-year period 1968 to 1970, 
only 283 pharmacies, or about 15 percent of the pharmacies 
in the State, were investigated. Officials of the bureau 
stated that four investigators were not enough to give cover- 
age to each pharmacy once every 3 years. At one time the 
bureau had 11 investigators, but, because of budget limita- 
tions, the staff was reduced. Contingent upon budget limi- 
tations, present plans call for increasing the investigative 
staff to 27. 

NEW YORK 

The New York State Bureau of Narcotic Control is re- 
sponsible for monitoring activities of retail drug handlers 
in the State. In May 1971 the bureau had 28 investigators 
to monitor the activities of about 80,000 registered handlers 
of controlled drugs, including 6,500 pharmacies. Monitoring 
activity consists of two types of investigations--routine 
and in depth. The in-depth investigation (similar to the 
type performed in California) program investigates drug 
handlers on a complaint basis rather than on a periodic 
basis. 

The bureau's compliance program calls for an investiga- 
tion, by one of the two types, of all hospitals, pharmacies, 



and registered handlers once every 2 years. In calendar 
years 1969 and 1970, the bureau performed 71 in-depth in- 
vestigations, Data on the number of routine investigations 
performed was not maintained. 

Because of lack of data on the routine inspections, we 
were unable to determine the extent to which the bureau was 
meeting its goal of biennial investigation of hospitals, 
pharmacies, and registered handlers. Officials of the bu- 
reau informed us, however, that, because of manpower limita- 
tions, the agency was not meeting this goal and could not 
monitor adequately all of its registrants, Officials stated 
that requests for additional manpower had been unsuccessful 
and pointed out that the bureau lacked manpower to perform 
in-depth reviews. 

LACK OF UNIFORM DRUG LAWS 

State agencies monitoring the activities of retailers 
operate under State laws that generally are not as compre- 
hensive as Federal legislation. Federal officials recognized 
the need for uniform and complementary laws at the State 
level to enable Government at all levels to more effectively 
deal with the drug problem. In response to this need, BNDD 
drafted model State legislation which was revised and adopted 
as the Uniform Controlled Substance Act by the National Con- 
ference of Commissioners on Uniform State Laws in August 
1970. 

The main objective of the Uniform Controlled Substances 
Act is to create a coordinated and codified system of drug 
control, similar to that required by Federal legislation. 
Another objective of the act is to establish a regulatory 
system for the legitimate handlers of controlled drugs to 
curtail diversion, which will require these individuals to 
register with a designated State agency, to maintain records, 
and to make biennial inventories of all controlled-drug 
stocks. The act sets out prohibited activities in detail 
but does not prescribe fines or sentences for violations of 
requirements. This is left to the discretion of the indi- 
vidual States,. 

BNDD officials have met with the Governors in 45 of the 
50 States to encourage passage of the Uniform Controlled 
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Substances Act in each State. The reaction to the proposed 
act has been excellent. As of December 6, 1971, 25 States 
and three territories had enacted it and a number of States 
were considering its passage. 

We noted that New Jersey had passed the Uniform Con- 
trolled Substances Act and that New York and California were 
considering its passage. We were informed by officials of 
the State agencies and BNDD that, due to the limitations of 
State laws, BNDD had been requested, in many cases, to in- 
vestigate flagrant violators because of its ability to take 
quick enforcement actions not available to the State agen- 
cies. 

As mentioned on page 30, BNDD initiated a program to 
evaluate the ability of the States to effectively monitor 
retailers; therefore we are making no recommendation on 
this matter. 
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CHAPTER 7 

SCOPE OF REVIEW 

Our review primarily was directed toward an examina- 
tion into BNDD's compliance activities to reduce the diver- 
sion of legitimate drugs to the illicit market. It also 
included an examination into the compliance activities of 
three State agencies and the drug industry's activities to 
implement self-regulation measures. Our review was con- 
ducted at: 

--Headquarters, Bureau of Narcotics and Dangerous 
Drugs, Washington, D.C. 

--Bureau of Narcotics and Dangerous Drugs, New York 
Regional Office, New York, N.Y. 

--Bureau of Narcotics and Dangerous Drugs, Los Angeles 
Regional Office, Los Angeles, California. 

We madevisitsto State enforcement agencies in Califor- 
nia, New Jersey, and New York and to certain local enforce- 
ment agencies in California and New York. We also visited 
members of the drug industry, including four trade associa- 
tions, one bulk manufacturer, and 11 wholesale distributors. 

In performing our review we examined Federal and State 
drug legislation; pertinent policies, procedures, corre- 
spondence, and documentation relating to compliance activi- 
ties; and reports of drug arrests and seizures. We inter- 
viewed BNDD, State, and local agency officials responsible 
for administering compliance or enforcement programs. We 
also interviewed officials of trade associations and mem- 
bers of the drug industry regarding self-regulation pro- 
grams. 
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UNITELI STATES Dll?&‘ARTMENT OF JUSTKE 

WASHINGTON, D.C. 20530 

Addma Reply to the 
Division Indicated February 18, 1972 

and Refer to Initiab and Number 

Mr. Irvine M. Crawford 
Associate Director, Civil Division 
United States General Accounting Office 
Washington, D. C. 20548 

Dear Mr. Crawford: 

This is in response to your request for comments 
on the draft report titled "Efforts to Combat the 
Diversion of Dangerous Drugs, Bureau of Narcotics 
and Dangerous Drugs." 

The recommendations and suggestions for program 
improvement contained in the report are valid and 
they will be implemented to the greatest possible 
extent on a priority basis. As the draft report 
notes, some of the steps recommended were initiated 
while the audit was still in progress. 

One of the major recommendations cited in the 
report concerns the need for a uniform collection 
program aimed at the collection of data on drug 
diversion cr seizures and on arrests involving 
stimulants, depressants, hallucinogenic drugs, etc. 
In order to mount such an effort, extensive resources-- 
human, material and time--will be required. LEAA 
has discussed the need for collecting data on drug 
diversions or seizures with collection agencies in 
several States and there is unanimous opinion that 
the development of such data on dangerous drugs will 
entail serious dislocation to present operations. 
Of concern is the fact that there is already a large 
investment in the existing reporting systems. However, 
in order to fully assess the feasibility and cost of, 
expanding the current program and establishing a new 
program, LEAA, BNDD and the FBI are arranging to 
establish a task force to examine the entire problem. 
This group will provide recommendations to the 
agencies involved for establishing a uniform collec- 
tions program. 



Inasmuch as the report accurately and fairly 
presents the facts and we concur with the recommenda- 
tions, an item by item response appears unnecessary. 

[See GAO note.] 

We appreciate the opportunity given us to comment 
on your proposed report to the Congress. 

Sincerely, 

c 

L, M. Pellerzi 
Assistant Attorney Gene 

for Administration 

GAO note: Deleted comments pertain to mterial presented in the draft report 
which has no% been included in the final report. 
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PRINCIPAL OFFICIALS OF THE DEPARTMENT 

RESPONSIBLE FOR THE AD3INISTRATION OF 

DISCUSSED IN THIS REPORT 

APPENDIX II 

OF JUSTICE 

ACTIVITIES 

_ Tenure of office 
From To 

ATTORNEY GENERAL OF THE UNITED 
STATES: 

Richard G. Kleindienst (acting> (Nominated Feb. 1972) 
John N. Mitchell Jan, 1969 Feb. 1972 
Ramsey Clark Oct. 1966 Jan. 1969 

DIRECTOR, BUREAU OF NARCOTICS 
AND DANGEROUS DRUGS: 

John E. Ingersoll Aug. 1968 Present 

U.S. GAO, Wash., D.C. 39 
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Copies of this report are available from the 
U. S. Genera I Accounting Off ice, Room 6417, 
447 G Street, N W., Washington, D.C., 20548. 

Copies are provided without charge to Mem- 
bers of Congress, congress iona I committee 
staff members, Government officials, members 
of the press, college libraries, faculty mem- 
bers and students. The price to the general 
public is $1 .OO a copy. Orders should be ac- 
companied by cash or check. 




