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Dear Mr. Chairman: 

This report discusses the authority of the Food and Drug Administration (FDA) and the 
Department, of Health and Human Services’ (HHS) Office of the Inspector General to conduct 
criminal investigations relating to (1) counterfeit and diverted drugs and (2) the training and 
resources available to conduct such investigations, The report recommends that the HHS 
Inspector General become involved in criminal investigations at FDA. The FDA Commissioner 
and the Inspector General agreed and are taking action to implement the recommendation. 

Copies of this report are being sent to the HHS Secretary and Inspector General, the FDA 
Commissioner, and other interested parties. 

Sincerely yours, 

Richard L. Fogel 
Assistant Comptroller General 



Executive Swnmary 

Purpose What. is the authority of the Food and Drug Administrat,ion (FDA) to con- 
duct criminal investigations, and are resources available for such 
investigations’? 

Are FDA personnel specifically hired and trained as criminal 
investigators’? 

What is the Department of Health and Human Services (HHS) Inspector 
General’s involvement in FDA criminal investigations, and are resources 
available to conduct such investigations? 

The Chairman, Subcommittee on Oversight and Invest.igations, House 
Committee on Energy and Commerce, asked GAO to respond to these 
questions because proposed legislation would increase the number of 
activities subject to criminal sanctions under the Federal Food, Drug, 

I and Cosmetic (FDK) Act, 

ackground Under the FD&C Act, FDA can remove from the market all count,erfeit 
drugs (forgeries of legitimate drugs) and diverted drugs (removed from 
the normal distribution channels) that are adulterated or misbranded or 
both. Persons and firms violating the act’s provisions can be prosecuted 
and fined from $100,000 to $500,000. These violators can also be impris- 
oned for up to 3 years. 

The’Prescription Drug Marketing Act of 1987 would, if enacted, amend 
the FDK Act, and (1) ban, regardless of whether products were adulter- 
ated or misbranded, the “reimportation of drugs produced in the IJ.S.” 
(except in emergency situations) and (2) restrict the distribution of drug 
samples and certain resales of drug products. Violators could be fined 
not more than $1 ,OOO,OOO and imprisoned for not more than 10 years. b 

Results in Brief The FD&C Act authorizes FDA to plan and conduct inspections of FDA- 
regulated industries to protect consumers. The FDA4 employs consumel 
safety inspectors and officers with the scientific background and train- 
ing needed to carry out FDA's various program responsibilities. FDA 
safety inspectors and officers collect information :for use in criminal 
prosecutions and, when FDA deems necessary, seek specialized criminal 
investigative skills of other federal agencies, such as the Federal Bureau 
of Investigation. imp does not hire nor specifically train its personnel to 
become criminal investigators. 

Page2 GAO.'HRD88-8CrlminalLnvestigatlons 



Executive Summary 

Although the HHs Inspector General has authority to conduct criminal 
investigations of FDA programs and activities, the Inspector General con- 
ducts investigations relating only to allegations of criminal wrongdoing 
involving an FDA employee. The HHS Inspector General hires and trains 
personnel to become criminal investigators and conducts all criminal 
investigations for HHS agencies other than FDA. 

FDA has been involved in a limited number of counterfeit and diverted 
drug investigations. If the proposed legislation is enacted, the number of 
criminal investigations could increase. The Inspector General believes he 
can assume this added responsibility without additional resources and 
that he should be involved in all FDA criminal investigations. Increasing 
the HHS Inspector General’s involvement in FDA criminal investigations is 
an appropriate alternative to FDA's (1) hiring criminal investigators, (2) 
providing its safety officers with criminal investigative training, or (3) 
relying on other federal or state agencies. 

FDAL and HHS Inspector FDA can inspect (1) any domestic factory, warehouse, or establishment in 
General Have Authority to which drugs are manufactured, processed, packed, or held for introduc- 

Conduct Investigations tion into interstate commerce or (2) any vehicle used to transport drugs 
in interstate commerce. FDA can seek, through the Department of Justice, 
the prosecution of persons and firms violating provisions of the act. 

The Inspector General is also authorized to (1) direct and conduct 
inspections, audits, and investigations related to fraud, waste, and abuse 
in all HHS programs and operations and (2) identify and recommend to I 
Justice that participants involved in such activities be prosecuted. 

In 1981, Justice commented that the legislation establishing the HHS 
Office of the Inspector General (OIG) was generally not intended to 
replace FDA'S regulatory function, such as investigating possible viola- 
tions of the FD&C Act. However, Justice noted that it envisioned situa- 
tions where the Inspector General, FDA, or both would ihvestigate alleged 
violations of the FD&C Act. Justice suggested that FDA be given an oppor- 
tunity to review matters investigated by the Inspector General before 
any referrals to Justice for criminal prosecution. 

Page 3 GAO/HRD&M Criminal Investigation 



Executive 8uuuuarJ 

FDA Has Investigated the FDA officials commented that they have been involved in criminal inves- 
Counterfeiting and tigations for many years, but do not distinguish these investigations 

Diversion of Drugs from their normal surveillance work, which may result in discovery of a 
criminal act. Evidence developed during the routine inspection of a regu- 
lated firm  could result in a possible criminal prosecution. Investigations 

I involving counterfeit drugs may require more extensive investigational 
time and effort, including assistance and increased coordination with 
the Federal Bureau of Investigation and t1.S. attorneys. 

In the last 16 years, FDA has been involved in criminal investigations of 
six counterfeit. drug cases. Three cases resulted in violators’ being 
imprisoned or fined or bot,h; persons were indicted in a fourth case, and 
a grand jury was requested in a fifth case. FDA continues to investigate 
the remaining counterfeit case. 

In addition, FDA, since 1986, has been involved in a joint investigation 
with the Federal Bureau of Investigation of a major drug diversion case. 
According to FDA, as of July 1987, 28 persons have been convicted. FDA'S 
investigation of three other significant drug diversion cases did not dis- 
close evidence of adulteration or misbranding. Since February 1986, FDA 
ha... also followed up on 11 reports of allegedly diverted drugs that were 
misbranded or adulterated. Of the eight investigations completed, six 
have not disclosed diversion activities or criminal wrongdoing. 

FDA officials told GAO t,hat because of t,he small number of counterfeit 
and diverted cases FDA has been involved in over the past several years, 
resources have not been specifically designated for t,he investigation of 
such cases. 

FDA Hires Consumer 
and 

FD.~ hires and trains consumer safety inspectors and officers to do b 
inspections, sample collections, and special investigations to verify that 
IWA-regulated products or manufacturers (or both) are in compliance 
with requirements of the FDK Act. 

13.4 has about 780 consumer safety officers in its district offices. The 
Office of Personnel Management standard for FDA consumer safety 
officers requires a knowledge of basic science. In addition, during the 
first 6 months of employment, they receive on-the-job training and class- 
room instruction related to doing FDA inspections. 
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Exmuthr Summary 

FDA officials estimated that the agency would require an additional 30 
full-time-equivalent positions, costing $1.6 million, to implement the pro- 
posed legislation. Such resources would also be used to implement regu- 
lations and maintain liaison with the drug industry, but would not be 
used to hire criminal investigators. 

OIG Hires and Trains 
Criminal Investigators 

I 

OIG hires persons with investigative skills to fill its criminal investigator 
positions. The Office of Personnel Management standard specifies that 
criminal investigators have a primary knowledge of investigative tech- 
niques and be skillful in such activities as maintaining surveillances, 
performing undercover work, making arrests, and taking part in raids. 
Throughout their careers, criminal investigators receive various Waining 
and have access to specialized equipment related to conducting investi- 
gations. In addition, criminal investigators must complete an 8-week 
training program, sponsored by the Federal Law Enforcement Training 
Center in Glynco, Georgia. 

The Inspector General believes OIG should be involved in FD.4 criminal 
investigations because OIG conducts criminal investigations for other HHS 
agencies and has 261 investigators that are specifically hired and 
trained to conduct such investigations. The Inspector General stated 
that OIG could carry out FDA criminal investigations with current 
resources. 

I 

Recbmmendation GAO recommends that the Secretary of HHS direct the FDA Commissioner 
and the HHS Inspector General to develop and implement a plan for 
involving t,he Inspector General in FLEA criminal investigat,ions. Such a 
plan should identify the types of FD.~ investigations that will be referred 
to the Inspector General, when such referrals should be made, and the 
specific responsibilities of FDA and Inspector General personnel in carry- 
ing out criminal investigations. 

1 

Agency Comments The HHS Inspector General stated, in a September 1987 letter, that (1) he 
and the FDA Commissioner generally agreed with the report’s findings 
and (2) FDA and OIG staff will meet over the next several months to iden- 
tify specific approaches to address the recommendation. 
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Chapter 1 

Introduction 

FDA is responsible for protecting the public from unsafe or ineffective 
drugs. It derives its authority from the Federal Food, Drug, and Cos- 
metic (FD&C) Act, which prohibits distribution of adulterated or mis- 
branded drugs in the IJnited States or their importation. Adulterated 
drugs are those that are defective, unsafe, filthy, or not produced in con- 
formity with current good manufacturing practices; misbranded drugs 
include those on which labeling is false, misleading, or lacking in suffi- 
cient facts to provide important or required information. FDA has 
authority to remove from the market all counterfeit drugs-forgeries of 
legitimate drugs-regardless of whether they are misbranded ot 
adulterated. Diverted drugs-drug products removed from normal and 
usual channels of distribution-can now be removed by FDA only if they 
are adulterated or misbranded. 

In general, the act permits FDA to inspect (1) any domestic factory, ware- 
house, or establishment in which drugs are manufactured, processed, 
packed, or held for introduction into interstate commerce or (2) any 
vehicle used to t,ransport drugs in interstate commerce. The act requires 
that domestic drug manufacturers be inspected at least once every 2 
years. FDA also has authority to inspect foreign manufacturers’ products 
at various U.S. points of entry and can investigate instances where there 
is evidence that a violation of the act has occurred or may occur. 

FDA has been provided with specific investigative authority relating to 
counterfeit, drugs. Sect ion 702(e) of the act. permits any Department of 
Health and Human Services (HHS) officer or employee to (1) conduct. 
examinations, investigations, or inspections of counterfeit drugs and (2) 
when authorized by the Secretary, carry firearms and serve and execute 
search and arrest warrants. 

Diverted drugs include (1) those that have been manufactured in the b 
United States for foreign markets and returned to the United States by 
parties other than the original manufacturer, (2) the sale of physician 
drug samples, and (3) the resale of drugs bought by inst,it,utions at 
reduced prices. By removing drugs from the usual’channels of distribu- 
tion, there is a potential for manipulating the drugs in ways that could 
result in t,heir becoming adulterated or misbranded or both under the 
FD&C Act. FDA officials told us that diverted drugs have to be adulterated 
or misbranded before FDA can take action to remove them from t,he mar- 
ketplace. For example, the sale of physician samples does not constitute 
a violation of the KKK Act. 
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Legislation, proposed in the 100th Congress, would amend the FDXC: Act, 
providing FM with additional authority for regulating diverted drugs. 
This legislation-Prescription Drug Marketing Act of 1987 (H.R. 1207 
and S. 368)-if enacted, would ban the “reimportation of drugs pro- 
duced in the Ilnited States” (except in emergency situations), place 
rest.rict,ions on the distribution of drug samples to physicians, and ban 
certain resales of drugs by hospitals and other health care facilities. Vio- 
lat,ors would be imprisoned for not more than 10 years or fined not more 
than $1 million or both. 

FD.4 officials estimated that the agency would require an additional 30 
full-time-equivalent positions, costing $1.5 million, to implement this leg- 
islation. Such resources would be used to implement regulations, estab- 
lish new or revised surveillance programs to ensure compliance with the 
legislation, and maintain liaison with the drug industry. FD~\ officials 
pointed out that t,hese resources would not be used t,o hire or train crimi- 
nal investigators. 

The FD&C Act provides FDA with authority to seek court-ordered seizures 
and injunctions for removing or keeping adulterated and misbranded 
products from the market. In addition, an FDA attorney st,ated that the 
Federal Rules of Criminal Procedures allow FDA t,o obt,ain criminal search 
warrants, which authorize FDA to seize all evidence of criminal activity. 
Persons and firms can be prosecuted or fined or both for violating provi- 
sions of the act. Depending on the circumstances, violators can be fined 
from $100,000 to $600,000 under the Criminal Fine@  Enforcement 
Act of 1984. The first conviction can result in imprisonment for up to 
1 year; however, if the violator had the intent to defraud or mislead, the 
conviction can result, in imprisonment, for up to 3 years. A second con- 

vict.ion can also result in imprisonment for up to 3 years. On the aver- 
age, about 20 persons or firms are prosecuted annually for all violations 
of the FD&C Act. The process of initiating any of these legal actions 
requires clearances from FDA district? regional, and headquarters offices 
as well as interaction with the Department of Justice arvd other federal 
agencies. 

FDA does not, have authority to detain adulterated and tnisbranded 
domestic food and drug products to prevent their entering the market,- 
place. It can, however, detain other FDA-regulated products, such as 
medical devices and imported product,s. We have recommended, in other 
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Chapter 1 
Iutroductlon 

reports, that Congress amend the FD&C Act to give FDA detention 
authorit,y.l 

bjectives, Scope, and June 1986 letter and in subsequent meetings with his office, the 

lS/lethodology 
Chairman of the Subcommittee on Oversight and Investigations, House 
Committee on Energy and Commerce, asked us to provide information 

I on the authority of FDA and the HHS Office of the Inspector General (OIG) 
to conduct criminal investigations relating to (1) counterfeit and 
diverted drugs and (2) the training resources available to conduct such 
investigations. We determined 

l how FDA detects and monitors drug counterfeiting and diversion 
activities, 

l the number of FDA personnel that are specifically trained to conduct 
criminal investigations of drug counterfeiting and diversion! and 

l 01~‘s authorit,y and involvement in FDA'S criminal investigations and the 
OIG resources available to conduct criminal investigations. 

We were also asked to provide information on FDA’S legal authorit,y to 
obtain search warrants, detain counterfeit and diverted drugs, and refer 
cases to OIG and the Department. of Justice. 

We did the majority of our work at FDA headquarters in Rockville, Mary- 
land; here we obtained information on headquarters and field office pol- 
icies, procedures, and resource allocation for conducting investigations 
of drug counterfeiting and diversion activities. We also obtained infor- 
mation from the following: the headquarters offices of OK, the Office of 
Personnel Management, the US. Department of Agriculture (USDA) Food 
Safety and Inspection Service and Office of the Inspector General, and 
the Federal Bureau of Investigation (FBI) in Washington, D.C.; IJ.S. l 

Pharmacopeial Convention, Inc. (a private organization) in Rockville, 
Maryland; and the Federal Law Enforcement Training Center in Glynco, 
Georgia. 

We interviewed FDA officials to discuss mu policies for conducting crimi- 
nal investigations and officials’ efforts to regulate the counterfeiting 
and diversion of drugs. We reviewed records and developed information 
on FDA'S involvement in drug counterfeit cases-six over the past 16 

‘GAO reports recommending detention authority include Legislative Changes and Adminktrative 
Improvements Should Be Considered for FDA to Better Protect the Public ‘From Adulterated I%od 
hducta (GAO ‘HRD 84-6 I ! - I. 5ep t. 26. 1984) and Legislative and Administrative Changes Neededto 
fmprove Regulation of Drug industry (GAO;HRD-83-24, Apr. 5, 1983). 
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Chapter 1 
Introduction 

years. In addition, we obtained information on 15 FDA investigations of 
reported allegat,ions of drug diversion. We also reviewed FDA reports of 
diverted drugs involving the return of American drugs, between October 
1986 and February 1987, to the LJnited States. 

We discussed wit.h F-T-IA officials and obtained documentation on the 
number of FDA personnel that can conduct criminal investigations and 
their involvement in counterfeit and diverted drug cases. We reviewed 
the qualificat.ion st,anda;ds, training requirements, and summary 
descriptions of training courses provided for these personnel. Because of 
the availability of this information at. FDA headquarters, we did not visit 
any FDA district offices. 

Officials at, 1J.S. Pharmacopeial Convention were also interviewed to (1) 
determine what role they play in FDA'S efforts to identify drug counter- 
feiting and diversion activities and (2) obtain information on reports 
they receive concerning these activities. FDA contracts with U.S. 
Pharmacopeial to administer FDA'S Drug Product Problem Reporting Pro- 
gram, which solicits and receives information from pharmacists on prob- 
lem drugs. 

We also met with officials of OIG and obtained and reviewed documenta- 
tion to determine (1) its authority and role concerning FDA criminal 
investigations of drug counterfeiting and diversion, (2) the qualifica- 
t,ions and training requirements of a criminal investigator, and (3) the 
criminal investigative resources it has available. We also reviewed the 
position description of a criminal investigator, which was obtained from 
the Office of Personnel Management,. 

Officials at USDA'S Food Safety and Inspection Service and Office of the 
Inspector General were interviewed because of similar regulatory 
responsibilities t,o protect t.he consumers from adulterated and mis- 
branded meat and poultry. We obtained information on the roles and 
responsibilities of both offices in conducting criminal investigations. 

Our work was done between July 1986 and July 1987 in accordance 
with generally accepted government audit,ing standards. 
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Chapter 2 --- 

HHS Inspector General Should E3e Involved in 
FDA Criminal Investigations 

Both FDA and OIG have authority to conduct criminal investigations 
involving FDA programs. Alt.hough m.4 has recognized the need to obtain 
criminal investigative assistance for some of its investigations of drug 
counterfeiting and diversion activities, it has not involved OIG in these 
investigations. FDA personnel assigned to t.hese investigations have not 
been hired or trained as criminal investigators, but OIG has criminal 
investigative resources that could be used in FDA criminal investigations. 
Nevertheless, when assistance was needed in criminal investigations 
concerning its programs, ~3.4 worked with the FBI and other federal and 
state agencies. 

FDA and OIG Have Through the Department of Justice, FDA has authority to seek the prose- 

Authority to Conduct 
cution of persons and firms violating provisions of the FD&C Act. Viola- 
tors can be fined or imprisoned or both. In addition, as mentioned 

Investigations earlier, section 702(e) of the act permits any HIIS officer or employee to 
(1) conduct examinations, investigations, or inspections of counterfeit 
drugs and (2) when authorized by the Secretary, carry firearms and 
serve and execute search and arrest. warrants. Although this authority 
has been delegated to FDA, it has not used such authority in conducting 
past investigations of counterfeit drugs. However, FDA officials recently 
advised us that it may be necessary to use t,he authority in section 702, 
and they are developing procedures for implementing this section. 

FDA officials commented that they have been conducting criminal inves- 
tigations for many years, but do not distinguish them from their normal 
surveillance work, which may result in discovery of a criminal act. For 
example, officials noted that evidence developed during the routine 
inspection of a regulated firm could result in a possible criminal prose- 
cution. They also noted that special investigations of counterfeit drugs 
would be handled the same as other FD.~ investigations, except that these b 
investigations may require more extensive time and effort, as well as 
the assistance of and increased coordination with the FBI and U.S. 
attorneys. 

Public Law 94-505, enacted October 15, 1976, authorizes OIG to (1) direct 
and conduct audits and investigations relat,ed to fraud and abuse in IWS 
programs and operations and (2) identify and refer for prosecution par- 
ticipants involved in fraud and abuse. In 1981, the HHS general counsel 
asked the Department of Justice to clarify the procedures for OIG’S refer- 
ring possible violations of the FD&C Act to Justice for consideration of 
criminal prosecution. 
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Chapter 2 
HHS Lnepertor General Should Be Involved In 
FLM Criminal Investigations 

Justice commented that it believed the legislation establishing OIG’S 
authority to conduct criminal investigations was, generally, not intended 
to replace the regulatory futlction of FDA, such as investigating possible 
violations of the FD&C Act. However, Justice noted that it. also believed 
that OIG was authorized to investigate allegations of improprieties relat- 
ing to programs and operations of HHS; Just,ice envisioned situat.ions 
where OIG or FD.~ or both would investigate alleged violations of the FDLC 
Act. Justice suggested that FDA be given an opportunity to review mat- 
ters invest,igated by OIG before any referrals to Justice for criminal 
prosecution. 

Because FDA has criminal enforcement powers, OIG has made it a practice 
to do criminal investigations of FDA activities only when these investiga- 
tions involve an allegation of criminal wrongdoing by an m.4 employee. 
Between *January 10, 1983, and November 18, 1986, m.4 referred seven 
cases to OIG that primarily involved employee fraud or conflict of inter- 
est. One of the seven cases involved personal threats to an 1m.4 employee 
made by a nonemployee. 

OK has not been involved in any FD.~ drug diversion or counterfeit cases. 
The Inspector General noted that it may be time for FDA and his office to 
reexamine their handling of such investigations because it is unlikely 
that the problem of drug diversion will diminish. FDA officials told us 
that they have not involved OlG in their criminal investigations because 
FDA officials have always obt.ained assistance from the FBI and others 
when needed. FIW officials told us that they have not met with OIG offi- 
cials to discuss FDA criminal investigations. However, FDA officials said 
that they are willing to meet with OIG to determine what resources and 
special investigative skills OIG could make available. We noted such an 
arrangement at lISD.4: the Food Safety and Inspection Service has a 
working agreement with the Office of the Inspector General about theh 
mutual investigative and enforcement responsibilities concerning vari- 
ous IJSDA laws and regulat.ions. The Service is responsible for ensuring 
that meat and poultry products are safe, wholesome, aild properly 
labeled. When invest.igations disclose violations, various sanctions- 
such as seizure, det,ention of products, or critninal prosecution of viola- 
tors-can be used. The Office of the Inspector General is responsible for 
supervising and coordinating the criminal investigative activities within 
lEDA. 

The agreement. states that the Service will request that the USDA Office 
of the Inspector General investigate alleged violations that are particu- 
larly significant, complex, or sensitive. Such referrals will generally 
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Chapter 2 
KHS Inspector General Should Be Involved Ln 
FDA Criminal InvestigatIona 

include matters that, are likely to require serving and executing search 
and arrest warrants or using investigative grand juries. Under this 
agreement, about 20 cases per year are referred to the Office of the 
Inspector General. USDA officials told us that, the cooperative arrange- 
ment has worked well over the years. 

FDA Depends on FIIA officials stated that because of the small number of counterfeit and 

Voluntary Reporting 
diverted drug cases, resources are not directly assigned to identifying 
these drugs. Both the drug manufacturers and distributors regulated 

of Counterfeit and 
Diverted Drugs 

under the FL&C Act are generally not involved in counterfeiting and 
diverting drugs, according to these officials; therefore, F’DA drug inspec- 
tions, for the most part, will not identify persons involved in such activi- 
ties. To be alert to possible counterfeit or diverted drugs, FDA depends on 
voluntary reporting and seeks information from health professionals, 
pharmacists, manufacturers, consumers, and others. 19.4 prioritizes the 
reports based on the seriousness of the problem and assigns them for 
follow-up by FDA district offices. 

Through ~~-4's Drug Product Problem Reporting Program, FDA alerts 
pharmacists and health care facilities to its concern about counterfeit 
and diverted drugs. This program is jointly sponsored by FDA, the U.S. 
Pharmacopeial Convention, 60 state pharmaceutical associations, and 
other state and national organizations in various health care areas. The 
LJ.S. Pharmacopeial advises health care professionals and pharmacists 
on FDA’S concerns about the risk to consumers in buying problem drugs, 
including those that have been counterfeited or diverted. The U.S. 
Pharmacopeial sends out about 70,000 preaddressed drug report pam- 
phlets to pharmacists and health care facilities three times a year and 
operates a 24-hour toll free telephone hotline. 

Reported problems are entered into an FDA computer system and also 
forwarded to the drug manufacturer or the company that, labelled the 
drug or both for review and possible response. About 3,600 reports are 
received annually from IJ.S. Pharmacopeial, FDA officials stated. But 
officials could not remember many reports that dealt with drug counter- 
feiting and diversion. They noted, however, that in the past t,he FDA com- 
puter system did not specifically collect, data on drug counterfeiting and 
diversion. A new computer system in the planning stage may collect 
such information, stated an FDA official. In addition, in September 1985, 
FDA appointed a coordinator for drug counterfeiting and diversion activi- 
ties; he works with drug company security officers who investigate 
alleged drug counterfeiting and diversion activities. 
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Chapter 2 
HHS Inspector General Should Be Involved in 
FIlA Criminal Investigations 

FDA Has Investigated Over the last 16 years, FD.4 has conducted 21 investigations of alleged 

the Counterfeiting and 
counterfeiting and diversion of drugs. FDA made a determination in 18 of 
t cse investigations, which disclosed six cases of drug counterfeiting h ,. 

Diversion of Drugs and three cases of drug diversion. No evidence of counterfeiting or 
diversion of drugs was found in the remaining nine cases. FDA had 
sought investigative assistance in some of the cases that resulted in 
numerous indictments and a criminal conviction. 

On July 16, 1986, the FL)A Commissioner testified before the House Com- 
mittee on Energy and Commerce, Subcommittee on Oversight and Inves- 
tigations, about. FDA'S investigations of counterfeit and diverted drugs. 
FDA had been involved in five counterfeit drug cases over the past 16 
years, according to t,he Commissioner. He summarized three of FDA'S sig- 
nificant diverted drug cases, which did not disclose any evidence of 
adulteration or misbranding. Concerning the five counterfeit cases, two 
resulted in violators’ being imprisoned or fined or both; indictments 
have been handed down in a third case, and a grand jury was requested 
for a fourth case. FDA'S investigation of the remaining case continues. 

In September 1986, FDA issued an import alert to its district offices to 
help assure that American drugs coming back into the country or for- 
eign drugs falsely offered as American goods returned are not counter- 
feit, adulterated, or misbranded. The alert specifies the requirements for 
importation of drugs, including a “paper trail” of the drug since it was 
manufactured in the United States and a visual inspection by FD.4 per- 
sonnel before the drug can be released. Through February 1987,396 
import entries (drugs) entered the United States as American goods 
returned.’ One entry was found to have counterfeit labeling and, accord- 
ing to an FDA official, it was seized. FDA'S investigation is still ongoing. 

In addition to the five counterfeit drug cases discussed by the Commis- 
sioner, we identified FDA efforts involving one other counterfeit case. In 
198 1, FDA learned from a drug manufacturer that approximately 1 mil- 
lion expired ampicillin capsules were stolen from its warehouse facility. 
Information obtained by FDA showed that an employee of the manufac- 
turer and a pharmacist stole the capsules, bottled them under another 
manufacturer’s name, and sold them using counterfeit labels. In April 
1984, the employee pleaded guilty to three misdemeanor counts of ship- 
ping misbranded drugs in interstate commerce; he was sentenced to 600 
hours of community service and 6 years’ probation and also fined 
$2,000. In addition, the pharmacist pleaded guilty to two misdemeanors 

‘An entry is a documented offer for importation of goods into the United States. 
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for shipping misbranded drugs in interstate commerce; he was sentenced 
to 300 hours of community service and 3 years’ probation and also fined 
$2,000. This investigation was overlooked, FD.~ officials stated, when the 
Commissioner’s testimony was prepared. 

We also identified 12 FDA diverted drug cases, in addition to the 3 cases 
discussed by the Commissioner. FDA, in 1986. began a joint investigation 
with the FBI that uncovered the diverting of counterfeit anabolic steroids 
and other drugs used to enhance athletic performance. An FDA official 
reported that underground distributors were recommending that, ath- 
letes (1) take doses of these drugs that were many times higher than 
medically accepted and (2) use these drugs in various combinations, the 
dangers of which were unknown. In some cases, drugs for animals were 
promoted and sold through underground channels to enhance athletic 
performance. FDA'S initial investigations revealed a network of under- 
ground distributors; in order to obtain evidence on the operations and 
the firms involved, FDA sought assistance from the Department of Jus- 
tice and the FBI. 

In May 1986, FDA and the FBI seized about $2 million worth of the pre- 
scription drugs in six states. A year later, the Department of Justice 
announced a nationwide investigation into the manufacture and distri- 
bution of steroids and other drugs. According to FDA, as of July 1987,28 
defendants had been convicted. The investigation continues, and more 
indictments are expected. 

In addition, since February 1986, consumers, pharmacists, and State 
Boards of Pharmacies have reported 11 alleged diverted drug cases, 
according to FDA officials. The reports are forwarded by FDA headquar- 
ters to the appropriate FDA district office for follow-up with the drug 
manufacturer or persons making the report. FDA has completed its inves- b 
tigation of 8 of the 11 cases; work is still under way on the remaining 3 
cases. In two of thP completed cases, FDA officials stated, FDA determined 
that drugs had been diverted. In one case state officials seized and 
destroyed the drugs. No persons were prosecuted. In the other case, the 
person suspected of diverting drugs went out of business and 
disappeared. 

In the remaining six completed cases, FDA did not. find evidence that 
drugs were being diverted. FDA follow-up efforts included undercover 
purchases of drugs at a pharmacy suspected of distributing samples, 
inspection of a drug manufacturer, and interviews with persons making 
t.he reports. In two of these cases, FDA and State Boards of Pharmacies 
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worked together and had drugs destroyed or voluntarily recalled 
because they were either outdated or in violation of the FD&C Act; that 
is, a drug wholesaler distributed drugs that were under FDA’s detention. 

FDA; Hires and Trains To verify that FDA-regulated products are in compliance with require- 

ConSumer Safety 
Inspectors and 
O fficers 

ments of the FDK Act, FDA hires and trains consumer safety inspectors 
and officers to do inspections, sample collections, and special investiga- 
tions. They enforce laws and regulations to protect consumers from 
foods, drugs, cosmetics, and medical devices that are impure, unwhole- 
some, ineffective, improperly labeled, or dangerous. FDA does not hire or 
train its personnel, however, to become criminal investigators. FDA'S 
Director of Field Investigations told us that FDA assigns its more expe- 
rienced consumer safety officers to lead special investigations of coun- 
terfeit and diverted drug cases and sometimes assigns consumer safety 
inspectors to provide assistance. As of June 1987, FDA had approxi- 
mately 108 inspectors and 783 officers located in its 21 district offices. 

The Office of Personnel Management’s minimum standard for FDA 
inspectors and officers requires a knowledge of basic science. FDA 
inspectors must have 12 semester hours in various sciences in order to 
do such tasks as collecting product samples, conducting inspections of 
manufacturers that do not require scientific evaluations, and following 
up on routine consumer complaints that do not present a serious hazard 
to public health or safety. FDA officers must have a total of 30 semester 
hours of college-level science in any of the following fields: biology, 
chemistry, engineering, epidemiology, food technology, home economics, 
nutrition, pharmacy, and physical sciences, as well as additional appro- 
priate experience or education or both. These courses are necessary for 
officers to carry out their primary responsibilities, including planning 
and conducting inspections; following up on consumer complaints of (1) 
violations of the FD&C Act and (2) reported injuries and illnesses caused 
by FDA-regulated products; developing information to support initiating 
legal actions, such as criminal prosecutions; and advising industry, as 
well as state and local officials and consumers, on FDA'S enforcement of 
regulations and policies. 

On completion of an internal orientation program dealing with FDA'S 
organization and mission, new FDA inspectors and officers enter an on- 
the-job 6-mont.h training program. This program (1) integrates formal 
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classroom instruction with field experiences to provide the fundamen- 
tals of FDA inspections and (2) covers such topics as the FD&C Act, sanita- 
tion measures for protecting the public’s health, evidence development, 
and drug inspections. 

Numerous other courses are available to inspectors and officers on a 
continuous basis as resources permit, according to the FDA training direc- 
tor within the Office of Regulatory Affairs. Related to FDA'S primary 
responsibilities, the available courses are ones such as food microbiology 
and sanitation, import operations, drug manufacturing quality control, 
and medical devices. According to FDA officials, several courses provide 
some training related to criminal investigations, such as 

Basic Food and Drug Law and Evidence Development: This is a 2-week 
course, initially developed in fiscal year 1984, that provides 1 week of 
training on the FDA food and drug laws and 1 week of evidence develop- 
ment. According to an FDA division director, approximately 90 percent of 
FDA inspectors and officers have taken the course; in the future, this 
course will be required for all inspectors and officers as they are hired. 
Criminal Investigations Training: This is a joint FDA/FBI course, held in 
1987 because FDA was getting many drug-tampering cases. This l-week 
course, given once to date, includes discussions on legal procedures that 
frequently arise out of criminal investigations, such as searches, grand 
jury proceedings, and the admissability of evidence. Also discussed were 
techniques on evidence development, such as handling informants, sur- 
veillance activity, and witness preparation. Selected consumer safety 
officers at or above the GS-11 level attended this course. In the future, 
FDA officials plan to (1) provide this training for consumer safety inspec- 
tors and (2) develop an in-house training course patterned after this 
course. 
Drug Diversion and Counterfeiting: This is a 2-day training course, held b 
in January 1986. Corporate officials from various drug firms spoke to 
FDA program directors, compliance officers, and supervisory consumer 
safety officers about the methods used by drug counterfeiters and 
diverters. The objectives of the course are to exchange ideas and explore 
cooperative efforts between FDA and the drug industry to protect the 
quality of the nation’s drug-supply system. 

OIG’S Office of Investigations is responsible for investigating fraud and 

!Criminal Investigators 
abuse activities within HHS. As a result, it seeks people with investiga- 
f lve skills to fill HHS criminal investigator positions and trains them to 

I conduct criminal investigations. The Office’s investigative staff is 
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located in Washington, D.C., and in 47 field and sub-offices throughout 
the United States; the staff consists of 261 criminal investigators and 
149 professional and support personnel, such its paralegal specialists 
and program analysts. 

The Office of Personnel Management qualifications standards, followed 
by OIG, specify that criminal investigators have (1) a primary knowledge 
of investigative techniques and (2) a knowledge of the laws of evidence, 
the rules of criminal procedure, court decisions concerning the admissi- 
bility of evidence, constitutional rights, search and seizure techniques, 
and the availability and use of modern detection devices and laboratory 
services. 

In addition, the standard requires that criminal investigators be skillful 
in such activities as maintaining surveillances, doing undercover work, 
making arrests, and taking part in raids. Criminal investigators must 
also be able to follow leads indicating that a crime will be committed 
rather than begin an investigation after a crime has been committed. 
Prior investigative experience or the successful completion of study at 
an accredited university or college helps applicants qualify as HHS crimi- 
nal investigators. OIC seeks applicants with college degrees in areas such 
as accounting and criminal justice, according to an OIG official. 

OIG criminal investigators receive training, both internal and external, in 
various laws of HHS and other federal agencies, surveillance and inter- 
viewing techniques, report writing, and several HHS program matters 
such as social security and health care. All OIG criminal investigators 
must complete an 8-week basic Criminal Investigator Training Program, 
sponsored by the Federal Law Enforcement Training Center in Glynco, 
Georgia. This program gives instruction in the skills necessary to carry 
out criminal investigations. The primary objective, accor#ng to course 
material, is to train law enforcement officers through claSsroom lectures 
and practical exercises in which students participate in law enforcement 
scenarios. Specialized topics in the program include counterfeiting, 
crime scene investigation, surveillance, search and seizure, detention 
and arrest, federal court procedures, and firearms safety rules and 
regulations. 

Although there is no formal timetable for follow-up training, an OIG offi- 
cial said, criminal investigators will usually begin receiving it within 12 
to 18 months after completing the basic training. Investigators can take 
other programs at. the Center as part of their training, according to OIG 

officials, such as a 2-week Inspector General Follow-On Basic Training 
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Program or programs on white-collar crime and advanced law-enforce- 
ment photography. 

In addition to OIG’S specialized training for criminal investigators, an 
official stated, it has special equipment for conducting criminal investi- 
gations, such as 36mm cameras and lenses, video tape cameras and 
lenses for surveillance purposes, miniature radio and tape-recording 
equipment for electronic surveillance, and devices for obtaining tele- 
phone numbers dialed from telephone lines. 

According to the Inspector General, FDA criminal investigations can best 
be performed by OIG because it routinely conducts such investigations; 
OIG has sufficient resources to carry out FDA criminal investigations of 
counterfeit and diverted drugs. He said that investigators work with 
U.S. attorneys on a regular basis, which gives them an advantage over 
other investigators, who only occasionally deal with the attorneys. For 
example, OIG’S efforts resulted in 1,055 successful prosecutions and 4 12 
administrative sanctions in fiscal year 1986.’ 

OIG investigators are trained not only in public health laws, the Inspector 
General added, but also in criminal laws and procedures. In addition, OIG 

and the FBI have a memorandum of understanding about their specific 
roles and responsibilities in referring and conduct,ing criminal investiga- 
tions involving HHS programs and operations. According to the memo- 
randum, OIG will refer to the FBI criminal matters that require resources 
or expertise not available within OIG. It also states that the FBI’S primary 
role is to investigate allegations of bribery and corruption involving CJ.S. 
employees. In addition, the FBI will provide assistance to OIG based on 
the availability of resources. 

Conclusions 
b 

Although violators of the W&C Act are subject to criminal penalties, 
FDA’S primary responsibility is not to conduct criminal investigations. 
FDA has properly focused its resources on conducting inspections of reg- 
ulated manufacturers and products to help ensure that products are not 
adulterated or misbranded. Since FDA4’S primary responsibility is to pro- 
tect the public health, FDA consumer safety inspectors and officers need 
a scientific background and training to equip them with the necessary 
skills for carrying out the various FDA program responsibilities. 

‘Under administrarive sanctions. people are either barred From participation in HHS programs or 
fined or both. 
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FDA has recognized that there are times when it, must seek specialized 
skills of other federal and state agencies to carry out criminal investiga- 
tions. However, the HHS Inspector General has not been involved in FD.~ 
criminal investigations. Because the proposed legislation (see p. 9) 
would amend the FD&C Act by adding a number of prohibited activities 
that could subject persons and firms to criminal sanctions, it is likely 
that ~‘DA’S involvement in criminal investigations could increase. But FDA 
should not hire criminal investigators or train its consumer safety 
inspectors and officers to meet the Office of Personnel Management’s 
criminal investigator qualification standards, regardless of whether the 
proposed legislation is enacted. 

Rather, FDA should seek assistance from OIG because it has trained crimi- 
nal investigators and believes it can carry out additional investigations 
within its current resources. In our view, OIG should be involved in 
investigating the criminal aspects of FDA cases. This would allow FDA'S 
consumer safety inspectors and officers to continue to focus their atten- 
tion on matters related to protecting the public’s health. 

1 
Recob endation to We recommend that, the HHS Secretary direct the FD.~ Commissioner and 

the 
s 

ecretary of HHS 
the 1111s Inspector General to develop and implement a plan for involving 
the Inspector General in FDA criminal investigations of its regulatory 
programs. Such a plan should identify the types of FDA investigations 
that will be referred t,o the Inspector General, when such referrals 
should be made, and the specific responsibilities of FDA and the Inspector 
General in carrying out criminal investigations. 

Ageqcy Comments 

/ 

In a letter dated September 11, 1987, the HHS Inspector General stated 
that he and the FDA Commissioner agree with many of the report’s find- 
ings, and appropriate FDA and OIG staff will meet over the next several 
mont,hs to identify specific approaches to address our recommendation. 
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Humavl Services 

~ (lOHR77) 

W?ARTMBNT OP HEALTH h HUMAN SERVICLS omostiIflqatofa*nrl 

SEP I I 1987 

Mr. Richard Fogel 
Assistant Comptroller General 
U.S. General Accounting Office 
Washington, D.C. 20548 

Dear Mr. Fogel: 

Thank you for the opportunity to comment on the General 
Accounting Office draft report, "Food and Drug Administration: 
HHS Inspector General Should Be Involved in Criminal 
Investigations." The FDA Commissioner and I agree with many of 
the report's findings. Appropriate staff from OIG and FDA will 
be meeting over the next several months to identify specific 
approachwe that will best address this problem. 

Sincwr ly yours, 

c\\i '\ 1 ,\h~%uNb--- 

Richard P. Kusswrow 
Inspector General 
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