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PRESCRIPTION DRUG MARKETING ACT OF 1987 

APRIL 30, 1987.--Committed to the Committee of the Whole Houee on the State of 
the Union and ordered to be printed 

Mr. DINCELL, from the Committee on Energy and Commerce, 
submitted the following 

REPORT 

[To accompany H.R. 12071 

[Including & estimate of the Congressional Budget Office] 

The Committee on Energy and Commerce to whom was referred 
the bill (H.R. 1207) to amend the Federal Food, Drug, and Coametic 
Act to ban the reimportation of drugs roduced in the United States, 1 to place restrictions on the distri ution of drug samplea, to 
ban certain resales of drugs by hospitals and other health care fa- 
cilities, and for other purposes, having considered the same, report 
favorably thereon with an amendment and recommend that the 
bill as amended do pass. 
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The amendment is ae follows: 
Strike out all after the enacting clause and insert in lieu thereof 

the following: 



SECTION. I .  SHORTTITLE: REFERENCE. 
(a) SHORT TITLE.-T~~ Act may be cited as the, "Prescription Drug Marketing Act 

of 1987". 
(b) R E F E R E N C E . - ~ ~ ~ ~ ~ V ~ ~  in this Act an amendment or repeal k expressed in 

terms of an amendment to, or repeal of, a section or other provision, thebreference 
shall be considered to be made to a section or other provision of the Federal Food, 
Drug, and Cosmetic Act. 
SEC. 2. FINDINGS. 

The Congress finds the followinn: 
(1) American consumers cannot purchase prescription drugs with the certain- 

ty that the products are safe and effective. 
(2) The integrity of the distnbution system for prescription drugs is insuffi- 

cient to prevent the introduction and eventual retail sale of substandard, inef- 
fective, or even counterfeit drugs. 

(3) The existence and operation of a wholesale submarket, commonly known 
as  the "diversion market," prevents effective control over or even routine 
knowledge of the true sources of prescription drugs in a significant number of 
casee. 

(4) Large amounts of drugs are being reim rted to the United States aa 
American gooda returned. These lmporta are a g a l t h  and safety risk to Ameri- 
can consumers because they may have become subpotent or adulterated during 
foreign handling and shipping. 

( 5 )  The ready market for prescription drug reimpotts haa been the catalyst for 
a continuing series of frauds against American manufacturers and haa provided 
the cover for the importation of foreign counterfeit drugs. 

(6) The existing system of providing drug samples to physiciena through man- 
ufacturer's representatives has been ablliied for decades and has resulted in the 
sale to consumers of misbranded, expired, and adulterated pharmacsuticdct. 

(7) The bulk resale of below wholesale riced prescription drugs by health 
care entities. for ultimata sale a t  retail, h e k  fuel the diversion market and ir 
an unfair form of competition to wholedem and retailem that must pay other- 
wise prevailing market prices. 

(8) The effect of theae several ractices and condition6 b to create an unac- 
ceptable risk that counterfeit, a iu~temtei ,  misbranded, subpotant, or expired 
drugs wlll be sold to American cdneurners. 

SEC. 3. REIMPORTATION. 
Section 801 (21 U.S.C. 381) ia amended by redesignating subsection (d) ae subeec- 

tion (e) and by inserting after subsection (c) the following: 
"(dX1) Except provided in paragraph (2), no drug subject to section 503(b) which 

is manufactured In a State and exported may be imported into the United Stat. 
unless the drug is imported by the p e m n  who manufactured the drug. 

"(2) The Secretary may authorha the im rtation of a drug the importation of 
which is prohibited by paragraph (1) if the & ia required for emergency rned.mil 
care. . 
SEC. 4. SALES RESRUCllON8. 

Sectlon 503 (21 U.S.C. 353) is amended by adding a t  the end of the f o l I o ~  
"(cXl) No person may -11, purchase, or trade or offer to sell. purchaes, or trade 

any drug sample. For purpoeea of this paragraph and subsection (d), the term 'drug 
sample' meane a unit of a drug, subject to eubsection (b), which ia not intended to be 1 sold and ia intended to promote the sale of the drug. Nothing in thia parqpaph 
ehall sub'ect an officer or executive of a drug manufacturer or distributor to crimi- 
nal liabdity solely becam of a sale, purchase. trade, or offer to sell, purchase, or 
trade in violation of this paragraph by other employees of the manufacturer or dis- - - -  - 
tributor. 

"(2) No. person may sell, purchase, or trade, offer to sell, purchase, or trade, or 
'counterfelt any coupon. For purposee of thu, par- h, the term 'cou n' means a 
form which may be redeemed. a t  no cast or a t  a r d c e d  cg t ,  for a rw which in 
prescribed in accordance with section 50301). 

"(3XA) No person may sell, purchase, or trade, or offer to sell, purchase, or trade, 
any drug- 

"(i) which ie subject to subsection (b), and 
"(iiXI) which waa purchased by a public or private hospital or other health 

care entity, or 
"(11) which was donated or sup lied at a reduced price to a charitable organi- 

zation described in section j~ l (cX% of the Internal Revenue Code of 1954. 



"(B) Subparagraph (A) does not apply to- 
'Ti) the purchase or other acquisition by a hoapital or other health care entity 

which is a member of a group purchasing organization of a drug for its oivn use 
from the group purchasing organization or from other hospitals or health care 
entities whlch are members of such organization. 

"(ii) the sale, purchase, or trade of a drug or an offer to sell, urchase, or 
trade a drug by an organization described in subparagraph (~XiilfI) to a non- 
profit affiliate of the organization to the extent otherwise permitted by law, 

"(iii) a sale, purchase, or trade of a drug or an offer to sell, purchase. or trade 
a drug among hospitals or other health care entities which are under common 
control, 

"(iv) a sale, purchase, or trade of a drug or an offer to sell, purchaee, or trade 
a drug for emergency medical reasons, or 

"(v) a sale, purchase, or trade of a drug, an  offer to sell, purchase, or trade a 
drug, or the dispensing of a drug pursuant to a prescription executed in accord- 
ance with sectlon 50%). 

For purposes of this paragraph, the term 'entity' does not include a wholesale dis- 
tributor of drugs or a retail pharmacy licensed under State law and the term 'emer- 
gency medical reesona' includea tranafers of a drug between health care entities or 
from a health care entity to a retail pharmacy undertaken to alleviate temporary 
shortages of the drug arising from delays in or interruptions of regular distribution 
schedules.". 
SEC. 5. DISTRIBUTION OF DRUG SAMPLES. 

Section 503 (as amended by section 4 of thia Act) is amended by adding a t  the end 
thereof the following: 

"(dX1) Except as provided in paragraphs (2) and (3). no repmnta t ive  of a drug 
manufacturer or distributor may distnbute any drug sample. 

"(2XA) The manufacturer or distributor of a drug subject to subsection (b) may, in 
accordance with t h  paragraph. distribute drug samples by mail or common carrier 
to practitioners licensed to prescribe such d r u g  or, a t  the request of a licensed prac- 
titioner, to pharmacies of hoapitala or other health care entities. Such a distribution 
of drug samples may only be made-- 

"(i) in response to a written request for drug samples made on a form which 
meets the requiremente of subparagraph (B), and 

"(ii) under a system which requires the recipient of the drug sample to exe- 
cute a written receipt for the drug sample upon ita delivery and the return of 
the receipt to the manufacturer or distributor. 

"(B) A written requeat for a drug sample required by subparagraph (AKi) shall 
contain- 

"(i) the name, address, professional designation, and signature of the practi- 
tioner making the request. 

"(ii) the identity of the drug sample requested and the quantity requested, 
"(iii) the name of the manufacturer of the drug sample requested, and 
"(iv) the data of the request. 

"(C) Each drug manufacturer or distributor which makes dietributiona by mail or 
common camer  under thia paragraph shall maintain, for a period of 3 years, the 
request forms submitted for such distributions and the receipta submitted for such 
distributiona and shall maintain a record of distributions of drug samples which 
identifies the drum distributed and the recipients of the distributions. Forma, re- 

) 
ceipts, and records required to be maintained. under thin subparagraph shall be 
made ava~lable by the drug manufacturer or dutnbutor to Federal and State off- 
cials engaged in the regulation of drugs and in the enforcement of lawe applicable 
to drum. 

"(3) The manufacturer or distributor of a d m  subject to subsection (b) may, by 
me- other than mail or common carrier, distnfjute drug samples only if the man- 
ufacturer or distributor makes the d i s t r i bu t i o~  in accordance with subparagra h 
(A) and carries out the activities described in subparagraphs (B) through (D as $1- 
lows: 

"(A) Drug samples may only be distributed- 
"(i) to practitioners licensed to prescribe such drugs if they make a writ- 

ten request for the drug samples, or 
"(ii) a t  the written r uest of such a licensed practitioner, to pharmacies 

of hospitals or other hegth  care entities. 
A written request for drug s a m p l ~  shall be made on a form which contains the 
practitioner's name. address, and professional designation, the identity of the 
drug sample requested, the quantity of drug samples requested, the name of the 



manufacturer or distributor of the drug sample, the date of the request and sig- 
nature of the practitioner making the request. 
"(B) Drug manufacturers or distributors shall store drug samples under condi- 

tions that will maintain their stability, integrity, and effectiveness and will 
assure that the drug samples will be free of contamination, deterioration. and 
adulterat~on. 

"(C) Drug manufacturers or distributors shall conduct, at  leaat annually, a 
complete and accurate inventory of all drug samples in the passeesion of repre 
sentatives of the manufacturer or distributor. Drug manufacturem or distribu- 
tors shall maintain lists of the names and addresa of each of their representa- 
tives who distribute drug samples and of the sites where drug samples a re  
stored. Drug manufacturers or distributors shall maintain records for at least 3 
years of all drug samples distributed, destroyed, or returned to the manufactur- 
er  or distributor, of all inventories maintained under this subparagraph, of alI 
thefts or significant l~ileee of drug samples, and of all requests made under sub- 
paragraph (A) for drug samples. Records and lists maintained under this sub- 
paragraph shall be made available by the drug manufacturer or distributor to 
the Secretary upon request. 

"(Dl Drug manufacturers or distributora shall notify the Secretary of any sig- 
nificant loas of drug samplea and any known theft of drug samples. 
"(E) Drug manufacturers or distributora shall report to the Secretary any con- 

viction of their representatives for violatione of section 503cX1) or a State law 
because of the sale, purchase, or trade of a drug sample or the offer to sell, pur- 
chase. or trade a drug sample. 
"(F) Drug manufacturers or distributors shall provide to the Secretary the 

name and telephone number of the individual responsible for reaponding to a 
request for information respecting drug samplea.". 

SEC. 6. WHOLESALE DISTRIBUTORS. 
Section 503 (aa amended by section 5 of this Act) ia amended by adding a t  the end 

the followin 
(eX1)  at% rson who is engaged in the wholesale distribution of d r u g  subject 

to subsection and who is not an authorized distributor of record of such drum 
shall provide to each wholesale distributor of such drugs a stetement identifying 
each sale of the drug (including the date of the sale) before the sale to such whole 
sale distributor. Each manufacturer shall maintain a t  ita corporata officea a current 
list of such authorized distributors. 

"(2XA) No person may engage in the wholesale distribution in interstate com- 
merce of drugs subject to subection (b) in a State u n l e  such person is licenaed by 
the State in accordance with the guidelines h u e d  under subpar 

'YB, The Secretary s M l  by reguIation h u e  guidelines e sSk i : "min imum 
standard, tenm. and conditiona for the licensing of persona to make wholesale die- 
tributiolls in interstate commerce of d r u g  subject to subsection (b). Such guidelines 
shall prescribe requirements for the storage and handling of such drugs and for the 
establishment and maintenance of records of the distributions of such drugs. 

"(3) For the purposes of th,is subsection- 
"(A) the term ' a u t h o d  distributors of record' means those d,istributora with 

whom a manufacturer has established a n  ongoing relationship to distribute 
such manufacturer's products, and 

"(B) the term 'wholesale distribution' meana distribution of drugs subject to 
subsection (b) to other than the consumer or patient but dcea not include intra- 
company sales and dcea not include distributione of drug8 described in subsec- 
tion (cX3XBI.". 

9EC. 7. PENALTIES. 
(a) P R O H I B ~  Am.-Section 301 (21 U.S.C. 331) ia amended by adding at  the end 

t h ~  following: 
.(t) The importation of a drug in violation of section BOl(dX1). the sale, purchase. 

or trade of a drug or drug sample or the offer to sell. purchase. or trade a drug or 
drug sample in violation of section 503(c), the sale, purchase, or trade of a coupon. 
the offer to sell, purchase, or trade such a cou n. or the counterfeiting of such a 
coupon in violation of section 503(cX2), the distri%Dution of a drug sample in violation 
of section 503d) or the failure to otherwise comply with the requirements of section 
503(d), or the distribution of d r u g  in violation of section 503(e) or the failure to 
otherwise comply with the requirements of section 503(e).". 

(b) PENALRES.--S~C~~O~ 303 (21 U.S.C. 333) is amended- 
(1) by inserting "(1)" after "(a)", 



(2) by redesignating subsection (b) a s  paragraph (2) and by striking out "sub 
section (a)" in such subsection and inserting in lieu thereof "paragraph (I)", and 

(3) by insertizq after subsection (a) the following; 
"ibX1) Notwithstanding subsection (a), any person who violates section 301(t) be 

cause of an importation of a drug in violation of section 801(dXl), because of a sale, 
purchase, or trade of a drug or drug sample or the offer to sell, purchase, or trade a 
drug or drug sample in violation of section 503(c). because of the sale, purchase, or 
trade of a coupon, the offer to sell, purchase, or trade such a coupon, or the counter- 
feiting of such a coupon in violation of section S03(cX2), or the distribution of drugs 
in violation of section 503(eX2nA) shall be imprisoned for not more than 10 years or 
fined not more than $250,000, or both. 

"(2) Any manufacturer or distributor who distributes drug samples by means 
other than the mail or common carrier whose representative, during the course of 
the representatives employment or association with that manufacturer or distribu- 
tor, violated section 301W because of a violation of section 503(cX1) or violated any 
State law prohibiting the sale, purchase, or trade of a drug sample subject to section 
5036) or the offer to sell, purchase, or trade such a drug sample shall, upon convic- 
tion of the representative for such violation, be subject to the following civil penal- 
ties: 

"(A) A civil penalty of not more than $50,000 for each of the first two such 
violations resulting in a conviction of any representative of the manufacturer or 
distributor in any 10-year period. 
"(B) A civil penalty of not more than $1,000,000 for each violation resulting in 

a conviction of any-representative after the second conviction in any l0-+ 
period. 

For the purposes of this paragraph, multiple convictiom of one or more persons 
arising out of the same event or transaction, or a related series of eventa or transac- 
tions, shall be considered as one violation. 

"(3) Any manufacturer or distributor who violates section 301(t) because of a fail- 
ure to make a report required by section 503(dX3XD shall be subject to a civil penal- 
ty of not more than $100,000. 

"I4XA) If a manufacturer or distributor or any representative of such manufactur- 
er or distributor provides information leading to the arrest and conviction of any 
representative of that manufacturer or distributor for a violation of section 301(t) 
because of a sale, purchase, or trade or offer to purchase, sell, or trade a drug 
sample in violation of section 503(cX1) or for a violation of State law prohibiting the 
sale, purchase, or trade or offer to sell, purchase. or trade a drug sample, the convic- 
tion of such representative shall not be considered aa a violation for purposes of 
paragraph (2). 

"fB) If, in an action brought under paragraph (2) againat a manufacturer or die- 
tributor relating to the conviction of a representative of such manufacturer or die- 
tributor for the sale, purchase, or trade of a drug or the offer to sell, purchase, or 
trade a drug, it is shown, by clear and convincing evidence- 

"(i) that the manufacturer or distributor conducted, before the arrest of such 
representative for the violation which resulted in such conviction, an investiga- 
tion of eventa or transactions which would have led to the reporting of informa- 
tion leading to the arrest and conviction of such representative for such pur- 
chase, sale, or trade or offer to purchase, sell, or trade, or 

"(ii) that. except in the caee of the conviction of a representative employed in 
a supervisory function, despite diligent implementation b the manufacturer or 
distributor of an independent audit and security system L i g n e d  to detect such 
a violation, the manufacturer or distributor could not reasonably have been ex- 
pected to have detected such violation, 

the conviction of such representative shall not be considered as a conviction for pur- 
poses of paragraph (2). 

"(5) If a person provides information leading to the arrest and conviction of a 
person for a violation of section 301W because of the sale, purchase, or trade of a 
drug 'sample or the offer to sell, purchase, or trade a drug sample in violation of 
section 503(cX1), such p m n  shall be entitled to onehalf of the criminal fine imposed 
and collected for such violation but not more than $125,000.". 
SEC. 8. EFFECTIVE DATE 

(a) GENERAL Rum.-Except as provided in subsection 6). thie Act and the amend- 
ments made by this Act shall take effect upon the expiration of 90 days after the 
date of the enactment of this Act. 

(b) EXCEPTION.- 



(1) Section 503(d) of the Federal Food, Drug, and Cqrmetic Act (as added by 
section 5 of thls Act) shall take effect upon the expuatlon of 180 b y e  after the 
date of the enactment of this Act. 

(2) The Secretary of Health and Human Servicea shall by r tion issue the 
guidelines uired by setion 503(eX2XB) of the Federal Food. e, m d  Cam& 
ic Act (as a z e d  by section 6 of thY Act) not later than 180 d a p  after the &L. 
of the enactment of t h h  Act. Section %3(eX2XA) of such Act shall take effect 
upon the expiration of 2 yeam after the date such regulatione are promulgated 
and take effect. 

In response to a series of problems with the safety, efficacy, stor- 
age and handing of prescription pharmaceuticals identified in over- 
sight hearin and in the course of criminal and civil enforcement 
actions by l? ederal and state authorities in several areas of the 
country, the Committee legislation makes sigaificant changea in 
the national drug distribution system. The bill prohibits the reim- 
portation of prescription drugs except by the manufacturer or for 
emergency use, bans the sale, trade or purchase of drug samples, 
prohibite with certain exceptions the resale of prescription drum 
purchased by health care entities for their own use, mandatea stor- 
age, handling and accounting requirements for drug samples, p m  
hibits the wholesale distribution of drugs in interstate commem A 
from s t a b  which do not lice& wholesalers or whose licensing re- 
quirements do not meet minimum standards, and establiahee a 
range of criminal and civil penalties for violations of these provi- 
sions. 

The purpose of the legislation is to protect American consumera 
from mislabeled, sub tent, adulterated, expired, or counterfeit 
pharmaceuticals, whic go are being dispensed under existing law and 
practice, and to restore competitive balance in the marketplace. 

American consumers cannot purchase prescription druga with 
the certaintly that the products are safe and effective. Thie is not 
to say that the shelves of the Nation's pharmacies are lined with 
substandard producta, or that there are inadequate controls in the 
manufacturing roc-. Rather, the integrit of the distribution 
system is insu & cient to prevent the int nd uction and eventual 
retail sale of substandard, ineffective or even counterfeit pharma- 
ceuticals. 

Specificall the existence and method of operation of a whole 
sale submwEet, herein r e f e d  to as the "diversion market," p r e  
venta effective control over or even routine know1 e of the true 3 sourcea of merchandise in a significant number o cases. As a 
result, pharmaceuticals which have been mislabled, misbranded, 
improperly stored or shipped, have exceeded their expiration dates, 
or are bald counterfeits, are injected into the national distibution 
system for ultimate sale to consumers. Fortunately, while diversion 
ia commonplace, documented instances of harmful or ineffective 
merchandise reaching consumers through normal retail outlets are 
few. The legislation is designed to restore the in-ty and control 
over the pharmaceutical market necessa to elirmnate actual and . 

injury results. 
Te potential health and safety problem fore serious consumer 

C 



A significant volume of pharmaceuticals is being reimported to 
the United States as American Goods Returned. These gooda 
present a health and safety risk to American consumers because 
they may have become subpotent or adulterated during foreign 
handling and shipping. The ready market for reimports has also 
been a catalyst for the perpetration of a continuing series of frauds 
against American manufacturers, and has provided the cover for 
the importation of counterfeit pharmaceuticals in several cases. 
Moreover, the hazards associated with reimports have forced the 
Food and Drug Administration and the U.S. Customs Service to 
spend inspectional and other resources that are solely needed in 
other areas. 

The existing system of providing samples of harmaceutical 
products to physicians through manufacturers' s t i  es representa- 
tives invites abuse. The approximately eighty felony pleas obtained 
by the United States Attorney in Atlanta, many of which related 
directly to the misuse of drug samples, are but the late-at episode in 
a long history of misuse. Samples that are improperly sold, bar- 
tered, or exchanged often end up in the secondary market, where 
they become adulterated, misbranded or both. The propensity for . 
misbranded sample merchandise to appear in the diversion market 
also makes it easier for expired or counterfeit pharmaceuticals to 
be introduced into the wholesale distribution s tem. The produc- 
tion and distribution of samples, as well as e d" orta to police sales 
representatives, are costs that must be recouped by manufacturers 
in the sales price of regular producta. 

The distribution of drug samples to patients by practitioners li- 
censes to dispense harmaceuticals is a useful and valuable medi- 
cal twl. As noted !y the American Medical Association and the 
Pharmaceutical Manufacturers Association, the use of samples en- 
ables doctors to more quickly identify the appropriate drug therapy 
for a patient and at less cost. The availability of samples can also 
be beneficial in acute care situations and in circumstances where 
access to a pharmacy is d=cult because of distance, time of day, 
lack of transportation, or the like. The Committee bill is designed 
to retain the positive benefita of samples while providing for im- 
proved storage and handling, greater accountability and strong 
penalties for unauthorized distribution. 

The resale of prescription drugs by health care entities to per- 
, sons outside the corporate umbrella of the institution-such as a 

wholesaler-helps fuel the diversion market. Such sales, which are 
economical only because many manufacturers sell much more 
cheap1 to certain institutions than to wholesale customers, provide 

I an un 2 air competitive advantage to any wholesaler or retailer that 
can obtain the preferentially priced goods. Moreover, the resales % 

may well constitute fraud against the manufacturers, especially if 
the. health care institution is allegedly purchasing the goods for its 
own use. In any case, the practice contributes to the lack of ac- 
countability as to product source in the secondary market. 

The Committees' Subcommittee on Oversight and Investigations 
held eight days of hearings. Two reports by the staff of the Over- 



sight Subcommittee have been issued and the Subcommittee itself 
issued a formal report. 

At the first day of public hearings on July 10, 1985, David 
Nelson, Staff Economist, and Stephen Sims, Special Assistant, pre- 
sented testimony summarizing a preliminary staff report. This staff 
re rt, "Prescription Drug Diversion and the American Consumer: 
x a t  You Think You See May Not Be What You Get," waa pub- 
lished in June 1985 as Committee Print 99-R. 

On August 7, 1985, the Subcommittee received the testimony of 
Richard Allen, Senior Agent, Drugs and Narcotics Agency, State of 
Georgia. 

On September 19, 1985, the Subcommittee received testimony 
from: Stanley Kowitt, Pharmacist, New York City; Eddie Ronald 
Burklow, Southeast Regional Sales Director, Barr Laboratories; 
and Stephen Eckstein, President, R.E.A.C.T., Inc., Hewitt, New 
Jersey. 

On October 31, 1985, testimony was received from: Larry D. 
Thompson, United States Attorney, Northern District of Georgia, 
Atlanta, Georgia; Gale McKenzie, Assistant United Statea Attor- 
ney; Hal N. Helterhoff, Section Chief, Whitdhllar Crime Section, 
Criminal Investigation Division, Federal Bureau of Investigation, 
Washington, DC; and Robert C. Fay, Supervisory Special Agent, At- 
lanta Division, Federal Bureau of Investigation, Atlanta, Georgia 

On December 6, 1985, testimony was received from: Dr. John F. 
Schlegal, President, American Pharmaceutical Association, Wash- 
ington, DC; Dr. Joseph A. Oddis, Executive Vice President, Ameri- 
can Society of Hospital Pharrnacisb, Bethesda, Maryland; Fred T. 
MahafTey, Executive Director, National Association of Boards of 
Pharma , Park Ridge, Illinois; Ty Kelley, Vice Resident, Govern- 
ment d a i r s ,  National Association of Chain Drug Stores, Alexan- 
dria, Virginia; Dr. Charles M. West, Executive Vice President, Na- 
tional Assocation of Retail Druggists, Alexandria, Virginia; Ronald 
J. Streck, Vice President, Government Affairs, National Wholesale 
Druggist Association, Alexandria, Virginia; and Bruce J. Brennan, 
Senior Vice President and General Counsel, Pharmaceutical Manu- 
facturers Association, Washington DC. 

On July 10, 1986, the Subcommittee received teatimon from: 
David Nelson, Stafl Economist, Overs' h t  Subcommittee; fohn E. 
Barrett, Special Assistant, Oversight 3 ubcommittee; and Marvin 
Sander,  former Vice President, Interstate Drug Exchange, Inc., 
Plainview, New York. 

The Subcommittee also received testimony in executive session. 
An abridged transcript has been released, but the identity of the 
witness has been withheld. On thia date, a staff report, "Uncertain 
Returns: The Multimillion Dollar Market in Reimported Pharma- 
ceuticals," Committee Print 99-GG, was released. 

On July 15, 1986, testimony was received from: Dr. Frank E. 
Youn , Commissioner, Food and Drug Administration, Rockville, 
~ i r y f a n d ;  Edward R. Atkins, Director of Compliance, Orlando Dis- 
trict, Food and Dru Administration, Orlando, Florida; Martin E. 
Katz, Compliance A c e r ,  Orlando District, Food and Drug Admin- 
istration, Orlando, Florida; Robert H. Crowell, Compliance Officer, 
Boston District, Food and Drug Administration, Boston, Massachu- 
setts; Adam Trujillo, Acting Director, Office of Enforcement, Food 



and Drug Administration, Rockville, Maryland; and Michael R. 
Kravchuk, Consumer Safety Officer, Boston District, Food and 
Drug Administration, Boston Massachusetts. 

On July 16, 1986, testimony was received from: Franklin 2: Wick- 
ham, Executive Director, Ohio State Board of Pharmacy, Colum- 
bus, Ohio; Robert Cole, Investigator, Ohio State Board of Pharma- 
cy, Columbus, Ohio; Richard R. Grant, Chief Drug Inspector, De 
partment of Health and Rehabilitative Services, State of Florida, 
Tallahassee, Florida; Charles Sanchez, State Drug Inspector, De 
partment of Health and Rehabilitative Services, State of Florida, 
Tallahassee, Florida; Stephen Sims, Special Assistant, Oversight 
Subcommittee, Richard Allen, Senior Agent, Drugs and Narcotics 
Agency, State of Georgia, Atlanta, Georgia; and Thomas S. Mraa, 
Corporate Manager of Security, Bedon-Dickinson, Franklin Lakes, 
New Jersey. 

On March 31, 1987, the Subcommittee on Health and the Envi- 
ronment met in open session and ordered reported the bill H.R. 
1207 with amendment by a voice vote, a quorum being present. On 
April 8, 1987, the Committee met in open session and ordered re 
ported the bill H.R. 1207 with amendment by voice vote, a quorum 
being present. 

Pursuant to clause 2(1X3XA) of Rule XI of the Rules of the House 
of Representatives, the Subcommittee held oversight hearings and 
made findinp which were published in an April 1986 Subcommit- 
tee Report, 'Dangerous Medicine: The Risk to American Consum- 
ers from Prescription Drug Diversion and Counterfeiting," Commit- 
tee Print 99-2. The findings are r e f 1 4  in the report. 

Pursuant to clause 211X3XD) of Rule XI of the Rules of the House . .  . .  

of Representatives, no oversight findings have been submitted to 
the Committee by the Committee on Government Operatiom. 

In corn liance with clause 7(a) of Rule Xm of the Rules of the 
House of kep-ntatives, the Committee believe. that the bill will 
have no budget effed for fiscal year 1988. 

CONGRESSIONAL BUDGET O ~ C E  E~TIWTE 
U.S. &NC+a~ss, 

C~NGRE~~IONAL BUDGET OFFICE, 
Washington, DC, April 30, 1987. 

Hon. JOHN D. BNGELL, 
Chairman, Committee on Energy and Commerce, House of Repre- 

sentatives, Washington, DC. 
DEAR MR. CHAIRMAN: The Congressional Budget Office has re- 

viewed H.R 1207, the P r d p t i o n  Drug Marketing Act of 1987, as 



ordered reported by the House Committee on Energy and Com- 
merce on April 8, 1987. Enactment of this bill could result in in- 
creased costs to the federal government of up to $1 million in each 
year. The budgets of state and local governments would noh be af- 
fected directly by the enactment of this legislation. 

H.R. 1207 would place restrictions on the reimportation of pre  
scription drugs. It would make the sale, purchase or trade of p r e  
scription drug samples illegal and place new restrictions on the dis- 
tribution of samples. Most of the costa associated with the new re 
quirements established by the bill would be incurred by prescrip 
tion drug manufacturers. The Food and Drug Administration 
(FDA) would be responsibile for issuing guidelines for the licensing 
of wholesale distributors and approving proposed sample r uest 
form. FDA would also be the agency notified in the case of t eft, 
diversion or logs of prescription drug samples. 

"6 
FDA would have enforcement authority, as they currently have 

over all aspects of the Food, Drug, and Coametic Act. It is not clear, 
however, how FDA might choose to enforce thie legislation. H.R 
1207 could require FDA to conduct more extensive reviewe of man- 
ufacturers' drug import records and of physicians' sample distribu- , 
tion records. Enforcement could a h  include eurveillance of hospi- 
tals and other health care facilities. 

FDA has estimated that a similar bill introduced last year could 
result in increased workloads requiring an additional 30 full-time 
equivalents at  a coet of $1.5 million each year. In August 1986, 
FDA issued a reimportation alert and devoted additional personnel 
to monitoring reimported American oods. CBO e that the 
$1.5 million in coeta each year would & offset s h c p  prhape 
$0.5 million, since enactment of H.R. 1207 wo % d a uplicate this 
effort. Actual cceta would depend largely on the level of enforce- 
ment activities undertaken by the agency and the extent to which 
FDA would expand to accommodate the increased workload. 

Please call me or have your staff contact Carmela Dyer (226- 
2820) if ou have any questions. 

With & wishes, 
Sincerely, 

EDWARD M. G ~ c H ,  
Acting Dimtor. 

INPWTIONARY IMPACT STATEMENT 
Pursuant to clause 20x4) of Rule XI of the Rules of the House of 

Representatives, the Committee makes the following statement 
with regard to the inflationary impact of the re rted bill: The 
Committee believes that the cost to pharmaceuti c a r  manufacturers 
of the legislation will be equalled or exceeded by the savings result- 
ing from the sectiona on reimportation and reaalea by health care 
institutions. Wholesalers and retailer will benefit from the &ions 
that prohibit unfair and anticompetitive practices by diatributore. 
Consumers will be spared from currently existing health and safety 
risks and will not have their prescription drug costs increased as . 
the result of this bill because the benefit of the lower wholesale 
prices available in the diversion market are absorbed by middle /' 
men and are not passed on to the ultimate consumer. 



SECI?ON-BY-SEC~ON ANALYSIS AND C O m  VIEWS 
Section 1-Short title 

Subsection (a) provides that the A d  may be cited as the "Pre 
scription Drug Marketing Act of 1987." Subsection (b) providee that 
all amendments or repeals are to the Federal Food, Drug and Coa 
metic Act (FDCA). 
Section 2-Findings 
This section summarizes the primary findings of the Subcommit- 

tee on Oversight and Investigations in its April 1986 report on its 
investigation of the threat to the public health posed b p r d p  
tion drug diversion and counterfeiting, "Dangerous M $I 'cme: The 
Risk to American Consumers From Prescription Drug Diversion 
and Counterfeiting," Committee Print 99-2. These findings form 
the basis for amending the FDCA to ensure the safety and efficacy 

United Statea by restricting 
which have resulted ha 

reaching Ameri- 
can consumers. 

/ - Section 3--Reimportation 

This section amends Section 801 of the FDCA to rohibit the 
reimportation of U.S.-produced pharmaceuticals except \ y the man- 
ufacturer of the product or as authorized by the Secretary of 
Health and Human Services for emergency purpoeea [21 U.S.C. 
3811. 

Reimported pharmaceuticals threaten the American public 
health in two ways. First, foreign counterfeite, falsely described ae 
reimported U.S.-produced drum, have entered the distribution 
system. Second, proper storage and handling of legitimate pharma- 
ceuticals cannot be teed b U.S. law once the drugs have 
Left the boundaries, o m n i t e d  States. 

A broad exception has been made for pharmaceuticals r e  
turned to the manufacturer from abroad This exception is necee 
sary to avoid interference with usual and customary businem prae 
tice by asaurin that pharmaceuticalr, which have been recalled or 
damaged or ot k, emvim become unsuitable for distribution to con- 
sumera will be returned to the original manufacturer. 

A limited exception is also provided for the Secretary of Health 
and Human Services to authorize reimportations, on a case-by- 
basis, of pharmaceuticals needed for emergency medical care. 
Section 4 - - S a h  Restrictions 

Thia section amends Section 503 [21 USC 3531 of the FDCA to 
create a new subsection (c) which prohibite the selling, purchasing, 
trading or offer to sell, purchase or trade a drug sample. It also 
prohibit8 resales by hospitals and other health care entities of 
pharmaceuticals except under certain circumstances. 

In order for a drug sample to be resold to an ultimate consumer, 
it must be removed from its 

p"- 
and, often physically adul- 

terated to remove the "sarnp e" designation from the pill or cap 
sule. Recalla become impossible and outdated hannaceuticals have 
been commingled with adulterated samples. & ion 5OXcXll would 



make the sale, purchase or trade of drug samples, or the offer to 
sell, purchase or trade drug samples per w illegal. 

The term "sample" is defined as a unit of a drug, subject to s u b  
section (b), which is not intended to be sold and, in fact, is intended 
to promote the sale of the drug. Pharmaceutical manufacturers 
and distributors have had a long established practice of providing 
samples of their prescription drugs to physicians and other practi- 
tioners licensed to prescribe such drugs who, in turn, provide them 
to their patients. The ostensible purpose is to acquaint the practi- 
tioner with the therapeutic value of the medication and thus en- 
courage the written prescription of the drug. Samples are usually, 
though not always, packaged differently than regular stock pack- 
ages sold to retail pharmacies, often in smaller dosages and/or in 
packaging clearly marked with the word "sample" or some equiva- 
lent statement. In no case would a sample include drugs provided 
physicians or other licensed practitioners for investigational use 
under Section 505(i) of the FDCA. Of course, the distribution must 
be in strict conformance with the FDA's LND regulations in order 
for the drug to qualify as one for investigational use. 

In Section 7, violation of this provision is made a felony punish- 
able by up to 10 years in prison or a fine of up to $250,000 or both. 
The Pharmaceutical Manufacturers A s d i t i o n  expressed concern lf: 
that under the Park doctrine1 officers or executivw of their 
member firm might face criminal liability involving these Bevere 
penalties merely because one of their salea representatives was 
convicted of purchasing, selling or trading, or offering to purchase, 
sell or trade drug samplee. To allay this concern, the Commit* 
inserted the following sentence in 503(cXl) "Nothing in this para- 
graph shall subject an officer or executive of a drug manufacturer 
or distributor to criminal liability solely because of a sale, pur- 
chase, trade, or offer to sell, purchase or trade in violation of this 
paragraph by other employees of the manufacturer or distributor." 

The Committee d m  not mean to imply that a correct reading of 
US. v. Park would confer criminal liability on the officera or exec- 
utive of any company solely because of the violative behavior of 
other employees of the company. 

Paragraph (12x2) was included to deter the abuse of coupons, 
which are not themselvw samples but which may be exchanged for 
a sample dosage of regular pharmaceuticals from a pharmacy 
when accompanied by a valid prescription. Trafficking in or coun- 
terfeiting of coupons would be prohibited. 

4 
Section 503(cX3) would prohibit resales of pharmaceuticals by 

hospitals and other health care entities or charitable organizations 
with certain exceptions. Thia rovision ie intended to cover reaalw 
by both for profit and nonpro t health care entities. These inatitu- 

T ically receive discount prices, substantially below the aver- 
age w olesale price (AWP) for pharmaceuticals, based on their 
status as a health care entity or charity. When hospitals or other 
health care entities obtain pharmaceuticals at favorable pricea and 
then resell those drugs a t  a profit, they are unfairly competing 
with wholesalen and retailera who cannot obtain such a favorable 



price. Such resales may defraud manufacturers, who are led to be- 
lieve that the drugs are for the use of the health care entity. In 
any case, these resales reward the unscrupulous and penalize the 
otherwise honest and efficient wholesaler or retailer while fueling 
the diversion market. 

Several important exceptions to the resale ban are provided for 
in 503(3XB) to allow for legitimate commerical activity and the pro- 
vision of health care to patients. The purchase or acquisition of 
pharmaceuticals by a health care entity that is a member of a 
group purchasing organization is allowed, as are transfers between 
members of the organization. The same exception applies to health 
care entities that are under common control. A charitable institu- 
tion as described in section 501(cX3) of the Internal Revenue Code 
of 1954 is permitted to sell or transfer pharmaceuticals to a non- 
profit to the extent otherwise permitted by law. 

Health care entities can dispense drugs to their patienta pursu- 
ant ta a valid prescription. This section contains a general excep 
tion for emergency medical reasons which include transfers be- 
tween health care entities, who may have temporarily run out of a 
drug, and even transfers from health care entities to retail phar- 
macies. This exemption was provided so that, for example, hospi- 
tals might act as suppliers of last resort to community pharmacies 
in rural areas. It is intended to cover the situation when a pharma- 
cy runs out of a medication needed to fill a prescription, it may 
borrow a stock package from the hospital pharmacy and replace it 
when the drug is received from ita regular distribution source. 

Health care entities are defined for the purpose of section 
503(3XA) to exclude wholesale distributors or retail pharmacies. 

Section 4 of the bill is not intended to limit nonremunerative 
transfers of prescription drugs from a group model health mainte- 
nance organization (HMO) to a contracting physician or group of 
contracting physicians for dispensing in the course of treatment of 
patients. 

Group model HMOs generally contract with a physican group 
practice, usually on a capitation basis, to provide health care serv- 
ices to the HMO members. Typically, the HMO or ita hospital pur- 
chases prescription drugs for use in the treatment of the physician 
group's patienta. In some cases, those drugs may be transferred 
physically without charge or cost to physicians in the group prac- 
tice for dispensing in the course of treatment of individual patients 

L Any revenue derived from dispensing the drug is revenue of the 
HMO. This section is not intended to affect these practices. 
Section 5-Distribution of Samples 

This section amends section 503 of the FDCA by adding subsec- 
tioh 503(d). It establishes conditions with which a manufacturer or 
distributor must comply in order to be quaWd to distribute Sam- 
ples to licensed practitioners. This section permita samples to be 
distributed by either of two sysbms. One system involves use of 
the mail or common carrier and the other is the physical distribu- 
tion by company representatives. Coupons, which are not samples, j 
are an alternative means of providing sample doses and are not - 1  
subject to 503(d) restrictions. 



Drug samples may only be distributed to practitioners licensed to 
prescribe such drugs. If the practitioner requesta, the sarn les may 
be distributed to the pharmacy of a hospital or other healt e institu- 
tion with which the practitioner is The Committee un- 
derstands that the storage, handling and accounting for of Sam le 
drugs in health care institutions is generally more easil and e 2 ec- 
tively accomplished by the pharmac than by individud ractition- r em. While maintaining the princip e that samples shot8d only be 
distributed to practitioners licensed to prescribe them, the Commit- 
tee wishes to encourage health care institutions to allow qualified 
pharmacists to ph sically handle samples. The pharmacy would act 
as custodian for t K e physician or other practitioners and would be 
subject to the prohibition found in section 503(cX1) against the sale, 
purchase or trade of drug samples. 

To receive samples, practitioners are  required by subsections 
(dX2XB) and (dX3XA) to sign a request form which containa the 
practitioner's name, address, professional designation, type and 
quantit of drug sample, name of the manufacturer or distributor 
of the d rug sample and the date. With regard to the identity of the 
drug sample, manufacturers or distributors could comply with this 
requirement either through a written description or a unique nu- 
merical code designating the product name, strength and number 
of units per package. However, if such a code designation is used, 
the code muat be clearly translated on the form itself so that the 
licensed practitioner is fully aware  of the product, strength and 
quantity he is requesting by affixing his signature to the request 
form. 

It is the Committee's intent that such a r uest must be made 
each time a physician wants samples. A stan& written request 
from a physician for samples to be distributed' periodically would 
not satiafy the requirements of thia provision. 

Under the bill, manufacturers or distributors will be free to use 
outside contractors, such as mail-order houses, to handle the distri- 
bution. Of course, use of such an outside firm would not relieve the 
manufacturer or distributor of any of its obligations under this sec- 
tion. Moreover, manufacturers or distributors will also be free to 
establish systems to process requests for samplea from physiciane 
as expeditiously ae poesible. In order to expedite delivery of re- 
quested samples, such system could include electronic transmis- 
sion of practitioners' requeata to the manufacturer's or distributor's 
distribution center, as long as the actual signed requests from the , 
ph sicians are promptly transmitted as well. E6r those manufacturera or distributors who ch- to use the 
mail or common carrier method of sample distribution, section 
503(dX2XAXii) requires that they establish a sy&m which requires 
a written receipt from the practitioner, or a responsible person in 
the office of the practitioner, confirming the fact of delivery. Sec- 
tion 503(dX2XC) requires manufacturers or distributors to maintain 
for a period of three years, both the request and receipt forms and 
to marntain records which would identify the drug distributed and 
the reci ienta of the distribution. 

The & mmittee believes that the least burdensome way for such 
manufacturers or distributors to comply with thia requirement 
would be to send the samples by mail or common carrier such aa 



UPS "return receipt requested." However, this does involve some 
expense and it is not the only method by which this requirement 
may be satisfied. A manufacturer could develop a system whereby 
samples are shipped through the mail or by common carrier enclos- 
ing a business reply card unique to the particular shipment ,in lieu 
of a carrier return receipt. This business reply card would need to 
be signed b the recipient of the sample upon each delivery and re- X turned to t e manufacturer. However, in order to adequately satis- 
fy the intent of this legislation, a supplementary monitoring 
system would also need to be established by the manufacturer or 
distributor to examine request forms and returned carrier receipts 
or business reply cards to ascertain whether distinct patterns of 
non-returned reply cards exist. 

Whether the distributions are made by carrier return receipt or 
business reply cards, manufacturers or distributors would not be 
expected to equate each and every delivery and receipt; however, 
an adequate monitoring system would necessarily need to detect in- 
stances where non-return patterns exist. It would be incumbent 
upon the manufacturer or distributor to investigate non-return pat- 
terns. In the case where the manufacturer or distributor elects to 

., use a business reply card, the maunfacturer or distributor must 
condition the delivery of samples upon the practitioner's agree 
ment to return the business reply cards. The Committee ex 
that its intent that the written receipt be used to assure that 8"" eliv- 
ery of drug samples is limited to qualif~ed recipients will be the 
predominant concern of enforcement officials. Particularly in the 
early stages of the implementation of any mail or common system, 
it cannot be expected that a manufacturer or distributor will be 
able to achieve perfect correspondence between written requests 
and receipts. However, the system must achieve sufficient returns 
for a manufacturer or distributor to achieve confidence that its 
drug samples are being delivered to the requesting practitioner and 
that patterns of nondelivery can be identified. 

Section 503(dX3) contains the conditions under which manufac- 
turers or distributors may employ their representatives to physical- 
ly deliver drug samples to practitioners. The Committee was very 
concerned about testimony in Subcommittee hearings and evidence 
obtained by the staff indicating serious deficiencies in the storage 
and handling of sample drugs. Storage for weeks or months in un- 
insulated garages, minilockers, or automobile trunks in hot or 

A humid climates could result in loss of potency. Damage by water or 
. C pests could cause adulteration. Theft is another problem. All of 

these concerns are intended to be addressed by the requirement in . 503(dX3XB) that manufacturers or distributors store samples under 
conditions that maintain their sterility and potency, especially 
those samples in the possession of their sales representatives, until 
such time as they are physically conveyed to the practitioner. 

The recordkeeping requirements described in subparagraph 
503(dX3XC) are an essential component of the overall sample con- 
trol system. Although a complete inventory and account balancing 
is on1 required once per year, it is anticipated that manufacturers 

A and d istributors will maintain an  inventory control system which 
will provide both the company and the Secretary with a reasonably 
accurate status of the sample program a t  any point in time. The 



Committee expects that the companies will exercise due diligence 
in the implementation of the audit system and act promptly on the 
information developed from the audits. 

While not specified in the legislation, the Committee ex& that 
all records required by this section will be made available upon 
reasonable request to the appropiate state regulatory bodies and 
other state and local officials charged with enforcing drug laws. Be- 
cause of the severity of the civil sanctions against firms which do 
not control the abuse of samples by their salesmen, the Committee 
felt it ony necessary to mandate that sample distribution records 
be made available to the Secretary. The manufacturers or distribu- 
tors which chocae to distribute samples by mail or common carrier, 
and hence are not subject to civil penalties for the diversion of 
drug samples by their employees, are  specifically required by sec- 
tion 503(dX2XC) to make the forms, receipts and records associated 
with the distribution of drug samples available to aU Federal and 
state officials engaged in the regulation of drugs and in the en- 
forcement of l a m  applicable to drugs. 

Section 503(dX3XD) requires the reporting of any swcant loss 
and all known thefts of drug samples. No obligation to investigate 
beyond that required in other sections of the bill is implied by this 
paragraph. Moreover, a discrepancy is not a theft unless it is 7 
known to be a theft. The Committee intenda that the Secretary - 
apply a rule of reason in determining what constitutes a signifcant 
loss. For example, a small discrepancy in the total invento 
multimillion dollar company is not simcant. However, the T o f a  oee of 
a hundred pills or tablets of a particular drug by one sales repre 
sentative in one quarter may be significant. 

Of course, a bookkeeping imbalance is not a lose. The Committee 
believes that it would be counterproductive for the Secretary to be 
inundated with reports of small inventory discrepancies which are 
likely to be remedied in the normal course of audits or other meth- 
ods of inventory control. 

A key provision of this section is found in subparagraph 
503(dX3XE) which requires drug manufacturers or distributors to 
notify the Secertary whenever one of their representatives is con- 
victed of the sale, purchase or trade, or offer to sell, purchase or 
trade a drug sample in violation of section 503(cX1) or applicable 
state law. The Committee intends that this notification will trigger 
the proceedings to collect civil penalties outlined in section 7. The 
Secretary is expected to establish procedures for the prompt notifi- 
cation of the Department of Justice of all convictions and whether 
or not other such convictions have been obtained in the case of 
other representatives of the manufacturer or distributor over a 
rolling ten year period. 

Section 503(dX3XF) requires that drug manufacturers and distrib- 
utors keep the Secretary informed of the name and telephone 
number of the individual responsible for supplying information m 
garding drug samples. 
Section 6- WholesaZe Distributors 
This section amends section 503 of FDCA by adding a new sub- 

section 503(e). This provision is designed to restore accountability 



to the wholesale sector of the pharmaceutical market, and to p re  
vent the wholesale distribution of prescription drug products. 

The Oversight Subcommittee's investigation found that most of 
the drugs that were counterfeits, stolen, expired, or obtained 
through fraud were handled by secondary wholesalers, who were 
not authorized to distribute that manufacturer's product. Thus, the 
requirement in this section that wholesale distributors must inform 
their wholesale customers of all previous sales of the product a 
plies only to wholesale distributors who are not authorized d i s t x  
utors for that product. Authorized distributors, as defined, are 
exem t from this requirement. Unauthorized distributors are those ! distri utors who do not have an on oing business relationship with 
a manufacturer to provide who1 edf e distribution of that manufac- 
turer's products. Unauthorized distributors will be required to cer- 
tify in writin to drug wholesalers the source and place from which 
they ob ta inJ  the drugs. Manufacturers will be required to main- 
tain, for public review, a current list of all authorized distributors 
of record. 

Subparagraph 503(eXZXA) is intended to ensure that any person 
or firm engaging in the wholesale distribution of pharmaceuticals 
to any person or firm for resale shall be licensed in the state in 
~ h i c h  it does business and that the state licensing requiremenis 
meet certain minimum standards. The mere shipment of pharma- 
ceuticals into a state would not trigger the requirement that the 
distributor be licensed in that state. However, the operation of a 
facility from which a wholesaler makes shipments outside the state 
would trigger the licensing requirement with respect to the state in 
which the facility is located. 

Subparagraph 503(eXZXB), requires the Secretary of Health and 
Human S e ~ c e s  to issue guidelines which will assure uniform 
standards covering the proper stor e and handling of pharmaceu- 
ticals by wholesale distributors  out regulatory duplication a t  
the state and Federal level. The Committee recommends to the Sec- 
retary the model developed by the National Association of Boards 
of Pharmacy for his consideration when establishing the guidelines 
for state regulation of wholesale distributors of pharmaceuticals. 

The Committee believes the NABP model would provide for 
sound and prudent regulation. In particular, the Committee be- 
lieves that the recordkeeping provisions of the model guidelines 

'I 
which rely on commercial invoices will provide adequate account- 
ability without im ing unnecessary and burdensome papework 

L I on the legitimate w R" olesale distributors and their customers. 
It is the expresa intent of the Committee that the scope of section 

6 include distribution by chain drug warehouses, wholesale drug 
warehouses, and all sellers of prescription drugs in wholesale uan- 
tities to persons or firms other than the consumer or patient.g\lith 
respect to section 503(eX1), intracompany sales, i.e., the distribution 
between divisions and companies having the same ownership, are 
excluded. 

The Committee recognizes that the wholesale pharmaceutical 
distribution system is based upon contracts of sale whereby each 
party assumes, as well as relies upon, the good faith and veracity of 
the other party. The Uniform Commercial Code assumes such 
mutual good faith of the parties to facilitate all commercial trans- 



actions. In this connection, the Congress believes that the guaran- 
tee provision found in section 303(c) of the Act which is based upon 
the good faith of the buyer and seller, is duly applicable to whole- 
sale distributors of prescription pharmaceuticals. Thus, wholesale 
drug distributors covered by these amendments who obtain in good 
faith a guarantee from their supplier as to representations made 
concerning the marketing history of the drug product and the 
status of that sup lier, i.e., licensed under applicable state law and 
"authorized distri ! uton of record" of a drug manufacturer, in ac- 
cordance with section 503(eX1), fall under the protections of section 
303(c) of the Act. 

Section ?-Penalties 
This section amends Section 301 of the FDCA to add several pro- 

hibited acts to the statute [21 U.S.C. 3311. Section 301(t) would 
define the following as prohibited acts under the FDCA. 

(1) the importation of a drug in violation of section 801(dXl); 
(2) the sale, purchase or trade, or offer to sell, purchase or 

trade a drug or drug sample in violation of 503(c); 
(3) the sale, purchase, trade, or offer to sell, purchase or 

trade or the counterfeiting of a coupon as defined in section 
503(cX2): c4 ., 

(4) the distribution of a drug sample in violation of sec t iod  
503(d), or failure to otherwise comply with section 503(d); or ' 

(5) the failure to comply with the requirements of subsection 
503(e). 

Each of these newly prohibited Acts are discussed in the applica- 
ble sections of this report. 
This section also amends Section 303 of the FDCA [21 U.S.C. 

3331. It combines subsections (a) and (b) into a single subsection and 
adds a new subsection (b). Subsection (bX1) makes certain violations 
felonies by imposing penalties of im risonment for not more than 
ten years or finea of not more than %250,000 or both. These felony 
penalties apply to violations of section 301(t) because of an importa- 
tion of a drug in violation of 801(dX1) or because of a sale, purchase 
or trade, or offer to sell, purchase or trade of a drug or drug 
sample in violation of section 503(c), or because of the sale, pur- 
chase or trade, or offer to sell, purchase or trade, or counterfeiting 
of a coupon as specified in 503(cX2), or because of the distribution 
of drugs by an unlicensed wholesaler in violation of section 
503(eX2XA). Subsection (bX2) provides civil penalties for drug manu- 
facturers of distributors whose employees violate section 301(t) by { 
buying, selling or trading, or offering to buy, sell or trade drug 
samples as prohibited by section 503(cX1) or state laws which pro- 
hibit the purchase, sale or trade, or offer to purchase, sell or trade 
drug samples.;The civil penalties can only be triggered by convic- 
t i p  of one or more representatives of a drug manufacturer or dis- 
tributor in a Federal or state court. 

In both section 5 and section 7, the Committee uses the term 
"representative" to describe the individual who may physically d e  
liver drug sam les for a manufacturer or distributor to a licensed 
practitioner. &ese individuals are most commonly described as 
representatives, sales representatives, salesmen, or detailmen. In( . 
this context, when using the term "representative", the Committee 



intends to include anyone who, for compensation or hire, makes 
drug sample distributions for a particualr firm. It does not include 
the employees of common carriem. 

Despite decades of abuse of drug samples by manufacturem sales ' 
representatives, the Pharmaceutical Manufacturers Association 
argued strongly that it was possible for their member companies to 
adopt audit and security systems which would end the abuses. 
Acting on this assurance, the Committee decided to continue to 
permit manufacturers and distributors to physical1 dispense drug 
samples through their representatives and to provi d e for large civil 
penalties to be levied on those companies whose audit and security 
systems prove inadequate to prevent abuse. Subsection (bX2) p r e  
vides that for the first two convictions for unrelated violatione of 
Federal or state law regarding the purchase, sale or trade, or offer 
to purchase, sell or trade drug samples by their representatives in 
any ten-year period, the manufacturer or distributor shall be liable 
for a civil frne of not more than $50,000 for each violation. Howev- 
er, for each violation by a representative or representatives of the 
manufacturer or distributor resulting in a conviction after the 
second conviction in any 10 year period, the manufacturer or dis- 
tributor will be liable for a civil penalty of not more than $1 mil- 

, ion. 
For purposes of this subsection, multiple convictions of one or 

more persons arising out of the same event or transaction or a r e  
lated series of events or transactions shall be considered as one vie 
lation. 

Subsection (bX3) creaM a civil penalty of not more than $100,000 
for any drug manufacturer or distributor who violates section 
301(t) by failing to report to the Secretary any conviction of their 
representatives for violations of Section 503(c) or state law because 
of the sale, purchase or trade, or offer to sell, purchase or trade, a 
drug sample. This is in addition to any criminal liability which 
may attach to a manufacturer or distributor as a result of a failure 
to report such convictions in violation of section 301(t). 

Subsection (bX4XA) absolves a drug manufacturer or distributor 
from civil liability for a particular violation by a representative of 
such manufacturer or distributor if the company itself provides the 
information leading to the arrest and conviction of such employee 
for a violation of section 301(t) because of a sale, purchase or trade, 
or the offer to sell, urchase or trade a drug sample in violation of 
section 503(cXl) or f or a violation of state law prohibiting the sale, 
purchase or trade, or offer to sell, purchase or trade a drug sample. 

Subsection (bX4XBXil absolvea a drug manufacturer or h t r ibutor  
from civil liability provided they show by clear and convincing evi- 
dence that the manufacturer or distributor was conducting a good 
faith investigation of the eventa or transactions which resulted in 
the arrest-and conviction of one or more of their representatives 
for selling, purchasing or trading, or offering to sell, purchase or 
trade drug samples and that that investigation would have led to 
the reporting of information leading to the arrest and conviction of 
that employee or employees had not state or Federal law enforce 
ment officials filed charges against the employee or emplo ees 
xfore the manufacturer's or distributor's investigation coul d be 
sufficiently complete to merit referring the information to law en- 



forcement authorities. The Committee intends that this defense 
apply only to active, credible internal investigations and not the 
mere accumulation of incriminating information in the company 
files. Of course, the company's history of' cooperation with state 
and federal law enforcement and regulatory bodies, idcluding its 
response to reasonable requests for records, would be a factor in 
the determination of whether their internal investigation was in 
good faith and would have led to a reporting of the necessary infor- 
mation. 

Subsection (bX4XBXii) creates one additional exce tion to the civil 
liability of drug manufacturers or distributors wE0se representa- 
tives are caught abusing drug samples. It  is included only to cover 
truly extraordinary circumstances where a company was making a 
maximum effort to detect abuses of its sample distribution system 
but was still victimized by one of the representatives The purpose 
of this exception is to require manufacturers to design and effec- 
tively implement an audit and security system that has a very high 
probability of detecting a violation. It  creates a performance stand- 
ard for such audit and security systems. They must be "designed to 
detect violations." The Committee intends a very strong presump 
tion that if the systems fail to detect the abuse of samples by 
employee of a pharmaceutical manufacturer prior to the discover 
by state or Federal law enforcement officials, then the audit an 

would not be applicable. 
security system of that manufacturer is deficient and this defense 

Only in extremely rare cases would a company be able to asaert 
that no audit and security system could be expected to detect aber- 
rant behavior. For example, a new employee who had undergone a 
rigorous security check nor  to hire ia caught sellin sarnplea ' 

before the initial audit ~ P h i r  records could reasonably L ve been 
expected to occur, or an employee commits a violation because of 
mental incompetence. Even in such a case, the company would 
bear the burden of demonstrating by clear and convincing evidence 
that its audit and security systems would have detected the abuse 
of samples but for the extraordinary nature of the violation. 

The Oversi h t  Subcommittee acquired the disciplinary records of 
nine large p farm aceutical manufacturers for a fiveyear period. 
Most cases involved prior detection by state or Federal law enforce- 
ment officials. All cases involved falsified or incomplete recorda of 
the d isp i t ion  of samples. Any audit and security system sufficient 
to meet the “designed to detect" performance standard must be ca-. 
pable of detecting falsified or incomplete records. 

A showing that the audit system was in line with the prevailing ' 
industry standard would, in itself, be insufficient to avoid liability 
under paragraph (ii). Rather, the company would be required to af- 
firmatively demonstrate the scope and effectiveness of the audit 
and security systems in detecting a broad range of potential viola- . tions. 

Of course the audit and security system must include a mecha- 
nism for collecting data on sample distribution and the forwarding 
of this data at least monthly to appropriate security personnel. But 
the system cannot stop here. Specifically, the system must be d 
signed to detect falsification of sample delivery forma of 
For example, a sales representative could alter a physician's r 



quest to reflect that he or she left twice the number of samplea 
with a physician than was actually left, and sell or trade the 
excess. In this case, the inventory and distribution records for that 
sales representative would appear to be in balance. Thus, the audit 
system must go well beyond a mere reconciling of the books, and 
must include enough visits to recipient practitioners' offices on a 
timely enough basis so as to establish, in a statistically reliable 
number of cases, that the samples said to have been delivered to 
the practitioner's office by the sales representative were actually 
delivered. Further, the visits must be of sufficient frequen 
tablish in the minds of the sales force the reasonable pro ability 
that the employer will detect any abuses. 

K b e b  
The Committee doea not intend that the practitioner must per- 

sonally give such verification, but only that a responsible person in 
the office, the receptionist, nurse, etc., do so. Nor does the Commit- 
tee intend this section to require that a manufacturer or diatribu- 
tor inquire into the use of samples given to a practitioner by a 
sales representative, or in any other way intrude into the phyai- 
cian/patient relationship. Specifically, the Committee doea not 
intend to impose upon a manufacturer or distributor any reaponsi- 

.r bility to investigate the practitioner recipient of samples. An effec- 
i tive s tem is one which verifies as indicated above, the delivery of 

samp r es as reported by sales representatives. 
Such visits must be done without the advance knowledge of the 

sales representatives or their supervisors. During visita to practi- 
tioners offices, auditors should also inquire if any samples, such as 
those whose expiration date haa been reached, have been returned 
to the sales representative. 

The operation of the audit system must also meet the t& that it 
is performed by person8 independent of the sales force. To do other- 
wise would be tantamount to letting the fox guard the chicken 
coop. System managers must also require immediak reportin of 
losses, thefts, and the receipt or know1 e of any offer to vio ate '='t Y 
the provisions relating to sam le distri ution. While the audit 
system must be independent o f t  R e marketing function of a compa- 
ny, i t  is not required to be outaide the company. 

Fmally, the ability to demonstrate that a conviction by a repre- 
sentative under this subparagraph should not count toward the 
civil penalty provisions is not available in convictions involving su- 
p e d r y  personnel. It ia one thing to argue that the company 
should not be penalized because of the unpredictable behavior of ita 
lower level employees, in this caae, sales representatives. But it ia 
quite another to contend that the actions of supervisors, who 

, occupy r t i o n s  reflecting an enhanced level of tnmt and respond- 
bility, s ould not affect the company. 

Subsection (bX5) provides that any person providing information 
leading to the arrest and conviction of a rson for the purchase, 
sale or .trade, or the offer of purchase, sel r or trade a drug sample 
shall be entitled one-half of the criminal fine collected, up to a 
maximum of $125,000. 

, Section 8-Effective Date 
: With several exceptions, all provisions of the legislation take 

' effect 90 days after the date of enactment. One exception is that 



the Secretary is required to issue guidelines within 180 days of en- 
actmen t under 503(eX2XB) that establish minimum standards, 
terms and conditions for the licensing by the states of wholesale 
distributors that en e in interstate commerce. Further,. the r e  
quirernent in 503(eX fT X that wholesale distributors that engage in 
interstate commerce be licensed by a state in accordance with the 
minimum standards issued by the Secretary does not take effect 
until two years after the effective date of the regulations. 
The requirements for the distribution of sample drugs continued 

in section 503(d) do not take effect until 180 days after enactment. 

In com liance with clause 3 of rule XIII of the Rules of the iL House of presentatives, changes in existing law made by the bill, 
as reported, are shown aa follows (existing law proposed to be omit- 
ted is enclosed in black brackets, new matter ia rinted in italic, 
existing law in which no change is proposed is s k' own in roman): 

C-R LII-PROHIBITED ACTS AND PENALTIES I I 

SEC. 301. The following a d s  and the causing thereof are hereby 
prohibited: 

(a) 

(t) The importation of a drug in violation of section 801(dM), the 
sale, urchase, or trade of a d m  or dmg sample or the offer to sell, 
pun: l' use, or trade a drug or f rug sample in violation of section 
503(c), the sale, pumhase, or trade of a coupon, the o er to sell, pur- 
chase, or trade such a cou n, or the counterfeiti o F such a coupon 
in violation of section 50.&2), the distribution y a  .drug sample ,in 
violiztion of section 503(d) or the ailum to otherwise comply wzth 
the requirements of section 503(d, f or the distribution of drugs in 
violation of section 503(e) or the failure to otherwise comply with 
the requirements of section 503(e). 

SEC. 303. (a) ( I )  Any person who violates a provision of section 
.301 shall be im risoned for not more than one year or fined not 
more than $1,0 d , or both. 
[(b) J (2) Notwithstanding the provisions of [subsection (a) J 

paragraph (I )  of thie section, if any person commits such a viola- 
tion after a conviction of him under this section has become final, 
or commits such a violation with the intent to defraud or mislead 
such person shall be imprhned for not more than three years 01) 
fined not more than $10,000 or both. 



Notwithstanding subsection (a), any person who violates sec- 
tion 3010) because of an importation of a drug in violation of sec- 
tion 801(dXI), because of a sale, purchase, or trade of  a drug or drug 
sample or the offer to sell, purchase, or tmde a drug or drug sample 
in violatton of section 503(c), because of the sale, purchase, or trade 
of a coupon, the offer to sell, purchase, ot trade such a coupon, or 
the counterfeiting of such a coupon in violation o f  section 503(cX2), 
or the distribution of  drugs in violation of section 503(eX2XA) shall 
be imprisoned for not more than 10 years or fined not more than 
$250,000, or both. 

(2) Any manufacturer or distributor who distributes drug samples 
by means other than the mail or common carrier whose representa- 
tive, during the course of the representative's employment or ags0ci.a- 
tion with that manufacturer or distributor, violated section 301(t) 
because of a violation of section 503(cXl) or violated any State law 
prohibiting the sale, purchase, or trade of a drug sample subject to 
section 503(b) or the offer to sell, umhase, or tmde such a drug 
sample shall, upon conviction of t f e representative for such viola- 
tion, be subject to the following civil penalties: 

h (A) A civil penalty of not more than $50,000 for each of the 
11 first two such violations resulting in a conviction qf any rep=- 

sentative of the manufacturer or distributor in any 10-year 
period 

(B) A civil penalty of not more than $1,000,MM for each viola- 
tion resulting in a conviction of any representative af'ter the 
second conviction in any 10-year period 

For the purposes of this paragraph, multiple convictions of one or 
more persons arising out of the same event or tnrnscrction, or a rehat- 
ed series of events or transactions, shall be considered as one viola- 
tion 

(3) Any manufacturer or distributor who violates section 301M be- 
cause of a failure to make a report required by section 503(dX3XE) 
shall be subject to a civil penalty of not more than $100,000. 

(4XA) If a manufacturer or distributor or any representative of 
such manufacturer or distributor provides information leading to 
the arrest and conviction of any representative of that manufacturer 
or distributor for a viohtion of section 301(t) beause of a sale, ur- 
chase, or tmde or o fer  to purchase, sell, or tmde a drug sumpi  in  
violation of section 503(cXl) or for a viohtion of State law pmhibit- 
ing the sale, purchase, or tmde or offer to sell, purchase, or tmde a 
drug sample, the conviction of such repmentative shall not be con- 
sidered as a violation for purposes of pamgraph (2). 

(B) If ,  in an action brought under paragraph (2) againat a manu- 
facturer or distributor relating to the conviction of  a representative 
of such manufacturet or distributor for the sale, purchase, or tmde 
of a dtpg or the offer to sell, purchase, or tmde a dnrs; it ia shown, 
by clear and convincing evidence- 

(i) that the manufacturer or distributor conducted, before the 
arrest of such representative for the violation which resulted in 
such conviction, an investigation of events or tmnsactiona 
which would have led to the reporting o f  infonnution leading 
to the arrest and conviction of such representative for such pur- 
chase, sale, or trade or offer to purchase, sell, or trade, or 



(ii) that, except in the case of the conviction of a representa- 
tive employed in a supervisory function, despite diligent im le- 
mentation by the monufactumr or distributor ofan indepenLnt 
audit and security system designed to detect such a violation, 
the manufatumr or distributor could not reasonably have been 
expected to have detected such violation, 

the conuiction of such representative shall not be considiwd as a 
conviction for purposes of pamgmph (2). 

rson provides information leading to the arrest and con- 
vii%df f f i  person for a violation of section JOl(t) because of the 
sale, purchase, or tmde of a drug sampk or the offer to sell, pur- 
chase, or tmde a drug sampk in violation of section 503(cXl), such 
person shall be entitled to one-half of the c r i m i ~ l  fane impoeed and 
collected for such violation but not more than $125,000. 

CHAPTER V-DRUGS AND DEVICES 

SUBCHAPTEX A-DRUGS AND DEYICES 

EXEMPTIONS M CASE OF DRUGS AND DEW= 

SEC. 503. (a) 

(cM) No person may sell, purchase, or tmde or offer to sell, pur- 
chase, or tmde any drug sum le. For p u ~ e s  of this paragmph 
and suhection id), the term "frug sample' means a unit of a dnrg 
subject to subsection @), which is not intended to be sold and is in- 
tended to promote the sale of the d Nothing in this paragm h 
shall subject an of f ier  or crecutivc7a drug manufoctumr or t! ib 
tributor to criminal liability solely because of a sale, pumhme, 
tmde, or of er to sell, purchase, or tmde in violation of this pare- L gra h by ot r emplqyees of the manufacturer or distributor. (4 No pemon may sell, pu~rhas~., or Of/r to selk pumhaw 
or tmde, or counterfeit any coupon For purpases o this 
the term "coupon" means a form which may be m J e d a Z Z %  
or at a raiuced cost, for a drug which is pmcribed in accordance 
with section 503@). 

(3XA) No person may sell, purchase, or tmde, or offer to sell, pw- 
chase, or trcrde, any drug- 

(i) which is subject to subsection &), and 
C 

(iiXI) which wara purehased by a public or private hospital or 
other health care entity, or 

(II) which wcrs domted or sup lied at a duced price to a 
charitable organization descri in section 501(cX3) of the In- 
tern2 Revenue Code of 1954. 

kt' 
(B) Subpamgmph (A) abes not apply to- 

(2) the purchase or other acquisition by a hospital or other 
health care entity which is a member of a group purchasing or- 
ganization of a drug for its own use from the group purchasi 
or anization or from other hospitals or health care R w ich are members of such organization, 



(ii) the sale, purchase, or tmde of a drug or an offer to sell. 
purchase, or trade a drug by an organization described in sub- 
pamgraph (AXiiXll) to a nonpro tt affiliate of the organization 
to the extent otherwise pennitte d by law, 

(iii) a sale, purchase, or trade o f  a drug or an offer to sell; 
purchase, or tmde a drug among hospitals or other health care 
entities which are under common contmc 

( id  a sale, purchase, or trade of a drug or an offer to sell, 
purchase, or tmde a drug for emergency medical reasons, or 

(v) a sale, purchase, or tmde of a drug, an  offer to sell, pur- 
chase, or tmde a drug, or the dispensing o f  a drug pursuant to 
a prescription executed in  accordance with section 503fi). 

For purposes of this pamgmph, the term "entity" does not include a 
wholesale distributor of drugs or a retail pharmacy licensed un&r 
State law and the term "emergerrcy medical reusons" includes tmm-  
fers of a drug between health care entities or from a health care 
entity to a retail pharmacy undertaken to alleviate temporary short- 
ages of the drug arising from delays in  or interruptions of regular 
distribution schedules. 

(dXI) Except as provided in pamgmphs (2) and (31, no repmenta- .; *ive of a drug manufacturer or distributor m y  distribute any drug 
11 zmple. 

(2XA) 1'he manufacturer or distributor of a drug subject to subsec- 
tion (b) may, in accordance with this paragraph, distribute drug 
Sam les by mail or common carrier to practitioners licensed to pre- 
scri 6 such drugs or, at the request of  a licensed pmtitioner, to 
pharmacies of hospitals or other health care entities. Such a distri- 
bution of drug samples may only be made- 

(i) in response to a written request for drug samples made on 
a form which meets the requirements of  subpamgmph (B), a d  

(ii) under a system which requires the recipient of  the drug 
sample to execute a written receipt for the drug sample upon its 
delivery and the return of the receipt to the manufacturer or 
distributor. 

(B) A written request for a drug sample required by ~bpa?ugmph 
(AXi) shall contain- 

(i) the name, address, pmfwional designation, and signature 
o f  the pmctitioner maki the request, 

(ii) the identity of the rug sample requested and the quantity 
requested, 

7 
(iii) the name of the manufacturer of the drug sample request- 

(. ed, and 
(iv) the date of the request. 

(C) Each drug manufacturer or distributor which makes distribu- 
tions by mail or common carrier under this pamgmph shall main- 
tain, for a period of 3 years, the request fonns submitted for such 
distributions and the receipts submitted for such distr?:butions and 
shall maintain a reconl of distributions of drug samples which 
identifies the drugs distributed and the recipients of the distribu- 
tions. Fonns, receipts, and records required to be maintained under 

. this subparcrgraph shall be made available by the drug manufactur- 
r or distributor to Federal and State officials eng ed in the r e p  

b .ation of drugs and in the enforcement of laws ap2kable  to drugs. 



(3) The manufacturer or distributor of a drug subject to subsection 
(6) may, by means other than mail or common cam'er, distribute 
drug samples only i the manufacturer or distributor makes the dis- 
tributions in acco r i  ance with subpara aph (A) and can'es out the d activities described in subparagraphs ( through (F)as follows: 

(A) Drug samples may only be distributed- 
(i) to practitioners licensed to rescribe such drugs if they 

make a written request for the 3 ru samples, or 
(ii) at the written request of sucf a licensed practitioner. 

to pharmacies of hospitals or other health care entities. 
A written request for drug samples shall be made on a form 
which contains the practitioner's name, address, and profession- 
al designation, the identity o f  the drug sample requested, the 
quantity of drug samples requested, the name of the manufm- 
turer or distributor of the drug Sam le, the date of the request 
and si ature of the pnrctitioner ma f ing the request. 

(B) frug manufacturers or distributors shall store drug sam- 
ples under conditions that will maintain their stability, integri- 
ty, and effectiveness and will assure that the drug samples will 
be free of contamination, deteriomtion, and adultemtion. 
(C) Drug manufmturers or distributors shall conduct, at leas - 

annually, a complete and accumte invento of all drug s o r t  
ples in the possession of representatives of t 7 e nurnufmturer o. 
distributor. Drug manufacturers or distributors shall maintain' 
lists o the names and address o each of their representatives 
who d =tribute drug samples an d of the sites where drug sam- 
ples are stored. h g  manufacturers or distributors shall main- 
tain records for at least 3 years of all drug Sam les distributed, 
destroyed, or returned to the manufacturer or 3 ktributor, o all 
inventories maintained under this subparagmph, of all t X efts 
or significant losses of drug samples, and of all uests made 
under subparagraph (A) for drug samples. Reco % and lists 
maintained under this subpamgmph shall be made available 
by the drug manufacturer or distributor to the Secretary upon 
request. 

(Dl Drug manufmturers or distributors shall notify the Secre- 
tary of any significant loss of drug samples and any known 
theft of drug samples. 

(El Drug manufacturers or distributors shall report to the 
Secretary any conviction of their representatives for violations 
of section 503(cM) or a State law because o the sale, purchase, 
or trade of a drug sample or the offer to se 1, purchase, or tra& 
a drug sample. 

f 
(F) Drug manufacturers or distributors shall provide to the 

Secretary the name and telephone number o the individual re- 
responding to a request for in f ormation respecting 

engaged in the wholesale distribution of 
(6) and who is not an authorized distrib- 

utor of record of such drugs shall provide to each wholesale distrib- 
utor of such drugs a statement identifying each sak of the drug (in- 
cluding the date of the sale) before the sak  to such wholesale dis 
tributor. Each manufacturer shall maintain at its corporate office 
a current list of such authorized distributors. 

7 
i 



(2XA) No person may engage in the wholesale distribution in 
interstate commerce of drugs subject to subsection (b) in a State 
unless such person is licensed by the State in accordance with the 
guidelines issued under subpamgraph (B). 

(B) The Secretary shall by wgulation issue guidelines establishing 
minimum standards, t e r n ,  and conditions for the licensing of per- . 
sons to make wholesale distributions in interstate commerce of 
drugs subject to subsection 6). Such guidelines shall prescribe re- 
quirements for the storage and handling of such drugs and for the 
establishment and maintenance of recomb of  the distributions of 
such drugs. 

(3) For the purposes of this subsection- 
(A) the term "authorized distributors o record" means those X distributors with whom a manufacturer as established an on- 

going relationship to distribute such manufacturer's p d u c t s ,  
and 

(B) the term "wholesale distribution" means distribution of 
drugs subject to subsection (b) to other than the consumer or pa- 
tient but does not include intmompany sales and does not in- 
clude distributions of drugs described in subsection (cX3XB). -. b 1 1 1 1 1 I 

:'I 

CHAPTER VIII-IMPORTS AND EXPORTS 
IMPORTS AND EXPORTS 

SEC. 801. (a) 
I 1 1 1 1 1 I 

(dXD Except crs provided in patagraph (Z), tm drug subject to sec- 
tion 503m which is manufactured in a State and exported may be 
imported into the United Statea unless the drug is imported by the 
person who manufactured the drug. 

(2) The Secretary may authorize the importation of a drug the im- 
portation of which is prohibited by paragraph (1) i f  the drug is re- 
quired for emergency medical care. 

C(d)](eKl) A food, drug, device, or cosmetic intended for export 
shall not be deemed to be adulterated or misbranded under this 
Act if it- 

(A) accords to the specifications of the foreign purchaser, 
(B) is not in conflict with the l a m  of the country to which it , is intended for export, 
( C )  is labeled on the outside of the shipping package that i t  is 

intended for ex rt, and 8" (Dl is not sol or offered for sale in domestic commerce. 
This paragraph does not authorize the exportation of any new 
animal drug, or an animal feed bearing or containing a new animal 
drug, which is unsafe within the meaning of section 512. 

(2) Paragraph (1) does not ap ly to any device- 
(A) which doee not comp y with an applicable requirement of 

section 514 or 515. 
P 

. (B) which under section 520(g) is exempt from either such 
section, or 

'u' ( C )  which is a banned device under section 516, 



unless, in addition to the requirements of paragraph (I), the Secre- 
tary has determined that the exportation of the device is not con- 
trary to public health and safety and has the approval of the coun- 
try to which it is intended for export. 


