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PRESCRIPTION DRUG MARKETING ACT OF 1987

Appie 30, 1987 —Committed to the Committee of the Whole Hooss on the State af
the Unbon and ordered to ba printed

Mr. DinGELL, from the Committes on Energy and Commerce,
submitted the following

REPORT

[To accompany H.R. 120T]
[Including cost estimate of the Congresional Budget Office]

The Committee on Energy and Commerce to whom was referred
the bill (H.R. 1207T) to amend the Federal Food, L‘rrui' and Cosmetic
Act to ban the reimportation nfdm oduced in the United States,
to place restrictions on the ution of drug samples, to
ban certain resales of drugs by hospitals and other health care fa-
eilities, and for other , having considersd the same, report
favorably thereon m& amendment and recommend that the
bill as amended do pass.
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SECTHON, |, SHORT TITLE: REFERENCE.

t]aul SnoRT TiIviE~This Act may be cited s the “Prescription Drug Marketing Act
0
hi H:mnum:l —Whenever n this Act an amendment or repeal 3 expreased in
I:Errm- af an amendment to, or repeal of, a section or other provisicn, the-reference
be comsidered o be made to a section or other provision of the Federal Food,
Dru.g, and Cosmetie Act.
SEC 1 FRHDINGA.
The Fﬁhn:mﬁ fireda tha following: o i i
1) Ameriean consumers cannot rescriptio sertaine
ty that the plndl.l-l:l.lulr:l-uﬁ?l.:d r.ﬁ:ctwl : " donin wit ™
12} The integrity of the dlaenhotion system fer prescription drugs 9 inscff-
Cignt o prevent introduction and eventual retail sale of substandard, inef-
fective, or even counterfelt
13 The sxmteanse and nﬂl:rlhnu of & wholesale submarket, commonly known
ad the "diversion markst,” prevents effective control over or evem routine
knowiedge of the true sources of prescription druge in & significant numbar of
(o100 8
14} Large amounts of drogs are being reim tw the United States as
American goods returned. Thess imporia are & th and safety risk to Ameri-
can consumers becauss they nu.r have become subpotent or adultersted during
I'ur; handling and shi - |.]-|.| b
| '] m.uigr market for iption drug reimports [ catalyst
& continuing series of Fuu£ ﬁ_lil'l.lt Amesrican manefscturers and has provided
1!1%?-:-'1':'}1; hrh;hi:‘tmmmﬂm Elurdm munurhmmtp.
{ - dyute ta
sataree’s veprisetatvs e o for Jcadet A has e it
sale to conaumers of misbranded, expired. and adultossted pharmace
Tl The bulk resale of below wholesals priced rion d.ru.p hj' haalth
care entities, for altimate sale ot reeall, helps fusl the diversion market and ls
:m uu.ﬁ].t I'nru al :um.rulhun to wholetalers and retailers that must pay other-

f&hhrﬁnu:h:fﬂ—mrﬂ h ices and conditions iy to creats an ooEce
ce t counterfalt, adultersted, misbranded, subpotent, or sxpired
drigge will b sald to American ednsumers,

SEC, 3. RETMPORTATION.

Section 301 (21 U.B.C. 331} i amended by redesignating subsection |d} as subsec-

tion (el and by inserting after subsection (ch the Fall
“1dNl} Except a8 provided in parsgraph (21, mo dzgr:ﬁglu ta section 503 which

is manufactured in o State and exported may be imported into the United States
unless the drug is imported by the person who manufectursd the ﬂrule

"2 The may authorizs the im of a drug the |mportation of
“'hu:h i8 prohibived by parsgraph (11 if the in reqaired for emergency medical
CAra,

BELC. 4, AALES RESTRICTIONA

Sectien 500 (21 U.5.C. 353) s amended by sdding st the end of the follpwing

“iedl) Mo person may sell, purchase, or trade or cifer to sell. purchase, or trade
any drug sample. For purposss of this pamgraph and subssction (d), the term ‘drug
sample’ means a usit of & drg, subject to subsection b), which in rlﬂlnl-lnd.ﬂ 'I:-I:I-hl-
sold mnd is intended to promote the sale of the drug. N in
lhﬂlmbmimuﬂmnmth'lufld!ﬂmlnu&ﬂunrﬂ 'hl.lf.ﬂr'l-n-l.‘.rl.f.ﬂ.i-
el lia solely becaune of & purchase. trade. or offer to s&ll, purchass, or
trade in viclation of this parngraph by other employess of the manufacturer or dis-
'tnbul-l:rr

2 Mo person may sell, purchass, or trade, offer o uI.L purchass, or trads, or

“counterfeit any cou For purposes of thi
Eumﬂmhrﬁ; Nﬁ.&ur;niulm:u:u: m:ﬂmm-ﬂmiuhu
ribed im ascordance with ssction SOEE,
"|.'?:'HA| o person may sell, purchase, ar trade. or offer tw sall, purchass, or tosds,
an
4 “11) which 8 subject to subsectian (B, and
"I'lzl'lﬁlt:'rhlth wil purchased by u public or privats hoapital or cther health
care entity,
tlfjnwnltn was donated or sapplied at a reduced prics to & charitable argani
eatian described in section 501icad) of the [nternal Heveriue Code of (254,
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181 Suh'.w.mnlph (A1 doss not apply toe—

"Ti1 the purchase or cther aoquisition by & hoapital or other health care entity
wihach 1s & member of a group p-'.]rthu.lhl muation of a d for 1t8 own use
from the group purchnsing organizaticn ar from other hespltsls or health care
entities which are members af such izatian,

"ligh the sale, parchase, or trade of a drg or an offer o sell, purchase, or
trade a drug by an cryanization d.ucnbad in subparagraph (AXEUT! to & eon-
pm:l'!‘t l!'!'l.!r.ll-ll of the organization o the extent otharwise permited by law,

llull a sale, purchase, or trade of & drug or an offer to sl puﬁ:huu ar trads

I'-IILII'IW'! heapitala or ather health care entiibes which are under common
Eﬂr: ra

“fivi a sale, purchase, or trade of & drag or an offer to sell, purchass, or trads

a drug for emergency medical reasons, or

“ivl o anle, purchase, or trade of o drug, an offer to sell, purchass, or trade &
drug, ar the nEin -:I:': drug purauant to a prescription executed (B Accord-
Far i mh;";nwn k. the te iy d et lud holesale dis
thia rm ‘Bnkity’ does include o w
lrll:ut-urufdrupl:u'n m L'm.i wnder State law and the term “emar
oy medicn] reascna’ |r||'_'l'|.|r!u II'I.TtlEIH of o drug between health cors entitles or
w m & health care satty to & retadl pharmacy undertaken to alleviats tem
shoriages of the drag arising from delays in or interraptions of regular tion
schediules.”
SEC. 5 DISTRIBUTION OF DEUG SAMPLES.

Sectlon 20J ias amended by secticn 4 of thin Actl is amended by adding at the end
tharaal the lollowirn :

“idi 1] Except na provided in paragrapha (31 and (3L no representative of & drug
manufacturer or diseribator may distribate any drag sample.

“ECAY The manufacturer or distributer of & drag subject to subsection (b)) may, in
sttordance with this paragmph. distmbute drug samples by mail or common carrier
to practitisness licensed to preseribe such drugs or, ot the requeat of a licenaed prac.
titiomaer, to pharmacies of hospitals or ather health care entities. Such & distribution
of drag samples may only be made—

'li} in response Lo & written request for drug samples made on & form which
meets the requirements n"lu'h-pl:'lgﬂ.'ph .Bi', and

“fill under & system which requirea the recipient of the drug sample to exe-
cute a written receipt for ths drug aample wponr ite delivery and the retamn of
the receipt w the manufactarer or distributar.

“IBY A written request for & drug sample required by subparsgraph (AND shall
contain—

“li) the name, address, professicnal designotion, and signasure of the practi-
tianer making request,
“ligh the identity of the drag sample reqoested and the quentity requested,
II,|:||I the namas of the manufecarer of the drug sam 'ruq'u.u.ll:l. and
“livh the dots of the request.
“IC) Each drug mapufactarer or distributor which m.lh-dilmhlﬂlmu by mail or

comman carrier under this parsgraph shall maintain, for a pericd tha
requeat forms luhm:md for such d.i.ltrlbu.thﬂ tnd th-l rlwlﬁu luhn for sach
il.ltruhumnl and ahall maintain & recard of

drug H.I!I-jiﬂ which

rmndumhuuimdmuﬂﬂﬁmuﬂﬂn mrl-

uired oy be main mﬂ'"‘mh
n:mh lvuj.l‘nﬂr by tl:.a drig munumuurur ar distribater to ral State n-fl'l-
h:ﬂlh engnged in the requlation of drigs and in the enftrcesment of laws applicable

I‘.‘llThtu:mu.fmunrurdmﬁhnmnind h,hnmntutunummnm'
means other than mail 6r éomfmon corrier, mtlu.tl drisg sareples anly if the man.
ufacturer or distributor makes the distributions in acoordance with sub
ih.:.l and corries out the activities deacribed in subparagraphs (B) throagh (F) o
WA
"4} Drag samplea may only b distribybed—
“il1 o practittoners licensed to prescribe such droge if they make a writs
tan requent for the drog samples, or
“Wii) ek the written of much & lkensed practitioner, to pharmasioe
ef hospitals or other th care satitkes.
A writien sequest for deng samples shall b+ mada o0 a form which contains tha
practitioaer's name, address, and professicnal desigration, the [deatity of the
drug sample regquestsd. the quantity of drug samples requested, the name of the
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manufacturay ar distributor of the drag sample, the dats of the request and sig-
nagure af the practitioner making the request

"B Drag manufactarers or distributors shall store drug samgles under condi-
ticna that will maintain their stability, integrity, and effectiveness and wdill
:rui;utut the drug samplea will be free of contAmination, detarioration, and

ulteration.

b Drag marulscturers or distributors shall conduct, at lesst annually, &
complete and accurate inventary of all drug samplex in the poasessicn of ropre
sentatived af the manufactarer or dlstribater, Drag manufacturers ar dlstebu.
tors ahall maintain li=s of the nomes and addresa of each of their cepresenta-
tives who disdrthute drieg samples and of the sites whers drug samples are
stored. Drug manafacturers or distribaters shall mantain records for af |esst 3
years af all drug samples distributed, destroved, or returned @ the manufsstur-
er or distributer, of all inventories maintained ynder this subparagraph, of all
thafts or significan: losses of dreg samples, and of all requests made under sab-
paragraph (Al for drug samples, Records and lists maintained upder this sub-

aph shall be made available by the drug manufacturer or distributer to
MHM upon request.

1D Deug manufactusers or distributors akall natify the Secretary of any sig-
nificant loss of drug samphes and known theft of samples

“E) manufacturers or distri ahall o che £ﬂ'llll.1' any cob-
viction of their representatives for violationa of section 03ed1) or o State law
becaass of the aale, purchase, or trade of a drug sample or the affer to sell, pur-
chase, or trade & drug sample,

"“IF? Drog manafacturers or distributors shall provide w the Secretary the
name and telephone number of the individual responsble for rspanding to &
request for information respeciing drug samples.'”.

AEC, & WHHMLEHALE [HSTRIBITORY

Zaction 303 (e amendsd by section 5 of this Act) I8 amended by sdding at the and
the fallawing:

T L) EE mon wha is engnged in the wholesale distribution of drogs subject
to pubssction (bl and who is pot an authorized distrtbutor of record of such druge
shall provide to each wholeanls distributor of such drugs & statement identifving
sk anle nfthnd.ru{l’.im:luding the date of the sale) before the sals to such whale-
sale distributor, Esch manufacturer ahall malntnin st its corporats offices a current
list of such autherized distributam,

"TdNA) Ne person may engage in the wholesale distributicn in interstate com-
Eeros H'dnlgiﬁhj-ﬂl.ﬂ suzbaction (b) in o State unless such person in licensed by
the State in sccordance with the guidslines baued under mbp:m‘lph_-im i

“IHI Tha Eﬂrﬁ? ahall by regulation lsae guidelines erinleEum
standard, tarma, conditbors for the licenalng of persona @ make wholesale dis-
tributions in interstats commarce af drugs sublect to subsectizn (bl Such guldelines

pescribs requirsments for the sterags and handling of such and for the

establzhment and maintenancs of records of the distributions of such drugs.

“i3) For the purposss of this subsection— )

A tke term ‘suthorized distribsior of record’ means theas darributers with
whom a mamufacturer has established an ongeing relaticnship to diatributs
auch manufactarer’s products, and

“{B) the term 'wholsale distribution’ means distribution of drgs subjeet b
subsection (bl to cther than the consumer or patient but does not include intra-
ﬂ:lmp.:gl;uqu_- and doen not include distributions of drage described in subssc:

on g A H

SEC, 7. PEMALTIEL

ﬂ\il;n]mmim Acra—=3ection 301 121 US.C 3310 s amanded by sdding at the end

Uitk The impartation of & drug in wielation of section 301(dn1), the sale, purchass,
or trade of & drug or drug sample or the offer to sell, purchass, or trade a drug or
drigg sample n wolation of section 50%c), the sale, purchass, or trade of & cou
the alfer ta seil, purchass, or trade duch & coupan, or the counterfeiting of a &
coupen in violation of section S3eN2) the dlst tlen of & drag sample in violatlon
af section 503d) ar the failure (o atherwise comply with the ramants af section
Sl or the distribution of drgge in violavion of sectien & or the failire to
othersrise comply with the requirements of section S030el”,

i) Pemacties, —Bection 303 121 U5, 333) is amended —

11 by inserting “11)" after “lar,
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¥ by lﬂdlﬂl.lﬂ.ll.l.ﬁ,‘ vabaection (h) as par u.'ph (T and by striking aut “jub-
sectlon (1" in such subsection snd Innrnni: in gy thereol “parsgraph (1), and
(41 by inaerting alter aubsection ia; the following:

a1} Matwithatanding subssction (al, any person who violates sectan 301000 b
cause of an importation of & drag in wiolation of section B0 1), because of a sale,
EI.:II'I’J'LI.I- or trade of a deug or d sample or the affer to sl pu.rchl.u, aF trade &

or drug sample in vicdation of section 33ic), because of the aale, purchass, or
trade of & coypon, the offer o sel], purchase, or teade such & cowpen, or the counter-
Festing of such & coupen in violation of section S03cA2), or the distribution of drugs
im violation of section 500ienZ0A) shall be imprisons=d for not more than 10 vears ar
fined mot more than §250,000, ar hakh,

Wl Any manufsciurer or distributor whao distributes drug samples by means
other than the mail or common carrler whoe representative, during the course of
the representatives amplayment or associatien with that manufactiarer or distribio-
tor, wiolated section 3010t because of & violation of section 303cxl) ar violated any
State law prohubiting the aale, hase, or !:rld- of & drug sample subject ta sectlon
S087h or the offer o sell, pure or trade such a drug u.l.mpllz shall, apon convic-
ticn af the representative {or such violation, be subject to the following civil penal-
e

A} A civil penalty of not more than 350,000 for each of the first two such
vialatians ﬁ:l-l.lru ng in & conviction of any representative of the manafacturer or
distrfuter in any J0-yedar peri

“IBy A civil penalty of oot more than 51,000,080 for each viclation resulting in
a cenwictian of any representative after the sscond comvietion = any 10-veas

Far ths pu af this paragraph, multiple convictions of one or more persons
arising out of the same event or transaction, or & related series of events or transsc-
tizns, shall be sangidered aa one wiclasion,

3 Any manufasturer or datrnbater whe viclates seetlon 30108 becauss of a fail-
ure to make a report 'rndhy:lcﬁ.ﬂuiﬂ'ﬂ[d‘.rh:mlhl.llt-:uhjlﬂ to a civil penal-
ty of nat more than 3100,000 :

"4 AL IF & manulfacturee or distributor or any represertative of such manufactur-
#r of distrbutor provides information lea to arrest and conviciion of acy
representative of that manufscturer or distmbutor for o wiolation of section 0eh
becauss of a sale. purchase or trade or offer o purchese, sell, or trade a drog
sample in violacion of sectlon S0830ch 1) or for a wiclation of State law prohibiting the
male, purchase, or trads or offer to seil parchass, or trade a drug sample, the canvie-
tion of smich representntive shall mot be considered as a violation parposes of

par. 2L

- EI J:F.ml.:'u an astion brought under paragraph (2 against & enanuafacturer or dis-
tributor relating to the tonviction of & representative of suwch manafscturer or dis-
tribwtor for t'h-l l.l.ll. purchnse, ar trade of o drag or the offer to sell, porcheme, or
trade a drag, it is shawn, by clear and convincing evidencs—

“iil that she manufacturer or diatribater conducted. before the arrest of sach
representative for Lhe l-bn]u':lm which resulted in sueh eonviction, sm inveatigs-
tiem of svents or transaciiond which woiald have [sd to Lhe r-p-nﬂn..‘l of informa-
tion leading to the arrest and conviction of such representative for swch pus
thade, wale, or trade or offer to purchase, sell, or trade, ar

*{ill that, except in the coss of the cooviction of & representative emploved in
a sypervisory function, dllpuu ﬂ:l]wl‘. implementation the manufacturer or
destrbator of an inde udle and security system designed to detect such
a vielation. the mmuFHNm ar diatributer could mot reasonably have been ox-
petted to have detected such vialation,

I.I:|u bun'ni:l:i.nn of such representative abhall not be considered as & cooviction for par-
ragraph {21
'iﬁ* En persan provides |nformation beading to the arrest and conviction of a
reon for a violation of section 301180 becauss of the sale, purchase, or trade of &
ruf ‘sample o the alfer to seil, purchase, or trade & drug sample in violateon of
feciion N 11, mueh prscn shall be entitled to ene-hailf of the eriminal fine imposed
and collected for asch wiclation but ot more than $125.000.7,

SEC & EFFECTIVE DATE

[ah GeEMERLL Rure.—Ercept aa ided in subsection {bi, this Act and the amend-
ments made by this Act shall & effect wpon the expiration of %0 days after tha
dace of the enactment of this Act

ik} Excermion, —
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{1} Baption 503d) of the Federal Food, Drug, and Cosmetic Act (5s wd
section 5 of this Act) shall take effect upon the sxplration of 180 daye .ﬁﬁﬂ
date of the snactment of this At

{2} The Sec of Health and Human Services shall by tinm ismue tha
p.id.-l.i.nu ik by setion E0Nen2WE} of the Federal Food, [ , and Coamat-
o Act (as ed by section 6 of this Acth net later than 180 days after the data
of the ennctment of this Act. Section 308ed20A) of such Act skall teke ofect

upor the iration of 2 years afer the date such regulations are romulgated
and take :IJ'LEE‘II‘I. ¥

PurrposE ano SuMMARY

In response to a series of problems with the safety, efficacy, stor-
and handing of prescription pharmaceuticals identified in over-
;?ht hearings and in the course of criminal and civil enforcement
actions by Federal and state authorities in several areas of the
country, the Committes legislaticn makea signi t changes in
the national drug distribution system. The bill prohibita the reim-
portation of prescription drugs except by the manufacturer or for
emergency use, bans the sale, trade or purchase of drug samples,
prohidits with certain exceptions the resale of prescription drugs
purchased by h':}th care entities for their own use, mandates stor-
age, i accounting requirementa for drug samples, pro-
hibits the wholesale distribution of in interstate commerce
from states which do not license whol ra or whose licensing re-
gquirements do not meet minimum standards, and establishes a
r?nn of eriminal and civil penalties for viclations of these provi-
slona.

The purposs of the legislation s to protect American consumers
from mislabeled, su ot, adulterated, expired, or counterfait
pharmaceuticals, which are being dispensed under existing law and
practice, and to restore competitive balance in the marketplace.

Backorouwn axo Neen roR THE LEoLaTION

American consumers cannot purchase prescription drugs with
the certaintly that the products are safe and effective. This is not
to say that shelves of the Nation's pharmacies are lined with
substandard products, or that there are inadequate controls in the
manufacturing Em Rather, the integrity of the distribution
system i3 insu t to prevent the introduction and eventual
retail sale of substandard, ineffective or even counterfeit pharma-

ceuticals,

Specifically, the existence and method of operation of a whole-
gale submar herein refered to as the “diversion market,” pre-
vents effective control over or even routine kmow trua
sources of merchandise in a significant number casea. As B
regult, pharmaceuticals which have been mislabled, misbranded,
improperly stored or shipped, have exceeded their expiration dates,
or are ha.I::i counterfeits, are injected into the national distibution
system for ultimate sale to consumers. Fortunately, while diversion
is commonplace, documentsd instances of or ineffective
fom. The Jegiation 1 designad to restore the ntegrity £nd sontro

B, i nis to reatore the i ity and con
over the pharmaceutical market necessary to eliminate actual and
F:mantml health and safety problems before serious consumer
njury resulta
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A sigmificant volume of pharmaceuticals is being relmported to
the United States as American Goods Returned. These goods
present & health and H-H-EH{ risk to American consumers because
they may have become subpotent or adulterated during forei
handling and shipping. The ready market for reimports has
beon a catalyat for the perpetration of a continuing series of fraods
againgt 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 US. Customs Service to
spend inspectional and other rescurces that are nbal:.r needed in
“Mra mmf system of providin pl harm tical

mi r g samples arcall
prnduct.u to p yaicians through mnnufm:t.u:ﬂ!r: g8 representa-
tives invites abuse. The approximately eighty felony pleas obtained
by the United States Attorney in Atlanta, man uE‘ which related
directly to the misuse of drug samples, are but t EInEEutEpm:rdem
a lnng history of misuse. EEmeIH: that are improperly sold, bar-
tered, or exc often end up in the secondary market, where
mﬂ; become adulterated, mlshrmded or both. The propensity for

randed sample merchandise to appear in the diversion market )

also makes it easier for expired or counterfeit pha:mmnumu.h ko
be introduced into the wholesale distribution m. The produc-
tion and distribution of semples, as well as & to police sales
representatives, are costs that must be recouped by manufacturers

in the sales of r products.
The distribution of g samples to patients by practitioners li-
censes to dispense euticals is a useful and valuable medi-

cal tool. As noted by the American Medical Asscciation 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
be beneficial in meute care situstions and in circumstances where
access to a pharmacy is difficult because of distance, time of day,
lack of transportation, or the like. The Committee hl]] 18 designed
to retain the positive benefits of samples while providing for im-
proved storage and handling, gznur accountability and strong
penaities for unauthorized distri

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 becauss many manufacturers sell moch more
cheapl inatitutions than to wholesale customers, provide
an unlqa;l.r competitive advantage to any wholesaler or iler 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.

Hearincs

The Committees' Subcommittes on Oversight and Investigations
held eight days of hearings. Two reports by the staff of the Cwver-
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sight Subcommittes have been issued and the Subcommittes itself
issued a formal report.

At the first day of public hearings on July 10, 1385, Dawvid
Nelson, Stall Economist, and Stephen Sims, Special Assistant, pre-
sented testimony summarizing a preliminary staff report. This staff
report, "'Prescription Drug Diversion and the American Consumer:

at You Think You See May Not Be What You Get,” was pub-
lished in June 1985 as Committes Print 99-R.

On Au T, 1885, the Subcommittes received the testimony of
Eichn;ﬂ llen, Senior Agent, Drugs and Narcotics Agency, State of

eoTgia.

On September 19, 1985, the Subcommitiee received :Ht.i.mn;ﬂ
from: Stanley Kowitt, Pharmacist, Mew York City: Eddie R':'“.
Burklow, Southeast Hegional Sales Director, Barr Laboratories;
EM Stephen Eckstein, President, REA.C.T., Inc, Hewitt, New

eraey.

On October 31, 1985, testimony was received from: Larry D.
Thompson, United States Attormey, Northern District of Geo
Atlanta, . Gale MeoKenrie, Assistant United States Attor-
ney; Hal N. Heltarhoff, Section Chief, White-Collar Crime Section,
Criminal Investigation Divizsion, Federal Bureau of Investigation,
Washington, DC: and Robert C. Fay, Superisory al nt, At-
lanta Division, Federal Bureau u?l.nvu‘t:igutiun.. tlanta,

On December 6, 1935, testimony was received from: Dir. John F.
Schiegal, President, American Pharmaceutical Association, Wash-
e cioty of Hosstal Pharmacists. Hethesds, Maryland: Fred T,
can jety of pi i t : v
Mahaffey, Executive Director, National Association of Boards of
Phnrn:lﬁrj.r, Park Ridge, Illinois; Ty Kelley, Vice President, Govern-
ment Affaira, National Association of Chain Drug Stores, Alexan-
drin, Virginia; Dr. Charles M. West, Executive Vice President, Na-
tional Assocation of Retail Druggists, Alexandria, Virginia; Ronald
J. Streck, Vice President, Gﬂwmm;nt Aﬂhﬁdﬂﬁtimu:l] ‘li'ghalulla
Druggist Association, Alexandria, Virginia; ruce J. Brennan,
Senior Vice President and General Counsel, Pharmaceutical Manu-
facturers Association, Washington D(C.

On JF 10, 1986, the Subcommittee received testimony from:
David Nelson, Staff Economist, Crversight Subcommittes; John E
Barrett, Special Assistant, Oversight Subcommittes; and Marvin
Sandler, former Vice President, Interstate Drug Exchange, Inc,
Plainview, New York )

Subcommittes also received tﬂtimmalin executive session.
An abridged transcript has been released, but the identity of the
witnesa has been eld. On this date, a staff report, “Uncertain
Returns: The Multimillion Dollar Market in Reimported Pharma-
ceuticals,” Committee Print 99-GG, waa released.

On July 15, 1986, testimony was received from: Dr. Frank E.
Young, Commissioner, Food and Drug Administration, Rockville,
Maryland; Edward B. Atkins, Director of Compliance, Orlande Dis-
trict, Food and Administration, Orlando, Florida; Martin E.
Katz, Compli icer, Orlando Dhstrict, Food and Drug Admin-
istration, Orlando, Florida; Bobert H. Crowell, Compliance Officer,
Bogton District, Food and Administration, Boston, Masaachu-
setts; Adam Trujillo, Acting . Office of Enforcement, Food



and Drug Administration, Rockville, Maryland; and Michasl R.
Kravchuk, Consumer Safety (Mficer, Boston District, Food and
Drug Administration, Boston Massachusetts,

Omn July 16, 1986, testimony was received from: Franklin 2. Wick-
ham, Executive Director, Ohie State Beard of Pharmacy, Colum-
bus, Ohio; Robert Cole, Investigator, Dhio State Board of Pharma-
cy, Columbus, Ohio; Richard R. Grant, Chief Drug Inspector, De-

rtment of Health and Hehabilitative Services, State of Florida,

ahassee, Florida; Charles Sanchez, State Inspector, De-
.ﬁmﬂ"t of Health and Rehabilitative Services, State of Florida,
lahassee, Florida; Sti'ﬂ"" Sims, Special Assistant, Oversight

Subcommittes; Richard en, Senior Agent, %ﬂumﬁm

Agency, State of ia, Atlanta, Georgia; and 5. Mras,

ﬁn% Manager of rity, Becton-Dickinson, Franklin Lokes,
2w r

CosurTTee CoNSIDERATION

On March 31, 1937, the Subcommittee on Health and the Envi-
ronment met in open sessiop and ordered reported the bill HR.
1207 with amendment by a voice vote, a quorum being present. On
April 8 1987, the Committee met in open session and ordered re-
Erﬂd the bill H.E. 1207 with amendment by woice vote, a quorum

present.
CommrrTeEe OvERsiIGHT FrivDimncs

{ Hapeemntatives, the Subcaumitnss hald oversight hwsrings and
o presentatives, mittes oversight i

made ﬁndiaguwhichwere published in an April 1988 Subcommit-
tee Report, "Dangerous Medicine: The Risk to American Consum-
ers from Prescription Drug Diversion and Counterfeiting,” Commit-
tee Print 99-Z. The findings are reflected in the report.

CoMMITTER o GOVERNMENT OPERATIONE

fwt to clause HININD) of Rﬁunl.e X1 ufh:hu Eﬂmufﬁtﬂ:‘m
o resentatives, no oversight findings have been submi L £:]
the Committes by the Committee on Government Cperations.

Cosnareree Cost ESTIMATE

In complisnce with clause Tia) of Rule XTI of the Rules of tha
House of Representatives, the Committee believes that the bill will
have no budget effect for fiscal year 1988,

ConcazsmioNalL Bupoer Orrice Estoaate
I 8. Conoreas,

Comcaesaional Bupoer OFFice,
Waghington, DC, April 30, 1537,
Hon. Josw D. DiNGELL,

Chairman, Commitiee on Energy and Commerce, House of Repre-
sentatives, Washingion, u:’:m

Dear Me CHasnman: The Congressional Budget Office has re-

viewed H.R 1207, the Prescription Drug Marketing Act of 1987, as
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ordered reported by the House Committee on Energy and Com-
merce on April 8 1987, Enactment of this bill could result in in-
creased costa to the federal government of up to 31 million in each
ear. The budgets of state and local governments would not be af-
ected 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 pre-
scription drug samples iI]Eﬂll and place new restrictions cn the dis-
tribution of samples. Most of the coats associated with the new re-
quirements established by the bill would be incurred by prescrip-
tion drug manufscturers. The Feod and Drug Administration
(FDA) would be rggansthﬂi for imsuing guidelines for the licensing
of wholezale dist tors and approving p
formas. FDA would also be the ncy notifi theuunfgﬂﬂ.
diversion or loss of prescription drug samples,

FDA would have enforcement authority, as they currently have
over all aspects of the Food, Drug, and Cosmetic Act. It is not clear,
however, how FDA might choose to enforce this legislation. HE
1207 could require FDA to conduct more extensive reviews of man-
ufacturers’ drug import records and of physicians’ sample distribu- “
tion records. Enforcement could also include surveillance of hospi-
tals and other health care facilities, ;

FDA has Htitnahhi that -I- ukmli.l.r hill mtmdunu-:l Mﬁw

full-time

resdlt in increased workloa
e%mmlenu at a coat of $1.5 Ehun lam:h jre.u.r l:n hugu.-t 1986
A issued a reimportation alert and :Ilw:

to monitoring reimported American T that the
1.5 million in costs each year would nE.H'I‘. per

.5 million, since enactment of H.R. 1207 Iﬁﬁn m
ﬂmmmwhpﬂndhrgﬂymthnhﬂdehﬁar&
ment activities undertaken by the ncy and the extent to which
FDA would expand to mmmn:lnhut;- increased workload.

Please call me or have your staff contact Carmela Dyer (226
2E20) if mhwl any questions.

With wishes,

Sincerely,
Enwanp M. GRAMLICH,
Acting Director.

INTLATIONARY [MPACT STATEMENT

Pursuant to clausa 2(104) of Rule XI of the Rulea of the House of
HRepresentatives, the Committes makes the following statement
with regard to che inflationary impact of the reported bill: The
Committes believes that the cost to pharmaceutical man
of the legislation will be equalied or exceeded by the savings result-
ing from the sections on reimportation and resales by health care
institutions, Wholesalers and retailer will benefit from the ssctions
that prohibit unfair and anticompetitive practices distributors.
Consumers will ba from currently existing th and safety
risks and will not have their prescription 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,
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SECTION-BY-SECTION ANALYSIS AND CoMMITTER ViEWS
Section =Shaort fifle

Subsection (a) provides that the Act may be cited as the "Pre-
scﬂpl;mn Ilru,g,r M:a.rket Act of 1987." E-uhueﬂtmn §:1] vides that
all amendm mfl:ambuthaFedamlFmd and Cos-
metic Act I:FDCM

Section 2—Findings
This section summarizes the primary findings ¢f the Subcommit-

tee on Chersight and Iuvautuntmnn in its A 1986 report on its
investigation of the threat to the ]::uhi.u: hHSnl pu

tion drug diversion and munurfmtmsﬁ The
Risk to American Consumers Fro T.'-‘rt.la: Diversion
and Counterfeiting,” Committee Print 9'9*3. ﬂndlnn form
the basis for amending the FDCA to ensure the

of the prescription nupiyufthnﬂnlhdﬂum rutrimar
or prohibiting certain ractices which have resulted in
adulterated, outdated and u‘:nu.ute eit medication reaching Ameri-
CAn COMSUMErs.

Section J—Reimportation
This section amends Section 201 of the FDCA to prohibit the

reimportation of U.S.- pharmaceuticals axcept by the man-

wfacturer of the or as authorized by the of

glﬂmlth and Human Services for emergency purposes [21 UUE.C.
1

ported pharmaceuticaly threaten the American

health in two ways. First “Fnrm EH:I'I.:I.'I'.'I.'IE:fEﬂ.I falsaly Al
- b g O haniling of legitimate hL-D:w

wm mnn mﬁﬂﬂfw US. law once the dmp have

lef} tk_:m&undmﬂ fﬁnﬁ u:m s -

turned to the manufacturer from abroad. This exce nunm:u-
sary to avold interference with usual and

tice by assuring that phnrmuﬂull which have

damaged or become unsuitable for mnnhunn o ton
sumers will be returned to the original manufacturer.

A limited exception is also provided for the Secretary of Health
and Human Se to authorize reimportations, on & case-by-case
basis, of pharmaceuticals needed for emergency medical care.
Section §—Sales Restrictions

This section amends Section 503 [21 USC 353] of the FDCA to
create 8 new subssction (c) which prohibita the selling, purchasing,
tmqurnﬁnmnimmhmnrtudaadmsumph.ll}nh
prohibita resales by hospitals and other health care entities of

ticals except under certain circumstances.

In order for & sample to be resold to an ultimats consumer,
.. it must be removed mm:t: and, often physically adul-
v terated to remove the 8" designation from the pill or cap-

sule. Recalls become 1m e and outdated pharmecsuticals have
been commingled with adultaratad samples. &cﬂon S08eX1) would
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malee the sale, purchase or trade of drug samples, or the offer to
sall, purchase or trade drug samples per s¢ illegal.

The term "sample” is defined as a unit of a drug, subject to sub-
section (b), which is not intended to be sold and, in fact, is intended
mmmt& the sale ¢f the drug. Pharmaceutical manufacturers

distributors have had a long established practice of providing
samples of their preseription drugs to physicians and other practi-
tioners licensad mﬁmh such drugs whao, in turn, provide them
to their patients naible pur[puu ia to mequaint the practi-
tmner 'Iil-".l'l‘.h the therapeutic value of the medication and thus en-
the written prescription of the drug. Samples are us
thnun not always. packsged differently than stock :ﬁ
ages sald to ret.mt pharmacies, often in smaller and/or in
ﬁhﬂﬂg clearly marked with the word “sample” or some equiva-
t statament. In no case would a sample m%udn drugs provided
physicians or other licensed practitioners for invest onal use
under Section 5051} of the FDCA. Of course, the distribution must
be in strict conformance with the FDA's IND regulations in order
for the drug to qualify as one for investigational use.

In Sectinn 7, violation of this provision is made a felo
able by up to 10 years in prison or a fine of up to Mﬂrhﬂtb
The P aceutical Manufacturers Association expressed concern
that under the Park doctrine!® officers or exscutives of their
member firms mng;le:m criminal lability involving these severe
penalties merely uss one of their representatives was
convicted of purchasing, selling or tra-:l.l:l; or uﬂhnﬁ.tn c‘m&m
sell or frade drug samples. To
insarted the following sentence in Hl}"]*{nt.hingmthmpnm-
graph shall subject an officer or executive of & drug manufacturer
or distributor to criminal liability solely because of a sale, pur-
chase, trade, or offer to sell, purchase or trade in viclation of this
paraqu by other tmplnrm of the manufacturer or distributor.”

mities does not mean t.nu:n.p] that a correct reading of
D’S.!.r Park would confer ériminal unthuufﬁnuﬂurltub-
utive of any mmga.uy solely becauss of violative behaviar of
other employess o

Paragraph i(ck2) was miﬁed to deter the uhum of nuupnnn.
which are not themsalvea nunpleu but wh:.t:h E:mhnnnai for
& sample dosage of regular pharmace m?rom
when accompanied by a valid prm'ipuun T‘ﬂl’ﬁnhﬂ; J.n or coun-
terfeiting of coupons would be ﬁlrnh.tblta:l

Section 503(cX3) would prohibit resales of phnrmmul;lnﬂh by
hnu.pa.t-lll and other health care entities or charitable organizations
mth cartain exceptions. This is intended to cover resales

m.ﬁlruﬂt and non health care entities. These institu-
unt prices, substantially below the aver-

euji rice (AWP) for pharmaceuticals, based on their

I-T-Hl:lll as a l:h care entity or charity, When hospitals or other
health care entities obtain pharmaceuticals at favorable prices and
then resell those drugs at & profit, they are unfairly competing
with wholesalers and retailers who cannot obtain such a favorable

Y Llnited S2gie v, Perd, €11 US 658 (1975
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price. Such resales may defraud manufacturers, who are led to h-
lisve that the drugs are for the use of the health care entity. In
any case, thess 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 uﬂﬂl&!’ﬂ.‘n to allow for legitimate commerical activity and the pro-
vision of health care to patients. The purchase or acquisition of
pha:muuhnala by a health care entity that is a member of a

%!purchum; nrguimtmn is allowed, as are transfers between

s of the organization. The same e::caftmn applies to health

c-_lire entities that are under common control. A charitable institu-

tion a8 described in section 501(c¥3) of the Internal Revenue Code

of 1954 is permitted to sell or transfer pharmaceuticals to a non-
profit affiliate to the extent otherwise permitted by law,

Health care entities can dispense drugs to their patients pursu-
ant to a valid prescription. This section contains a general excep-
tion for emergency medical reasons which include transfers h-a-
tween health care entities, who may have temporarily run out of &
drug, and even transfers from health care entities to retail phar-
macies. This exemption was provided so that, for example, hespi-
tals might act as suppliers of last resort to community
in rural areas, [t is intended to cover the situation when a pharma-
g runs out of a mud.l-r::.lmn m tﬂtﬂlﬁll. a prea:nf:ii:p:u,, 111‘;:;33

rrow a atock puﬂkﬂgﬂ Tom pital pharmacy rep: it
when the drug is received from its regular distribution source.

Health care entities are defined for the purpoes of section
SIE(ENA) 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 mt:u:lel HMOs generally contract with a ph group
practice, usually on a capitation basis, to provide health care serv-
1.3«:1 to the I-Ih!pmmmhn!.‘ m%hht? 0 or l?. II:I‘H'Pit-Il pur-
chises preseription drugs for use in the treatment of the physician
gmup;:lfnﬂanulumemmthmdmgnmnyhumnd'm

v without charge or cost to physicians in the group prac-
tice for dispensing in the course of treatment of individual patienta.
Any revenue derived from dis ing the drugs is revenue of the

. This section [ not inte to affect these practices.

Section §—Distribution of Samples

This section amends section 503 of the FDCA by adding subsec.
tioh 503d). It establishes conditions with which a manufacturer or
distributor must comply in order to be qualified to distribute sam-
glau to licensed practitioners. This section permits samples to be

istributed by either of two systems. One system involves use of
the mail or common carrier and the other is the physical distribu-
tion by com réepresentatives, Coupona, which are not ump‘tu. i
are an alternative means of providing sample doses and are not’ |
aubject to 203(d) restrictions.
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Drugb:amples may only be distributed to practitioners licensed to
rescribe such drugs. If the practitioner requests, the MLEIH may
distributed to the pharmacy of a hospital or other health institu-
tion with which the practitioner is iated. The Committes un-
derstanda that the storage, handling and accounting for of sample
drugs in health care institutions is generally more easily and uﬂ%ﬁ-
tively accomplished by the phum:i',r than by individ actition-
ers. While maintaining the principle that samples d only be
distributed to practitioners licensed to preseribe them, the Commit-
tee wishes to encourage health care institutions to allow qualified
pharmacists to pmicalir handle samples. The Iphlrmnnr would act
as custodian for the physician or other practitioners and would be
subject to the prohibition found in section 303{ckl) against the sals,
purchase or trade of drug samples.

To receive samples, practitioners are required by subsections
(dX2ZXB) and (dN3NA) to sign a requeast form which contains the
practitioner’s name, address, professional designation, type
quanh? of drug sample, name of the manufacturer or distributor
of the mﬁ:a.mple and the date. With regard to the identity of the
drug sampie, manufacturers or distributors could ¢omply with this
requirement either through a written description or a unigue nu-
merical code designating the product name, strength and number
of units per package. However, if such a code designation is
the code must be clearly translated on the form itself so
licensed practitioner is fully aware. of the product, st
;]m.utit}r is requesting by affixing his signature to
orm.

It is the Committee's intent that such & request m
each time a physician wants samples. A 5'{-5':3.1.111 wTi
from a physician for samples to be distributed periodi
not satisfy the requirements of this provision.

Under the bill, manufacturers or distributors will be free
outside contractors, such as mail-order houses, to handle the
bution. Of course, use of such an outaide firm would rili

b

g

i
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not
manufacturer or distributor of any of ita cbligations under
tin-n_.blﬂvﬂmnr, manufacturers or distri f'hutnﬂplt:ﬂf:alln
establish systemsa to process requests for sam m
as expeditiously as ible. In order to expedite dalivery
quested samples, m; systems could include electronic transmis-
sion of practitioners’ requesta to the manufacturer's or distributor’s
distribution center, ullnng Bl til-.:ﬂmu :lipnl requests from the
phﬁ‘l‘nnm' are promptly transmitted as well.
those manufacturers or distributors who choose to use the
mail or eommon carrier method of sample distribution, section
S03(d¥ 2K AN requires that they establish a system which requires
a written receipt from the practitioner, or & responsible person in
the office of the practitioner, confirming the fact of delivery, Sec-
tion S03dNZNC) requires manufacturers or distributors to maintain
for a period of three years, both the request and receipt forms and
to tain records which would 1den"nafy the drug distributed and
the recipienta of the distribution.
The mittee believes that the least burdensome way for such
manufacturers or distributors to comply with this requirement
would be to send the samples by mail or common carrier such as

N

iEE
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UPS “return receipt requested.” However, this does involve some
expense and it is not the only methed which this requirement
may be satisfied. A manufacturer could develop & 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 zigned by the recipient of the sample upon each delivery and re-
turned to the manufacturer. However, in order to adequately satis-
fy the intent of this legislation, a supplementary monitoring
:Ifstam would also need to be established by the manufacturer or

istributor to examine request forms and returned carrier receipts
or business reply cards to ascertain whether distinct patterns of
non-returned reply cards exiat

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
upan the manufacturer or distributor to investigate non-return pat-
térna. 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 Committes ex
that its intent that the written receipt be used to assure that deliv-
ery of drug zamples s limited to gualified 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 ex 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 & manufacturer or distoibutor to achieve confidence that ita
drug samples are being delivered to the an practitioner and
that patterns of non-delivery can be iden ;

Section S03dN3) contains the conditions under which manufac-
turers or distributors may employ their re tatives to physical-
ly deliver drug samples to practitioners. The Committee was very
concerned about testimony in Subcommittes hearings and evidence
obtained by the staff indicating serious deficiencies in the storage
and handling of sample drugs. Storage for weeks or montha in un-
insulated garages, minilockers, or automobile trunks in hot or
humid climates could result in loss of potency. Damage by water or
pests could cause adulteration., Theft [s another problem. All of
these concerns are intended to be addressed by the requirement in
503dN3NB) that manufacturers or distributors atore samples under
conditions that maintain their sterility and potency, especially
those samples in the possession of their sales representatives, until
auch time as they are physically conveved to the practitioner.

The recordkeeping requirements described in subparagraph
S0AANINC) are an essential component of the overall sample con-
trol system, Although a complete inventory and account balancing
is un:!r re:]blﬂ.red once per year, it is anticipated that manufacturers
and distributors will maintain an inventory control system which
will provide both the company and the Secretary with a reasonahly
accurate status of the sample program at any peint in time. The



16

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

While not specified in the legislation, the Committee expects that
all records required by this section will be made available upon
rexsonable ruﬁuul to the appropiate state regulatory bodies and
other state local officials charged with enforcing drug laws, Be-
cause of the severity of the c¢ivil sanctions against firms which do
not contral the abuse of samples by their saleamen, the Committes
felt it ony necessary to mandate that sample distribution records

made available r.n the Secretary. The manufacturers or distribu-
tors which chooae to distribute uﬁrlﬂ by mail or common carrier,
and hence un not subject to civil penalties for the diversion of
drug 1!t]:| by their employees, are specifically required by sec-
tion E-DEI !’EIC} to make the forms, receipts and records associated
with the distribution of drug samples available to all Federal and
atate officials engaged in the re-m:latmn of drugs and in the en-
forcement of laws applicable to drugs.

Section 503(dN3 quu the reporting of any significant loss
and all known thtft.u rug samples. No cbligation to mveutl.gnta
beyond that required in ulh!r sections of the bill is implied by
inmmph Moreover, a discrepancy is not a theft l.lnlﬂ- it 1-

to be a theft, The Committes Lntend:thu.tthuﬂunmt.uj
apply a rule of reason in determining what constitutes a significant
loss. For example, a small discrepancy in the total inventory of a
multimillion dollar company is oot uign:l.ﬂmt However, the af
a hundred pills or tablets of a particular drug by one sales repre-
sentative in one quarter may be significant.

Of course, a ing imbalance is not a loss. The Committee
believes that it would be counterproductive for the anrlu.r}r to he
inundated with reports of small inventory di ancies whach 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 auhplrmlph
S03dNIVE) which requires drug manufacturers or distributors to
notify the Secertary whenever one of their representatives is con-
victed of the a.u.hu rumhu.u- or trade, or offer to sell, purchase or
trade a dru in violation of section S03ieX1) or 1|:u.'|:|1¢
state law. The Eum,:n-.!tl;ae intends that this notification
the prl:rr:eﬂmn to collect civil penalties outlined in Iﬂr.'hun
Sumnrr pected to establish procedures for the prompt notifi-
eation of the Dupmrn-ut of Justice of all convictiona 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 riod.

%Hd}ﬁ AF) requires that drug manufacturers and distrib-
utors iﬂ.l the Secretary informed of the name and telephone
number of the individual responasible for supplying information re-
garding drug samples.

Bection b—Wholesale Dhatributors

This section amends section 5303 of FDOCA by adding a new sub-
section 503(e). This provision is designed to restore accountability

-h_-"'..'
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to the wholesale sector of the pharmaceutical market, and to pre-
vent the wholesale distribution of prescription drug pr

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 whelesale customers of all previous sales of the product
plies only to wholesale distributors who are not authorized distri
utors for that product. Authorized distributors, as defined, are
exempt from this requirement. Unauthorized distributors are those
distributors who do not have an ongoing business relationahip with
a manufacturer to provide whol distribution of that manufac-
turer’s products. UTnauthorized distributors will be required to cer-
tify in writing to drug wholesalers the source and place from which
they obtai the drugs. Manufacturers will be required to main-
l‘.l::in. for public review, a current list of all authorized distributors
of record.

Suhparunngh J08ieN2MA) ia 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
wvhich it does business and that the state licensing requirements
meet certain minimum standards. The mere shipment of pharma-
ceuticals into a state would not trigger the reguirement that the
distributor be licensed in that state. However, the operation of a
I'i:illi:ijl' from wllﬂli.:‘:]illa wholesaler makes ahip}:ne-nt.-. nutuidt;;h! state
woll igger the licensing requirement with respect to state in
T AT st vy o i

paragra (e} 2W B, uires t

Human Ee-m'E*H to issue guidelines which will assure uniform
standards covering the proper sto and handling of pharmaceu-
ticals by wholesale distributors without regulstory duplication at
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 NMABP model would provide for
sound and prudent re tion. In icitlar, the Committes be-

lisvesa that the provisions of the model guidelines
which rely on ¢ ial invoices will provide adequate account-
ability without imposing unnecessary and burdensome papework

on the legitimate wholesale distributors and their customers.

It is the express intent of the Committee that the scope of section
£ include distribution by chain drug warehouses, wholesale drug
warehouses, and all sellers of prescription drugs in wholesale EIRIEI'J
tities to persons or firms other than the consumer or patient. With
respect to section 503(eNl), intracompany sales, Le., the distribution
hﬂ}ﬂﬂ::d‘diﬂnium and companies having the same ownership, are
ERCIW

The Commitiee recognizes that the wholesale pharmaceutical
distribution system is based upon contracts of sale whersby sach
party assurmes, as well as relies upon, the good faith and veracity of
the other party, The Uniform Commercial Code assumes such
mutual gn-:l-cpl faith of the parties to facilitate all commercial trans-
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actions. In this connection, the Congress believes that the guaran-
tee provision found in section 308(c) of the Act which ia based upon
the good faith of the buyer and seller, is duly applicable to whole-
sale distributors of prescription pharmaceuticals, Thus, wholesale
dmt.ﬁ 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 supplier, i.e., licensed under applicable state law and
"authorized distributors of record” of a drug manufacturer, in ac-

© with section 503(e¥ 1), fall under the protections of section
J0Zic) of the Act

Section F—Penaliies

This section amends Section 301 of the FDCA to add several pro-
hibited acts to the statute [21 US.C. 331] Section 30Lit) would
define the following as prohibited acts under the FDCA,

i1) the importation of a drug in violation of section BO1(dN1);

i2) 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

03eN2L
i4) the distribution of a drug sample in violation of m:ti-ulvj
503(d), or failure to otherwise comply with section 503(d), or 3
Erl}iﬁ? ;:he failure to comply with the requirements of subsection
el

Each of these newly prohibited Acts are discussed in the applica-
ble sections of this report.

This section also amenda Section 303 of the FDCA [21 US.C
333). It combines subsections (a) and (b) into a single subsection and
adds & new subsection (bl Subsection (b¥1) makes certain violations
felonies by im penalties of imprisonment for not more than
ten vears or fines of not more than $250.000 or both, These felony
penalties apply to viclations of section 301t} because of an importa-
tion of a drug in vielation of E01{dX1) or because of a sale, purchass
or trade, or offer to sell, purchase or trade of a drug or drug
sample in viclation of section 503ic), or becaiise of the zale, pur-
chase or trade, or offer to sell, purchase or trade, or counterfeiting
of a coupon as apecified in 5030c¥2), or because of the distribution
of drugs b?s an unlicensed wholesaler in violation of section
S03eX2¥A). Subsection (bX2) provides civil penalties for drug manu-
facturers of distributors whese emplovees violate section 3010t} by ¢
buying, selling or trading, or offering to buy, sell or trade drug
samples as prohibited by section 503(ck1) or state laws which pro-
hibit the purchase, sale or trade, or offer to purchase, sell or trade
drug sarmples. The civil penalties can o be triggered by comvic-
tign of one or more representatives of a drug manufacturer or dis-
tributor in a Federal or state court.

In both section 3 amd section 7, the Committee izses the term
“representative” to describe the individual whe may physically de-
liver drug sam for a manufacturer or distributor to a licensed
practitisner. individuals are most commonly described as
representatives, sales representatives, salesmen, or detailmen. In
this context, when using the term “representative”, the Committes
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intends to include anyone wha, for compensation or hire, makes
drug sample distributions for a particualr flrm. It does not include
the employees of common carriers.

Dieapite decades of abuse of drug samples manufacturers sales *
representatives, the Pharmaceutical Manufacturers Association
aEmd strongly that it was posalble for their member companies to
mdopt audit and security systéems which would end the abuses.
Art on this assurance, the Committes decided to continue to
permit manufacturers and distributors to physically dispense d
samples through their representatives and to provide for large I:In':ﬁ
penalties to be I;lvl:"ifsﬁ.'ur:l untihum :mpmie; whugt audit M?h l){%l::l'l.tritjr
syatems prove inadequate to prevent abuse Subsection pro-
vides that for the first two convictions for unrelated violations of
Federal or state law r ing the purchase, sale or trade, or offer
to purchase, sell or trade drug samples by their represantatives in
any ten-year period, the manufacturer or distributor shall be lisble
for a civil fine of not more than $50,000 for each viclation. Howev-
er, for each violation by a representative or representatives of the
manifacturer or distnbuior resulting ln a cooviction after the
second conviction in any 10 year pericd, the manufacturer or dis-
tri.'hutnr will be liable for a civil penalty of not more than 21 mil-
1O,

For purposes of this subsection, multiple convictions of one or
more persons arising out of the aame event or transaction or a re-
Eatgd series of events or transactions shall be considered as one vie-
ation.

Bubsection (bX3) creates a civil penalty of not more than FL00,000
for drug manufacturer or distributor who violates section
301{t) by failing to report to the Sec any conviction of their
representatives for viclations of Section ¢} or state law because
of the sale, purchase or trade, or offer to sell, purchase or trade, a
drug :.a.m?lla. Thia is in addition to any criminal liability which
may attach to a manufacturer or distributor as a result of a failure
to such convictions in violation of section 3010th

Subsection (bX4XA) absclves & drug manufacturer or distributor
from civil liability for a particular violation by a representative of
such manufacturer or distributor if the company { provides the
information leading to the arrest and conviction of such emploves
for a viclation of section 301t} because of a sale, purchase or trade,
or the offer to sell, purchase or trade a drug sample in violation of
section S03(cl) or for a violation of state law prohibiting the aale,
purchase or trade, or offer to sell, purchase or trade a aample.
. Euhﬁi?ﬂﬂﬂﬂm ul:mlafn nﬁﬂ?“mr or rihu'rﬂr
TOm ¢ ity provided 1 ¢ convineing evi-
dence that the manufacturer or distributor was conducting a good
faith investigation of the events or transactions which resuited in
the arrest-and conviction of one or more of their representatives
for selling, purchasing or trading, or offering to sell, purchass or
trade drug samples and that that investigation would have led to
the reporting of information leading to the arrest and conviction of
that Eron{};_lu;rﬂ or emplovees had not state or Federal law enforce-
ment officials filed charges against the employee or emplo
sefore the manufacturer's or distributor's investigation could be
sufficiently complete to merit referring the information to law en-
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forcement authorities. The Committes intends that this defenss
apply only to active, credible internel investigaticna and not the
mere atcumulation of incriminating information in the company
files, Of course, the company’s history of cooperation with state
and federal law enforcement and regulatory bodies, including its
résponse Lo reasonable uests for records, would be a factor in
the determination of whether their internal inveatigation was in
gun&nﬂgith and would have led to a reporting of the necessary infor-
ma’ i

Subsection (bX4¥BYi) crentss one additional e ion to the civil
liability of drug manufacturers or distributors w repressnta-
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 ita sample distribution system
but was still victimized by one of the representatives. The
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 stand-
ard for such andit and security systems. They must be “designed to
detect violations.,” The Committes intends a very strong P
tion that if the systems fall to detect the abusa of uﬂmp]F:-lj;]rm
emploves of aﬂmnmﬁml manufacturer prior to the di.r;mrj
by state or Federal law enforcement officials, then the awdit 4
security system of that manufacturer is deficient and this defense
would not be applicable.

Only in extremaly rare cases would a company be able to assert
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 prior to hire i3 caught ualhnﬁa:l;mplu
before the initial audit of his records could reascnably bean
expected to occur, or an employee commits a violation because of
mental ineompetenca. 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 MEL‘P“ but for the extraordinary nature of the viclation.

_The Oversight Subcommittee acquired the disciplinary records of
nine large utrmlmnnuu:hurmfnrnﬁvo-ﬁ;rpeﬁud-
Moat cases involved prior detection by state ar Federal enforce-
J:Iuizniffﬁﬂiula. .!..!!l c:n.u? mﬂed E‘Eﬂi or incomplete records of
t isposition of samples. audit security sufficient
to meet the "designed to detect” performance mth 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 irsufficient to avoid liabili
under ph {ll). 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-
tiona,

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 cannet here. Srpecr.ﬁ:ull:.r. the system must be
signed to detect falsification of sample delivery forms of records
For example, a sales representative could alter a physician's
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gquest to reflect that he or she [eft twice the number of samples
with a ician 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
systemn must go well bevond a mere reconciling of the books, and
must include enough visits to recipient practitioners’ offices on a
timely enpugh basis 50 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 frequency to es-
tablish in the minds of the sales force the ressonable probability
that the employer will detect any abuses.

The Committee does not intend that the practitioner must per-
sonally give such verification, but only that a responaible person in
the office, the receptionist, nurse, etc., do 80, Nor does the Commit-
tee inteénd this ssction to require that a manufacturer or distribu-
tor inguire into the use of samples given _mtr:dgxﬂtjtimar by &
sales representative, or in any other in into the physi-
cian/patient relationship. Specifically, & Committee doss not
in to impose upon & manufacturer or distributor any reaponsi-
bility to investigate the practitioner recipient of samples. An effec-
tive is one which verifies as indicated above, the delivery of
samples as reported by sales representatives.

Such visits must be done without the advance knowledge of the
sales representatives or their supervisora. During visits to practi-
tioners offices, auditors should also inquire Iif any samples, such as
those whose expiration date has been reached, have been returned
to the sales representative.

The operation of the audit system must also meet the test that it
is performed by persons independent of the sales force. To do other-
wise would be tantamount to letting the fox guard the chicken
coop. Systam must alss require immediate reporting of
losses, thefts, and receipt or know of any offer to viclate
the provisions relating to mmilf distribution. While the audit
systemn must be independent of marketing function of a compa-
ny, it is not required to be outside the company.

Finally, the ability to demonstrate that a conviction by a repre-
sentative under this subparagraph should mot count the
civil penalty provisions is not available in convictions involving su-
pervisory personnel. It is one thing to argue that the company
should not be penalized because of the unpredictable behavior of ita
lower level emplovees, in this case, sales representatives. But it is
guite another to contend that the actions of supervisora, who
OCoUpY itions reflecting an enhanced lavel of trust and responsi-
bility, should not affect the company.

Subsection (bi3) provides that any person providing information
leading to the arrest and conviction of a person for the purchase,
sale or trade, or the offer of purchase, s2ll or trade a drug sample
ahall be entitled one-half of the criminal fine collected, up to a
maximum of §125,000.

Section 8—Effective Dale

With several exceptions, all provisions of the legislation take
effect 30 days after the date of enactment, One exception is that
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the Secretary is required to issue guidelines within 180 days of en-
actment under ef2¥B) that establish minimum

terms and conditions for the licensing by the states of wholesale
distributors that in interstate commerce. Further, the re
quirement in 503eNZNA) 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 affective date of the regulations.

 The requirements for the distribution of sample drugs continued
in section $03(d) do pot take effect until 180 days after enactment.
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CHAPTER [MI—PROHIBITED ACTS AND PENALTIES
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FROHTBITED ACTS

Sec. 301, The following acts and the causing thereof are hereby
prohibited:
{.B.} LI B

L] L] L] L] L L L

{t! The importation of a drug in violation of section 801/dXI) the
sale, fmwhﬁanfudn?urdmmmpkwrhaﬁﬁrhﬂﬂ
purchase, or trade a drug or drug sample in piolation of section
J08el the sale, purchase, or trade of a coupon, the to sell, pur-
chase, or trade such a or the counterfeiti auch a
in wiolation of section J03eXZ) the distribution :?u drug sample in
violation of section J08d) or the failure to otherwise comply with
the requirements of section 508d) or the distribution of drugs in
violation of section 505w or the foilure to otherwise comply with
the requirements of section J03el

FEMALTTES

Sec. 308, (a) (1) Any who vioclates a provision of section
,NIMhMﬂ more than one vear or fined not
“Ioa :E..flf'-l viths ding the provisions of [subsection (al]

i otwithstanding the p ﬁﬂl.l n
paragraph (I} of this section, if any person ts 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 imprisoned for not more than three years mj
fined not more than 310 or bath, '
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b1} Notwithstanding subsection (al any person who viclates sec-
Hon JOIVE) because of an importation af a f:ug' in violation of sec-
fion S00vdi ) berause of a sals, purchase, or trade of a drug or d
sample or the offer to sell, purchase, or trode o drug or drug sa

in violation of section 303¢), because of the sale, purchase, or frode
of a coupon, the offer to sell, purchase, ot trade such a n, or
the counterfeiting of such a coupon in violation of section S08rekd)
or the distribution of drugs in violation of section S0XeX2¥AL shall
be imprisoned for not more than 10 years or fined not more than
F250,000, or both.

{2} Any manufacturer or distributor who distributes drug samples
by means other than the mail or common carrier whose representa-
Hue, during the course of the representalive’s employment orF associa-
fion with that manufocturer or distributor, violated section JOIML
because of a vielation of section 308 ckl) or violated any State low
prehibiting the sale, purchase, or trade of a drug sampile subject to
gection § or the offer to sell, purchase, or trade such a drug
sample shall, upon conwviction of the representative for such violo-
tion, be aubject to the following civil penalties:

(Al A eivil penalty of not more than 350000 for sach of the
first two such viclations resulling in a conviclion of any repre-
sentative of the manufacturer or distributor in any 10ear

pe
(Bl A civil penalty of not more than 51,000,000 for each viola-
fion resulting in o convichion of any represenitciive after the
second conviction in any I0year period o
For the purposes of this paragraph, multiple convictions of one or
mare persons arising out of the same evend or transaction, or a relaf-
ed sertes of evenis or fransactions, shall be considered as ong vinla-
tipn,

(#) Any manufacturer or distributor who violotes section J0IL) be-
cause of o foilure fo make @ report required by section SANAFINES
shall be subject to a civil penalty of not more than S100.000.

(4XA) If a manufacturer or distributor or any representative of
such manufocturer or distributor provides information leading to
the arrest and conviclion of any representative of that manufocturer
or distributor for a violation of section J0Ift) beause of a sale,
chase, or trade or to purchase, sell or trade a drug in
violation of section J0NcA I} or for @ miclation of State low prohibit-
ing the purchose, or trode or offer to sell, purchase, or trade o
drug sample, the conviction of such representative shall not be con-
sidered a8 o violation for purposes of paragraph (2

(B} If, in an action brough! under paragraph (2) against a manu-
facturer or distribulor relaling o the conviction of a represeniative
of such manufocturer or distribulor for the sale, purchase, or irode
of a drug or the offer to sell, purchase, or trade a drug, if is shown,
&y clear and convincing evi —

fi) that the manufacturer or distributor conducted, before the
arres? of such representative for the violafion which resulled in
such conviction, an nvestigation of evenls or transaciions
which would have led to the reporting of information leading
to the arrest and conviction of such representative for such pur-
chase, sale, or trade or offer to purchase, sell, or trade, or
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(ti} that, except in the cose of the conviction of a represenia-
tive employed in a supervisory function, despite diligent imple-
mentation by the manufacturer or distributor of an jndlge [
audit and security system designed fo detect such a violation,
the manufacturer or distributor could not regsonably have been
expecied to have detected such violation,

the conviction of such representative shall not be eonsidered a8 o
conviction for purposes of paragraph (2

(3} If @ person provides information leading to the arrest and con-
viction of a person for a violation of section J0Iit) because of the
sale, purchase, or trade of a drug sample or the offer to sell, pur-
chase, or trade a drug sample in violation of section 508ck1) such
person shall be entitled to one-half of the criminal imposed and
collected for such violation but not more than 8125000,

L] - - ] . & i

CHAPTER V—DRUGS AND DEVICES

SuscHarTER A—DmUucs anD DEvices
L] [ ] L] L ] [ ] ] -
EXEMPTIONS [N CASE OF DRUGS AND DEVICES t
Sec, b03, @)™ *

L] L L] L] L]

{ck1} No person sell purchase, or trode or to sell, pur-
chase, or trade unr;'mnimg sample For purposes this parograph
and subsection (d), the term sample’ means a unif of a drug,
subject to subsection (b} which 5 not intended ¢o be sold and i3 in-
hﬁdﬁdtu'pmmuhtﬁ:nhafthd . Nothing in this pa f
shall subject an officer or executive of a drug manufacturer or i
tributor to criminal liability solely becouse of a sale purchase,

, or to sell, purchase, or trade in violation of this para-
graph by other employees of the manufacturer or distributor.

{2} No person may sell, purchase, or trade, offer to seil, purchase,
or trade, or counterfeit any coupon. For purposes of this paragraph,
the term “coupon™ means ¢ form which may be atf no cost
or af a reduced cost, for a drug which is prescribed in occordaonce
Wigfﬁﬁ'uu seil, hase, or irode, or offer L

O person may pure or ar fo sell, p
chase, or trade, any drug— C
(i) which is subject to subsection (b and
(LX) which was purchosed by a public or private hospital or
other health care entity, or _
(II} which was donated or supplied at a reduced price to a
charitable organization described in section 501k S} of the In-
@ugﬁﬂ Revenue Eﬁ: of 1954, by
bparagraph (A does not apply to—
fi) the purchase or other uﬁquil:’l!inn by a hospital or other
health care entity which is o member of o purchasing or-
ganization of a for ils own use from ! purchas,
nization or from other hospitaly or heallh ocore endili
which are members of such organization,

-
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{iti) the sale, purchase, or trade of a drug or an offer to sell,
purchase, or trode a drug by an organization described in sub-
paragraph (Axiiyil! to a nonprofit ﬁﬁ;ﬂﬂﬁ of the organiration
to the extent otherwise permit L,

{iii} o sale, purchase, or trode 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,

fiv) a sale, purchase, or trade of a drug or an offer fy sell,
purchase, or trade a drug for emergency medical reasons, orF

(! a sale, purchase, or trade of a drug, an to sell, pur-
chase, or trade a drug, or the dispensing of a ursuant fo
o prescripfion execuled (n accordance unth section

For purposes of this the term “entity " does not include a
wholesale distributor of drugs or o retail pha licensed under
State law and the term "m;imqrmedmu reasons ' includes frons-
fers of a drug between health care emiities or from a health care
entity to a retail pharmacy undertaken to alleviate temporary short-
ﬁgu the drug arising from delays in or interruptions of regular

“:E."l{ ufion Jchtdulﬂ.m A

{di1) Except as provided in parographs (2) and (3} ne representa-
tive E‘&n drug manufacturer or distributor may distribute any drug

Al The manufocturer or distributor of a drug subject to subsec-
tion (h) may, in accordance with this paragraph, distribute drug
sam by mail or common carrier to practitioners licensed fo pre-
seribe such drugs or, of the reguest of a licensed practifioner, fo
pharmacies of hospitals or other health care entities. Such a distri-
bution of drug samples may only be made—

(i} in response £o a writlen request for drug samples made on
g form which meets the requirements of subparagroph (B ond
(it) under a gystem which requires the recipient of the drug
gampie to execule a wrillen receipt for the drug sample upon its
delivery and the return of the receipt fo the manufocturer or
distributor.
(8] A written request for a drug sample required by .ibparagraph
{AXi) shall contain—
(i} the name, address, professional designation, and signature
of the practifioner making the request,
(g L&dan:m of the sample requested and the guantity
regLes
Edl,ﬁll” dtlh-e name of the manufacturer of the drug sample requesi-
an
(i) the date of the request
C} Each drug manufacturer or distributor which makes distribu-
tions by mail or common carrier under this paragraph shall main-
fain, for a period of § years, the request forms submitied for such
distributions and the receipts submitted such distributions and
shall maintain a record of distributions of drug samples which
idenfifies the drugs distributed ond the recipients of rﬁ distribu-
tions. Forms, receipts, and records required to be maintained under
this subparagraph shall be made available by the drug manufactur
r or distributor to Federal and State officials mgafed in the regu-
ation of drugs and in the enforcement of lows applicable to drugs
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#) The manufacturer or disiributor of a drug subject to subsection
(b} may, by means other than mail or common carrer distribule
drug samplez only if the manufocturer or distributor makes the dis-
Iﬁbuhar:s;n son b:;;rh “E.P:s .ﬁh (A) and carries out the
acfivifies descri in subporagraphs (8} through (F) 2z fallows:

(4t Drug samples may only be distributed— fol

{1/ to practitioners licensed to prescribe such drugs if they
maoke o written reguest for the dP samples, or
(i) at the written request of such a licensed pructitioner,
to pharmacies of hospitals or other health care entities,
A written request for drug samples shall be made on a form
which contains the proctitioner'’s name, add anrd profession:
al designation, the identity of the drug sample requested, the
guantity of drug samples requested, the name of the manufac
turer or distributor of the drug sample, the date of the request
and signalure of the practifioner ing the request.

(8 ﬁg manufacturers or distributors shall store drug sam-
ples under conditions that will maintain their stability, integri-
E and effectiveness and will assure that the drug samples will

free of contamination, deterioration, and adulteration.

{C} Drug manufacturers or distributors shall conduct, at m".‘
annually, @ complete and accurate inven of all drug samr
ples in the pogsession of representatives of the manufacturer o
distributor, Drug manufacturers or distrmbutors shall mainéain’
lists of the names and address of each of their representatives
who oistribute drug samples and of the sites where drug sam-
ples are stored. Dvug manufaciurers or digirtbufors shall main-
tain records for at ¢ .ﬁ"i:r:tn of all drug samples digeributed,
degiroved, or returned to the manufacturer or distributor, of all
inventories maintained wnder this subpa h, of all IIB;‘II
or significant losses of drug samples, ard of all requests mode
under subparagraph (A) for drug samples. R and lists
maintained under this subparograph shall be made ovailable
by the drug menufacturer or disérnbutor to the Secrefary upon

uest,
mﬁﬂ) Drug manufacturers or distributors shall notify the Secre-
tary of any significant loss of drug samples and any known
theft of drug sampiles.

(E} Drug manufacturers or distributors shall report to the
Secretary any conviction of their representatives for violations
of section 503ckl) or a State law because of the sale, purchase,
ur;mdtnfﬂﬁmgmmpk or the offer to sell, purchase, or trade
a drug samp. .

iF) Drug manufacturers or distributors shall provide to the
Secretary the name and telephone number of the individual re-

mﬂ for responding to a request for in Hon respecting

Fug samp

feii) person who & engaged in the wholesale distribution of
drugs subject to subsection (b 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 identifving each sale of the drug (in-
cluding the dale of the sale) before the sale to such wholesale d'lfa-.ll
tributor. Bach manufacfurer shall maintain af s corporate office
a current list of such authorized distributors. #
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/2¥A} 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 subparagraph (B,

(3! The Secretary shall by regulation issue guidelines establizhing
minimum gtandards, terms, and conditions for the licensing of per- -
sons to make wholesale distributions in interstate commerce of
drugs subject to subsection (bl Such guidelines shall prescribe re-
quirements for the storage and handling of such drugs and for the
:Jiuhﬂja‘hﬂtent ond mainlénance of records of the distributions of
LT rugs,

(4! For the purposes of this subsection—

iA) the term “authorized distributors of record” means those
distributors with whom o manufocturer established an on-
gnnléig relationship fo distribute such manufocturers products,

a

(B} the term “wholesale distribution"” means distribution of
drugs subject to subsection (B to other than the consumer or pa-
tient but does nol include introcompany sales and does not (n-
clude disiributions of drugs described in subsection i F¥B).

Y " - [ [ W i '

CHAPTER VII—-IMPORTS AND EXPORTS
[MPORTS AND EXPORTS
Sec. 801. () * " *

idA1} Except as provided in paragraph (2}, no drug subject to sec-
tion 308 which is mnuggﬁrd in a State and exported may be
imported into the United unless the drug is imported by the
person who manufoctured the drug.

(2! The Seereh.gmuyaulhun’.u the importation of a drug the im-
portation of which is prohibited by paragraph (1} if the drug is re-
qr.u'mdif"ar emergency medical care.

Eltd} fedl} A IOJ:Z d.ruﬁ.adevim. or coametic intended for export
;l.h br_mt be deemed to be adulterated or misbranded under this

ct I it—

(A} accords to the specificationa of the foreign purchaser,
iB) is not in conflict with the laws of the country to which it
\ is intended for export, .
iC) is labeled on the outside of the shipping package that it is
intended for ex and
(I} is not sold 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
dniée, which is unsafe within the meaning of section 512.
(Z) Paragraph (1) does not apply to any device—
{A) which does not comply with an applicable requirement of
section 514 or 515
. (B} which under section 52Mg) is exempt from either such
" section, or
L {C) which is & banned device under section 3146,
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unless, in addition to the requirements of paragraph (1), the Secre-
tary has determined that the exportation of the is not con-
trary to public health and safety and has the approval of the coun-
try to which it is intended for export.

o



