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The Committes on Finance, to which was referred the bill (H.E.
1207) to amend the Federal Food, Drug, and Cosmetic Act to ban
the reimportation n:rf_:qu%: produced in the United States, to place
restrictions on the distribution of drug samples, to ban certain re-
sales of drugs by hospitals and other th care facilities, and for
other purposes, ha considered the same reports favorably

thereon and that the bhill do pass.
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H.R. 1207 makes changes in the national drug distribution
gystem. The bill prohibits the reimportation of prescription dﬁ
except by the manufacturer or for emergency use, bans the
trade or purchase of drug . prohibits with certain excep-
tions the resale of prescription drugs purchased by health care en-
tities for their own use, mandates storage, handling and accounting
requirements for drug samples, prohibits the whoelesale distribution
of drugs in interstate commerce from states which do not license
wholesalers or whose licenaing requirements do not meet minimum
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standards, and establishes a range of criminal and civil penalties
for violations of these provisiona.

The purpose of the T_csialal:iun is to curb operation of the diver-
sion market for prescription drugs that outside of normal
channels of distribution and makes it di t to protect American
cififumers from mislabeled, subpotent, adulterated, expired, or
counterfeit pharmaceuticals,

I, ComMmrrree AcTion on THE Biit

The Senats coun to H.E. 1207, 8. 365, was introduced on
January 21, 1987, and wasa referred to the Committes on Finance.
Heari on that bill were held before the Subcommittes on Inter-
national Trade on June 15, 1987, i of H.R. 1207 by
the House of Representatives on May 4, 1957, that bill also was re-
ferred to the Committes an Financs,

III. GeNERAL EXPLANATION

A significant volume of pharmaceuticals is baing reimported to
the United States as American Goods These goods
present a health and safety risk to American consumers because
they may have become mip-:r.mt or adulterated during foreign
handling and shipping, Moreover, the hazards amssociated with
reimports have forced the Food and Drug Administration and the
U8, Customs Service tnn:z:nd inspectional and other respurces
that are sorely needed in r areas,

The distribution of drug samples to patients by practitioners li-
censed to dh?m pharmaceu 1s a useful and valuable medi-
cal tool. The bill is desi to retain the positive benefits of sam-
ples while providing for improved storage and handling, greater ac-
m“l’ltﬁbrielﬂi::i’ and strong penalties for unauthorized distribution.

The ¢ of preseription drugs by health care entities to per-
sons outside the corporate umbrella of the institution—such as a
wholesaler—helps fuel the diversion market, and, with certain ex-
ceptions, is prohibited by thia bill,

SECTION 1—SHOAT TITLE

Subsection (a) provides that the Act may be cited as the "Pre-
scription Drug Marketing Act of 1987." Subsection (b) ides that
all amendments or r are to the Federal Food, and Cos-
metic Act (FTHCA)L

SECTION 2—FINDINGH

This section contains findings regarding the threat to the public
health by prescription drug diversion and counterfeiting.
These findings form the basis for amending the FDCA to ensure
the safety and efficacy of the prescription drug supply of the
United tea by restricting or prohibiting certain distribution
practices.

SECTION J—REMPORTATION

This section amends Section B0l of the FDCA to ibit the
relmportation of U5 -produced pharmaceuticals axcept by the man-
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ufacturer of the product or as authorized by the Secretary of
Health and Human Services for emergency purposes.

Reimported pharmaceuticals threaten the American public
health—n two ways. First, foreign counterfeits, falsely described as
reimported US.-produced drugs, have entered the distribution
system. Second, proper storage and handling of legitimate pharma-
ceuticals cannot be guaranteed by US. law once the drugs have
left the boundaries of the United States.

A broad exception has been made for pharmaceuticals returned
to the manufacturer from abroad. This exception s necessary to
avoid interference with usual and businesa practice by
asauring that pharmaceuticals which have recalled or dam-

or otherwise become unsuitable for distribution to consumers

Il be returned to the original manufacturer,

A limited exception is provided for the Secretary of Health
and Human Services to authorize reimportations, en a case-by-case
basis, of pharmaceuticals needed for emergency medical care.

SECTION 4=S5ALES RESTRICTIONS

This section amends Section 503 [21 USC 353] of the FDCA to
creats a new subsection (c) which prohibits the . purchasing,
trading or offer to sell, purchase or trldeadmgumpla It also
prohibits resales and trades by hospitals and other health care en-
tities of pharmaceuticals except under certain circumstances.
Feaals trade does mot include the withdrawal from the market
for credit or exchange of any drugs in the event of a recall by a
manufacturer where the manufacturer has notified the
of Health and Human Services of the recall.

In order for a drug sample to be resald to an ultimate consumer,
it must be removed from its kaging and often physically adul-
terated to remove the “sample” designation from the pill or cap-
sule. Recalls become impossible and outdated pharmaceuticals have
been commingled with adulterated samples. Section 503(cK1) would
make the sale, purchase or trade of drug samples, or the offer to
sell, purchase or trade drug samples per se illegal.

The term “sample"” is defined as a unit of a drug, subject to sub-
gection (b), which [ not intended to be sold and, in fact, is intendead
to promote the sale of the drug. Pharmaceutical manufacturers
and distributors have had a long established practice of providing
gamples of their prescription drugs to physicians and other practi-
tioners licensed to prescribe such drugs who, in turn, provide them
to their patients. purpose is to acquaint the practitioner with
the therapeutic vnlu:fut;;hn medu:as ﬂ;i?uaud thus eumuﬂl;uag; the
written prescription d am are nl:lt
always, packaged dlfferent.lj'rﬂufan p.n.a{.agea
retail pharmacies, often in imallnr dﬂﬂlﬂ:ﬂﬂ and/or in packagms
clurlylnuurhd with 1ttli1e wndpl mmI!I[E: gr some I.Ii"l-"l-l.ﬂl'l-l atate-
ment. o Cass wWou A Samele 1n Mgs
or other licensed practitioners for mvmignﬁnnuﬁ undpsr Section
o050 of the FDICA., Of course, the distribution must be in strict
conformance with the FDA's IND regulations in order for the drog
to qualify as one for investigational use.
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In Section 7, violation of this provision is made a felony punish-
ahle I:Lup to 10 in prizson or a fine of up to B250,000 or both.
The Pharmaceu Manufacturers Association has expressed con-
cern that under the Park doctrine ' officers or executivea of their
member firms might face eriminal liability involving these severe
anlm :il_.ernl:_':l'h ul:'ﬁmuf thmmulm resentatives was
convi of purchasing, or ing, or offering to purchase,
sell-or trade drug samples. To allay this concern, the I'allnﬂ%ﬂg SBF-
tence in 508(cXl) states, “Nothing in this parsgraph shall subject
an officer or executive of a manufacturer or distributor to
criminal liability solely because of a zale, purchase, trade, or offer
to sell, purchase or trade in violation of this parsgraph by other
employees of the manufacturer or distributor.”

e Committes doea not mean to imply that a correct reading of
{5 v. Park would confer criminal liability on the officers of execu-
tive of O aolely because of the violative behavior of
other employees of the com :

Paragraph (cM2) was incl to deter the abuse of coupons,
which are not themselves samples but which mey 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.

Section 502{cX3d) would prohibit resales of aceuticals by
hoapi and other health care entities or charitable organizations
with certain exceptions. This igion ia intended to cover resales
by both for-profit and nonprofit health care entities. These institu-
tions nﬂﬂ receive discount prices, substantially below the aver-
age w e price (AWP) for pharmaceuticals, based on their
status as a th care entity or charity. When hospitals or other
health care entities obtain pharmaceuticals at favorable prices and
then resell those drugas at s profit, they are unfairly competing
with wholesalers and retailers who cannot obtain such a favorable
frrina. Such resales may defraud manufacturers, who are led to be-

ieve that thha dn:,gﬂla.r-u for thethu;e of the health care anti.t.j'.ul:f:;
any case, these resales reward unscrupulous and penalize
otherwise horest 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 commercial activity and the pro-
vision of health care to patients. The purchese or acquisition of
pharmaceuticals by & health care entity that is a member of a
mug‘pumhuing organization is all-nwau;[: as are transfers betweesn
members of the organization. The same exception applies to health
care entities that are under common control. & charitable institu-
tion as described in section 501(ck3) of the Internal Revenue Code
of 1954 is permitted to sell or transfer ticals to a non-
profit affiliate to the extant otherwise permitted by law.

Health care entities can dispense drugs to their patients pursu-
ant to a valid prescription. This section contains s general excep-
tion for emergency medical reasons, which include transfers be-
tween health care entities that may have temporarily run out of a

! United Feates v, Fork, 421 U3 658 (1075
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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 in which a phar-
macy runs out of a medication needed to fill a prescription and

to borrow a stock package from the hospital pharmacy and
replace It when the drug is received from its regular distribution
source,

Health care entities are defined for the purpose of section
o033 A) to exclude wholesale distributors or retail ies,

Sa:EtEun -!E of thn bill i?;l not ;_ntlnd:ﬂd to limit m:lﬁ:ﬂnﬂrﬂn\re
tranefers of preseription drugs from a group model 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 physician group
practice, usually on a capitation basis, to provide hEﬁ{::l Care Serv-
ices to the members, Typically, the E]'.Mﬂ or its hospital pur-
chases prescription drugs for use in the treatment of the physician
group’s Patienm. 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.
Any revenue derived from dispensing the drugs is revenue of the

0. This section is not ad to affect these practices,

SECTION 5—DISTRIBUTION OF SAMPLES

This section amends section 503 of the FDCA by adding subssc-
tion G0Md). It establishes conditions with which a manufacturer or
distributor must comply in order to be qualified to distribute sam-
ples to licensed practitioners. This section permits samples to be
distributed by either of two systems. One aystem involves use of
the mail or common carrier and the other is the physical distribu-
tion by company respresentatives. Coupons, which are not samples,
are an altermative mesns of providing sample doses and are not
subject to 303(d) restrictiona.

ug samples may only be distributed to practitioners licensed or
authorized by state law to prescribe such dreags, If the prastitioner
requests, the samples may be distributed to the pharmacy of a
pit.'ul, clinic, or other health institution with which the practitioner
is affiliated.

Ta receive samples, practitioners are required by subsections
{(d¥2¥B) and (d¥3¥A) to sign & request form which contains the
practitioner’s name, address, professional designation, type and
quantity of drug sample, name of the manufacturer or distributor
of the sample and the date, With regard to the identity of the
drug sample, manufacturers or distributors could comply with this
requirernent sither through a written description or a unigue nu-
merical code designating the product name, strength and number
of units per pac Howevar, if such a code designation is usad,
the code must be clearly translated on the form itself so that the
licensed practitioner is fully aware of the product, strength and
guantity is requesting by affixing his signature to the request
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It is the Committess intent that such a request must be made
ench time a physician wants samples. A star.:guq written request
from a physician for samples to be distributed perfodically would
not satisfy the requirements of this ision; except that FDA
may provide by lation for the delivery of n.t.unding orders by
n:;ai_l covering small numbers of samples for strictly limited periods
ol Lime.

Under the bill, manufacturers or distributors will be fres to use
E:uidﬂ contractors, such as mail-order houses, to handle the distei-

tiamn.

For those manufacturers or distributors who choose to use the

or common carrier method of sample distribution, section
BO3dMENANiD) requires that they eatablish a system which requires
a written receipt from the practitioner, or a responsible persen in
the office of the practitioner, confirming the fact of delivery. Sec-
tion 503(dX2HC) requires manufacturers or distributors to maintain
the request and receipt forms and to maintain records which wouald
identify the drug distributed and the recipients of the distribution
for a period of three years.

Section 303HdN3) seta forth the conditions under which manufac-
turers or distributors may employ their represantatives to physical-
ly deliver drug samples to practitioners. The recordkeeping require-
ments described in subparagraph 508id¥3XC) are an essential com-
ponent of the overall sample control system.

The manufacturers or distributers which choose to distribute
samples by mail or common carrier, and hence sre not su ko
civil penalties for the diversion of samples by their & 25,
are specifically required by section d¥2¥C) to make the forms,
receipts and records associated with the distribution of drug sam-
fllgoiimlu.h' le to all Federal and state officials e in the regu-

ion of drugs and in the enforcement of lawa icable to drugs.

Section H3dNIND) requires the reporting of any significant loss
and all known thefts of drug samplea. Mo obligation to investigate
bayond that required in other sections of the bill is implied by this
paragraph. Moreover, a discrepancy is not a theft unless it is
known to be a theft.

Bubparagraph S03(d¥3NE) requires drug manufscturers or dis-
tributors to notify the Secretary whenever one of their representa-
tives is convicted of the sale, purchase or trade, or offer to sell, pur-
chase or trade a drug sample in violation of section 303ck1) or ap-
plicable state law. The Committee intends that this notification
will trigger the proceedings to collect civil penalties outlined in sec-
tion T. Secretary is expected to establish procedures for the
prompt notification of the Department of Justice of all convictions
and whether or not other such convictions have bean obtained in
the case of other representatives of the mamufacturer or distributor
OVET 2 mliiu.g ten year period,

Sectlon S03ENINF) requires that drug manufacturers and distrib-
utoras keep the Secretary informed of the name and telephone
number of the individual responsible for supplying information re-
garding drug samples.
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SECTION F—WHOLESALE DISTRIBUTORS

This section amends section 503 of FDCA by adding a new sub-
section 503{el. This provision is designed to restore accountability
to the wholesale sactor of the pharmaceutical market, and to regu-
late the wholesale distribution of prescription drug products,

The requirement in this section that whuleaa!e dlatr:hutnn st
inform their wholesale customers of all previous sales of the prod-
uct a only to wholesale d.utrihu’mm who are not authorized
distributors for that product. Authorized distributors, as defined,
are exempt from this requirement. Unauthorized distributors are
those distributors who do not have an ongoing business relation-
ship with a manufacturer to provide wholesale distribution of that
manufacturer's products. Unauthorized distributors will ba re-
quired to certify in writing to drug wholesalers the source and
place from which they obtained their drugs. Manufacturers will be
required to maintain, for public review, a carrent list of all author-
ized distributors of record.

Subparagraph 503(eNZ¥A) is intended to ensure that any person
or firm engaging in the wholesale distribution of pharmaceuticala
to any person or firm for resale shall be licensed in the state in
which it does business and that the state licensing requirements
meet certain minimurm standards. The mere shipment of pharma-
ceuticals into a state would not trigger the requiréement that the
distributor be lcensed in that state, However, the operation of &
Facility from which & wholesaler makes shipments outside the state
would trigger the licensing requirement with respect to the state in
= o Ellﬁ?ﬂﬁg}bﬁ% the Sec of Health and

Subparagra 8 uires retary
Human E-er‘u‘ﬁea to issue guidelines whn:h will assure uniform
standards covering the proper ling of pharmaceu-
ticals bB¥ wholesale distributors nﬂmut ruulut-nry duplication at
the state and Federal levels.

AECTION T—FENALTIES

This section amends Section 301 of the FDCA to add several pro-
hibited acts to the statute [21 US.C. 331] Section 0Lt} \muld
define the following as prohibited acts under the FDCA.

1) the importation of a drug in viclation of ssction 303dW1kK
(2} the sale, purchase or trade, or offer to sell, purchase or
trade & drug or drug aample in violation of H03(ck
(3) the sale, purchase, trade, or offer to sell, purchase or
ﬁ:‘fgﬁf the counterfeiting of a coupen as defined in section
e
(4) the distribution of a drug sample in violation of section
503(d), or failure to otherwise comply with section 503(d); or
51}5‘351’] the failure to comply with the requirements of subsection
il

Each of these newly prohibited acts is discussed in the applicable
sections of this :LETL

Tl:uu section mends Bection 203 of the FDCA [21 US.C.

! It combines subsections (a) and (b) into a single subsection and
a new subsection (bl Subsection (bi{1] makes certain violations
felonies by imposing penalties of imprisonment for not more than



ten years or fines of not more thaf 3250,000 or both. These felony
penalties apply te violations of section 301(t) because of an importa-
tion of a drug in violation of 301(dN1) 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 503ic), or because of the sale, pur-
chase or trade, or offer to sell, purchase or trade, or counterfeiting
of a coupon as specified in 508(c¥2), or because of the distribution
of drugs by an unlicensed wholesaler in viclation of section
S03eNZXA). Subsection (bX2) provides civil penalties for drug manu-
facturers or distributors whose employeea violate section Z01(t) by
biving, selling or trading, or offering to buy, sell or trade drug
mﬂpiuﬂ as prohibited by sectlon 508(ck1} 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-
tion of one or more representatives of a manufacturer or dis-
tributor in a Federal or state court.

In both section 5 and section 7, the Committes uses the term
“representative” to describe the individual who may physically de-
liver drug samples for a manufacturer or distributor to a licensed.
practitioner. These individuals are most commonly described as
representatives, sales representatives, salesmen, or detailmen. In
this context, when using the term “representative,” the Committee
intends to inclede anyone who, for compensation or hire, makes
drug sample distributions for & particular firm. It does not include

employees of common carriers,

Despite decades of abuse of drug samples by manufacturers’ sales
representatives, the Pharmaceutical Manufacturers Association
argued strongly that it was possible for their member companies to
adopt audit and security mﬂm which would end the abuses
Aﬂtm_i on this assurance, Committes decided to continue to
permit manufacturers and distributors to physically dispense d
samples through their representatives and to p e for large civi
penalties to be levied on those companies whose audit and security
systemns prove inadequate to prevent abuse Subsection (bHZ) pro-

des that for the first two convietions for unrelated vielations of
Federal or state law ing the purchase, sale or trade, or offer
to purchase, sell or t drug samples by their representatives in
any ten-year period, the manufacturer or distributor shall be liable
ﬁ:rrrn :i:iiljﬂt:me ?I' not :r:fure than 250,0{d for each violation. Hu-fwﬂm;
er, for violation a representative or representatives
manufacturer or diutriutnr resulting in a conviction after the
second eonviction in any 10 year period, the manufacturer or dis-
li:rihutnr will be liable for a civil penalty of not more than 31 mil-
jon.

It is mot the intention of the Committes that the ty provis
sions of this statute should be applied in a harsh discriminnto-

way to smaller firms and businesses. By placing a one million
drgtlu ceiling on the fines to be im . tii Committes has abwi-
ously interposed a protection for larger firms in this country
which limits the impact of these fines, le the statute does not
got out any sliding scale of fines which would afford the same
degree of protection to amaller busineasea, it should be clearly un-
derstood that an evenhanded application iz desired. The fine im-
posed on & smaller company should not do proportionately more
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damage to that company than the imposition of a one million
dollar fine would do to the largest of companies.

For purposes of this subsection, multiple convictions of one or
mare peraons arising out of the same event or transaction or & re-
1:!@& geries of events or transactions shall be considered as one vio-

tion.

Subsection (bH3) creates a civil penalty of not more than $100,000
far Mﬂr drug manufacturer or distributor who violates section
J0He) by failing to report to the Secretary any conviction of their
ropresentatives for violations of Section 503(c) or state law becauss
of the zale, purchase or trade, or offer to sell, purchase or trade, a
drug sample. This is an 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 [bH4¥A) absolves a drug manufacturer or distributor
from civil liahility for a particular viclation by a representative of
such manufacturer or distributor if the company itself provides the
information leading to the arrest and conviction of such emploves
for a violation of section 301(t) because of a sale, purchase or tr
or the offer to sell, guﬂ:hm or trade a drug sample in violation o
section 503(c¥1) or for a violation of state law prohibiting the sale,
purchase or trade, or offer to sell, or trade a drug sample.

Eubsection (bXd¥BX¥i) absolves a manufacturer or distributor
from civil liability provided it shows by clear and convincing evi-
dence that it was conducting a good faith investigation Iﬁ the
events or transactions which resulted in the arrest and comviction
of one or more of ita representatives for selling, purchasing or trad-
ing, or offering to sell, purchase or trade drug sam and that
that investigation would have led to the reporting of information
leading to arrest and conviction of that employes or emplovees
had not state or Federal law enforcement ofﬁcmla filed charges
against the employee or emplovees before the manufacturer's or
distributor’'s investigation could be sufficiently complete to merit
referring the information to law enforcement authorities. The Com-
mittee intends that this defense apply only to active, credible inter-
nal investigations and not the mere accumulation of incriminating
information in the company files. Of course, the company’s history
of ration with state and federal law enforcement and regula-
tory ieg, including its response to reasonable requests for
records, would be a factor in the determination of whether a com-
pany’s internal investigation was in good faith and would have led
to o reporting of the necessary information. :

Subsection (bY4XBXii) creates one additional exception to the civil
liability of drug manufacturers or distributors w representa-
tives are caught abusing drug samples. It is included only to cover
truly extraordinary circumstances in which a company is making a
maximum effort fo detect abuses of its sample distribution svstem
but is gtill victimized by one of the representatives, The purpose of
this exception s to require manufacturers to design and effectively
implement an audit and security system that has a very high prob-
ability of detecting a violation, It creates a performance standard
for such audit and security systems. They must be “designed to
detect violations." The Committee intends a very strong ump-
tion that if the systems fail to detect the abuse of samples by an
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employes of a geh;nrm.anaulim] manufacturer prior to the

by state or F al law enforcement officials, then the audit an
scurity system of that manufacturer iz deficient and this defense
would not be applicable,

Only in extremely 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, 8 new employes who had undergone a
rigerous security check prior to hire is caught selling samples
bafore the initial audit of his records could reasonably have 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.

Moreover, any audit and security syatem sufficient to meet the
“deaigned to detect” performance standard must be capable of de-
m:*tmgal'a.l_uﬁed or Incomplete records.

A showing that the audit system was in line with the prevailing
industry standard would, in itself, be insufficlent to avoid liabilit:
under paragraph (iil. Rather, the company would be required to a}i
firmatively demonstrate the scope and effectiveness of the audit
and security system in detecting a broad range of potential viola-

tlors.

Of course the audit and security system must include a mecha-
nism for collecting data on sample distribution and the ibr'wu.r:lln%
of this data at least monthly to appropriate security personnel. Bu
the aystem cannot stop here. Specifically, the system must be de-
signed to detect falsification of sample delivery forms of records.
For example, a sales representative could alter & ician's re-
quest to reflect that he or she left twice the number of samples
#ilhnp%i:ianthnnwuammu}rlﬁ,mdnﬂnrmdeﬁe
excess, In this cass, the inventory and distribution records for that
sales representative would a to be in balance. Thus, the audit
system must go well beyond a mere reconciling of the books, and
must jnclude enough wvisits to recipient practitioners’ offices on a
timely enough basis so as to mtaﬁlmh. in a statistically reliable
number of cases, that the samples said to have been delivered to
the practitioner’s office by the salea resentative were actually
delivered. Further, the visits must be of sufficient frequency to es-
tablish in the minda of the sales force the reasonable probability
that the employer will detect any abuses.

The Committes doea not intend that the practitioner must per-
sonally give such verification, but only that a respensible person in
the office, the receptionist, nurse, etc., do so. Nor does the Commit-
tee intend this section to require that a manufacturer or distribu-
tor inquire into the use of samples given m:ﬂgmcﬂtimer by a
sales representative, or in any other way int into the physi-
cian/patient relationship. Specifically, the Committes does not
intend to impose upon a manufacturer or distributor any responsi-
bility to investigate the practitioner recipient of samples. An effec-
tive system (8 one which verifies, as indicated above, the delivery of
samples as réported by sales representatives,

Such wisits must be done without the advaoce knowledge of the
sales representatives or their supervisors. During visits to practi-
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tioners' offices, auditors should also inquire if any samples, such as
those whose expiration date has been resched, have been returned
to the sales representative.

The operation of the audit system must also meet the test that it
1% p!:h:mﬂd by persons independent of the sales force. To do other-
wise wolld be tantamount to letting the foxr guard the chmkgn

coop. System mansgers must also require immediate reportin
Lumaa-, thefts, and the receipt or know of an offer to vio te
the pmml:nna reln.l'.u‘ig' to sam distribution. the auodit
system must be independent of the mﬂ.rkzt.iﬂg: function of a compa-
ny, it & not required to be owtside the company.,

The Committee recognizes that there may be a number of meth-
ods of implementing an audit and security system which could
meet the “designad to detect” performance standard and Intends to
allow flexibility in the type of system companies adept. For in-
stance, small mmi ies mazr lack the personnel and financial re-
sources of larger pharmaceutical companies that market nationally

brand name and which have the capacity to con-
duct on-site audit m:tn to physicians’ offices. The Committee would
be loathe to rec ﬁn.wa use of an alternative security and audit
system predica nly on the size of p]:.n.rma-l:euunl COmpanies;
kowever, it does not wish tuhme reqmremﬂnta.
which would create a material p or be beyvond the means of
small companies. For such companies the Committes believes that
an enhanced record-kee ["E uu: with mail and telephone audit
components would satis to detect” ard.

An example of the kind of uu |t systeém that would represent
compliance for a umnll l:n ¥ is as follows:

Detail personnel would fill out a form with each dalwmsr EIEB:'BE
indicating the dnl;ﬂ of the delivery, the number uf units
and the = ic d involved, form would be
physician and mail the detail personnel to those Lnd.i'l' dul.ls
in the company char with the magnlmhdl ty of nu:ht:lnﬁhthu pro-
gram, and the detail personnel w keep a copy of the forma for
their own recorda.

An identical form would be left by the detail pe-rsnnne] with the
practitioner's office to be filled out by the responsible person in the
practitioner’s office and mailed back to the company auditing
sonnel. A copy of the form would be maintained in the pmv:htf’en-
er's office.

Company sudit personnel would place calls to the practitioner’s
office with sufficient F; uency to d.atermmt that the formas on [ile
with the company auditor accurately reflected deliveries made
to the practitioner.

The two characteristics of com ies that the Commitbee regarda
as “small companies” are as l:rml: (1} the mfedgl.tmu uru lmlll
pharmaceutical businesses as
(eg, Small Business Administration ragu]ntinns at 13 Pa.ﬂ.
121 (19871 and {2) their samples are provided to physicians in
small ﬁ;&nunu {e.g, 18 to 24 solid dosage forms, 5 ounces quu1d
dosage forma)

By this, the Committee does not intend to -Cl‘i.'-ﬂle n loophole by
which larger pharmaceutical companies may adopt lesa than effec-
tive awdit il:»'u:lp security procedurss, Once a company attaing a size
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at which it no longer qualifies as 8 small business, it shall be held
to the same standard as other companies with regard to its audit
and security system; and pharmaceutical companies that are not
small businesses as of the date of enactment of this legialation may
not reorganize--for instance, by creating separate entities to
engage in sales, distribution or manufacturing—in order to qualify
a5 a small business.

In addition, the Committee wishies to make it clear that this spe-

cial treatment for small businesses is only to apply to andit and se-
curity syatems established pursuant to this legislation, and does
not establish any precedent for d"m‘in;uhh:l;ucf between small and
large firms under other provisions of the Federal Food, Drug and
Coemetic Act. : ;
" “The Committee recognizes that any audit can work only with the
voluntary cooperation of the physicians invelved, who, under the
terma of this islation, are not uired to maintain records on
drug sampling. While pharmaceutical companies may be unable to
persuade some of their physician customers to comply with the
audit procedure, the companies are nonetheless expected to devise
effective systems for detecting abuses of their sample distribution
syshems,

Finally, the ability to demonstrate that a conviction by a repre-
sentative under this subparagraph should not count toward the
civil penalty prwi.s{l-unl.l is not a",_']':,i_!:bh in :mﬁn:trﬂm Eﬂm su-
pervisory personnel. It is cne g to argus t the company
should not ba penalized because of the unpredictable behavior of its
lower level employees, in this case, sales representatives, But it is
quite another to contend that the actions of supervisors, who
pocupy positions reflecting an enhanced level of trust and reaponsi-
bility, should not affect the company.

Bubsection (bX5) providea that any person providing information
leading to the arrest and conviction of a person for the purchase,
sale or trade, or the offer to purchase, sell or trade a drug sample
shall be entitled to one-half of the criminal fine collected, up to a
maximum of $126,000.

BECTION 3—EFFECTIVE DATE

With several exceptions, all provisions of the legislation lake
effect 90 days after the date of enactment. One exception is that
the Secretary is uired to issue guidelinea within 180 days of en-
actment under rs':]:lﬁ{a]{E]{EJ that establish minimum standards,
terms and conditions for the licensing by the states of wholesale
distributors that en in interstate commerce. Further, the re-
quirement in H030eX ) that wholesale distributors that engage in
interstate commerce be licensed by a state in accordance with the
minimum standards issued by the Bscretary 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 130 davs after enactment.
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IV. VoTE oF THE CoMMITTEE TN HREPORTING THE BILL

In compliance with section 133 of the Legislative Reorganization
Act of 19516:. the Committee states that the bill was ordered favor-

ably reported by voice vote.
V. BUDGETARY [MPACT OF THE BrLL

In compliance with sections 308 and 403 of the Congressional
B Act of 1874 and paragraph 1l{a} of rule XXV of the Stand-
ing Rules of the Senate, the Commitiee received the following
report of the Con ional Budget Office under section 403 of the
Congressional Budget Act:

R IS, ConorEss,
CoNGRESRIONAL BUDGET

CE,
Washington, DC, December 14, 1357,
Hon. Lioyp Bexrsen,

Chatrman, Committee on Finance,
(8. Senate, Washington, DC.

Dean Mr, CHAmEMAN: The Congressional Budget Office has
viewed H.E. 1207, the Prescription Marketing Act of 1987,
ordered reported by the Senate ttee on Finance on Dece
ber 11, 19497? Enactment of this bill could result in increased
to the federal government of up to 81 million in each year.
budgets of state and loeal gmmmentumuﬂnntbaaé’mted
rectly by the enactment of this legislation. .

H.R. 1207 would place restrictions on the reimportation of pr
seription drugs. It would make the sale, purchase or trade of pre-
scription drug samples illegal and place new restrictions on the dis-
tribution of samples. Most of the costs associated with the new re-
quirements established by the bill would be incurred by F-rﬂﬂrlp-
tion drug manufacturers. The Food and Drug Administration
(FDA) would be responsible for issuing guidelines for the licensing
of wholesgle disteibutors and approving p sample ihizat
forma, FDA would also be the agency notified in the case of theft,
diversion or loss of prﬂﬁrilﬂ-iﬂnﬁla samples,

FDA would have anforcement 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. H.E.
1207 eould 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 estimated that a similar bill introduced last a‘ea: could
result in increased workloads rﬁ:nh*mg an additional 30 full-time
equivalents at a cost of $1.5 million sach vear, Based on the FDA
estimate, CBO expects enactment of H.R. 1207 would result in addi-
tional costs of about $1 millicn in each Mscal year, because FDA
has already devoted some additional personnel to monitoring reim-

rted American goods. Actual costs would depend largely on the

| of enforcement activities undertaken by the agency and the
mmwhinh FDA would expand to accommodate the increased

eFi5s4

*
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Please call me or have your staff contact Carmela Dyer if you
have any questions.
With wishes,
Sincerely,
Epwanp M. Grasmorce,
Acting Director.

V1. Reauratony IMPACT OF THE BrLL

" Pursuant to Rule XXV, paragraph 11(b), of the Standing Rules
of the Senate, the Committee makes the following statement rela-
tive to the regulatory impact of H.R. 1207. The bill imposes new

regulatory requirements will affect all manufacturers, whole-
salers, and. to an extent, retailers of preseription pharmaceuticals.
While a precise estimate of the cost of these ions to the afl-

fected businesses cannot be made, the Committes notes that the
cost will likely be offset by savings to the industry as a result of
g;_e sections banning reimportation and resales by health care in-

It EICS.

The Committee states that the bill will have no impact on the
personal privacy of any individual, With regard to the impact of
this bill on the amount of additional paperwark and rm:rdkuanﬁ
that will be » the Committee notes that section 5 of the bil
requires manufacturers and distributors of prescription drugs whe
distribute drug samples to physicians to maintain copies of sample
request forms, receipts other pertinent documentation for a

of three years and to make the documents available for in-
spection by Federal and state officials.

VI Cuanors iv Existivg Law
In compliance with paragraph 12 of rule XXVI of the Standing
Rules of the Senate, changes in existing law made by the bill H.R.
1207, as reported, are shown as follows (existing law propased to be
omitted is enclosed in bleck brackets, pew matter is printed in
italic, existing law in which no change is proposed iz shown in
rmankt

FepERaL Foon, DEuG, axp CosMETIC ACT

L ] L L] (] | ] L] L ]

CHAPTER III-PROHIBITED ACTS AND PENALTIES

PROHIBITED ACTS

Sec. 301, The following acts and the causing thereof are hereby
pr{nhiihiu&:
a { I I ]

L] L] L] L] - L]

L2
(it} The importation of a drug in violation of section 80Nd¥I) the
zale, purchase, or trade of a drug or drug sample or the offer to sell,
purchase, or trnde o drisg arrgug sample in wviolation of seclion
oiidiel the sale, purchase, or trade of o coupon, the offer to sell, pur
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chase, or frade such a cou or the counterfeiting of such a eou

in molation of section S08cXE), the distribution of a drug sample in
violation of section S0Jd) or the failure to otherwise comply with
the requirements of section 500(d) or the distribution of drugs in
vinlation of section 508! or the failure to otherwise comply with
the requirements of section S0del

[] " ] ] . - "
o FENALTIES
Swc. 303, (a) (1) Any person who violates a provision of section
a0l shall be impri for not more than one yvear or fined not

more than §1,000, or both.

bl 2 EfntmtjﬂﬂmndJng the provisions of [subsection (a)]
paragraph (1} of this 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 imprisoned for not more than three years or
fined not more than 310, ar both,

(B¥1) Notwithstanding subsection (o) any J:u'mr; who tiolofes sec-
Hon SO because of an impoertation of o drug in wolation of sec-
Hon S0IdX1) becaise of a su!e.mhm or trade of a drug or d,
sample or the offer to sell, purc , oF trade a drug or drug samp
in violation of section SO05c) because of the sale purchase, or frode
uLn coupon, the offer to sell, purchase, or tmade such a co or
the counterfeiting of such a coupon in violotion of section JOEeX3L
or the distribution of drugs in violation of section S0NeXZXA) shall
be im for not more than 10 years or fined not mere than
250 or both.

(2} Any manufocturer or distributer who distributes drug samples
b;.' means other than the mail or commaon carrier whose representa-
five, durtng the course of the representative s employment or associa-
Hon with that manufocturer or distributor, violated section FOIE)
bmugt pfnﬂnmrian a{ﬂfcrm .Fﬂ.ffarfder :&mm an Snu;qr iﬂw
pranart L i gse or frmde of @ drug saompie gubject o
seetion ;ﬁr‘b} or rhcpnmr to sell, purchase, or trade such o drug
sample shall, upen conviclion of the representative for such wiolo-
fon, be subject to the following civil penalties:

(A ti civil penalty of not more tharn S30.000 for each of the
first two such viclalions resulting in a conviclion of any repre-
su-n.p:él_'w of the manufacturer or distributor [n any I-year

I|=|,‘lr-.::lﬂj.l'..-l_ eivil penalty of not more than §1,000,000 for each riola-
fion resulting in a conviction of any represeniofive after the
second convickion in any JO- i
For the purposes of this paragraph, multiple conviclions of one or
more persons arising oul of the same event or transactior, oF a relat-
ed series of events or transactions, shall be considered as one viola-
Falel N
(i Any manufacturer or distributor who violotes section JOIEF be-
cause of a failure fo make a report reguired by section SOXJXINE)
ghall be subpect to a civil penalty of not more than F100.000.
{4 XA} If a manufocturer or distributor or any representative of
such manufacturer or distribulor provides information leading fo
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the orrest and conviction of any representalive of that manufncamr
or distributor for a mIﬂ!‘mﬂ ufmr.mu N.I'ﬂ..l because of a sale, .
chage, or trade or offer lﬂfurchme sell, or trade a drug .lﬂm,l:l in
lm:h.!.lfﬂn of section SONeX]) or for a um.ru:mu of State law prokibif-
ing the sale. purchase, or trade or offer to sell, purchase, or trade a
drug sample, the conviction of such rrpm!uffu shall not be con-
gidered oz a vislation for purposes of

{8} If, in an action brought under poragraph r‘I‘J agninst @ manu-
facturer or distributor relating to the conviclion of o represeniobive
of such ma turer or dis tor for the sale, purchase, or trade
of a drug or the offer to sell, purchase, or frode a drug, it iz shown,
Leeclear and convincing epidence—

(it that the manufocturer or dl'.gl:ribuh:rr conducted, before the
arrest of such representative for the violation which resulted in
such conviction, an investigation of evenis or transactions
which would have led to the reporting of information leading
to the arrest and convickion of such represendative for such prr-
chase, zale, or trade or offer bo purchase, sell, or érade, or

{ig! tha!, except in the case of the convichion of o represenfa-
tive employed in o supervisory function, despite diligent IE&
mentation by the manufocturer or distributor of an i ¢
audit and security svstem desigmed to detest such a violation,
the manufacturer or distributor could not reasonably have been
expected to have detected such violalion,

the l:-nm-'ml}nﬂ of such r'mntui:j:.! ghall nat be considered as a
conviction for purpmu paragraph (EL

) Ifa n pmr.ll information leading fo the arrest and con-
viction of a persen for a J.rm!'aeﬁ-nn af.m:-mm Jolie) because of Ht-t
sale, pu .artmduafadmgsumpiearmnﬁ*trmam.
chase, or trade a drug sample in violation of section Jlck1l srmh
person shall be entitled fo one-half of the criminal fine imposed and
collected for such violation but not more than F125,000,

] - & & " - L

CHAPTER V=DRLUG3 AND DEVICES
SuBcHAPTER A—Diucs ann DEvIcES

EXEMPTIONS IN CASE OF DRUGS AND DEVICES
Sec. 4. (a) " " "

e} No person may sell, purchase, or trade or offer fo sell, pur-
chase, or trade any drig sample. For pu of this pa
and subsection /dl the term ":ﬁug méans 4 wRit d-,Fn drug,
subject fo subsection (bl which is nod mtemied to be sold and is in-
tended fo pr'n-.rrm-h! the sale of the .i"r"r:lt.ﬁmg in this pa
shall subject an officer or execubive anufocturer or
Sributor fo criminal lfakility solely bar:::uaa' r:!,l" a sale, pumhme.
frade, or offer fo sell, purchase, or trade in violation of this paro-
graph by other employvees of the manufacturer of distributor.
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(2] Mo person may sell, purchase, or trade, offer to sell, purchase,
o trade, or munur.'“tir @y couponR. For purposes i this paragraph,
the term "coupon” means a ﬁrm which may be . Gt mo cost
or al a reduced cosd, for a drug which is prescribed in accordance
with section S08BL

3¥A} No person may sell, purchase, or trade, or offer to sell, pur-

, or trode, any drug—

{i) which is subject to subsection (bl and

fiex ) which was purchased by a public or private hospital or
other health care entily, or

(Il which was donated or supplied at a reduced price to a
charitable organization described in section J0Ickd) of the In-

B Snﬁgﬁummui 7Y dﬂf oy !

ragrap s ot apply lo—

it} the purchase or other acquisition by o hospital or other
health mr‘! rr:llg twhich s o member of a group purr.hnnng or-
gunr.m.tmr: of a for its own use from & purchasing

[zation oF fmm other hogpitals or core enlitios
ich are members of such ﬂl'.ﬂ'lll'l-l'-ﬂlﬂﬂ-ﬂ,

{ii} the sale, purchase, or trade of o or an offer to sell,
purchase, or trade a drug by an organizalion described in sube
paragraph (ANKIT b0 a nonprofit affiliote of the organizaiion
to the extent otherwise permitied by law,

i) a sale, purchase, ﬂrmdemn drug or an 1#2:1!!1.
purchase, or trade a drug among hogpitals or other th care
gntities which are under common control

fivt a sale, purchase, or frade of a drug or an offer to sell,
purchasze, or frode o drug for eme medical reasons, or

{v) a sale, purchase, or trade m :Ez to sell, pur-
chase, or frade o drug, or the r.ﬁlpm:mg of a rsuant o
a preseription executed in accordance with seetion 5

For af this the term “entity” does not include a
wholesale disiributor of or a retail pharmacy licensed under
State low and the term © ncy medical reasons” includes frans-

fers of a drug between health care entities or from a health care

entity to a retail pharmacy undertaken to alleviate temporary short-

?‘u the drug arising from delays in or interruptions of regular
e

GN1) Bpept e propided & parugrapha (2 and (3,
(A} of @3 prov in ) na rﬁﬂﬂm
Hue -:E a drug manufacturer or distributor may diséribute any drug
L2

YA} The manufocturer or distributer of a aubject to subsec-

tion (B may, in accordance with thizs paragraph, dusiribute drug

mlﬁn:r by mail or common carrier n:r praciitioners licensed fo pre-

uch d.ru,gl ar, at the regues a licensed praclitioner, fo

ﬁ:aﬂm hospitals or other J'uncir care entities. Such o distri-

fion d.mg samples may only be made—

in response fo o written request for drug samples mode on

ufnrm which meets the uumuu subparagraph (B), and

(i) under a system whi lp#ﬂtaf.thedn.g

sample to execute a written mmp: .ﬁr H'u! drug sample upon its

gejureﬁ and the refurn of the receipt lo the manufacturer or
tributor.
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(B} A written request for a drug sample required by subparagra
(AN shall mumrﬁ— X i 3 At ph
(i) the name, address, professional designation, and signature
of the practitioner muk:? thie request,
fiir ¢ m.idmli'!y of the drug sample requested and the quantity
request
fiiiﬁhﬂ name of the manufacturer of the drug sample request-
i

fiv) the date of the request.

(C! Each drug manufocturer or distributor which makes distribu-
tions by mail or common carrier under this paragraph skall main-
tain, for a period of & wvears, the reguest submitted for such
distributions and receipts submifted for such distributions and
shall maintain o record of distributions of drug samples which

--—tdentifies the d'rugu' diséributed and the recipienis of .r.é diztribu-
tions. Forms, receipis, and records required fo be maintained under
thiz subparagraph shall be made available by the drug manufactur-
er or distributor to Federal and Stale officials e in the regu-
lation of drigs and in the enforcement of lows jcable to drugs

G The manufacturer or distributor of a drug fﬂjﬂt o subsection
‘bt may, by means other Bhan mail or common carrier, distribute
drug samples only i the manufocturer or distribulor makes the dis-

tributions in ance with Iu-ﬁpumﬂ;:mh (A and carries out the
activities described in subparographs (B thro () o follows:

(A} Dvrug samples may only be distributed— _

(1) to practifioners licensed o be such drugs of they
miake @ writlen request for the samples, ar
(il} at the written request of such a licensed practitioner,
to pharmacies of hospitals or other kealth care entities.
A written request for drug samples shall be made on a form
which containg the practifioner s name, address, and profession-
al designation, the identity of the drug sample TE‘EE&. tha
guantity of drug sam requested, the name of the manufoc-
turer or distributor of the drug mmillg, the date of the request
and signafure of the fitioner making the reguest.

(B} muﬁcmu ar distributors shall store drug sam-
ples under conditions that will maintain their stability, integri-
tv, and effectiveness and will assure that the drug samples will
be free of contamination, deferioration, and adulferation.

Drug manufacturers or distributors shall conduct, af least
annually, a complete and accurate inventory of all drug sam-
ples in the possession of represenialives of !‘ﬁ manufocturer oF
digtributor. Dvug manufacturers or disénbutors shall mainfain
lists of the names and address of each of their representatives
twho distribule drug samples and of the sites where ST
ples are stored. Drug manufacturers or distributors shall main-
tain records for at least J of all drug samples distributed,
destroved, or returned to the manufocturer or distributor, of all
inventories maintained under this subparagraph, of all thefis,
or significant logses of drug samples, and of all requests made
under subparagraph .!'..llJr;Eugr drug 1 and lists
maintained under this subparagraph shall be made avatlable
by the drug manufacturer or distribulor lo the Secrelary upon
request.
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D) Drug manufacturers or distributors shall notify the Secre.
tary of any significant loss of drug samples and any knrown
theft of drug samples.

{E} Drug manufocturers or distributors shall report fo the
Secrefary any conviction of their represeniatives for vislotions
of section S00cX]) or a State law because of the sale, purchase,
or trade of o drug sample or the offer to sell, purchasze or trade
a drug sample,

(F) Drug manufocturers or distribufors shall provide fo the
Secretary the name and lelephone number of the individual re-

nzible for responding to a reguest for information respecting
samples,

{ﬂ%ﬁ:r_‘h person twho iz engoged in the wholesale distribution of
drugs subject to subsection (&) and who is not an authorized distrib-
ufor of record of such drugs shall provide fo each wholesale distrib-
utor of Such drugs a statement identifving each sale of the drug (in-
cluding the date of the sale) before the sale lo such wholesale dis-
trtbutor. Each manufaciurer shall maintain at its corporate offices
a current fisf of such authorized distributors.

Zx¥A) No person may engage in the wholesale distribution in
interstate commerce of drugs subject fo subsection (B in o Stafe
unlpsa guch person (3 [icensed by the Stale in accordance with the
guidelines issued under subparagraph (BA

{B) The Becretary shall by regulation ssue guidelines establishing
minimum sfandards, ferms, and conditions the licensing of per-
sons fo make wholesale distributions in interstale commerce of
drugs subject to subsection (bl Such guidelines shall prescribe re-
quirements for the storage and handling of such drugs and for the
Estu:gahmnl and mainfenance of records of the distribulions of
such drugs.

(3} Far the purposes of this subsection—

fAJ the term “authorized distributors of record"” means those
diatributors with whom a manufocturer established an on-
going relationship to distribute such manufacturer’s products,
and

(BI the term “wholesale diséribufion” means distribution of
drugs subject to subgection (b to other than the consumer or pa-
tient but does not inelude intracompany sales and does not in-
clude distributions of drugs described in subsection (cAJ¥B).

- - # L] [ ] L] L]

CHAPTER VII—-IMPORTS AND EXPORTS
IMPORTS AND EXPORTS

Sec. B0L. (a) * * *

L] -

(i} Excepd ns provided in paragraph (2} no drug subfect to sec-
tion 50X which is manufoctured in o State and exported may be
imported into the United States unless the drug o imported by the
person who manufoctured the drug.
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{2) The Secretary may authortze the importation of a drug the im-
portation of which is prohibited by paragraph (1) if the drug iz re-
guired for emergency medical care,

CidiYreXly A food, drug, device, or cosmetic intended for export
shall not be deemed to be adulterated or misbranded under this
At if it—

tA) accords to the specifications of the foreign purchaser,
iB) is not in conflict with the laws of the country to which it
is intended for export,
1Ch 18 labaled on the outside of the shipping package that it iz
intended for export, and
- ) is na:ﬂs-:l]d ot offered ﬁur uhtiziedmmtu mmuui =3
is aph does not authorize exportation any naw
magum or an animal feed hmnnf or containing a new animal
ruﬁ which is unsafe within the meaning of section 512.
Pa:a.g'r.‘:ﬂ (1) does not apply to any device—
(A) wh:n:h does not comply with an applicable requirement of
section Hl4 or H15.
T (B} which under section 520(g) is exempt either such section,
or
(C} which is a banned device under section 516,
unless, in addition to the requirements quE:mgmph {1}, the Secretary
has determined that the exportation of the device is not contrary to
public health and safety and has the appreval of the country to
which it {8 intended for export.

Q



