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Section 24. Definitions relating to Federal 
health care offense  
      (a) As used in this title, the term ''Federal 
health care  offense'' means a violation of, or a 
criminal conspiracy to violate  - 
        (1) section 669, 1035, 1347, or 1518 of 
this title;  (2) section 287, 371, 664, 666, 1001, 
1027, 1341, 1343, or 1954  of this title, if the 
violation or conspiracy relates to a health       
care benefit program. (b) As used in this title, 
the term ''health care benefit  program'' means 
any public or private plan or contract, affecting    
commerce, under which any medical benefit, 
item, or service is   provided to any individual, 
and includes any individual or entity who is 
providing a medical benefit, item, or service 
for which payment may be made under the plan 
or contract. 
 
Section 287. False, fictitious or fraudulent 
claims  
      Whoever makes or presents to any person 
or officer in the civil,  military, or naval service 
of the United States, or to any  department or 
agency thereof, any claim upon or against the 
United States, or any department or agency 
thereof, knowing such claim to be false, 
fictitious, or fraudulent, shall be imprisoned not 
more than five years and shall be subject to a 
fine in the amount provided in this title. 
 
Section 371. Conspiracy to commit offense 
or to defraud United States  
      If two or more persons conspire either to 
commit any offense  against the United States, 
or to defraud the United States, or any  agency 
thereof in any manner or for any purpose, and 
one or more of  such persons do any act to 
effect the object of the conspiracy,  each shall 
be fined under this title or imprisoned not more 
than  five years, or both. If, however, the 
offense, the commission of which is the object 
of the conspiracy, is a misdemeanor only, the 
punishment for such conspiracy shall not 

exceed the maximum punishment provided for 
such misdemeanor 
 
Section 669. Theft or embezzlement in 
connection with health care  
 
      (a) Whoever knowingly and willfully 
embezzles, steals, or  otherwise without 
authority converts to the use of any person 
other than the rightful owner, or intentionally 
misapplies any of the  moneys, funds, 
securities, premiums, credits, property, or other 
assets of a health care benefit program, shall be 
fined under this title or imprisoned not more 
than 10 years, or both; but if the value of such 
property does not exceed the sum of $100 the 
defendant shall be fined under this title or 
imprisoned not more than one year, or both.  
(b) As used in this section, the term ''health 
care benefit program'' has the meaning given 
such term in section 24(b) of this title. 
 
Section 1035. False statements relating to 
health care matters  
      (a) Whoever, in any matter involving a 
health care benefit program, knowingly and 
willfully - 
        (1) falsifies, conceals, or covers up by any 
trick, scheme, or device a material fact; or 
        (2) makes any materially false, fictitious, 
or fraudulent statements or representations, or 
makes or uses any materially false writing or 
document knowing the same to contain any    
materially false, fictitious, or fraudulent 
statement or entry, in connection with the 
delivery of or payment for health care benefits, 
items, or services, shall be fined under this title 
or imprisoned not more than 5 years, or both. 
      (b) As used in this section, the term ''health 
care benefit program'' has the meaning given 
such term in section 24(b) of this title. 
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Section 1347. Health care fraud  
 
Whoever knowingly and willfully executes, or 
attempts to execute,   a scheme or artifice - 
(1) to defraud any health care benefit program; 
or (2) to obtain, by means of false or fraudulent 
pretenses, representations, or promises, any of 
the money or property owned by, or under the 
custody or control of, any health care benefit 
program, in connection with the delivery of or 
payment for health care benefits, items, or 
services, shall be fined under this title or 
imprisoned not more than 10 years, or both.  If 
the violation results in serious bodily injury (as 
defined in section 1365 of this title), such 
person shall be fined under this title or 
imprisoned not more than 20 years, or both; 
and if the violation results in death, such 
person shall be fined under this title, or 
imprisoned for any term of years or for life, or 
both. 
 
Section 1518. Obstruction of criminal 
investigations of health care offenses  
 
(a) Whoever willfully prevents, obstructs, 
misleads, delays or attempts to prevent, 
obstruct, mislead, or delay the communication 
of information or records relating to a violation 
of a Federal  health care offense to a criminal 
investigator shall be fined under this title or 
imprisoned not more than 5 years, or both. 
(b) As used in this section the term 'criminal 
investigator'' means any individual duly 
authorized by a department, agency, or armed 
force of the United States to conduct or engage 
in investigations for prosecutions for violations 
of health care offenses. 
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Prescription Drug Marketing Act 
 
Section 353. Exemptions and consideration 
for certain drugs, devices, and biological 
products  
 
(a) Regulations for goods to be processed, 
labeled, or repacked elsewhere The Secretary is 
directed to promulgate regulations exempting 
from any labeling or packaging requirement of 
this chapter drugs and devices which are, in 
accordance with the practice of the trade, to be 
processed, labeled, or repacked in substantial  
quantities at establishments other than those 
where originally processed or packed, on 
condition that such drugs and devices are not 
adulterated or misbranded under the provisions 
of this chapter upon removal from such 
processing, labeling, or repacking 
establishment. 
    (b) Prescription by physician; exemption 
from labeling and prescription requirements; 
misbranded drugs; compliance with narcotic 
and marihuana laws 
      (1) A drug intended for use by man which - 
        (A) because of its toxicity or other 
potentiality for harmful effect, or the method of 
its use, or the collateral measures necessary to 
its use, is not safe for use except under the 
supervision of a practitioner licensed by law to 
administer such drug; or 
        (B) is limited by an approved application 
under section 355 of this title to use under the 
professional supervision of a practitioner 
licensed by law to administer such drug; shall 
be dispensed only (i) upon a written 
prescription of a practitioner licensed by law to 
administer such drug, or (ii) upon an oral 
prescription of such practitioner which is 
reduced promptly to writing and filed by the 
pharmacist, or (iii) by refilling any such written 
or oral prescription if such refilling is 
authorized     by the prescriber either in the 
original prescription or by oral order which is 
reduced promptly to writing and filed by the 

pharmacist.  The act of dispensing a drug 
contrary to the provisions of this paragraph 
shall be deemed to be an act which results in 
the drug being misbranded while held for sale. 
      (2) Any drug dispensed by filling or 
refilling a written or oral prescription of a 
practitioner licensed by law to administer such 
drug shall be exempt from the requirements of 
section 352 of this title, except paragraphs (a), 
(i)(2) and (3), (k), and (l), and the packaging 
requirements of paragraphs (g), (h), and (p), if 
the drug bears a label containing the name and 
address of the dispenser, the serial number and 
date of the prescription or of its filling, the 
name of the prescriber, and, if stated in the 
prescription, the name of the patient, and the 
directions for use and cautionary statements, if 
any, contained in such prescription.  This 
exemption shall not apply to any drug 
dispensed in the course of the conduct of a 
business of dispensing drugs pursuant to 
diagnosis by mail, or to a drug dispensed in 
violation of paragraph (1) of this subsection.  
(3) The Secretary may by regulation remove 
drugs subject to section 355 of this title from 
the requirements of paragraph (1) of this 
subsection when such requirements are not 
necessary for the protection of the public 
health. 
(4)(A) A drug that is subject to paragraph (1) 
shall be deemed to be misbranded if at any 
time prior to dispensing the label of the drug 
fails to bear, at a minimum, the symbol ''Rx 
only''. (B) A drug to which paragraph (1) does 
not apply shall be deemed to be misbranded if 
at any time prior to dispensing the label of the 
drug bears the symbol described in 
subparagraph (A). 
      (5) Nothing in this subsection shall be 
construed to relieve any person from any 
requirement prescribed by or under authority of 
law with respect to drugs now included or 
which may hereafter be included within the 
classifications stated in sections 4721, 6001, 
and 6151 of title 26, or to marihuana as defined 
in section 4761 of title 26. 



Statutes  5 

    (c) Sales restrictions 
      (1) No person may sell, purchase, or 
trade or offer to sell, purchase, or trade any 
drug sample.  For purposes of this 
paragraph and subsection (d) of this section, 
the term ''drug sample'' means a unit of a 
drug, subject to subsection (b) of this 
section, which is not intended to be sold and 
is intended to  promote the sale of the drug.  
Nothing in this paragraph shall subject an 
officer or executive of a drug manufacturer 
or distributor to criminal liability solely 
because of a sale, purchase, trade, or offer to 
sell, purchase, or trade in violation of this 
paragraph by other employees of the 
manufacturer or distributor. 
      (2) No person may sell, purchase, or trade, 
offer to sell, purchase, or trade, or counterfeit 
any coupon.  For purposes of this paragraph, 
the term ''coupon'' means a form which may be 
redeemed, at no cost or at a reduced cost, for a 
drug which is prescribed in accordance with 
subsection (b) of this section. 
      (3)(A) No person may sell, purchase, or 
trade, or offer to sell, purchase, or trade, any 
drug - (i) which is subject to subsection (b) of 
this section, and (ii)(I) which was purchased 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 501(c)(3) of title  26. (B) 
Subparagraph (A) does not apply to - (i) the 
purchase or other acquisition by a hospital or 
other health care entity which is a member of a 
group purchasing organization of a drug for its 
own use from the group purchasing 
organization or from other hospitals or health 
care entitieswhich are members of such 
organization, (ii) the sale, purchase, or trade of 
a drug or an offer to sell, purchase, or trade a 
drug by an organization described in 
subparagraph (A)(ii)(II) to a nonprofit affiliate 
of the organization to the extent otherwise 
permitted by law,(iii) a sale, purchase, or trade 
of a drug or an offer to sell, purchase, or trade a 
drug among hospitals or other health care 

entities which are under common control,(iv) a 
sale, purchase, or trade of a drug or an offer to 
sell, purchase, or trade a drug for emergency 
medical reasons, or(v) a sale, purchase, or trade 
of a drug, an offer to sell, purchase, or trade a 
drug, or the dispensing of a drug pursuant to a 
prescription executed in accordance with 
subsection (b) of this section. For purposes of 
this paragraph, the term ''entity'' does not 
include a wholesale distributor of drugs or a 
retail pharmacy licensed under State law and 
the term ''emergency medical reasons'' includes 
transfers of a drug between health care entities 
or from a health care entity to a retail pharmacy 
undertaken to alleviate temporary shortages of 
the drug arising from delays in or interruptions 
of regular distribution schedules. 
    (d) Distribution of drug samples 
      (1) Except as provided in paragraphs (2) 
and (3), no person may distribute any drug 
sample.  For purposes of this subsection, the 
term ''distribute'' does not include the 
providing of a drug sample to a patient by a 
-   (A) practitioner licensed to prescribe such 
drug, 
        (B) health care professional acting at the 
direction and under the supervision of such a 
practitioner, or 
        (C) pharmacy of a hospital or of another 
health care entity that is acting at the direction 
of such a practitioner and that received such 
sample pursuant to paragraph (2) or (3). 
      (2)(A) The manufacturer or authorized 
distributor of record of a drug subject to 
subsection (b) of this section may, in 
accordance    with this paragraph, distribute 
drug samples by mail or common carrier to 
practitioners licensed to prescribe such drugs 
or, at the request of a licensed practitioner, to 
pharmacies of hospitals or other health care 
entities.  Such a distribution of drug samples 
may only be made - (i) in response to a written 
request for drug samples made on a form which 
meets the requirements of subparagraph (B), 
and (ii) under a system which requires the 
recipient of the drug sample to execute a 
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written receipt for the drug sample upon its 
delivery and the return of the receipt to the 
manufacturer or authorized distributor of 
record. 
      (B) A written request for a drug sample 
required by subparagraph (A)(i) shall contain - 
        (i) the name, address, professional 
designation, and signature of the practitioner 
making the request, 
        (ii) the identity of the drug sample 
requested and the quantity requested, 
        (iii) the name of the manufacturer of the 
drug sample requested, and 
        (iv) the date of the request. 
      (C) Each drug manufacturer or authorized 
distributor of record which makes distributions 
by mail or common carrier under this 
paragraph shall maintain, for a period of 3 
years, the request forms submitted for such 
distributions and the receipts submitted for 
such distributions and shall maintain a record 
of distributions of drug samples which 
identifies the drugs distributed and the  
recipients of the distributions.  Forms, receipts, 
and records required to be maintained under 
this subparagraph shall be made available by 
the drug manufacturer or authorized distributor 
of record to Federal and State officials engaged 
in the regulation of    drugs and in the 
enforcement of laws applicable to drugs. 
      (3) The manufacturer or authorized 
distributor of record of a drug subject to 
subsection (b) of this section may, by means 
other  than mail or common carrier, distribute 
drug samples only if the manufacturer or 
authorized distributor of record makes the 
distributions in accordance with subparagraph 
(A) and carries out 
    the activities described in subparagraphs (B) 
through (F) as follows: 
        (A) Drug samples may only be distributed 
- 
          (i) to practitioners licensed to prescribe 
such drugs if they make a written request for 
the drug samples, or 

          (ii) at the written request of such a 
licensed practitioner, to pharmacies of hospitals 
or other health care entities. A written request 
for drug samples shall be made on a form 
which contains the practitioner's name, address, 
and professional designation, the identity of the 
drug sample requested, the quantity of drug 
samples requested, the name of the 
manufacturer or authorized distributor of 
record of the drug sample, the date of the 
request and signature of the practitioner 
making the request. 
        (B) Drug manufacturers or authorized 
distributors of record shall store drug samples 
under conditions that will maintain their 
stability, integrity, and effectiveness and will 
assure that the drug samples will be free of 
contamination, deterioration, and adulteration. 
        (C) Drug manufacturers or authorized 
distributors of record shall conduct, at least 
annually, a complete and accurate inventory of 
all drug samples in the possession of 
representatives of the manufacturer or 
authorized distributor of record.  Drug 
manufacturers or authorized distributors of 
record shall maintain lists of the names and 
address of each of their representatives who 
distribute drug samples and of the sites where 
drug samples are stored.  Drug manufacturers 
or authorized distributors of record shall 
maintain records for at least 3 years of all drug 
samples distributed, destroyed, or returned to 
the manufacturer or authorized distributor of 
record, of all inventories maintained under this 
subparagraph, of all thefts or significant losses 
of drug samples, and of all requests made 
under subparagraph (A) for drug samples.  
Records and lists maintained under this 
subparagraph shall be made available by the 
drug manufacturer or authorized distributor of 
record to the Secretary upon request. 
(D) Drug manufacturers or authorized 
distributors of record shall notify the Secretary 
of any significant loss of drug samples and any 
known theft of drug samples.         (E) Drug 
manufacturers or authorized distributors of 
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record shall report to the Secretary any 
conviction of their representatives for 
violations of subsection (c)(1) of this section or 
a State law because of the sale, purchase, or 
trade of a drug sample or the offer to sell, 
purchase, or trade a drug sample. 
(F) Drug manufacturers or authorized 
distributors of record shall provide to the 
Secretary the name and telephone number of 
the individual responsible for responding to a 
request for information respecting drug 
samples. 
    (e) Wholesale distributors; guidelines for 
licensing; definitions (1)(A) Each person who 
is engaged in the wholesale distribution of a 
drug subject to subsection (b) of this section 
and who is not the manufacturer or an 
authorized distributor of record of such drug 
shall, before each wholesale distribution of 
such drug (including each distribution to an 
authorized distributor of record or to a retail 
pharmacy), provide to the person who receives 
the drug a statement (in such form and 
containing such information as the Secretary 
may require) identifying each prior sale, 
purchase, or trade of such drug (including the 
date of the transaction and the names and 
addresses of all parties to the transaction). 
      (B) Each manufacturer of a drug subject to 
subsection (b) of this section shall maintain at 
its corporate offices a current list of the 
authorized distributors of record of such drug. 

      (2)(A) No person may engage in the 
wholesale distribution in interstate commerce 
of drugs subject to subsection (b) of this 
section in a State unless such person is licensed 
by the State in accordance with the guidelines 
issued under subparagraph (B). 
      (B) The Secretary shall by regulation issue 
guidelines establishing minimum standards, 
terms, and conditions for the licensing of 
persons to make wholesale distributions in 
interstate commerce of drugs subject to 
subsection (b) of this section.  Such guidelines 
shall prescribe requirements for the storage and 
handling of such drugs and for the 
establishment and maintenance of records of 
the distributions of such drugs. 
      (3) For the purposes of this subsection and 
subsection (d) of this section - 
        (A) the term ''authorized distributors of 
record'' means those distributors with whom a 
manufacturer has established an ongoing 
relationship to distribute such manufacturer's 
products, and 
        (B) the term ''wholesale distribution'' 
means distribution of drugs subject to 
subsection (b) of this section to other than the 
consumer or patient but does not include 
intracompany sales and does not include 
distributions of drugs described in subsection 

**** 

 
U.S. Code as of: 01/23/00  
Section 333. Penalties  
 
    (a) Violation of section 331 of this title; 
second violation; intent to defraud or mislead 
      (1) Any person who violates a provision of 
section 331 of this title shall be imprisoned for 
not more than one year or fined not more than 
$1,000, or both.  
      (2) Notwithstanding the provisions of 
paragraph (1) of this section, (FOOTNOTE 1) if 
any person commits such a violation 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 $10,000, or both. 

 

       (FOOTNOTE 1) So in original.  Words ''of 
this section'' probably should not appear. 
    (b) Prescription drug marketing violations 
      (1) Notwithstanding subsection (a) of this 
section, any person who violates section 
331(t) of this title by - (A) knowingly 
importing a drug in violation of section 
381(d)(1) of this title, (B) knowingly selling, 
purchasing, or trading a drug or drug sample 
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or knowingly offering to sell, purchase, or 
trade a drug or drug sample, in violation of 
section 353(c)(1) of this title, (C) knowingly 
selling, purchasing, or trading a coupon, 
knowingly offering to sell, purchase, or trade 
such a coupon, or knowingly counterfeiting 
such a coupon, in violation of section 
353(c)(2) of this title, or (D) knowingly 
distributing drugs in violation of section 
353(e)(2)(A) of this title, shall be imprisoned 
for not more than 10 years or fined not more 
than $250,000, or both.  
 

**** 
 



Statutes  9 

False Claims Act 
Section 3729. False claims  
 
(a) Liability for Certain Acts. - Any person 
who - 
(1) knowingly presents, or causes to be 
presented, to an officer or employee of the 
United States Government or a member of the 
Armed Forces of the United States a false or 
fraudulent claim for payment or approval; 
(2) knowingly makes, uses, or causes to be 
made or used, a false record or statement to get 
a false or fraudulent claim paid or approved by 
the Government; 
(3) conspires to defraud the Government by 
getting a false or fraudulent claim allowed or 
paid; 
(4) has possession, custody, or control of 
property or money used, or to be used, by the 
Government and, intending to defraud the 
Government or willfully to conceal the 
property, delivers, or causes to be delivered, 
less property than the amount for which the 
person receives a certificate or receipt; 
authorized to make or deliver a document 
certifying receipt of property used, or to be 
used, by the Government and, intending to 
defraud the Government, makes or delivers the 
receipt without completely knowing that the 
information on the receipt is true; 
(5) knowingly buys, or receives as a pledge of 
an obligation or debt, public property from an 
officer or employee of the Government, or a 
member of the Armed Forces, who lawfully 
may not sell or pledge the property; or  
(6) knowingly makes, uses, or causes to be 
made or used, a false record or statement to 
conceal, avoid, or decrease an obligation to pay 
or transmit money or property to the 
Government, is liable to the United States 
Government for a civil penalty of not less than 
$5,000 and not more than $10,000, plus 3 
times the amount of damages which the 
Government sustains because of the act of that 
person, except that if the court finds that  

A) the person committing the violation of this 
subsection furnished officials of the United 
States responsible for investigating false claims 
violations with all information known      to 
such person about the violation within 30 days 
after the date on which the defendant first 
obtained the information; 
B) such person fully cooperated with any 
Government investigation of such violation; 
and 
C) at the time such person furnished the United 
States with the information about the violation, 
no criminal prosecution, civil action, or 
administrative action had commenced under 
this title with respect to such violation, and the 
person did not have actual knowledge of the 
existence of an investigation into such 
violation; the court may assess not less than 2 
times the amount of damages which the 
Government sustains because of the act of the 
person.   

a) A person violating this subsection shall 
also be liable to the United States 
Government for the costs of a civil action 
brought to recover any such penalty or 
damages.  
b) Knowing and Knowingly Defined. - For 
purposes of this section, the terms ''knowing'' 
and ''knowingly'' mean that a person, with 
respect to information - (1) has actual 
knowledge of the information; (2) acts in 
deliberate ignorance of the truth or falsity of 
the information; or (3) acts in reckless 
disregard of the truth or falsity of the 
information, and no proof of specific intent to 
defraud is required.  
c) Claim Defined. - For purposes of this 
section, ''claim'' includes any request or 
demand, whether under a contract or 
otherwise, for money or property which is 
made to a contractor, grantee, or other 
recipient if the United States Government 
provides any portion of the money or 
property which is requested or demanded, or 
if the Government will reimburse such 
contractor, grantee, or other recipient for any 
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portion of the money or property which is 
requested or demanded.  

d) Exemption From Disclosure. - Any 
information furnished pursuant to 
subparagraphs (A) through (C) of subsection 
(a) shall be exempt from disclosure under 
section 552 of title 5.  
e) Exclusion. - This section does not apply to 
claims, records,  or statements made under the 
Internal Revenue Code of 1986. 
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AntiKickback Statute 
 Section 1320a-7b. Criminal penalties for 
acts involving Federal health care programs  
 
    (a) Making or causing to be made false 
statements or representations 
Whoever - 
(1) knowingly and willfully makes or causes to 
be made any false statement or representation 
of a material fact in any application for any 
benefit or payment under a Federal health care 
program (as defined in subsection (f) of this 
section),  
(2) at any time knowingly and willfully makes 
or causes to be made any false statement or 
representation of a material fact for use in 
determining rights to such benefit or payment,  
(3) having knowledge of the occurrence of any 
event affecting (A) his initial or continued right 
to any such benefit or payment, or (B) the 
initial or continued right to any such benefit or 
payment of any other individual in whose 
behalf he has applied for or is receiving such 
benefit or payment, conceals or fails to disclose 
such event with an intent fraudulently to secure 
such benefit or payment either in a greater 
amount or quantity than is due or when no such 
benefit or payment is authorized,  
(4) having made application to receive any 
such benefit or payment for the use and benefit 
of another and having received it, knowingly 
and willfully converts such benefit or payment 
or any part thereof to a use other than for the 
use and benefit of such other person, 
(5) presents or causes to be presented a claim 
for a physician's service for which payment 
may be made under a Federal health care 
program and knows that the individual who 
furnished the service was not licensed as a 
physician, or 
(6) for a fee knowingly and willfully counsels 
or assists an individual to dispose of assets 
(including by any transfer in trust) in order for 
the individual to become eligible for medical 
assistance under a State plan under subchapter 
XIX of this chapter, if disposing of the assets 

results in the imposition of a period of 
ineligibility for such assistance under section 
1396p(c) of this title, shall (i) in the case of 
such a statement, representation, concealment, 
failure, or conversion by any person in 
connection with the furnishing (by that person) 
of items or services for which payment is or 
may be made under the program, be guilty of a 
felony and upon conviction thereof fined not 
more than $25,000 or imprisoned for not more 
than five years or both, or (ii) in the case of 
such a statement, representation, concealment, 
failure, conversion, or provision of counsel or 
assistance by any other person, be guilty of a 
misdemeanor and upon conviction thereof 
fined not more than $10,000 or imprisoned for 
not more than one year, or both.  In addition, in 
any case where an individual who is otherwise 
eligible for assistance under a Federal health 
care program is convicted of an offense under 
the preceding provisions of this subsection, the 
administrator of such program may at its option 
(notwithstanding any other provision of such 
program) limit, restrict, or suspend the 
eligibility of that individual for such period 
(not exceeding one year) as it deems 
appropriate; but the imposition of a limitation, 
restriction, or suspension with respect to the 
eligibility of any individual under this sentence 
shall not affect the eligibility of any other 
person for assistance under the plan, regardless 
of the relationship between that individual and 
such other person. 
    (b) Illegal remunerations 
(1) Whoever knowingly and willfully solicits 
or receives any remuneration (including any 
kickback, bribe, or rebate) directly or 
indirectly, overtly or covertly, in cash or in 
kind -  (A) in return for referring an individual 
to a person for the furnishing or arranging for 
the furnishing of any item or service for which 
payment may be made in whole or in part order 
a Federal health care program, or (B) in return 
for purchasing, leasing, rendering, or arranging 
for or recommending purchasing, leasing, or 
ordering any good, facility, service, or item for 
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which payment may be made in whole or in 
part under a Federal health care program, shall 
be guilty of a felony and upon conviction  
thereof, shall be fined not more than $25,000 or 
imprisoned for not more than five years, or 
both. 

**** 
      
 (3) Paragraphs (1) and (2) shall not apply to - 
(A) a discount or other reduction in price 
obtained by a provider of services or other 
entity under a Federal health care program if 
the reduction in price is properly disclosed and 
appropriately reflected in the costs claimed or 
charges made by the provider or entity under a 
Federal health care program; 
(B) any amount paid by an employer to an 
employee (who has a bona fide employment 
relationship with such employer) for 
employment in the provision of covered items 
or services; 
(C) any amount paid by a vendor of goods or 
services to a person authorized to act as a 
purchasing agent for a group of individuals or 
entities who are furnishing services reimbursed 
under a Federal health care program if -  (i) the 
person has a written contract, with each such 
individual or entity, which specifies the amount 
to be paid the person, which amount may be a  
fixed amount or a fixed percentage of the value 
of the purchases made by each such individual 
or entity under the contract, and (ii) in the case 
of an entity that is a provider of services (as 
defined in section 1395x(u) of this title), the 
person discloses (in such form and manner as 
the Secretary requires) to the entity and, upon 
request, to the Secretary the amount received 
from each such vendor with respect to 
purchases made by or on behalf of the entity; 
(D) a waiver of any coinsurance under part B 
of subchapter XVIII of this chapter by a 
Federally qualified health care center with 
respect to an individual who qualifies for 
subsidized services under a provision of the 
Public Health Service Act (42 U.S.C. 201 et 
seq.); 

(E) any payment practice specified by the 
Secretary in regulations promulgated pursuant 
to section 14(a) of the Medicare and Medicaid 
Patient and Program Protection Act of 1987; 
and 
(F) any remuneration between an organization 
and an individual or entity providing items or 
services, or a combination thereof, pursuant to 
a written agreement between the organization 
and the individual or entity if the organization 
is an eligible organization under section 
1395mm of this title or if the written 
agreement, through a risk-sharing arrangement, 
places the individual or entity at substantial 
financial risk for the cost  or utilization of the 
items or services, or a combination thereof, 
which the individual or entity is obligated to 
provide. 

**** 
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TITLE 21--FOOD AND DRUGS 
  
CHAPTER I--FOOD AND DRUG 
ADMINISTRATION, DEPARTMENT OF 
HEALTH AND HUMAN SERVICES 
  
PART 203--PRESCRIPTION DRUG 
MARKETING--Table of Contents 
  
                      Subpart A--General Provisions 
  
Sec. 203.1  Scope. 
 
 
This part sets forth procedures and 
requirements pertaining to the reimportation 
and wholesale distribution of prescription 
drugs, including both bulk drug substances and 
finished dosage forms; the sale, purchase, or 
trade of (or the offer to sell, purchase, or trade)  
prescription drugs, including bulk drug 
substances, that were purchased by hospitals or 
health care entities, or donated to charitable 
organizations; and the distribution of 
prescription drug samples. Blood and blood 
components intended for transfusion are 
excluded from the restrictions in and the 
requirements of the Prescription Drug 
Marketing Act of 1987 and the Prescription 
Drug Amendments of 1992. 
   
                      Subpart A--General Provisions 
  
Sec. 203.2   Purpose. 
 
The purpose of this part is to implement the 
Prescription Drug Marketing Act of 1987 and 
the Prescription Drug Amendments of 1992, 
except for those sections relating to State 
licensing of wholesale distributors (see part 
205 of this chapter), to protect the public 
health, and to protect the public against drug 
diversion by establishing procedures, 
requirements, and minimum standards for the 
distribution of prescription drugs and 
prescription drug samples. 

**** 
                           
Subpart D--Samples 
  
Sec. 203.38  Sample lot or control numbers; 
labeling of sample units. 

a) Lot or control number required on drug 
sample labeling and sample unit label. The 
manufacturer or authorized distributor of 
record  of a drug sample shall include on the 
label of the sample unit and on the outside 
container or packaging of the sample unit, if 
any, an identifying lot or control number that 
will permit the tracking of the distribution of 
each drug sample unit. 
(b) Records containing lot or control 
numbers required for all drug samples 
distributed. A manufacturer or authorized 
distributor of record shall maintain for all 
samples distributed records of drug sample 
distribution containing lot or control 
numbers that are sufficient to permit the 
tracking of sample units to the point of the 
licensed practitioner. 

    (c)  Labels of sample units. Each sample 
unit shall bear a label that clearly denotes its 
status as a drug sample, e.g., ``sample,''  
``not for sale,'' ``professional courtesy 
package.''  (1) A drug that is labeled as a 
drug sample is deemed to be a drug sample 
within the meaning of the act. (2) A drug 
product dosage unit that bears an imprint 
identifying the dosage form as a drug sample is 
deemed to be a drug sample within the  
meaning of the act. (3) Notwithstanding 
paragraphs (c)(1) and (c)(2) of this section,  
any article that is a drug sample as defined 
in section 503(c)(1) of the act and Sec. 
203.3(i) that fails to bear the label required 
in this paragraph (c) is a drug sample. 
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