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Background 
This pocket guide is intended as a legal reference 
guide, covering the federal laws and regulations 
specific to the distribution of drug samples. By 
design, it is not all-encompassing. It does, however, 
provide the elements of the PDMA and related Title 
21 sections specific to Prohibited Acts and Penalties. It 
also covers the federal regulations that subsequently 
enhanced the provisions of the PDMA.

Additional insight into the FDA’s logic and intent in 
issuing the PDMA Final Rule, by section, can be found 
in the lengthy Preamble to that document. Due to 
space limitations, the Preamble is not included in this 
guide.

A more detailed understanding of PDMA law, FDA 
guidance and PDMA compliance best practices can 
be found in the Member’s Only section of the PDMA 
Alliance website.

Please Note:

This handbook is provided by the PDMA Alliance Inc. as a reference 
guide. It is not intended to be all-inclusive or to serve as legal advice. If 
you have any questions regarding the legal requirements surrounding the 
PDMA, they should be resolved in discussions with your legal counsel.
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Early History:  
The Federal Regulation of Drug Samples
In June 1985, a Congressional Subcommittee issued a report that 
concluded “American consumers can no longer purchase prescription 
drugs with the certainty that the products are safe and effective” and 
that “the integrity of the distribution system is insufficient to prevent 
the introduction of substandard, ineffective, or counterfeit drugs.” (Ref: 
Drug Diversion and the American Consumer: What You Think You See 
May Not Be What Prescription You Get, Subcommittee on Oversight and 
Investigations of the Committee on Energy and Commerce, U.S. House 
of Representatives)

The Subcommittee expanded on their investigative attention and 
in April 1986 issued a follow up report which laid the groundwork 
for strengthening the distribution controls on all prescription drugs, 
including drug samples. (Ref: Dangerous Medicine, The Risk to American 
Consumers from Prescription Drug Diversion and Counterfeiting) 

In February 1987, Rep. John D. Dingell, Michigan, introduced H.R. Bill 
1207, a bill to amend the Federal Food, Drug, and Cosmetic Act to ban 
the reimportation of drugs produced in the United States, to place 
restrictions on the distribution of drug samples, to ban certain resales 
of drugs by hospitals and other health care facilities, and for other 
purposes. 

This bill was signed into law under the short title Prescription Drug 
Marketing Act of 1987 (PDMA) by President Ronald Reagan on April 
22, 1988. The portions of the law impacting drug sample distribution 
became effective in October 1988. 

The PDMA amended the Federal Food, Drug and Cosmetic Act, which 
is codified in Title 21 of the U.S. Code. Relevant sections include 21 USC 
331 (Prohibited Acts), 21 USC 353 (PDMA) and 21 USC 333 (Penalties).

At the direction of Congress, the FDA subsequently issued additional 
regulations enhancing the provisions of the PDMA. Those regulations 
were published in the Federal Register on December 3, 1999 and 
became effective on December 4, 2000. (Ref: 21 CFR Sections 203 & 205)
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The following pages include select sections of the U.S. Code and 
Code of Federal Regulations specific to drug sample law and 
regulations.

Title 21, United States Code
§331. Prohibited acts

The following acts and the causing thereof are prohibited:

§331(t)	

... the sale, purchase, or trade of a drug or drug sample or the offer to 
sell, purchase, or trade a drug or drug sample in violation of section 
353(c) of this title,... the distribution of a drug sample in violation of 
section 353(d) of this title or the failure to otherwise comply with the 
requirements of section 353(d) of this title, or the distribution of drugs in 
violation of section 353(e) of this title or the failure to otherwise comply 
with the requirements of section 353(e) of this title.

§353. Exemptions and consideration for certain drugs, devices, 
and biological products (note: PDMA General Provisions)

§353(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.

§353(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 
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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 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 
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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 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, 



8

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.

§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,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.

(B) PRESCRIPTION DRUG MARKETING VIOLATIONS

	� (1) Notwithstanding subsection (a) of this section, any person who 
violates section 331(t) of this title by —

		�  (B) knowingly selling, purchasing, or trading a drug or drug sample or 
knowingly offering to sell, purchase, or trade a drug or drug sample, 
in violation of section 353(c)(1) of this title,	

	� (2) Any manufacturer or distributor who distributes drug samples by 
means other than the mail or common carrier whose representative, 
during the course of the representative’s employment or association 
with that manufacturer or distributor, violated section 331(t) of this 
title because of a violation of section 353(c)(1) of this title or violated 
any State law prohibiting the sale, purchase, or trade of a drug sample 
subject to section 353(b) of this title or the offer to sell, purchase, or 
trade such a drug sample shall, upon conviction of the representative 
for such violation, be subject to the following civil penalties:

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

	�	  (B) A civil penalty of not more than $1,000,000 for each violation 
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resulting in a conviction of any representative after the second 
conviction in any 10-year period.

	� For the purposes of this paragraph, multiple convictions of one or more 
persons arising out of the same event or transaction, or a related series 
of events or transactions, shall be considered as one violation.

	� (3) Any manufacturer or distributor who violates section 331(t) of this 
title because of a failure to make a report required by section 353(d)
(3)(E) of this title shall be subject to a civil penalty of not more than 
$100,000.

	� (4)	�(A) If a manufacturer or distributor or any representative of such 
manufacturer or distributor provides information leading to the 
institution of a criminal proceeding against, and conviction of, any 
representative of that manufacturer or distributor for a violation 
of section 331(t) of this title because of a sale, purchase, or trade or 
offer to purchase, sell, or trade a drug sample in violation of section 
353(c)(1) of this title or for a violation of State law prohibiting the 
sale, purchase, or trade or offer to sell, purchase, or trade a drug 
sample, the conviction of such representative shall not be considered 
as a violation for purposes of paragraph (2).

	�		�   (B) If, in an action brought under paragraph (2) against a 
manufacturer or distributor relating to the conviction of a 
representative of such manufacturer or distributor for the sale, 
purchase, or trade of a drug or the offer to sell, purchase, or trade a 
drug, it is shown, by clear and convincing evidence —

				�    (i) that the manufacturer or distributor conducted, before the 
institution of a criminal proceeding against such representative for 
the violation which resulted in such conviction, an investigation 
of events or transactions which would have led to the reporting 
of information leading to the institution of a criminal proceeding 
against, and conviction of, such representative for such purchase, 
sale, or trade or offer to purchase, sell, or trade, or

		�		�    (ii) that, except in the case of the conviction of a representative 
employed in a supervisory function, despite diligent 
implementation by the manufacturer or distributor of an 
independent audit and security system designed to detect such a 
violation, the manufacturer or distributor could not reasonably 
have been expected to have detected such violation, the conviction 
of such representative shall not be considered as a conviction for 
purposes of paragraph (2).
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	� (5) If a person provides information leading to the institution of a 
criminal proceeding against, and conviction of, a person for a violation 
of section 331(t) of this title because of the sale, purchase, or trade of 
a drug sample or the offer to sell, purchase, or trade a drug sample in 
violation of section 353(c)(1) of this title, such person shall be entitled 
to one-half of the criminal fine imposed and collected for such violation 
but not more than $125,000.

	� (6) Notwithstanding subsection (a) of this section, any person who is a 
manufacturer or importer of a prescription drug under section 384(b) 
of this title and knowingly fails to comply with a requirement of section 
384(e) of this title that is applicable to such manufacturer or importer, 
respectively, shall be imprisoned for not more than 10 years or fined 
not more than $250,000, or both.

The PDMA Final Rule: 21 CFR Part 203 
[Federal Register: December 3, 1999 (Volume 64, Number 232)] - Portions 
Redacted

PART 203--PRESCRIPTION DRUG MARKETING

Subpart A--General Provisions

Sec. 
	 203.1 Scope. 
	 203.2 Purpose. 
	 203.3 Definitions.

Subpart D--Samples 
	 203.30 Sample distribution by mail or common carrier. 
	� 203.31 Sample distribution by means other than mail or common carrier 

(direct delivery by a representative or detailer). 
203.32 Drug sample storage and handling requirements. 
203.33 Drug sample forms. 
203.34 Policies and procedures; administrative systems. 
203.35 Standing requests. 
203.36 Fulfillment houses, shipping and mailing services, comarketing 
agreements, and third-party recordkeeping. 
203.37 Investigation and notification requirements. 
203.38 Sample lot or control numbers; labeling of sample units. 
203.39 Donation of drug samples to charitable institutions.
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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.

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.

Sec. 203.3 Definitions.

(h) Distribute means to sell, offer to sell, deliver, or offer to deliver a drug 
to a recipient, except that the term “distribute” does not include:

�	� (1) Delivering or offering to deliver a drug by a common carrier in the 
usual course of business as a common carrier; or

	 (2) Providing of a drug sample to a patient by:

		  (i) A practitioner licensed to prescribe such drug;

		�  (ii) A health care professional acting at the direction and under the 
supervision of such a practitioner; or

	�	�  (iii) The 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 in accordance with the act and regulations.

		�  (i) Drug sample means a unit of a prescription drug that is not 
intended to be sold and is intended to promote the sale of the drug.



12

(p) Handwritten signature means the scripted name or legal mark of an 
individual handwritten by that individual and executed or adopted with 
the present intention to authenticate a writing in a permanent form. 
The act of signing with a writing or marking instrument such as a pen or 
stylus is preserved. The scripted name or legal mark, while conventionally 
applied to paper, may also be applied to other devices that capture the 
name or mark.

�(r) Licensed practitioner means any person licensed or authorized by 
State law to prescribe drugs.

(s) Manufacturer means any person who is a manufacturer as defined by 
Sec. 201.1 of this chapter.

(z) Representative means an employee or agent of a drug manufacturer 
or distributor who promotes the sale of prescription drugs to licensed 
practitioners and who may solicit or receive written requests for the 
delivery of drug samples. A detailer is a representative.

(aa) Sample unit means a packet, card, blister pack, bottle, container, 
or other single package comprised of one or more dosage units of a 
prescription drug sample, intended by the manufacturer or distributor 
to be provided by a licensed practitioner to a patient in an unbroken or 
unopened condition.

Subpart D--Samples

Sec. 203.30 Sample distribution by mail or common carrier.

(a) Requirements for drug sample distribution by mail or common carrier. 
A manufacturer or authorized distributor of record may distribute a 
drug sample to a practitioner licensed to prescribe the drug that is to 
be sampled or, at the written request of a licensed practitioner, to the 
pharmacy of a hospital or other health care entity, by mail or common 
carrier, provided that:

	� (1) The licensed practitioner executes and submits a written request to 
the manufacturer or authorized distributor of record, as set forth in 
paragraph (b) of this section, before the delivery of the drug sample;

	� (2) The manufacturer or authorized distributor of record verifies with 
the appropriate State authority that the practitioner requesting the 
drug sample is licensed or authorized under State law to prescribe the 
drug product;

	� (3) The recipient executes a written receipt, as set forth in paragraph (c) 
of this section, when the drug sample is delivered; and
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	� (4) The receipt is returned to the manufacturer or distributor from 
which the drug sample was received.

�(b) Contents of the written request form for delivery of samples by mail 
or common carrier.

	� (1) A written request for a drug sample to be delivered by mail or 
common carrier to a licensed practitioner is required to contain the 
following:

	�	�  (i) The name, address, professional title, and signature of the 
practitioner making the request;

		�  (ii) The practitioner’s State license or authorization number or, 
where a scheduled drug product is requested, the practitioner’s Drug 
Enforcement Administration number;

	�	�  (iii) The proprietary or established name and the strength of the drug 
sample requested;

		  (iv) The quantity requested;

		�  (v) The name of the manufacturer and the authorized distributor of 
record, if the drug sample is requested from an authorized distributor 
of record; and

		  (vi) The date of the request.

	�� (2) A written request for a drug sample to be delivered by mail or 
common carrier to the pharmacy of a hospital or other health care 
entity is required to contain, in addition to all of the information in 
paragraph (b)(l) of this section, the name and address of the pharmacy 
of the hospital or other health care entity to which the drug sample is 
to be delivered.

(c) Contents of the receipt to be completed upon delivery of a drug 
sample. The receipt is to be on a form designated by the manufacturer or 
distributor, and is required to contain the following:

		��  (1) If the drug sample is delivered to the licensed practitioner 
who requested it, the receipt is required to contain the name, 
address, professional title, and signature of the practitioner or the 
practitioner’s designee who acknowledges delivery of the drug 
sample; the proprietary or established name and strength of the drug 
sample and the quantity of the drug sample delivered; and the date 
of the delivery.

		�  (2) If the drug sample is delivered to the pharmacy of a hospital or 
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other health care entity at the request of a licensed practitioner, the 
receipt is required to contain the name and address of the requesting 
licensed practitioner; the name and address of the hospital or 
health care entity pharmacy designated to receive the drug sample; 
the name, address, professional title, and signature of the person 
acknowledging delivery of the drug sample; the proprietary or 
established name and strength of the drug sample; the quantity of 
the drug sample delivered; and the date of the delivery.

Sec. 203.31 Sample distribution by means other than mail or common 
carrier (direct delivery by a representative or detailer).

(a) Requirements for drug sample distribution by means other than 
mail or common carrier. A manufacturer or authorized distributor of 
record may distribute by means other than mail or common carrier, by 
a representative or detailer, a drug sample to a practitioner licensed to 
prescribe the drug to be sampled or, at the written request of such a 
licensed practitioner, to the pharmacy of a hospital or other health care 
entity, provided that:

	� (1) The manufacturer or authorized distributor of record receives 
from the licensed practitioner a written request signed by the licensed 
practitioner before the delivery of the drug sample;

	� (2) The manufacturer or authorized distributor of record verifies with 
the appropriate State authority that the practitioner requesting the 
drug sample is licensed or authorized under State law to prescribe the 
drug product;

	� (3) A receipt is signed by the recipient, as set forth in paragraph (c) of 
this section, when the drug sample is delivered;

	 (4) The receipt is returned to the manufacturer or distributor; and

	 �(5) The requirements of paragraphs (d) through (e) of this section are 
met.

(b) Contents of the written request forms for delivery of samples by a 
representative. 

	� (1) A written request for delivery of a drug sample by a representative 
to a licensed practitioner is required to contain the following:

	�	�  (i) The name, address, professional title, and signature of the 
practitioner making the request;

	�	  (ii) The practitioner’s State license or authorization number, or, 
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	�	  where a scheduled drug product is requested, the practitioner’s Drug  
	 Enforcement Administration number;

	�	�  (iii) The proprietary or established name and the strength of the drug 
sample requested;

		  (iv) The quantity requested;

	�	�  (v) The name of the manufacturer and the authorized distributor of 
record, if the drug sample is requested from an authorized distributor 
of record; and

		  (vi) The date of the request.

	� (2) A written request for delivery of a drug sample by a representative 
to the pharmacy of a hospital or other health care entity is required to 
contain, in addition to all of the information in paragraph (b) of this 
section, the name and address of the pharmacy of the hospital or other 
health care entity to which the drug sample is to be delivered.

�(c) Contents of the receipt to be completed upon delivery of a drug 
sample. The receipt is to be on a form designated by the manufacturer or 
distributor, and is required to contain the following:

	� (1) If the drug sample is received at the address of the licensed 
practitioner who requested it, the receipt is required to contain the 
name, address, professional title, and signature of the practitioner or 
the practitioner’s designee who acknowledges delivery of the drug 
sample; the proprietary or established name and strength of the drug 
sample; the quantity of the drug sample delivered; and the date of the 
delivery.

	� (2) If the drug sample is received by the pharmacy of a hospital or other 
health care entity at the request of a licensed practitioner, the receipt 
is required to contain the name and address of the requesting licensed 
practitioner; the name and address of the hospital or health care entity 
pharmacy designated to receive the drug sample; the name, address, 
professional title, and signature of the person acknowledging delivery 
of the drug sample; the proprietary or established name and strength 
of the drug sample; the quantity of the drug sample delivered; and the 
date of the delivery.

(d) Inventory and reconciliation of drug samples of manufacturers’ and 
distributors’ representatives. Each drug manufacturer or authorized 
distributor of record that distributes drug samples by means of 
representatives shall conduct, at least annually, a complete and accurate 
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physical inventory of all drug samples. All drug samples in the possession 
or control of each manufacturer’s and distributor’s representatives are 
required to be inventoried and the results of the inventory are required 
to be recorded in an inventory record, as specified in paragraph (d)(1) of 
this section. In addition, manufacturers and distributors shall reconcile the 
results of the physical inventory with the most recently completed prior 
physical inventory and create a report documenting the reconciliation 
process, as specified in paragraph (d)(2) of this section.

	� (1) The inventory record is required to identify all drug samples in a 
representative’s stock by the proprietary or established name, dosage 
strength, and number of units.

	 (2) The reconciliation report is required to include:

	�	�  (i) The inventory record for the most recently completed prior 
inventory;

	�	�  (ii) A record of each drug sample shipment received since the most 
recently completed prior inventory, including the sender and date 
of the shipment, and the proprietary or established name, dosage 
strength, and number of sample units received;

		�  (iii) A record of drug sample distributions since the most recently 
completed inventory showing the name and address of each recipient 
of each sample unit shipped, the date of the shipment, and the 
proprietary or established name, dosage strength, and number 
of sample units shipped. For the purposes of this paragraph and 
paragraph (d)(2)(v) of this section, “distributions” includes distributions 
to health care practitioners or designated hospital or health care entity 
pharmacies, transfers or exchanges with other firm representatives, 
returns to the manufacturer or authorized distributor, destruction of 
drug samples by a sales representative, and other types of drug sample 
dispositions. The specific type of distribution must be specified in the 
record;

		�  (iv) A record of drug sample thefts or significant losses reported by 
the representative since the most recently completed prior inventory, 
including the approximate date of the occurrence and the proprietary 
or established name, dosage strength, and number of sample units 
stolen or lost; and

	�	�  (v) A record summarizing the information required by paragraphs (d)
(2)(ii) through (d)(2)(iv) of this section. The record must show, for each 
type of sample unit (i.e., sample units having the same established or 
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proprietary name and dosage strength), the total number of sample 
units received, distributed, lost, or stolen since the most recently 
completed prior inventory. For example, a typical entry in this record 
may read “50 units risperidone (1 mg) returned to manufacturer’’ or 
simply “Risperidone (1 mg)/50/returned to manufacturer.’’

	� (3) Each drug manufacturer or authorized distributor of record shall 
take appropriate internal control measures to guard against error 
and possible fraud in the conduct of the physical inventory and 
reconciliation, and in the preparation of the inventory record and 
reconciliation report.

	� (4) A manufacturer or authorized distributor of record shall carefully 
evaluate any apparent discrepancy or significant loss revealed through 
the inventory and reconciliation process and shall fully investigate any 
such discrepancy or significant loss that cannot be justified.

(e) Lists of manufacturers’ and distributors’ representatives. Each drug 
manufacturer or authorized distributor of record who distributes drug 
samples by means of representatives shall maintain a list of the names 
and addresses of its representatives who distribute drug samples and of 
the sites where drug samples are stored.

Sec. 203.32 Drug sample storage and handling requirements.

(a) Storage and handling conditions. Manufacturers, authorized 
distributors of record, and their representatives shall store and handle 
all drug samples under conditions that will maintain their stability, 
integrity, and effectiveness and ensure that the drug samples are free of 
contamination, deterioration, and adulteration.

(b) Compliance with compendial and labeling requirements.
Manufacturers, authorized distributors of record, and their 
representatives can generally comply with this section by following the 
compendial and labeling requirements for storage and handling of a 
particular prescription drug in handling samples of that drug.

Sec. 203.33 Drug sample forms.

A sample request or receipt form may be delivered by mail, common 
carrier, or private courier or may be transmitted photographically or 
electronically (i.e., by telephoto, wirephoto, radiophoto, facsimile 
transmission (FAX), xerography, or electronic data transfer) or by any 
other system, provided that the method for transmission meets the 
security requirements set forth in Sec. 203.60(c).
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Sec. 203.34 Policies and procedures; administrative systems.

Each manufacturer or authorized distributor of record that distributes 
drug samples shall establish, maintain, and adhere to written policies and 
procedures describing its administrative systems for the following:

(a) Distributing drug samples by mail or common carrier, including 
methodology for reconciliation of requests and receipts;

(b) Distributing drug samples by means other than mail or common 
carrier including the methodology for:

	� (1) Reconciling requests and receipts, identifying patterns of 
nonresponse, and the manufacturer’s or distributor’s response when 
such patterns are found;

	� (2) Conducting the annual physical inventory and preparation of the 
reconciliation report;

	� (3) Implementing a sample distribution security and audit system, 
including conducting random and for-cause audits of sales 
representatives by personnel independent of the sales force; and

	 (4) Storage of drug samples by representatives;

	� (c) Identifying any significant loss of drug samples and notifying FDA of 
the loss; and

	 (d) Monitoring any loss or theft of drug samples.

Sec. 203.35 Standing requests.

Manufacturers or authorized distributors of record shall not distribute 
drug samples on the basis of open-ended or standing requests, but 
shall require separate written requests for each drug sample or group 
of samples. An arrangement by which a licensed practitioner requests 
in writing that a specified number of drug samples be delivered over a 
period of not more than 6 months, with the actual delivery dates for parts 
of the order to be set by subsequent oral communication or electronic 
transmission, is not considered to be a standing request.

Sec. 203.36 Fulfillment houses, shipping and mailing services, 
comarketing agreements, and third-party recordkeeping.

(a) Responsibility for creating and maintaining forms, reports, and 
records. Any manufacturer or authorized distributor of record that uses 
a fulfillment house, shipping or mailing service, or other third party, or 
engages in a comarketing agreement with another manufacturer or 
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distributor to distribute drug samples or to meet any of the requirements 
of PDMA, PDA, or this part, remains responsible for creating and 
maintaining all requests, receipts, forms, reports, and records required 
under PDMA, PDA, and this part.

(b) Responsibility for producing requested forms, reports, or records. A 
manufacturer or authorized distributor of record that contracts with a 
third party to maintain some or all of its records shall produce requested 
forms, reports, records, or other required documents within 2 business 
days of a request by an authorized representative of FDA or another 
Federal, State, or local regulatory or law enforcement official.

Sec. 203.37 Investigation and notification requirements.

(a) Investigation of falsification of drug sample records. A manufacturer 
or authorized distributor of record that has reason to believe that any 
person has falsified drug sample requests, receipts, or records, or is 
diverting drug samples, shall:

	 (1) Notify FDA, by telephone or in writing, within 5 working days;

	 (2) Immediately initiate an investigation; and

	� (3) Provide FDA with a complete written report, including the reason for 
and the results of the investigation, not later than 30 days after the date 
of the initial notification in paragraph (a)(1) of this section.

(b) Significant loss or known theft of drug samples. A manufacturer 
or authorized distributor of record that distributes drug samples or a 
charitable institution that receives donated drug samples from a licensed 
practitioner shall:

	� (1) Notify FDA, by telephone or in writing, within 5 working days of 
becoming aware of a significant loss or known theft;

	� (2) Immediately initiate an investigation into the significant loss or 
known theft; and

	� (3) Provide FDA with a complete written report, including the reason for 
and the results of the investigation, not later than 30 days after the date 
of the initial notification in paragraph (b)(1) of this section.

(c) Conviction of a representative.

	� (1) A manufacturer or authorized distributor of record that distributes 
drug samples shall notify FDA, by telephone or in writing, within 
30 days of becoming aware of the conviction of one or more of its 
representatives for a violation of section 503(c)(1) of the act or any State 
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law involving the sale, purchase, or trade of a drug sample or the offer 
to sell, purchase, or trade a drug sample.

	� (2) A manufacturer or authorized distributor of record shall provide FDA 
with a complete written report not later than 30 days after the date of 
the initial notification.

(d) Selection of individual responsible for drug sample information. A 
manufacturer or authorized distributor of record that distributes drug 
samples shall inform FDA in writing within 30 days of selecting the 
individual responsible for responding to a request for information about 
drug samples of that individual’s name, business address, and telephone 
number.

(e) Whom to notify at FDA. Notifications and reports concerning 
prescription human drugs shall be made to the Division of Prescription 
Drug Compliance and Surveillance (HFD-330), Office of Compliance, 
Center for Drug Evaluation and Research, Food and Drug Administration, 
7520 Standish Pl., Rockville, MD 20855. Notifications and reports 
concerning prescription human biological products shall be made 
to the Division of Inspections and Surveillance (HFM-650), Office of 
Compliance, Center for Biologics Evaluation and Research, Food and Drug 
Administration, 1401 Rockville Pike, Rockville, MD 20852.

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.
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	� (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.

Sec. 203.39 Donation of drug samples to charitable institutions.

A charitable institution may receive a drug sample donated by a licensed 
practitioner or another charitable institution for dispensing to a patient 
of the charitable institution, or donate a drug sample to another 
charitable institution for dispensing to its patients, provided that the 
following requirements are met:

�(a) A drug sample donated by a licensed practitioner or donating 
charitable institution shall be received by a charitable institution in its 
original, unopened packaging with its labeling intact.

�(b) Delivery of a donated drug sample to a recipient charitable institution 
shall be completed by mail or common carrier, collection by an authorized 
agent or employee of the recipient charitable institution, or personal 
delivery by a licensed practitioner or an agent or employee of the 
donating charitable institution. Donated drug samples shall be placed by 
the donor in a sealed carton for delivery to or collection by the recipient 
charitable institution.

�(c) A donated drug sample shall not be dispensed to a patient or be 
distributed to another charitable institution until it has been examined by 
a licensed practitioner or registered pharmacist at the recipient charitable 
institution to confirm that the donation record accurately describes 
the drug sample delivered and that no drug sample is adulterated or 
misbranded for any reason, including, but not limited to, the following:

	 (1) The drug sample is out of date;

	� (2) The labeling has become mutilated, obscured, or detached from the 
drug sample packaging;

	� (3) The drug sample shows evidence of having been stored or shipped 
under conditions that might adversely affect its stability, integrity, or 
effectiveness;

	� (4) The drug sample is for a prescription drug product that has been 
recalled or is no longer marketed; or
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	� (5) The drug sample is otherwise possibly contaminated, deteriorated, or 
adulterated.

(d) The recipient charitable institution shall dispose of any drug sample 
found to be unsuitable by destroying it or by returning it to the 
manufacturer. The charitable institution shall maintain complete records 
of the disposition of all destroyed or returned drug samples.

(e) The recipient charitable institution shall prepare at the time of 
collection or delivery of a drug sample a complete and accurate donation 
record, a copy of which shall be retained by the recipient charitable 
institution for at least 3 years, containing the following information:

	� (1) The name, address, and telephone number of the licensed 
practitioner (or donating charitable institution);

	� (2) The manufacturer, brand name, quantity, and lot or control number 
of the drug sample donated; and

	 (3) The date of the donation.

(f) Each recipient charitable institution shall maintain complete and 
accurate records of donation, receipt, inspection, inventory, dispensing, 
redistribution, destruction, and returns sufficient for complete 
accountability and auditing of drug sample stocks.

(g) Each recipient charitable institution shall conduct, at least annually, 
an inventory of prescription drug sample stocks and shall prepare a 
report reconciling the results of each inventory with the most recent 
prior inventory. Drug sample inventory discrepancies and reconciliation 
problems shall be investigated by the charitable institution and reported 
to FDA.

(h) A recipient charitable institution shall store drug samples under 
conditions that will maintain the sample’s stability, integrity, and 
effectiveness, and will ensure that the drug samples will be free of 
contamination, deterioration, and adulteration.

(i) A charitable institution shall notify FDA within 5 working days of 
becoming aware of a significant loss or known theft of prescription drug 
samples.
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Subpart F--Request and Receipt Forms, Reports, and Records

Sec. 203.60 Request and receipt forms, reports, and records.

(a) Use of electronic records, electronic signatures, and handwritten 
signatures executed to electronic records.

	� (1) Provided the requirements of part 11 of this chapter are met, 
electronic records, electronic signatures, and handwritten signatures 
executed to electronic records may be used as an alternative to paper 
records and handwritten signatures executed on paper to meet any of 
the record and signature requirements of PDMA, PDA, or this part.

	� (2) Combinations of paper records and electronic records, electronic 
records and handwritten signatures executed on paper, or paper 
records and electronic signatures or handwritten signatures executed to 
electronic records, may be used to meet any of the record and signature 
requirements of PDMA, PDA, or this part, provided that:

		�  (i) The requirements of part 11 of this chapter are met for the 
electronic records, electronic signatures, or handwritten signatures 
executed to electronic records; and

		�  (ii) A reasonably secure link between the paper-based and electronic 
components exists such that the combined records and signatures are 
trustworthy and reliable, and to ensure that the signer cannot readily 
repudiate the signed records as not genuine.

	� (3) For the purposes of this paragraph (a), the phrase ``record and 
signature requirements of PDMA, PDA, or this part’’ includes drug 
sample request and receipt forms, reports, records, and other 
documents, and their associated signatures required by PDMA, PDA, and 
this part.

(b) Maintenance of request and receipt forms, reports, records, and other 
documents created on paper. Request and receipt forms, reports, records, 
and other documents created on paper may be maintained on paper or 
by photographic imaging (i.e., photocopies or microfiche), provided that 
the security and authentication requirements described in paragraph (c) 
of this section are followed. Where a required document is created on 
paper and electronically scanned into a computer, the resulting record is 
an electronic record that must meet the requirements of part 11 of this 
chapter.
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(c) Security and authentication requirements for request and receipt 
forms, reports, records, and other documents created on paper. A request 
or receipt form, report, record, or other document, and any signature 
appearing thereon, that is created on paper and that is maintained by 
photographic imaging, or transmitted electronically (i.e., by facsimile) 
shall be maintained or transmitted in a form that provides reasonable 
assurance of being:

	� (1) Resistant to tampering, revision, modification, fraud, unauthorized 
use, or alteration;

	 (2) Preserved in accessible and retrievable fashion; and

	� (3) Available to permit copying for purposes of review, analysis, 
verification, authentication, and reproduction by the person who 
executed the form or created the record, by the manufacturer or 
distributor, and by authorized personnel of FDA and other regulatory 
and law enforcement agencies.

(d) Retention of request and receipt forms, reports, lists, records, and 
other documents. Any person required to create or maintain reports, lists, 
or other records under PDMA, PDA, or this part, including records relating 
to the distribution of drug samples, shall retain them for at least 3 years 
after the date of their creation.

�(e) Availability of request and receipt forms, reports, lists, and records. 
Any person required to create or maintain request and receipt forms, 
reports, lists, or other records under PDMA, PDA, or this part shall make 
them available, upon request, in a form that permits copying or other 
means of duplication, to FDA or other Federal, State, or local regulatory 
and law enforcement officials for review and reproduction. The records 
shall be made available within 2 business days of a request.
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