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section 502(n) of the act and the appli-
cable regulations thereunder shall
cause stocks of such drug in possession
of the person responsible for issuing or
causing the issuance of the advertise-
ment, and stocks of the drug distrib-
uted by such person and still in the
channels of commerce, to be mis-
branded under section 502(n) of the act.

(1)(1) Advertisements subject to sec-
tion 502(n) of the act include advertise-
ments in published journals, maga-
zines, other periodicals, and news-
papers, and advertisements broadcast
through media such as radio, tele-
vision, and telephone communication
systems.

(2) Brochures, booklets, mailing
pieces, detailing pieces, file cards, bul-
letins, calendars, price lists, catalogs,
house organs, letters, motion picture
films, film strips, lantern slides, sound
recordings, exhibits, literature, and re-
prints and similar pieces of printed,
audio, or visual matter descriptive of a
drug and references published (for ex-
ample, the ‘‘Physicians Desk Ref-
erence’’) for use by medical practi-
tioners, pharmacists, or nurses, con-
taining drug information supplied by
the manufacturer, packer, or dis-
tributor of the drug and which are dis-
seminated by or on behalf of its manu-
facturer, packer, or distributor are
hereby determined to be labeling as de-
fined in section 201(m) of the act.

[40 FR 14016, Mar. 27, 1975, as amended at 40
FR 58799, Dec. 18, 1975; 41 FR 48266, Nov. 2,
1976; 42 FR 15674, Mar. 22, 1977; 60 FR 38480,
July 27, 1995; 72 FR 69119, Dec. 6, 2007]

EFFECTIVE DATE NOTE: At 44 FR 37467, June
26, 1979, §202.1(e)(6) (ii) and (vii) were revised.
At 44 FR 74817, Dec. 18, 1979, paragraphs (e)(6)
(ii) and (vii) were stayed indefinitely. At 64
FR 400, Jan. 5, 1999, these paragraphs were
amended. For the convenience of the user,
paragraphs (e)(6) (ii) and (vii), published at 44
FR 37467, are set forth below:

§202.1 Prescription-drug advertisements.

* * * * *

(e) * % %

(6) * % %

(ii) Represents or suggests that a prescrip-
tion drug is safer or more effective than an-
other drug in some particular when the dif-
ference has not been demonstrated by sub-
stantial evidence. An advertisement for a
prescription drug may not, either directly or
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by implication, e.g., by use of comparative
test data or reference to published reports,
represent that the drug is safer or more ef-
fective than another drug, nor may an adver-
tisement contain a quantitative statement
of safety or effectiveness (a) unless the rep-
resentation has been approved as part of the
labeling in a new drug application or bio-
logic license, or (b) if the drug is not a new
drug or biologic, unless the representation of
safety or effectiveness is supported by sub-
stantial evidence derived from adequate and
well-controlled studies as defined in
§314.111(a)(b)(ii) of this chapter, or unless the
requirement for adequate and well-con-
trolled studies is waived as provided in
§314.111(a)(b)(ii) of this chapter.

* * * * *

(vii) Suggests, on the basis of favorable
data or conclusions from nonclinical studies
of a prescription drug, such as studies in lab-
oratory animals or in vitro, that the studies
have clinical significance, if clinical signifi-
cance has not been demonstrated. Data that
demonstrate activity or effectiveness for a
prescription drug in animal or in vitro tests
and have not been shown by adequate and
well-controlled clinical studies to pertain to
clinical use may be used in advertising ex-
cept that (a), in the case of anti-infective
drugs, in vitro data may be included in the
advertisement, if data are immediately pre-
ceded by the statement ‘“The following in
vitro data are available but their clinical
significance is unknown’’ and (b), in the case
of other drug classes, in vitro and animal
data that have not been shown to pertain to
clinical use by adequate and well-controlled
clinical studies as defined in §314.111(a)(5)(ii)
of this chapter may not be used unless the
requirement for adequate and well-con-
trolled studies is waived as provided in
§314.111(a)(b)(ii) of this chapter.

* * * * *
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Subpart A—General Provisions

§203.1 Scope.

This part sets forth procedures and
requirements pertaining to the re-
importation and wholesale distribution
of prescription drugs, including both
bulk drug substances and finished dos-
age forms; the sale, purchase, or trade
of (or the offer to sell, purchase, or
trade) prescription drugs, including
bulk drug substances, that were pur-
chased by hospitals or health care enti-
ties, or donated to charitable organiza-
tions; and the distribution of prescrip-
tion drug samples. Blood and blood

§203.3

components intended for transfusion
are excluded from the restrictions in
and the requirements of the Prescrip-
tion Drug Marketing Act of 1987 and
the Prescription Drug Amendments of
1992.

§203.2 Purpose.

The purpose of this part is to imple-
ment 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 min-
imum standards for the distribution of
prescription drugs and prescription
drug samples.

§203.3 Definitions.

(a) The act means the Federal Food,
Drug, and Cosmetic Act, as amended
(21 U.S.C. 301 et seq.).

(b) Authoriced distributor of record
means a distributor with whom a man-
ufacturer has established an ongoing
relationship to distribute such manu-
facturer’s products.

(c) Blood means whole blood collected
from a single donor and processed ei-
ther for transfusion or further manu-
facturing.

(d) Blood component means that part
of a single-donor unit of blood sepa-
rated by physical or mechanical means.

(e) Bulk drug substance means any
substance that is represented for use in
a drug and that, when used in the man-
ufacturing, processing, or packaging of
a drug, becomes an active ingredient or
a finished dosage form of the drug, but
the term does not include intermedi-
ates used in the synthesis of such sub-
stances.

(f) Charitable institution or charitable
organization means a nonprofit hos-
pital, health care entity, organization,
institution, foundation, association, or
corporation that has been granted an
exemption under section 501(c)(3) of the
Internal Revenue Code of 1954, as
amended.

(g) Common control means the power
to direct or cause the direction of the
management and policies of a person or
an organization, whether by ownership
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of stock, voting rights, by contract, or
otherwise.

(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 pre-
scribe such drug;

(ii) A health care professional acting
at the direction and under the super-
vision of such a practitioner; or

(iii) The pharmacy of a hospital or of
another health care entity that is act-
ing at the direction of such a practi-
tioner and that received such sample in
accordance with the act and regula-
tions.

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

(j) Drug coupon means a form that
may be redeemed, at no cost or at re-
duced cost, for a drug that is prescribed
in accordance with section 503(b) of the
act.

(k) Electronic record means any com-
bination of text, graphics, data, audio,
pictorial, or other information rep-
resentation in digital form that is cre-
ated, modified, maintained, archived,
retrieved, or distributed by a computer
system.

(1) Electronic signature means any
computer data compilation of any sym-
bol or series of symbols executed,
adopted, or authorized by an individual
to be the legally binding equivalent of
the individual’s handwritten signature.

(m) Emergency medical reasons in-
clude, but are not limited to, transfers
of a prescription drug between health
care entities or from a health care en-
tity to a retail pharmacy to alleviate a
temporary shortage of a prescription
drug arising from delays in or interrup-
tion of regular distribution schedules;
sales to nearby emergency medical
services, i.e., ambulance companies and
fire fighting organizations in the same
State or same marketing or service
area, or nearby licensed practitioners,
of drugs for use in the treatment of
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acutely ill or injured persons; provision
of minimal emergency supplies of
drugs to nearby nursing homes for use
in emergencies or during hours of the
day when necessary drugs cannot be
obtained; and transfers of prescription
drugs by a retail pharmacy to another
retail pharmacy to alleviate a tem-
porary shortage; but do not include
regular and systematic sales to 1li-
censed practitioners of prescription
drugs that will be used for routine of-
fice procedures.

(n) FDA means the U.S. Food and
Drug Administration.

(o) Group purchasing organization
means any entity established, main-
tained, and operated for the purchase
of prescription drugs for distribution
exclusively to its members with such
membership consisting solely of hos-
pitals and health care entities bound
by written contract with the entity.

(p) Handwritten signature means the
scripted name or legal mark of an indi-
vidual 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 de-
vices that capture the name or mark.

(q) Health care entity means any per-
son that provides diagnostic, medical,
surgical, or dental treatment, or chron-
ic or rehabilitative care, but does not
include any retail pharmacy or any
wholesale distributor. Except as pro-
vided in §203.22(h) and (i), a person can-
not simultaneously be a ‘‘health care
entity”” and a retail pharmacy or
wholesale distributor.

(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
§201.1 of this chapter.

(t) Nonprofit affiliate means any not-
for-profit organization that is either
associated with or a subsidiary of a
charitable organization as defined in
section 501(c)(3) of the Internal Rev-
enue Code of 1954.
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(u) Ongoing relationship means an as-
sociation that exists when a manufac-
turer and a distributor enter into a
written agreement under which the dis-
tributor is authorized to distribute the
manufacturer’s products for a period of
time or for a number of shipments. If
the distributor is not authorized to dis-
tribute a manufacturer’s entire prod-
uct line, the agreement must identify
the specific drug products that the dis-
tributor is authorized to distribute.

(v) PDA means the Prescription Drug
Amendments of 1992.

(w) PDMA means the Prescription
Drug Marketing Act of 1987.

(x) Person includes any individual,
partnership, corporation, or associa-
tion.

(y) Prescription drug means any drug
(including any biological product, ex-
cept for blood and blood components
intended for transfusion or biological
products that are also medical devices)
required by Federal law (including Fed-
eral regulation) to be dispensed only by
a prescription, including finished dos-
age forms and bulk drug substances
subject to section 503(b) of the act.

(z) Representative means an employee
or agent of a drug manufacturer or dis-
tributor who promotes the sale of pre-
scription drugs to licensed practi-
tioners and who may solicit or receive
written requests for the delivery of
drug samples. A detailer is a represent-
ative.

(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 manufac-
turer or distributor to be provided by a
licensed practitioner to a patient in an
unbroken or unopened condition.

(bb) Unauthorized distributor means a
distributor who does not have an ongo-
ing relationship with a manufacturer
to sell or distribute its products.

(cc) Wholesale distribution means dis-
tribution of prescription drugs to per-
sons other than a consumer or patient,
but does not include:

(1) Intracompany sales;

(2) The purchase or other acquisition
by a hospital or other health care enti-
ty that is a member of a group pur-
chasing organization of a drug for its
own use from the group purchasing or-

§203.10

ganization or from other hospitals or
health care entities that are members
of such organizations;

(3) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug by a charitable organiza-
tion to a nonprofit affiliate of the orga-
nization to the extent otherwise per-
mitted by law;

(4) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug among hospitals or other
health care entities that are under
common control;

(5) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug for emergency medical
reasons;

(6) The sale, purchase, or trade of a
drug, an offer to sell, purchase, or
trade a drug, or the dispensing of a
drug under a prescription executed in
accordance with section 503(b) of the
act;

(7) The distribution of drug samples
by manufacturers’ and authorized dis-
tributors’ representatives;

(8) The sale, purchase, or trade of
blood or blood components intended for
transfusion;

(9) Drug returns, when conducted by
a hospital, health care entity, or chari-
table institution in accordance with
§203.23; or

(10) The sale of minimal quantities of
drugs by retail pharmacies to licensed
practitioners for office use.

(dd) Wholesale distributor means any
person engaged in wholesale distribu-
tion of prescription drugs, including,
but not limited to, manufacturers; re-
packers; own-label distributors; pri-
vate-label distributors; jobbers; bro-
kers; warehouses, including manufac-
turers’ and distributors’ warehouses,
chain drug warehouses, and wholesale
drug warehouses; independent whole-
sale drug traders; and retail phar-
macies that conduct wholesale dis-
tributions.

[64 FR 67756, Dec. 3, 1999, as amended at 73
FR 59500, Oct. 9, 2008]

Subpart B—Reimportation

§203.10 Restrictions on reimportation.

No prescription drug or drug com-
posed wholly or partly of insulin that
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was manufactured in a State and ex-
ported from the United States may be
reimported by anyone other than its
manufacturer, except that FDA may
grant permission to a person other
than the manufacturer to reimport a
prescription drug or insulin-containing
drug if it determines that such re-
importation is required for emergency
medical care.

§203.11 Applications for reimportation
to provide emergency medical care.

(a) Applications for reimportation for
emergency medical care shall be sub-
mitted to the director of the FDA Dis-
trict Office in the district where re-
importation is sought (addresses found
in part 5, subpart M of this chapter).

(b) Applications for reimportation to
provide emergency medical care shall
be reviewed and approved or dis-
approved by each district office.

[64 FR 67756, Dec. 3, 1999, as amended at 69
FR 17292, Apr. 2, 2004]

§203.12 An appeal from an adverse de-
cision by the district office.

An appeal from an adverse decision
by the district office involving insulin-
containing drugs or prescription
human drugs, other than biological
products, may be made to the Office of
Compliance, Center for Drug Evalua-
tion and Research, Food and Drug Ad-
ministration, 10903 New Hampshire
Ave., Silver Spring, MD 20993-0002. An
appeal from an adverse decision by the
district office involving prescription
human biological products may be
made to the Office of Compliance and
Biologics Quality (HFM-600), Center for
Biologics Evaluation and Research,
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852 or
the Office of Compliance, Center for
Drug Evaluation and Research, Food
and Drug Administration, 10903 New
Hampshire Ave., Silver Spring, MD
20993-0002, depending on the Center re-
sponsible for regulating the product.

[64 FR 67756, Dec. 3, 1999, as amended at 69
FR 48775, Aug. 11, 2004; 70 FR 14980, Mar. 24,
2005; 74 FR 13112, Mar. 26, 2009]
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Subpart C—Sales Restrictions

§203.20 Sales restrictions.

Except as provided in §203.22 or
§203.23, no person may sell, purchase,
or trade, or offer to sell, purchase, or
trade any prescription drug that was:

(a) Purchased by a public or private
hospital or other health care entity; or

(b) Donated or supplied at a reduced
price to a charitable organization.

§203.22 Exclusions.

Section 203.20 does not apply to:

(a) The purchase or other acquisition
of a drug for its own use by a hospital
or other health care entity that is a
member of a group purchasing organi-
zation from the group purchasing orga-
nization or from other hospitals or
health care entities that are members
of the organization.

(b) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug by a charitable organiza-
tion to a nonprofit affiliate of the orga-
nization to the extent otherwise per-
mitted by law.

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

(d) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug for emergency medical
reasons.

(e) The sale, purchase, or trade of a
drug, an offer to sell, purchase, or
trade a drug, or the dispensing of a
drug under a valid prescription.

(f) The sale, purchase, or trade of a
drug or the offer to sell, purchase, or
trade a drug by hospitals or health care
entities owned or operated by Federal,
State, or local governmental units to
other hospitals or health care entities
owned or operated by Federal, State, or
local governmental units.

(g) The sale, purchase, or trade of, or
the offer to sell, purchase, or trade
blood or blood components intended for
transfusion.

(h) The sale, purchase, or trade of, or
the offer to sell, purchase, or trade, by
a registered blood establishment that
qualifies as a health care entity any:

(1) Drug indicated for a bleeding or
clotting disorder, or anemia;
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(2) Blood collection container ap-
proved under section 505 of the act; or

(3) Drug that is a blood derivative (or
a recombinant or synthetic form of a
blood derivative); as long as all of the
health care services that the establish-
ment provides are related to its activi-
ties as a registered blood establishment
or the health care services consist of
collecting, processing, storing, or ad-
ministering human hematopoietic
stem/progenitor cells or performing di-
agnostic testing of specimens provided
that these specimens are tested to-
gether with specimens undergoing rou-
tine donor testing. Blood establish-
ments relying on the exclusion in this
paragraph must satisfy all other re-
quirements of the act and this part ap-
plicable to a wholesale distributor or
retail pharmacy.

(i) The sale, purchase, or trade of, or
the offer to sell, purchase, or trade, by
a comprehensive hemophilia diagnostic
treatment center that is receiving a
grant under section 501(a)(2) of the So-
cial Security Act and that qualifies as
a health care entity, any drug indi-
cated for a bleeding or clotting dis-
order, or anemia, or any drug that is a
blood derivative (or a recombinant or
synthetic form of a blood derivative).
Comprehensive hemophilia diagnostic
treatment centers relying on the exclu-
sion in this paragraph must satisfy all
other requirements of the act and this
part applicable to a wholesale dis-
tributor or retail pharmacy.

[64 FR 67756, Dec. 3, 1999, as amended at 73
FR 59500, Oct. 9, 2008]

§203.23 Returns.

The return of a prescription drug
purchased by a hospital or health care
entity or acquired at a reduced price by
or donated to a charitable institution
is exempt from the prohibitions in
§203.20, provided that:

(a) The hospital, health care entity,
or charitable institution documents
the return by filling out a credit memo
specifying:

(1) The name and address of the hos-
pital, health care entity, or charitable
institution;

(2) The name and address of the man-
ufacturer or wholesale distributor from
which it was acquired;

§203.30

(3) The product name and lot or con-
trol number;

(4) The quantity returned; and

(5) The date of the return.

(b) The hospital, health care entity,
or charitable institution forwards a
copy of each credit memo to the manu-
facturer and retains a copy of each
credit memo for its records;

(¢c) Any drugs returned to a manufac-
turer or wholesale distributor are kept
under proper conditions for storage,
handling, and shipping, and written
documentation showing that proper
conditions were maintained is provided
to the manufacturer or wholesale dis-
tributor to which the drugs are re-
turned.

Subpart D—Samples

§203.30 Sample distribution by mail or
common carrier.

(a) Requirements for drug sample dis-
tribution 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 prac-
titioner, 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 sam-
ple is licensed or authorized under
State law to prescribe the drug prod-
uct;

(3) The recipient executes a written
receipt, as set forth in paragraph (c) of
this section, when the drug sample is
delivered; and

(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 com-
mon carrier to a licensed practitioner
is required to contain the following:
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(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 sam-
ple 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 sam-
ple 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 in-
formation in paragraph (b)(1) 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 com-
pleted upon delivery of a drug sample.
The receipt is to be on a form des-
ignated by the manufacturer or dis-
tributor, 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 acknowl-
edges 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 other
health care entity at the request of a
licensed practitioner, the receipt is re-
quired to contain the name and address
of the requesting licensed practitioner;
the name and address of the hospital or
health care entity pharmacy des-
ignated to receive the drug sample; the
name, address, professional title, and
signature of the person acknowledging
delivery of the drug sample; the propri-
etary or established name and strength
of the drug sample; the quantity of the
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drug sample delivered; and the date of
the delivery.

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

(a) Requirements for drug sample dis-
tribution by means other than mail or
common carrier. A manufacturer or au-
thorized distributor of record may dis-
tribute by means other than mail or
common carrier, by a representative or
detailer, a drug sample to a practi-
tioner 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 be-
fore 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 sam-
ple is licensed or authorized under
State law to prescribe the drug prod-
uct;

(3) A receipt is signed by the recipi-
ent, as set forth in paragraph (c) of this
section, when the drug sample is deliv-
ered;

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

(6) 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 rep-
resentative. (1) A written request for de-
livery of a drug sample by a represent-
ative to a licensed practitioner is re-
quired 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 sam-
ple requested;

(iv) The quantity requested;

(v) The name of the manufacturer
and the authorized distributor of
record, if the drug sample is requested
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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 deliv-
ered.

(c) Contents of the receipt to be com-
pleted upon delivery of a drug sample.
The receipt is to be on a form des-
ignated by the manufacturer or dis-
tributor, 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 re-
quired to contain the name, address,
professional title, and signature of the
practitioner or the practitioner’s des-
ignee who acknowledges delivery of the
drug sample; the proprietary or estab-
lished name and strength of the drug
sample; the quantity of the drug sam-
ple delivered; and the date of the deliv-
ery.

(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 re-
quired to contain the name and address
of the requesting licensed practitioner;
the name and address of the hospital or
health care entity pharmacy des-
ignated to receive the drug sample; the
name, address, professional title, and
signature of the person acknowledging
delivery of the drug sample; the propri-
etary 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 distribu-
tors’ representatives. Each drug manu-
facturer or authorized distributor of
record that distributes drug samples by
means of representatives shall conduct,
at least annually, a complete and accu-
rate physical inventory of all drug
samples. All drug samples in the pos-
session or control of each manufactur-
er’s and distributor’s representatives
are required to be inventoried and the
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results of the inventory are required to
be recorded in an inventory record, as
specified in paragraph (d)(1) of this sec-
tion. 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 docu-
menting the reconciliation process, as
specified in paragraph (d)(2) of this sec-
tion.

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

(2) The reconciliation report is re-
quired 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 re-
cently completed prior inventory, in-
cluding the sender and date of the ship-
ment, and the proprietary or estab-
lished name, dosage strength, and num-
ber of sample units received;

(iii) A record of drug sample distribu-
tions since the most recently com-
pleted inventory showing the name and
address of each recipient of each sam-
ple unit shipped, the date of the ship-
ment, and the proprietary or estab-
lished name, dosage strength, and num-
ber of sample units shipped. For the
purposes of this paragraph and para-
graph (d)(2)(v) of this section, ‘‘dis-
tributions” includes distributions to
health care practitioners or designated
hospital or health care entity phar-
macies, transfers or exchanges with
other firm representatives, returns to
the manufacturer or authorized dis-
tributor, 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 rep-
resentative 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 infor-
mation required by paragraphs (d)(2)(ii)
through (d)(2)(iv) of this section. The
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record must show, for each type of
sample unit (i.e., sample units having
the same established or proprietary
name and dosage strength), the total
number of sample units received, dis-
tributed, 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 au-
thorized 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 dis-
tributor of record shall carefully evalu-
ate any apparent discrepancy or sig-
nificant loss revealed through the in-
ventory and reconciliation process and
shall fully investigate any such dis-
crepancy or significant loss that can-
not be justified.

(e) Lists of manufacturers’ and distribu-
tors’ representatives. Each drug manu-
facturer or authorized distributor of
record who distributes drug samples by
means of representatives shall main-
tain a list of the names and addresses
of its representatives who distribute
drug samples and of the sites where
drug samples are stored.

§203.32 Drug sample storage and han-
dling 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 effective-
ness and ensure that the drug samples
are free of contamination, deteriora-
tion, and adulteration.

(b) Compliance with compendial and la-
beling requirements. Manufacturers, au-
thorized distributors of record, and
their representatives can generally
comply with this section by following
the compendial and labeling require-
ments for storage and handling of a
particular prescription drug in han-
dling samples of that drug.
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§203.33 Drug sample forms.

A sample request or receipt form
may be delivered by mail, common car-
rier, or private courier or may be
transmitted photographically or elec-

tronically (i.e., by telephoto, wire-
photo, radiophoto, facsimile trans-
mission (FAX), xerography, or elec-

tronic data transfer) or by any other
system, provided that the method for
transmission meets the security re-
quirements set forth in §203.60(c).

§203.34 Policies and procedures; ad-
ministrative systems.

Each manufacturer or authorized dis-
tributor of record that distributes drug
samples shall establish, maintain, and
adhere to written policies and proce-
dures describing its administrative sys-
tems for the following:

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

(b) Distributing drug samples by
means other than mail or common car-
rier 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 rec-
onciliation report;

(3) Implementing a sample distribu-
tion security and audit system, includ-
ing conducting random and for-cause
audits of sales representatives by per-
sonnel independent of the sales force;
and

(4) Storage of drug samples by rep-
resentatives;

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

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

§203.35 Standing requests.

Manufacturers or authorized dis-
tributors 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
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specified number of drug samples be de-
livered 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 consid-
ered to be a standing request.

§203.36 Fulfillment houses, shipping
and mailing services, comarketing
agreements, and third-party record-
keeping.

(a) Responsibility for creating and
maintaining forms, reports, and records.
Any manufacturer or authorized dis-
tributor of record that uses a fulfill-
ment house, shipping or mailing serv-
ice, or other third party, or engages in
a comarketing agreement with another
manufacturer or distributor to dis-
tribute drug samples or to meet any of
the requirements of PDMA, PDA, or
this part, remains responsible for cre-
ating and maintaining all requests, re-
ceipts, forms, reports, and records re-
quired under PDMA, PDA, and this
part.

(b) Responsibility for producing re-
quested forms, reports, or records. A man-
ufacturer 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 doc-
uments within 2 business days of a re-
quest by an authorized representative
of FDA or another Federal, State, or
local regulatory or law enforcement of-
ficial.

§203.37 Investigation and notification
requirements.

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

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

(2) Immediately initiate an investiga-
tion; 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.
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(b) Significant loss or known theft of
drug samples. A manufacturer or au-
thorized distributor of record that dis-
tributes 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 be-
coming aware of a significant loss or
known theft;

(2) Immediately initiate an investiga-
tion 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
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 dis-
tributor 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 manufac-
turer or authorized distributor of
record that distributes drug samples
shall inform FDA in writing within 30
days of selecting the individual respon-
sible for responding to a request for in-
formation about drug samples of that
individual’s name, business address,
and telephone number.

(e) Whom to notify at FDA. Notifica-
tions and reports concerning prescrip-
tion human drugs and biological prod-
ucts regulated by the Center for Drug
Evaluation and Research shall be made
to the Division of Compliance Risk
Management and Surveillance, Office
of Compliance, Center for Drug Evalua-
tion and Research, Food and Drug Ad-
ministration, 10903 New Hampshire
Ave., Silver Spring, MD 20993-0002. No-
tifications and reports concerning pre-
scription human biological products
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regulated by the Center for Biologics
Evaluation and Research shall be made
to the Division of Inspections and Sur-
veillance (HFM-650), Office of Compli-
ance and Biologics Quality, Center for
Biologics Evaluation and Research,
Food and Drug Administration, 1401
Rockville Pike, suite 200N, Rockville,
MD 20852.

[64 FR 67756, Dec. 3, 1999, as amended at 69
FR 48775, Aug. 11, 2004; 70 FR 14981, Mar. 24,
2005; 74 FR 13112, Mar. 26, 2009]

§203.38 Sample lot or control num-
bers; 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 dis-
tributed. 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 de-
notes 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 sec-
tion 503(c)(1) of the act and §203.3(1)
that fails to bear the label required in
this paragraph (c) is a drug sample.

§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 in-
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stitution for dispensing to a patient of
the charitable institution, or donate a
drug sample to another charitable in-
stitution for dispensing to its patients,
provided that the following require-
ments are met:

(a) A drug sample donated by a li-
censed practitioner or donating chari-
table 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 de-
livery 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 col-
lection by the recipient charitable in-
stitution.

(c) A donated drug sample shall not
be dispensed to a patient or be distrib-
uted to another charitable institution
until it has been examined by a li-
censed practitioner or registered phar-
macist at the recipient charitable in-
stitution to confirm that the donation
record accurately describes the drug
sample delivered and that no drug sam-
ple 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 muti-
lated, 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 prescrip-
tion drug product that has been re-
called or is no longer marketed; or

(5) The drug sample is otherwise pos-
sibly contaminated, deteriorated, or
adulterated.

(d) The recipient charitable institu-
tion shall dispose of any drug sample
found to be unsuitable by destroying it
or by returning it to the manufacturer.
The charitable institution shall main-
tain complete records of the disposi-
tion of all destroyed or returned drug
samples.
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(e) The recipient charitable institu-
tion shall prepare at the time of collec-
tion or delivery of a drug sample a
complete and accurate donation
record, a copy of which shall be re-
tained by the recipient charitable in-
stitution for at least 3 years, con-
taining 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) Bach recipient charitable institu-
tion shall maintain complete and accu-
rate records of donation, receipt, in-
spection, inventory, dispensing, redis-
tribution, destruction, and returns suf-
ficient for complete accountability and
auditing of drug sample stocks.

(g) Bach recipient charitable institu-
tion shall conduct, at least annually,
an inventory of prescription drug sam-
ple stocks and shall prepare a report
reconciling the results of each inven-
tory with the most recent prior inven-
tory. Drug sample inventory discrep-
ancies and reconciliation problems
shall be investigated by the charitable
institution and reported to FDA.

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

(i) A charitable institution shall no-
tify FDA within 5 working days of be-
coming aware of a significant loss or
known theft of prescription drug sam-
ples.

Subpart E—Wholesale Distribution

§203.50 Requirements for wholesale
distribution of prescription drugs.

(a) Identifying statement for sales by
unauthoriced distributors. Before the
completion of any wholesale distribu-
tion by a wholesale distributor of a
prescription drug for which the seller is
not an authorized distributor of record
to another wholesale distributor or re-
tail pharmacy, the seller shall provide
to the purchaser a statement identi-
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fying each prior sale, purchase, or
trade of such drug. This identifying
statement shall include:

(1) The proprietary and established
name of the drug;

(2) Dosage;

(3) Container size;

(4) Number of containers;

(6) The drug’s lot or control num-
ber(s);

(6) The business name and address of
all parties to each prior transaction in-
volving the drug, starting with the
manufacturer; and

(7) The date of each previous trans-
action.

(b) The drug origin statement is sub-
ject to the record retention require-
ments of §203.60 and must be retained
by all wholesale distributors involved
in the distribution of the drug product,
whether authorized or unauthorized,
for 3 years.

(c) Identifying statement not required
when additional manufacturing processes
are completed. A manufacturer that sub-
jects a drug to any additional manufac-
turing processes to produce a different
drug is not required to provide to a
purchaser a statement identifying the
previous sales of the component drug
or drugs.

(d) List of authorized distributors of
record. Each manufacturer shall main-
tain at the corporate offices a current
written list of all authorized distribu-
tors of record.

(1) Each manufacturer’s list of au-
thorized distributors of record shall
specify whether each distributor listed
thereon is authorized to distribute the
manufacturer’s full product line or
only particular, specified products.

(2) Bach manufacturer shall update
its list of authorized distributors of
record on a continuing basis.

(3) Each manufacturer shall make its
list of authorized distributors of record
available on request to the public for
inspection or copying. A manufacturer
may impose reasonable copying
charges for such requests from mem-
bers of the public.
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Subpart F—Request and Receipt
Forms, Reports, and Records

§203.60 Request and receipt forms, re-
ports, and records.

(a) Use of electronic records, electronic
signatures, and handwritten signatures
executed to electronic records. (1) Pro-
vided 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 hand-
written signatures executed on paper
to meet any of the record and signa-
ture 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 elec-
tronic signatures or handwritten signa-
tures 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 hand-
written signatures executed to elec-
tronic records; and

(ii) A reasonably secure link between
the paper-based and electronic compo-
nents 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 docu-
ments created on paper. Request and re-
ceipt forms, reports, records, and other
documents created on paper may be
maintained on paper or by photo-
graphic imaging (i.e., photocopies or
microfiche), provided that the security
and authentication requirements de-
scribed in paragraph (c) of this section
are followed. Where a required docu-
ment is created on paper and electroni-
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cally scanned into a computer, the re-
sulting record is an electronic record
that must meet the requirements of
part 11 of this chapter.

(c) Security and authentication require-
ments for request and receipt forms, re-
ports, records, and other documents cre-
ated on paper. A request or receipt
form, report, record, or other docu-
ment, and any signature appearing
thereon, that is created on paper and
that is maintained by photographic im-
aging, 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 re-
trievable fashion; and

(3) Available to permit copying for
purposes of review, analysis,
verification, authentication, and repro-
duction by the person who executed the
form or created the record, by the man-
ufacturer or distributor, and by au-
thorized personnel of FDA and other
regulatory and law enforcement agen-
cies.

(d) Retention of request and receipt
forms, reports, lists, records, and other
documents. Any person required to cre-
ate or maintain reports, lists, or other
records under PDMA, PDA, or this
part, including records relating to the
distribution of drug samples, shall re-
tain 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 du-
plication, to FDA or other Federal,
State, or local regulatory and law en-
forcement officials for review and re-
production. The records shall be made
available within 2 business days of a re-
quest.

Subpart G—Rewards

§203.70 Application for a reward.

(a) Reward for providing information
leading to the institution of a criminal

118



Food and Drug Administration, HHS

proceeding against, and conviction of, a
person for the sale, purchase, or trade of
a drug sample. A person who provides
information leading to the institution
of a criminal proceeding against, and
conviction of, a person for the sale,
purchase, or trade of a drug sample, or
the offer to sell, purchase, or trade a
drug sample, in violation of section
503(c)(1) of the act, is entitled to one-
half the criminal fine imposed and col-
lected for such violation, but not more
than $125,000.

(b) Procedure for making application
for a reward for providing information
leading to the institution of a criminal
proceeding against, and conviction of, a
person for the sale, purchase, or trade of
a drug sample. A person who provides
information leading to the institution
of a criminal proceeding against, and
conviction of, a person for the sale,
purchase, or trade of a drug sample, or
the offer to sell, purchase, or trade a
drug sample, in violation of section
503(c)(1) of the act, may apply for a re-
ward by making written application to:

(1) Director, Office of Compliance,
Center for Drug Evaluation and Re-
search, Food and Drug Administration,
10903 New Hampshire Ave., Silver
Spring, MD 20993-0002; or

(2) Director, Office of Compliance and
Biologics Quality (HFM-600), Center for
Biologics Evaluation and Research,
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852, as
appropriate.

[64 FR 67756, Dec. 3, 1999, as amended at 69
FR 48775, Aug. 11, 2004; 74 FR 13112, Mar. 26,
2009]

PART 205—GUIDELINES FOR STATE
LICENSING OF WHOLESALE PRE-
SCRIPTION DRUG DISTRIBUTORS

Sec.

205.1 Scope.

205.2 Purpose.

205.3 Definitions.

205.4 Wholesale drug distributor licensing
requirement.

205.5 Minimum required information for li-
censure.

205.6 Minimum qualifications.

205.7 Personnel.

205.8 Violations and penalties.

205.50 Minimum requirements for the stor-
age and handling of prescription drugs
and for the establishment and mainte-
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nance of prescription drug distribution
records.

AUTHORITY: 21 U.S.C. 351, 352, 353, 371, 374.

SOURCE: 556 FR 38023, Sept. 14, 1990, unless
otherwise noted.

§205.1 Scope.

This part applies to any person, part-
nership, corporation, or business firm
in a State engaging in the wholesale
distribution of human prescription
drugs in interstate commerce.

§205.2 Purpose.

The purpose of this part is to imple-
ment the Prescription Drug Marketing
Act of 1987 by providing minimum
standards, terms, and conditions for
the licensing by State licensing au-
thorities of persons who engage in
wholesale distributions in interstate
commerce of prescription drugs.

§205.3 Definitions.

(a) Blood means whole blood collected
from a single donor and processed ei-
ther for transfusion or further manu-
facturing.

(b) Blood component means that part
of blood separated by physical or me-
chanical means.

(¢) Drug sample means a unit of a pre-
scription drug that is not intended to
be sold and is intended to promote the
sale of the drug.

(d) Manufacturer means anyone who
is engaged in manufacturing, pre-
paring, propagating, compounding,
processing, packaging, repackaging, or
labeling of a prescription drug.

(e) Prescription drug means any
human drug required by Federal law or
regulation to be dispensed only by a
prescription, including finished dosage
forms and active ingredients subject to
section 503(b) of the Federal Food,
Drug, and Cosmetic Act.

(f) Wholesale distribution and wholesale
distribution means distribution of pre-
scription drugs to persons other than a
consumer or patient, but does not in-
clude:

(1) Intracompany sales;

(2) The purchase or other acquisition
by a hospital or other health care enti-
ty that is a member of a group pur-
chasing organization of a drug for its
own use from the group purchasing or-
ganization or from other hospitals or
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