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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
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;

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

§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
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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 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.

(@) 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, re-
ceipts, or records, or is diverting drug
samples, 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



