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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. 

(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 

VerDate Mar<15>2010 08:48 May 17, 2010 Jkt 220068 PO 00000 Frm 00125 Fmt 8010 Sfmt 8010 Y:\SGML\220068.XXX 220068w
w

oo
ds

2 
on

 D
S

K
D

V
H

8Z
91

P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2014-08-28T18:30:34-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




