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(4) Number of containers; 
(5) 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) Each 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. 

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-
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 
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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 
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-
nance of prescription drug distribution 
records. 

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

SOURCE: 55 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 

VerDate Mar<15>2010 10:52 Jul 24, 2014 Jkt 232073 PO 00000 Frm 00136 Fmt 8010 Sfmt 8010 Y:\SGML\232073.XXX 232073pm
an

gr
um

 o
n 

D
S

K
3V

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2020-01-30T12:25:30-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




