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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) Each 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) Each 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 
unauthorized 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-

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; 
(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. 

VerDate Mar<15>2010 08:48 May 17, 2010 Jkt 220068 PO 00000 Frm 00127 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
	2014-08-28T18:31:53-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




