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requirement for adequate and well–con-
trolled studies is waived as provided in 
§ 314.111(a)(5)(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)(5)(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 
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 
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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) Authorized 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 
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. 

(l) 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 
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 
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