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B. SECTION 201.66 MODIFIED LABELING FORMAT 

PART 202—PRESCRIPTION DRUG 
ADVERTISING 

AUTHORITY: 21 U.S.C. 321, 331, 352, 355, 360b, 
371. 

§ 202.1 Prescription-drug advertise-
ments. 

(a)(1) The ingredient information re-
quired by section 502(n) of the Federal 
Food, Drug, and Cosmetic Act shall ap-
pear together, without any intervening 
written, printed, or graphic matter, ex-
cept the proprietary names of ingredi-
ents, which may be included with the 
listing of established names. 

(2) The order of listing of ingredients 
in the advertisement shall be the same 
as the order of listing of ingredients on 
the label of the product, and the infor-
mation presented in the advertisement 
concerning the quantity of each such 
ingredient shall be the same as the cor-
responding information on the label of 
the product. 

(3) The advertisement shall not em-
ploy a fanciful proprietary name for 
the drug or any ingredient in such a 
manner as to imply that the drug or in-
gredient has some unique effectiveness 
or composition, when, in fact, the drug 
or ingredient is a common substance, 
the limitations of which are readily 
recognized when the drug or ingredient 
is listed by its established name. 

(4) The advertisement shall not fea-
ture inert or inactive ingredients in a 
manner that creates an impression of 
value greater than their true func-
tional role in the formulation. 

(5) The advertisement shall not des-
ignate a drug or ingredient by a propri-
etary name that, because of similarity 
in spelling or pronunciation, may be 
confused with the proprietary name or 
the established name of a different 
drug or ingredient. 

(b)(1) If an advertisement for a pre-
scription drug bears a proprietary 
name or designation for the drug or 
any ingredient thereof, the established 
name, if such there be, corresponding 
to such proprietary name or designa-
tion shall accompany such proprietary 
name or designation each time it is 
featured in the advertisement for the 
drug; but, except as provided below in 
this subparagraph, the established 
name need not be used with the propri-
etary name or designation in the run-
ning text of the advertisement. On any 
page of an advertisement in which the 
proprietary name or designation is not 
featured but is used in the running 
text, the established name shall be 
used at least once in the running text 
in association with such proprietary 
name or designation and in the same 
type size used in the running text: Pro-
vided, however, That if the proprietary 
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name or designation is used in the run-
ning text in larger size type, the estab-
lished name shall be used at least once 
in association with, and in type at 
least half as large as the type used for, 
the most prominent presentation of the 
proprietary name or designation in 
such running text. If any advertise-
ment includes a column with running 
text containing detailed information as 
to composition, prescribing, side ef-
fects, or contraindications and the pro-
prietary name or designation is used in 
such column but is not featured above 
or below the column, the established 
name shall be used at least once in 
such column of running text in associa-
tion with such proprietary name or 
designation and in the same type size 
used in such column of running text: 
Provided, however, That if the propri-
etary name or designation is used in 
such column of running text in larger 
size type, the established name shall be 
used at least once in association with, 
and in type at least half as large as the 
type used for, the most prominent pres-
entation of the proprietary name or 
designation in such column of running 
text. Where the established name is re-
quired to accompany or to be used in 
association with the proprietary name 
or designation, the established name 
shall be placed in direct conjunction 
with the proprietary name or designa-
tion, and the relationship between the 
proprietary name or designation and 
the established name shall be made 
clear by use of a phrase such as ‘‘brand 
of’’ preceding the established name, by 
brackets surrounding the established 
name, or by other suitable means. 

(2) The established name shall be 
printed in letters that are at least half 
as large as the letters comprising the 
proprietary name or designation with 
which it is joined, and the established 
name shall have a prominence com-
mensurate with the prominence with 
which such proprietary name or des-
ignation appears, taking into account 
all pertinent factors, including typog-
raphy, layout, contrast, and other 
printing features. 

(c) In the case of a prescription drug 
containing two or more active ingredi-
ents, if the advertisement bears a pro-
prietary name or designation for such 
mixture and there is no established 

name corresponding to such propri-
etary name or designation, the quan-
titative ingredient information re-
quired in the advertisement by section 
502(n) of the act shall be placed in di-
rect conjunction with the most promi-
nent display of the proprietary name or 
designation. The prominence of the 
quantitative ingredient information 
shall bear a reasonable relationship to 
the prominence of the proprietary 
name. 

(d)(1) If the advertisement employs 
one proprietary name or designation to 
refer to a combination of active ingre-
dients present in more than one prepa-
ration (the individual preparations dif-
fering from each other as to quantities 
of active ingredients and/or the form of 
the finished preparation) and there is 
no established name corresponding to 
such proprietary name or designation, 
a listing showing the established 
names of the active ingredients shall 
be placed in direct conjunction with 
the most prominent display of such 
proprietary name or designation. The 
prominence of this listing of active in-
gredients shall bear a reasonable rela-
tionship to the prominence of the pro-
prietary name and the relationship be-
tween such proprietary name or des-
ignation, and the listing of active in-
gredients shall be made clear by use of 
such phrase as ‘‘brand of’’, preceding 
the listing of active ingredients. 

(2) The advertisement shall promi-
nently display the name of at least one 
specific dosage form and shall have the 
quantitative ingredient information re-
quired by section 502(n) of the act in di-
rect conjunction with such display. If 
other dosage forms are listed in the ad-
vertisement, the quantitative ingre-
dient information for such dosage 
forms shall appear in direct conjunc-
tion and in equal prominence with the 
most prominent listing of the names of 
such dosage forms. 

(e) True statement of information in 
brief summary relating to side effects, 
contraindications, and effectiveness: 

(1) When required. All advertisements 
for any prescription drug (‘‘prescrip-
tion drug’’ as used in this section 
means drugs defined in section 503(b)(1) 
of the act and § 201.105, applicable to 
drugs for use by man and veterinary 
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drugs, respectively), except advertise-
ments described in paragraph (e)(2) of 
this section, shall present a true state-
ment of information in brief summary 
relating to side effects, contraindica-
tions (when used in this section ‘‘side 
effects, contraindications’’ include side 
effects, warnings, precautions, and con-
traindications and include any such in-
formation under such headings as cau-
tions, special considerations, impor-
tant notes, etc.) and effectiveness. Ad-
vertisements broadcast through media 
such as radio, television, or telephone 
communications systems shall include 
information relating to the major side 
effects and contraindications of the ad-
vertised drugs in the audio or audio 
and visual parts of the presentation 
and unless adequate provision is made 
for dissemination of the approved or 
permitted package labeling in connec-
tion with the broadcast presentation 
shall contain a brief summary of all 
necessary information related to side 
effects and contraindications. 

(2) Exempt advertisements. The fol-
lowing advertisements are exempt 
from the requirements of paragraph 
(e)(1) of this section under the condi-
tions specified: 

(i) Reminder advertisements. Reminder 
advertisements are those which call at-
tention to the name of the drug prod-
uct but do not include indications or 
dosage recommendations for use of the 
drug product. These reminder adver-
tisements shall contain only the pro-
prietary name of the drug product, if 
any; the established name of the drug 
product, if any; the established name of 
each active ingredient in the drug 
product; and, optionally, information 
relating to quantitative ingredient 
statements, dosage form, quantity of 
package contents, price, the name and 
address of the manufacturer, packer, or 
distributor or other written, printed, 
or graphic matter containing no rep-
resentation or suggestion relating to 
the advertised drug product. If the 
Commissioner finds that there is evi-
dence of significant incidence of fatali-
ties or serious injury associated with 
the use of a particular prescription 
drug, he may withdraw this exemption 
by so notifying the manufacturer, 
packer, or distributor of the drug by 
letter. Reminder advertisements, other 

than those solely intended to convey 
price information including, but not 
limited to, those subject to the require-
ments of § 200.200 of this chapter, are 
not permitted for a prescription drug 
product whose labeling contains a 
boxed warning relating to a serious 
hazard associated with the use of the 
drug product. Reminder advertise-
ments which are intended to provide 
consumers with information con-
cerning the price charged for a pre-
scription for a drug product are exempt 
from the requirements of this section if 
they meet all of the conditions con-
tained in § 200.200 of this chapter. Re-
minder advertisements, other than 
those subject to the requirements of 
§ 200.200 of this chapter, are not per-
mitted for a drug for which an an-
nouncement has been published pursu-
ant to a review on the labeling claims 
for the drug by the National Academy 
of Sciences/National Research Council 
(NAS/NRC), Drug Efficacy Study 
Group, and for which no claim has been 
evaluated as higher than ‘‘possibly ef-
fective.’’ If the Commissioner finds the 
circumstances are such that a re-
minder advertisement may be mis-
leading to prescribers of drugs subject 
to NAS/NRC evaluation, such adver-
tisements will not be allowed and the 
manufacturer, packer, or distributor 
will be notified either in the publica-
tion of the conclusions on the effec-
tiveness of the drug or by letter. 

(ii) Advertisements of bulk-sale drugs. 
Advertisements of bulk-sale drugs that 
promote sale of the drug in bulk pack-
ages in accordance with the practice of 
the trade solely to be processed, manu-
factured, labeled, or repackaged in sub-
stantial quantities and that contain no 
claims for the therapeutic safety or ef-
fectiveness of the drug. 

(iii) Advertisements of prescription- 
compounding drugs. Advertisements of 
prescription-compounding drugs that 
promote sale of a drug for use as a pre-
scription chemical or other compound 
for use by registered pharmacists in 
compounding prescriptions if the drug 
otherwise complies with the conditions 
for the labeling exemption contained in 
§ 201.120 and the advertisement con-
tains no claims for the therapeutic 
safety or effectiveness of the drug. 

VerDate Aug<04>2004 12:59 Apr 25, 2005 Jkt 205068 PO 00000 Frm 00088 Fmt 8010 Sfmt 8010 Y:\SGML\205068.XXX 205068



79 

Food and Drug Administration, HHS § 202.1 

(3) Scope of information to be included; 
applicability to the entire advertisement. 
(i) The requirement of a true statement 
of information relating to side effects, 
contraindications, and effectiveness 
applies to the entire advertisement. 
Untrue or misleading information in 
any part of the advertisement will not 
be corrected by the inclusion in an-
other distinct part of the advertise-
ment of a brief statement containing 
true information relating to side ef-
fects, contraindications, and effective-
ness of the drug. If any part or theme 
of the advertisement would make the 
advertisement false or misleading by 
reason of the omission of appropriate 
qualification or pertinent information, 
that part or theme shall include the 
appropriate qualification or pertinent 
information, which may be concise if it 
is supplemented by a prominent ref-
erence on each page to the presence 
and location elsewhere in the adver-
tisement of a more complete discussion 
of such qualification or information. 

(ii) The information relating to effec-
tiveness is not required to include in-
formation relating to all purposes for 
which the drug is intended but may op-
tionally be limited to a true statement 
of the effectiveness of the drug for the 
selected purpose(s) for which the drug 
is recommended or suggested in the ad-
vertisement. The information relating 
to effectiveness shall include specific 
indications for use of the drug for pur-
poses claimed in the advertisement; for 
example, when an advertisement con-
tains a broad claim that a drug is an 
antibacterial agent, the advertisement 
shall name a type or types of infections 
and microorganisms for which the drug 
is effective clinically as specifically as 
required, approved, or permitted in the 
drug package labeling. 

(iii) The information relating to side 
effects and contraindications shall dis-
close each specific side effect and con-
traindication (which include side ef-
fects, warnings, precautions, and con-
traindications and include any such in-
formation under such headings as cau-
tions, special considerations, impor-
tant notes, etc.; see paragraph (e)(1) of 
this section) contained in required, ap-
proved, or permitted labeling for the 
advertised drug dosage form(s): Pro-
vided, however, 

(a) The side effects and contraindica-
tions disclosed may be limited to those 
pertinent to the indications for which 
the drug is recommended or suggested 
in the advertisement to the extent that 
such limited disclosure has previously 
been approved or permitted in drug la-
beling conforming to the provisions of 
§§ 201.100 or 201.105; and 

(b) The use of a single term for a 
group of side effects and contraindica-
tions (for example, ‘‘blood dyscrasias’’ 
for disclosure of ‘‘leukopenia,’’ 
‘‘agranulocytosis,’’ and ‘‘neutropenia’’) 
is permitted only to the extent that 
the use of such a single term in place of 
disclosure of each specific side effect 
and contraindication has been pre-
viously approved or permitted in drug 
labeling conforming to the provisions 
of §§ 201.100 or 201.105. 

(4) Substance of information to be in-
cluded in brief summary. (i)(a) An adver-
tisement for a prescription drug cov-
ered by a new-drug application ap-
proved pursuant to section 505 of the 
act after October 10, 1962 or section 512 
of the act after August 1, 1969, or any 
approved supplement thereto, shall not 
recommend or suggest any use that is 
not in the labeling accepted in such ap-
proved new-drug application or supple-
ment. The advertisement shall present 
information from labeling required, ap-
proved, or permitted in a new-drug ap-
plication relating to each specific side 
effect and contraindication in such la-
beling that relates to the uses of the 
advertised drug dosage form(s) or shall 
otherwise conform to the provisions of 
paragraph (e)(3)(iii) of this section. 

(b) If a prescription drug was covered 
by a new-drug application or a supple-
ment thereto that became effective 
prior to October 10, 1962, an advertise-
ment may recommend or suggest: 

(1) Uses contained in the labeling ac-
cepted in such new-drug application 
and any effective, approved, or per-
mitted supplement thereto. 

(2) Additional uses contained in la-
beling in commercial use on October 9, 
1962, to the extent that such uses did 
not cause the drug to be an unapproved 
‘‘new drug’’ as ‘‘new drug’’ was defined 
in section 201(p) of the act as then in 
force, and to the extent that such uses 
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would be permitted were the drug sub-
ject to paragraph (e)(4)(iii) of this sec-
tion. 

(3) Additional uses contained in la-
beling in current commercial use to 
the extent that such uses do not cause 
the drug to be an unapproved ‘‘new 
drug’’ as defined in section 201(p) of the 
act as amended or a ‘‘new animal drug’’ 
as defined in section 201(v) of the act as 
amended. 
The advertisement shall present infor-
mation from labeling required, ap-
proved, or permitted in a new-drug ap-
plication relating to each specific side 
effect and contraindication in such la-
beling that relates to the uses of the 
advertised drug dosage form(s) or shall 
otherwise conform to the provisions of 
paragraph (e)(3)(iii) of this section. 

(ii) In the case of an advertisement 
for a prescription drug other than a 
drug the labeling of which causes it to 
be an unapproved ‘‘new drug’’ and 
other than drugs covered by paragraph 
(e)(4)(i) of this section, an advertise-
ment may recommend and suggest the 
drug only for those uses contained in 
the labeling thereof: 

(a) For which the drug is generally 
recognized as safe and effective among 
experts qualified by scientific training 
and experience to evaluate the safety 
and effectiveness of such drugs; or 

(b) For which there exists substantial 
evidence of safety and effectiveness, 
consisting of adequate and well-con-
trolled investigations, including clin-
ical investigations (as used in this sec-
tion ‘‘clinical investigations,’’ ‘‘clin-
ical experience,’’ and ‘‘clinical signifi-
cance’’ mean in the case of drugs in-
tended for administration to man, in-
vestigations, experience, or signifi-
cance in humans, and in the case of 
drugs intended for administration to 
other animals, investigations, experi-
ence, or significance in the specie or 
species for which the drug is adver-
tised), by experts qualified by scientific 
training and experience to evaluate the 
safety and effectiveness of the drug in-
volved, on the basis of which it can 
fairly and responsibly be concluded by 
such experts that the drug is safe and 
effective for such uses; or 

(c) For which there exists substantial 
clinical experience (as used in this sec-
tion this means substantial clinical ex-

perience adequately documented in 
medical literature or by other data (to 
be supplied to the Food and Drug Ad-
ministration, if requested)), on the 
basis of which it can fairly and respon-
sibly be concluded by qualified experts 
that the drug is safe and effective for 
such uses; or 

(d) For which safety is supported 
under any of the preceding clauses in 
paragraphs (e)(4)(iii) (a), (b), and (c) of 
this section and effectiveness is sup-
ported under any other of such clauses. 

The advertisement shall present infor-
mation relating to each specific side ef-
fect and contraindication that is re-
quired, approved, or permitted in the 
package labeling by §§ 201.100 or 201.105 
of this chapter of the drug dosage 
form(s) or shall otherwise conform to 
the provisions of paragraph (e)(3)(iii) of 
this section. 

(5) ‘‘True statement’’ of information. An 
advertisement does not satisfy the re-
quirement that it present a ‘‘true 
statement’’ of information in brief 
summary relating to side effects, con-
traindications, and effectiveness if: 

(i) It is false or misleading with re-
spect to side effects, contraindications, 
or effectiveness; or 

(ii) It fails to present a fair balance 
between information relating to side 
effects and contraindications and infor-
mation relating to effectiveness of the 
drug in that the information relating 
to effectiveness is presented in greater 
scope, depth, or detail than is required 
by section 502(n) of the act and this in-
formation is not fairly balanced by a 
presentation of a summary of true in-
formation relating to side effects and 
contraindications of the drug; Provided, 
however, That no advertisement shall 
be considered to be in violation of this 
section if the presentation of true in-
formation relating to side effects and 
contraindications is comparable in 
depth and detail with the claims for ef-
fectiveness or safety. 

(iii) It fails to reveal facts material 
in the light of its representations or 
material with respect to consequences 
that may result from the use of the 
drug as recommended or suggested in 
the advertisement. 
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(6) Advertisements that are false, lack-
ing in fair balance, or otherwise mis-
leading. An advertisement for a pre-
scription drug is false, lacking in fair 
balance, or otherwise misleading, or 
otherwise violative of section 502(n) of 
the act, among other reasons, if it: 

(i) Contains a representation or sug-
gestion, not approved or permitted for 
use in the labeling, that a drug is bet-
ter, more effective, useful in a broader 
range of conditions or patients (as used 
in this section patients means humans 
and in the case of veterinary drugs, 
other animals), safer, has fewer, or less 
incidence of, or less serious side effects 
or contraindications than has been 
demonstrated by substantial evidence 
or substantial clinical experience (as 
described in paragraphs (e)(4)(ii) (b) and 
(c) of this section) whether or not such 
representations are made by compari-
son with other drugs or treatments, 
and whether or not such a representa-
tion or suggestion is made directly or 
through use of published or unpub-
lished literature, quotations, or other 
references. 

(ii) Contains a drug comparison that 
represents or suggests that a drug is 
safer or more effective than another 
drug in some particular when it has 
not been demonstrated to be safer or 
more effective in such particular by 
substantial evidence or substantial 
clinical experience. 

(iii) Contains favorable information 
or opinions about a drug previously re-
garded as valid but which have been 
rendered invalid by contrary and more 
credible recent information, or con-
tains literature references or 
quotations that are significantly more 
favorable to the drug than has been 
demonstrated by substantial evidence 
or substantial clinical experience. 

(iv) Contains a representation or sug-
gestion that a drug is safer than it has 
been demonstrated to be by substantial 
evidence or substantial clinical experi-
ence, by selective presentation of infor-
mation from published articles or other 
references that report no side effects or 
minimal side effects with the drug or 
otherwise selects information from any 
source in a way that makes a drug ap-
pear to be safer than has been dem-
onstrated. 

(v) Presents information from a 
study in a way that implies that the 
study represents larger or more general 
experience with the drug than it actu-
ally does. 

(vi) Contains references to literature 
or studies that misrepresent the effec-
tiveness of a drug by failure to disclose 
that claimed results may be due to 
concomitant therapy, or by failure to 
disclose the credible information avail-
able concerning the extent to which 
claimed results may be due to placebo 
effect (information concerning placebo 
effect is not required unless the adver-
tisement promotes the drug for use by 
man). 

(vii) Contains favorable data or con-
clusions from nonclinical studies of a 
drug, such as in laboratory animals or 
in vitro, in a way that suggests they 
have clinical significance when in fact 
no such clinical significance has been 
demonstrated. 

(viii) Uses a statement by a recog-
nized authority that is apparently fa-
vorable about a drug but fails to refer 
to concurrent or more recent unfavor-
able data or statements from the same 
authority on the same subject or sub-
jects. 

(ix) Uses a quote or paraphrase out of 
context to convey a false or misleading 
idea. 

(x) Uses literature, quotations, or ref-
erences that purport to support an ad-
vertising claim but in fact do not sup-
port the claim or have relevance to the 
claim. 

(xi) Uses literature, quotations, or 
references for the purpose of recom-
mending or suggesting conditions of 
drug use that are not approved or per-
mitted in the drug package labeling. 

(xii) Offers a combination of drugs for 
the treatment of patients suffering 
from a condition amenable to treat-
ment by any of the components rather 
than limiting the indications for use to 
patients for whom concomitant ther-
apy as provided by the fixed combina-
tion drug is indicated, unless such con-
dition is included in the uses permitted 
under paragraph (e)(4) of this section. 

(xiii) Uses a study on normal individ-
uals without disclosing that the sub-
jects were normal, unless the drug is 
intended for use on normal individuals. 
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(xiv) Uses ‘‘statistics’’ on numbers of 
patients, or counts of favorable results 
or side effects, derived from pooling 
data from various insignificant or dis-
similar studies in a way that suggests 
either that such ‘‘statistics’’ are valid 
if they are not or that they are derived 
from large or significant studies sup-
porting favorable conclusions when 
such is not the case. 

(xv) Uses erroneously a statistical 
finding of ‘‘no significant difference’’ 
to claim clinical equivalence or to 
deny or conceal the potential existence 
of a real clinical difference. 

(xvi) Uses statements or representa-
tions that a drug differs from or does 
not contain a named drug or category 
of drugs, or that it has a greater po-
tency per unit of weight, in a way that 
suggests falsely or misleadingly or 
without substantial evidence or sub-
stantial clinical experience that the 
advertised drug is safer or more effec-
tive than such other drug or drugs. 

(xvii) Uses data favorable to a drug 
derived from patients treated with dos-
ages different from those recommended 
in approved or permitted labeling if the 
drug advertised is subject to section 505 
of the act, or, in the case of other 
drugs, if the dosages employed were 
different from those recommended in 
the labeling and generally recognized 
as safe and effective. This provision is 
not intended to prevent citation of re-
ports of studies that include some pa-
tients treated with dosages different 
from those authorized, if the results in 
such patients are not used. 

(xviii) Uses headline, subheadline, or 
pictorial or other graphic matter in a 
way that is misleading. 

(xix) Represents or suggests that 
drug dosages properly recommended for 
use in the treatment of certain classes 
of patients or disease conditions are 
safe and effective for the treatment of 
other classes of patients or disease con-
ditions when such is not the case. 

(xx) Presents required information 
relating to side effects or contraindica-
tions by means of a general term for a 
group in place of disclosing each spe-
cific side effect and contraindication 
(for example employs the term blood 
dyscrasias instead of ‘‘leukopenia,’’ 
‘‘agranulocytosis,’’ ‘‘neutropenia,’’ 
etc.) unless the use of such general 

term conforms to the provisions of 
paragraph (e)(3)(iii) of this section. 

Provided, however, That any provision 
of this paragraph shall be waived with 
respect to a specified advertisement as 
set forth in a written communication 
from the Food and Drug Administra-
tion on a petition for such a waiver 
from a person who would be adversely 
affected by the enforcement of such 
provision on the basis of a showing 
that the advertisement is not false, 
lacking in fair balance, or otherwise 
misleading, or otherwise violative of 
section 502(n) of the act. A petition for 
such a waiver shall set forth clearly 
and concisely the petitioner’s interest 
in the advertisement, the specific pro-
vision of this paragraph from which a 
waiver is sought, a complete copy of 
the advertisement, and a showing that 
the advertisement is not false, lacking 
in fair balance, or otherwise mis-
leading, or otherwise violative of sec-
tion 502(n) of the act. 

(7) Advertisements that may be false, 
lacking in fair balance, or otherwise mis-
leading. An advertisement may be false, 
lacking in fair balance, or otherwise 
misleading or otherwise violative of 
section 502(n) of the act if it: 

(i) Contains favorable information or 
conclusions from a study that is inad-
equate in design, scope, or conduct to 
furnish significant support for such in-
formation or conclusions. 

(ii) Uses the concept of ‘‘statistical 
significance’’ to support a claim that 
has not been demonstrated to have 
clinical significance or validity, or 
fails to reveal the range of variations 
around the quoted average results. 

(iii) Uses statistical analyses and 
techniques on a retrospective basis to 
discover and cite findings not soundly 
supported by the study, or to suggest 
scientific validity and rigor for data 
from studies the design or protocol of 
which are not amenable to formal sta-
tistical evaluations. 

(iv) Uses tables or graphs to distort 
or misrepresent the relationships, 
trends, differences, or changes among 
the variables or products studied; for 
example, by failing to label abscissa 
and ordinate so that the graph creates 
a misleading impression. 
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(v) Uses reports or statements rep-
resented to be statistical analyses, in-
terpretations, or evaluations that are 
inconsistent with or violate the estab-
lished principles of statistical theory, 
methodology, applied practice, and in-
ference, or that are derived from clin-
ical studies the design, data, or con-
duct of which substantially invalidate 
the application of statistical analyses, 
interpretations, or evaluations. 

(vi) Contains claims concerning the 
mechanism or site of drug action that 
are not generally regarded as estab-
lished by scientific evidence by experts 
qualified by scientific training and ex-
perience without disclosing that the 
claims are not established and the lim-
itations of the supporting evidence. 

(vii) Fails to provide sufficient em-
phasis for the information relating to 
side effects and contraindications, 
when such information is contained in 
a distinct part of an advertisement, be-
cause of repetition or other emphasis 
in that part of the advertisement of 
claims for effectiveness or safety of the 
drug. 

(viii) Fails to present information re-
lating to side effects and contraindica-
tions with a prominence and read-
ability reasonably comparable with the 
presentation of information relating to 
effectiveness of the drug, taking into 
account all implementing factors such 
as typography, layout, contrast, head-
lines, paragraphing, white space, and 
any other techniques apt to achieve 
emphasis. 

(ix) Fails to provide adequate empha-
sis (for example, by the use of color 
scheme, borders, headlines, or copy 
that extends across the gutter) for the 
fact that two facing pages are part of 
the same advertisement when one page 
contains information relating to side 
effects and contraindications. 

(x) In an advertisement promoting 
use of the drug in a selected class of pa-
tients (for example, geriatric patients 
or depressed patients), fails to present 
with adequate emphasis the significant 
side effects and contraindications or 
the significant dosage considerations, 
when dosage recommendations are in-
cluded in an advertisement, especially 
applicable to that selected class of pa-
tients. 

(xi) Fails to present on a page facing 
another page (or on another full page) 
of an advertisement on more than one 
page, information relating to side ef-
fects and contraindications when such 
information is in a distinct part of the 
advertisement. 

(xii) Fails to include on each page or 
spread of an advertisement the infor-
mation relating to side effects and con-
traindications or a prominent ref-
erence to its presence and location 
when it is presented as a distinct part 
of an advertisement. 

(xiii) Contains information from pub-
lished or unpublished reports or opin-
ions falsely or misleadingly rep-
resented or suggested to be authentic 
or authoritative. 

(f)–(i) [Reserved] 
(j)(1) No advertisement concerning a 

particular prescription drug may be 
disseminated without prior approval by 
the Food and Drug Administration if: 

(i) The sponsor or the Food and Drug 
Administration has received informa-
tion that has not been widely pub-
licized in medical literature that the 
use of the drug may cause fatalities or 
serious damage; 

(ii) The Commissioner (or in his ab-
sence the officer acting as Commis-
sioner), after evaluating the reliability 
of such information, has notified the 
sponsor that the information must be a 
part of the advertisements for the 
drug; and 

(iii) The sponsor has failed within a 
reasonable time as specified in such no-
tification to present to the Food and 
Drug Administration a program, ade-
quate in light of the nature of the in-
formation, for assuring that such infor-
mation will be publicized promptly and 
adequately to the medical profession in 
subsequent advertisements. 

If the Commissioner finds that the pro-
gram presented is not being followed, 
he will notify the sponsor that prior 
approval of all advertisements for the 
particular drug will be required. Noth-
ing in this paragraph is to be construed 
as limiting the Commissioner’s or the 
Secretary’s rights, as authorized by 
law, to issue publicity, to suspend any 
new-drug application, to decertify any 
antibiotic, or to recommend any regu-
latory action. 
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(2) Within a reasonable time after in-
formation concerning the possibility 
that a drug may cause fatalities or se-
rious damage has been widely pub-
licized in medical literature, the Food 
and Drug Administration shall notify 
the sponsor of the drug by mail that 
prior approval of advertisements for 
the drug is no longer necessary. 

(3) Dissemination of an advertise-
ment not in compliance with this para-
graph shall be deemed to be an act that 
causes the drug to be misbranded under 
section 502(n) of the act. 

(4) Any advertisement may be sub-
mitted to the Food and Drug Adminis-
tration prior to publication for com-
ment. If the advertiser is notified that 
the submitted advertisement is not in 
violation and, at some subsequent 
time, the Food and Drug Administra-
tion changes its opinion, the advertiser 
will be so notified and will be given a 
reasonable time for correction before 
any regulatory action is taken under 
this section. Notification to the adver-
tiser that a proposed advertisement is 
or is not considered to be in violation 
shall be in written form. 

(5) The sponsor shall have an oppor-
tunity for a regulatory hearing before 
the Food and Drug Administration pur-
suant to part 16 of this chapter with re-
spect to any determination that prior 
approval is required for advertisements 
concerning a particular prescription 
drug, or that a particular advertise-
ment is not approvable. 

(k) An advertisement issued or 
caused to be issued by the manufac-
turer, packer, or distributor of the 
drug promoted by the advertisement 
and which is not in compliance with 
section 502(n) of the act and the appli-
cable regulations thereunder shall 
cause stocks of such drug in possession 
of the person responsible for issuing or 
causing the issuance of the advertise-
ment, and stocks of the drug distrib-
uted by such person and still in the 
channels of commerce, to be mis-
branded under section 502(n) of the act. 

(l)(1) Advertisements subject to sec-
tion 502(n) of the act include advertise-
ments in published journals, maga-
zines, other periodicals, and news-
papers, and advertisements broadcast 
through media such as radio, tele-

vision, and telephone communication 
systems. 

(2) Brochures, booklets, mailing 
pieces, detailing pieces, file cards, bul-
letins, calendars, price lists, catalogs, 
house organs, letters, motion picture 
films, film strips, lantern slides, sound 
recordings, exhibits, literature, and re-
prints and similar pieces of printed, 
audio, or visual matter descriptive of a 
drug and references published (for ex-
ample, the ‘‘Physicians Desk Ref-
erence’’) for use by medical practi-
tioners, pharmacists, or nurses, con-
taining drug information supplied by 
the manufacturer, packer, or dis-
tributor of the drug and which are dis-
seminated by or on behalf of its manu-
facturer, packer, or distributor are 
hereby determined to be labeling as de-
fined in section 201(m) of the act. 

[40 FR 14016, Mar. 27, 1975, as amended at 40 
FR 58799, Dec. 18, 1975; 41 FR 48266, Nov. 2, 
1976; 42 FR 15674, Mar. 22, 1977; 60 FR 38480, 
July 27, 1995; 64 FR 400, Jan. 5, 1999] 

EFFECTIVE DATE NOTE: At 44 FR 37467, June 
26, 1979, § 202.1(e)(6) (ii) and (vii) were revised. 
At 44 FR 74817, Dec. 18, 1979, paragraphs (e)(6) 
(ii) and (vii) were stayed indefinitely. At 64 
FR 400, Jan. 5, 1999, these paragraphs were 
amended. For the convenience of the user, 
paragraphs (e)(6) (ii) and (vii), published at 44 
FR 37467, are set forth below: 

§ 202.1 Prescription-drug advertisements. 

* * * * * 

(e) * * * 
(6) * * * 
(ii) Represents or suggests that a prescrip-

tion drug is safer or more effective than an-
other drug in some particular when the dif-
ference has not been demonstrated by sub-
stantial evidence. An advertisement for a 
prescription drug may not, either directly or 
by implication, e.g., by use of comparative 
test data or reference to published reports, 
represent that the drug is safer or more ef-
fective than another drug, nor may an adver-
tisement contain a quantitative statement 
of safety or effectiveness (a) unless the rep-
resentation has been approved as part of the 
labeling in a new drug application or bio-
logic license, or (b) if the drug is not a new 
drug or biologic, unless the representation of 
safety or effectiveness is supported by sub-
stantial evidence derived from adequate and 
well-controlled studies as defined in 
§ 314.111(a)(5)(ii) of this chapter, or unless the 
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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. 

* * * * * 

PART 203—PRESCRIPTION DRUG 
MARKETING 

Subpart A—General Provisions 

Sec. 
203.1 Scope. 
203.2 Purpose. 
203.3 Definitions. 

Subpart B—Reimportation 

203.10 Restrictions on reimportation. 
203.11 Applications for reimportation to 

provide emergency medical care. 
203.12 An appeal from an adverse decision 

by the district office. 

Subpart C—Sales Restrictions 

203.20 Sales restrictions. 
203.22 Exclusions. 
203.23 Returns. 

Subpart D—Samples 

203.30 Sample distribution by mail or com-
mon carrier. 

203.31 Sample distribution by means other 
than mail or common carrier (direct de-
livery by a representative or detailer). 

203.32 Drug sample storage and handling re-
quirements. 

203.33 Drug sample forms. 
203.34 Policies and procedures; administra-

tive systems. 
203.35 Standing requests. 
203.36 Fulfillment houses, shipping and 

mailing services, comarketing agree-
ments, and third-party recordkeeping. 

203.37 Investigation and notification re-
quirements. 

203.38 Sample lot or control numbers; label-
ing of sample units. 

203.39 Donation of drug samples to chari-
table institutions. 

Subpart E—Wholesale Distribution 

203.50 Requirements for wholesale distribu-
tion of prescription drugs. 

Subpart F—Request and Receipt Forms, 
Reports, and Records 

203.60 Request and receipt forms, reports, 
and records. 

Subpart G—Rewards 

203.70 Application for a reward. 

AUTHORITY: 21 U.S.C. 331, 333, 351, 352, 353, 
360, 371, 374, 381. 

SOURCE: 64 FR 67756, Dec. 3, 1999, unless 
otherwise noted. 

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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