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notice in the FEDERAL REGISTER in-
forming the public of such fact. 

[58 FR 2413, Jan. 6, 1993; 58 FR 17343, Apr. 2, 
1993, as amended at 58 FR 44033, Aug. 18, 1993; 
62 FR 40598, July 29, 1997; 63 FR 26718, May 14, 
1998; 63 FR 40024, July 27, 1998; 67 FR 9585, 
Mar. 4, 2002; 69 FR 16481, Mar. 30, 2004] 

Subpart E—Specific Requirements 
for Health Claims 

§ 101.70 Petitions for health claims. 

(a) Any interested person may peti-
tion the Food and Drug Administration 
(FDA) to issue a regulation regarding a 
health claim. An original and one copy 
of the petition shall be submitted, or 
the petitioner may submit an original 
and a computer readable disk con-
taining the petition. Contents of the 
disk should be in a standard format, 
such as ASCII format. (Petitioners in-
terested in submitting a disk should 
contact the Center for Food Safety and 
Applied Nutrition for details.) If any 
part of the material submitted is in a 
foreign language, it shall be accom-
panied by an accurate and complete 
English translation. The petition shall 
state the petitioner’s post office ad-
dress to which any correspondence re-
quired by section 403 of the Federal 
Food, Drug, and Cosmetic Act may be 
sent. 

(b) Pertinent information may be in-
corporated in, and will be considered as 
part of, a petition on the basis of spe-
cific reference to such information sub-
mitted to and retained in the files of 
FDA. Such information may include 
any findings, along with the basis of 
the findings, of an outside panel with 
expertise in the subject area. Any ref-
erence to published information shall 
be accompanied by reprints, or easily 
readable copies of such information. 

(c) If nonclinical laboratory studies 
are included in a petition, the petition 
shall include, with respect to each non-
clinical study contained in the peti-
tion, either a statement that the study 
has been conducted in compliance with 
the good laboratory practice regula-
tions as set forth in part 58 of this 
chapter, or, if any such study was not 
conducted in compliance with such reg-
ulations, a brief statement of the rea-
son for the noncompliance. 

(d) If clinical or other human inves-
tigations are included in a petition, the 
petition shall include a statement that 
they were either conducted in compli-
ance with the requirements for institu-
tional review set forth in part 56 of this 
chapter, or were not subject to such re-
quirements in accordance with § 56.104 
or § 56.105, and a statement that they 
were conducted in compliance with the 
requirements for informed consent set 
forth in part 50 of this chapter. 

(e) All data and information in a 
health claim petition are available for 
public disclosure after the notice of fil-
ing of petition is issued to the peti-
tioner, except that clinical investiga-
tion reports, adverse reaction reports, 
product experience reports, consumer 
complaints, and other similar data and 
information shall only be available 
after deletion of: 

(1) Names and any information that 
would identify the person using the 
product. 

(2) Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other institution. 

(f) Petitions for a health claim shall 
include the following data and be sub-
mitted in the following form: 

(Date)llllll 

Name of petitioner llllll 

Post office address llllll 

Subject of the petition llllll 

Food and Drug Administration, 
Office of Nutritional Products, Labeling and 
Dietary Supplements (HFS–800), 
5100 Paint Branch Pkwy., 
College Park, MD 20740, 

The undersigned, lllllllll submits 
this petition pursuant to section 403(r)(4) or 
403(r)(5)(D) of the Federal Food, Drug, and 
Cosmetic Act with respect to (statement of 
the substance and its health claim). 

Attached hereto, and constituting a part of 
this petition, are the following: 

A. Preliminary requirements. A complete 
explanation of how the substance conforms 
to the requirements of § 101.14(b) (21 CFR 
101.14(b)). For petitions where the subject 
substance is a food ingredient or a compo-
nent of a food ingredient, the petitioner 
should compile a comprehensive list of the 
specific ingredients that will be added to the 
food to supply the substance in the food 
bearing the health claim. For each such in-
gredient listed, the petitioner should state 
how the ingredient complies with the re-
quirements of § 101.14(b)(3)(ii), e.g., that its 
use is generally recognized as safe (GRAS), 
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listed as a food additive, or authorized by a 
prior sanction issued by the agency, and 
what the basis is for the GRAS claim, the 
food additive status, or prior sanctioned sta-
tus. 

B. Summary of scientific data. The sum-
mary of scientific data provides the basis 
upon which authorizing a health claim can 
be justified as providing the health benefit. 
The summary must establish that, based on 
the totality of publicly available scientific 
evidence (including evidence from well-de-
signed studies conducted in a manner which 
is consistent with generally recognized sci-
entific procedures and principles), there is 
significant scientific agreement among ex-
perts qualified by scientific training and ex-
perience to evaluate such claims, that the 
claim is supported by such evidence. 

The summary shall state what public 
health benefit will derive from use of the 
claim as proposed. If the claim is intended 
for a specific group within the population, 
the summary shall specifically address nu-
tritional needs of such group and shall in-
clude scientific data showing how the claim 
is likely to assist in meeting such needs. 

The summary shall concentrate on the 
findings of appropriate review articles, Na-
tional Institutes of Health consensus devel-
opment conferences, and other appropriate 
resource materials. Issues addressed in the 
summary shall include answers to such ques-
tions as: 

1. Is there an optimum level of the par-
ticular substance to be consumed beyond 
which no benefit would be expected? 

2. Is there any level at which an adverse ef-
fect from the substance or from foods con-
taining the substance occurs for any seg-
ment of the population? 

3. Are there certain populations that must 
receive special consideration? 

4. What other nutritional or health factors 
(both positive and negative) are important to 
consider when consuming the substance? 

In addition, the summary of scientific data 
shall include a detailed analysis of the po-
tential effect of the use of the proposed 
claim on food consumption, specifically any 
change due to significant alterations in eat-
ing habits and corresponding changes in nu-
trient intake resulting from such changes in 
food consumption. The latter item shall spe-
cifically address the effect on the intake of 
nutrients that have beneficial and negative 
consequences in the total diet. 

If the claim is intended for a significant 
subpopulation within the general U.S. popu-
lation, the analysis shall specifically address 
the dietary practices of such group, and shall 
include data sufficient to demonstrate that 
the dietary analysis is representative of such 
group (e.g., adolescents or the elderly). 

If appropriate, the petition shall explain 
the prevalence of the disease or health-re-
lated condition in the U.S. population and 

the relevance of the claim in the context of 
the total daily diet. 

Also, the summary shall demonstrate that 
the substance that is the subject of the pro-
posed claim conforms to the definition of the 
term ‘‘substance’’ in § 101.14(a)(2). 

C. Analytical data that show the amount 
of the substance that is present in represent-
ative foods that would be candidates to bear 
the claim should be obtained from represent-
ative samples using methods from the AOAC 
INTERNATIONAL (AOAC), where available. 
If no AOAC method is available, the peti-
tioner shall submit the assay method used 
and data establishing the validity of the 
method for assaying the substance in food. 
The validation data should include a statis-
tical analysis of the analytical and product 
variability. 

D. Model health claim. One or more model 
health claims that represent label state-
ments that may be used on a food label or in 
labeling for a food to characterize the rela-
tionship between the substance in a food to 
a disease or health-related condition that is 
justified by the summary of scientific data 
provided in section C of the petition. The 
model health claim shall include: 

1. A brief capsulized statement of the rel-
evant conclusions of the summary, and 

2. A statement of how this substance helps 
the consumer to attain a total dietary pat-
tern or goal associated with the health ben-
efit that is provided. 

E. The petition shall include the following 
attachments: 

1. Copies of any computer literature 
searches done by the petitioner (e.g., 
Medline). 

2. Copies of articles cited in the literature 
searches and other information as follows: 

a. All information relied upon for the sup-
port of the health claim, including copies of 
publications or other information cited in re-
view articles and used to perform meta-anal-
yses. 

b. All information concerning adverse con-
sequences to any segment of the population 
(e.g., sensitivity to the substance). 

c. All information pertaining to the U.S. 
population. 

F. The petitioner is required to submit ei-
ther a claim for categorical exclusion under 
§ 25.30 or § 25.32 of this chapter or an environ-
mental assessment under § 25.40 of this chap-
ter. 

Yours very truly, 
Petitioner llllll 

By llllll 

(Indicate authority) 

(g) The data specified under the sev-
eral lettered headings should be sub-
mitted on separate pages or sets of 
pages, suitably identified. If such data 
have already been submitted with an 
earlier application from the petitioner 
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or any other final petition, the present 
petition may incorporate it by specific 
reference to the earlier petition. 

(h) The petition shall include a state-
ment signed by the person responsible 
for the petition that, to the best of his/ 
her knowledge, it is a representative 
and balanced submission that includes 
unfavorable information as well as fa-
vorable information, known to him/her 
to be pertinent to the evaluation of the 
proposed health claim. 

(i) The petition shall be signed by the 
petitioner or by his/her attorney or 
agent, or (if a corporation) by an au-
thorized official. 

(j) Agency action on the petition. (1) 
Within 15 days of receipt of the peti-
tion, the petitioner will be notified by 
letter of the date on which the petition 
was received. Such notice will inform 
the petitioner that the petition is un-
dergoing agency review and that the 
petitioner will subsequently be notified 
of the agency’s decision to file for com-
prehensive review or deny the petition. 

(2) Within 100 days of the date of re-
ceipt of the petition, FDA will notify 
the petitioner by letter that the peti-
tion has either been filed for com-
prehensive review or denied. The agen-
cy will deny a petition without review-
ing the information contained in ‘‘B. 
Summary of Scientific Data’’ if the in-
formation in ‘‘A. Preliminary Require-
ments’’ is inadequate in explaining how 
the substance conforms to the require-
ments of § 101.14(b). If the petition is 
denied, the notification will state the 
reasons therefor, including justifica-
tion of the rejection of any report from 
an authoritative scientific body of the 
U.S. Government. If filed, the date of 
the notification letter becomes the 
date of filing for the purposes of this 
regulation. If FDA does not act within 
such 100 days, the petition shall be 
deemed to be denied unless an exten-
sion is mutually agreed upon by FDA 
and the petitioner. A petition that has 
been denied, or has been deemed to be 
denied, without filing will not be made 
available to the public. A filed petition 
will be available to the public to the 
extent provided under paragraph (e) of 
this section. 

(3) Within 90 days of the date of fil-
ing, FDA will by letter of notification 
to the petitioner: 

(i) Deny the petition, or 
(ii) Inform the petitioner that a pro-

posed regulation to provide for the re-
quested use of the health claim will be 
published in the FEDERAL REGISTER. If 
the petition is denied, the notification 
will state the reasons therefor, includ-
ing justification for the rejection of 
any report from an authoritative sci-
entific body of the U.S. Government. 
FDA will publish the proposal to 
amend the regulations to provide for 
the requested use of the health claim 
in the FEDERAL REGISTER within 90 
days of the date of filing. The proposal 
will also announce the availability of 
the petition for public review. 

(iii) If FDA does not act within 90 
days of the date of filing, the petition 
shall be deemed to be denied unless an 
extension is mutually agreed upon by 
FDA and the petitioner. 

(4)(i) Within 270 of the date of publi-
cation of the proposal, FDA will pub-
lish a final rule that either authorizes 
use of the health claim or explains why 
the agency has decided not to author-
ize one. 

(ii) For cause, FDA may extend, no 
more than twice, the period in which it 
will publish a final rule; each such ex-
tension will be for no more than 90 
days. FDA will publish a notice of each 
extension in the FEDERAL REGISTER. 
The document will state the basis for 
the extension, the length of the exten-
sion, and the date by which the final 
rule will be published, which date shall 
be within 540 days of the date of receipt 
of the petition. 

[58 FR 2534, Jan. 6, 1993; 58 FR 17097, Apr. 1, 
1993, as amended at 59 FR 425, Jan. 4, 1994; 62 
FR 28232, May 22, 1997; 62 FR 40599, July 29, 
1997; 63 FR 26719, May 14, 1998; 63 FR 40024, 
July 27, 1998; 66 FR 56035, Nov. 6, 2001] 

§ 101.71 Health claims: claims not au-
thorized. 

Health claims not authorized for 
foods in conventional food form or for 
dietary supplements of vitamins, min-
erals, herbs, or other similar sub-
stances: 

(a) Dietary fiber and cardiovascular 
disease. 
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