Food and Drug Administration, HHS

I. The prescribed fee of $  for admitting
the color additive to listing is enclosed (un-
less there is an advance deposit adequate to
cover the fee).

Yours very truly,
(Petitioner)

By (Indicate authority)

J. 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.

(d) The petitioner will be notified of
the date on which his petition is filed;
and an incomplete petition, or one that
has not been submitted in triplicate,
will be retained but not filed. A peti-
tion shall be retained but shall not be
filed if any of the data listed in the
above form are lacking or are not set
forth so as to be readily understood or
if the prescribed fee has not been sub-
mitted. The petitioner will be notified
in what respects his petition is incom-
plete.

(e) The petition must be signed by
the petitioner or by his attorney or au-
thorized agent, who is a resident of the
United States.

(f) The data specified under the sev-
eral lettered headings should be sub-
mitted on separate sheets or sets of
sheets, suitably identified. If such data
have already been submitted with an
earlier application, the present peti-
tion may incorporate it by specific ref-
erence to the earlier petition.

(g9) If nonclinical laboratory studies
are involved, petitions filed with the
Commissioner under section 721(b) of
the act shall include with respect to
each nonclinical study contained in the
petition, either a statement that the
study was conducted in compliance
with the good laboratory practice regu-
lations set forth in part 58 of this chap-
ter, or, if the study was not conducted
in compliance with such regulations, a
brief statement of the reason for the
noncompliance.

(h) [Reserved]

(i) If clinical investigations involving
human subjects are involved, petitions
filed with the Commissioner under sec-
tion 721(b) of the act shall include
statements regarding each such clin-
ical investigation contained in the pe-
tition that it either was conducted in
compliance with the requirements for

§71.2

institutional review set forth in part 56
of this chapter, or was not subject to
such requirements in accordance with
§§56.104 or 56.105, and that it was con-
ducted in compliance with the require-
ments for informed consent set forth in
part 50 of this chapter.

J)(2) If intended uses of the color ad-
ditive include uses in meat, meat food
product, or poultry product subject to
regulation by the U.S. Department of
Agriculture (USDA) under the Poultry
Products Inspection Act (PPIA) (21
U.S.C. 451 et seq.) or the Federal Meat
Inspection Act (FMIA) (21 U.S.C. 601 et
seq.), FDA shall, upon filing of the peti-
tion, forward a copy of the petition or
relevant portions thereof to the Food
Safety and Inspection Service, USDA,
for simultaneous review under the
PPIA and FMIA.

(2) FDA will ask USDA to advise
whether the proposed meat and poultry
uses comply with the FMIA and PPIA
or, if not, whether use of the substance
would be permitted in products under
USDA jurisdiction under specified con-
ditions or restrictions.

[42 FR 15639, Mar. 22, 1977, as amended at 43
FR 60021, Dec. 22, 1978; 46 FR 8952, Jan. 27,
1981; 50 FR 7491, Feb. 22, 1985; 50 FR 16668,
Apr. 26, 1985; 54 FR 24890, June 12, 1989; 61 FR
14478, Apr. 2, 1996; 62 FR 40598, July 29, 1997;
65 FR 51762, Aug. 25, 2000; 66 FR 56035, Nov. 6,
2001]

EFFECTIVE DATE NOTE: At 65 FR 51762, Aug.
25, 2000, §71.1 was amended in paragraph (a)
by revising the third sentence, in paragraph
(c) in the petition by revising the introduc-
tory paragraph preceding paragraph A., and
by adding paragraph (j). The revised and
added text contains information collection
and recordkeeping requirements and will not
become effective until approval has been
given by the Office of Management and
Budget.

§71.2 Notice of filing of petition.

(a) Except where the petition in-
volves a new drug, the Commissioner,
within 15 days after receipt, will notify
the petitioner of acceptance or non-
acceptance of a petition, and if not ac-
cepted the reasons therefor. If accept-
ed, the date of the notification letter
sent to petitioner becomes the date of
filing for the purposes of section
721(d)(1) of the act. If the petitioner de-
sires, he may supplement a deficient
petition after being notified regarding
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deficiencies. If the supplementary ma-
terial or explanation of the petition is
deemed acceptable, petitioner shall be
notified. The date of such notification
becomes the date of filing. If the peti-
tioner does not wish to supplement or
explain the petition and requests in
writing that it be filed as submitted,
the petition shall be filed and the peti-
tioner so notified. The date of such no-
tification becomes the date of filing.
Where the petition involves a new
drug, notification to the petitioner will
be made in accordance with §70.10(b)(3)
of this chapter.

(b) The Commissioner will cause to
be published in the FEDERAL REGISTER
within 30 days from the date of filing of
such petition a notice of the filing, the
name of the petitioner, and a brief de-
scription of the proposal in general
terms. A copy of the notice will be
mailed to the petitioner when the
original document is signed.

[42 FR 15639, Mar. 22, 1977, as amended at 64
FR 400, Jan. 5, 1999]

§71.4 Samples; additional information.

The Commissioner may request sam-
ples of the color additive, articles used
as components thereof, or of the food,
drug, or cosmetic in which the color
additive is proposed to be used, or
which comprises the color additive, and
any additional information needed to
clarify a submitted method or other as-
pect of a petition at any time while a
petition is under consideration. The
Commissioner shall specify in the re-
quest for a sample of the color addi-
tive, or articles used as components
thereof, or of the food, drug, or cos-
metic in which the color additive is
proposed to be used, or which com-
prises the color additive, a quantity
deemed adequate to permit tests of an-
alytical methods to determine quan-
tities of the color additive present in
products for which it is intended to be
used or adequate for any study or in-
vestigation reasonably required with
respect to the safety of the color addi-
tive or the physical or technical effect
it produces. The date used for com-
puting the 90-day limit for the purposes
of section 721(d)(1) of the act shall be
moved forward 1 day for each day, after
mailing date of the request, taken by
the petitioner to submit the informa-
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tion and/or sample. If the information
or sample is requested a reasonable
time in advance of the 180 days, but is
not submitted within such 180 days
after filing of the petition, the petition
will be considered withdrawn without
prejudice.

§71.6 Extension of time for studying
petitions; substantive amendments;
withdrawal of petitions without
prejudice.

(a) Extension of time for studying peti-
tions. If the Commissioner determines
that additional time is needed to study
and investigate the petition, he shall
by written notice to the petitioner ex-
tend the 90-day period for not more
than 180 days after the filing of the pe-
tition.

(b) Substantive amendments. After a
petition has been filed, the petitioner
may submit additional information or
data in support thereof. In such cases,
if the Commissioner determines that
the additional information or data
amounts to a substantive amendment,
the petition as amended will be given a
new filing date, and the time limita-
tion will begin to run anew. If nonclin-
ical laboratory studies are involved,
additional information and data sub-
mitted in support of filed petitions
shall include, with respect to each non-
clinical laboratory study contained in
the petition, either a statement that
the study was conducted in compliance
with the requirements set forth in part
58 of this chapter, or, if the study was
not conducted in compliance with such
regulations, a brief statement of the
reason for the noncompliance. If clin-
ical investigations involving human
subjects are involved, additional infor-
mation or data submitted in support of
filed petitions shall include statements
regarding each such clinical investiga-
tion from which the information or
data are derived, that it either was
conducted in compliance with the re-
quirements for institutional review set
forth in part 56 of this chapter, or was
not subject to such requirements in ac-
cordance with §56.104 or §56.105, and
that it was conducted in compliance
with the requirements for informed
consent set forth in part 50 of this
chapter.
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