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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 
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)(1) 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] 

§ 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 
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 
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