§71.15

This may be due to the fact that the
data are not sufficiently clear or com-
plete. In such cases, the petitioner may
withdraw the petition pending its clari-
fication or the obtaining of additional
data. This withdrawal will be without
prejudice to a future filing. Upon re-
filing, the time limitation will begin to
run anew from the date of refiling.

(2) At any time before the order pro-
vided for in §71.20 has been forwarded
to the FEDERAL REGISTER for publica-
tion the petitioner may withdraw the
petition without prejudice to a future
filing. Upon refiling, the time limita-
tion will begin to run anew.

[42 FR 15636, Mar. 22, 1977, as amended at 43
FR 60021, Dec. 22, 1978; 46 FR 8952, Jan. 27,
1981; 50 FR 7491, Feb. 22, 1985]

§71.15 Confidentiality of data and in-
formation in color additive peti-
tions.

(a) The following data and informa-
tion in a color additive petition are
available for public disclosure, unless
extraordinary circumstances are
shown, after the notice of filing of the
petition is published in the FEDERAL
REGISTER or, if the petition is not
promptly filed because of deficiencies
in it, after the petitioner is informed
that it will not be filed because of the
deficiencies involved:

(1) All safety and functionality data
and information submitted with or in-
corporated by reference in the petition.

(2) A protocol for a test or study, un-
less it is shown to fall within the ex-
emption established for trade secrets
and confidential commercial informa-
tion in §20.61 of this chapter.

(3) Adverse reaction reports, product
experience reports, consumer com-
plaints, and other similar data and in-
formation, after deletion of:

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

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

(4) A list of all ingredients contained
in a color additive, whether or not it is
in descending order of predominance. A
particular ingredient or group of ingre-
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dients shall be deleted from any such
list prior to public disclosure if it is
shown to fall within the exemption es-
tablished in §20.61 of this chapter, and
a notation shall be made that any such
ingredient list is incomplete.

(5) An assay method or other analyt-
ical method, unless it serves no regu-
latory or compliance purpose and is
shown to fall within the exemption es-
tablished in §20.61 of this chapter.

(6) All records showing the Food and
Drug Administration’s testing of or ac-
tion on a particular lot of a certifiable
color additive.

(b) The following data and informa-
tion in a color additive petition are not
available for public disclosure unless
they have been previously disclosed to
the public as defined in §20.81 of this
chapter or they relate to a product or
ingredient that has been abandoned
and they no longer represent a trade
secret or confidential commercial or fi-
nancial information as defined in §20.61
of this chapter:

(1) Manufacturing methods or proc-
esses, including quality control proce-
dures.

(2) Production, sales, distribution,
and similar data and information, ex-
cept that any compilation of such data
and information aggregated and pre-
pared in a way that does not reveal
data or information which is not avail-
able for public disclosure under this
provision is available for public disclo-
sure.

(3) Quantitative or semiquantitative
formulas.

(c) All correspondence and written
summaries of oral discussions relating
to a color additive petition are avail-
able for public disclosure in accordance
with the provisions of part 20 of this
chapter when the color additive regula-
tion is published in the FEDERAL REG-
ISTER.

(d) For purposes of this regulation,
safety and functionality data include
all studies and tests of a color additive
on animals and humans and all studies
and tests on a color additive for iden-
tity, stability, purity, potency, per-
formance, and usefulness.
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