§10.25

(e) Quantitative or semiquantitative
formulas.

(f) Information on product design or
construction.

(ii) Material submitted under para-
graph (j)(2) of this section is to be seg-
regated from all other submitted mate-
rial and clearly so marked. A person
who does not agree that a submission
is properly subject to paragraph (j)(2)
may request a ruling from the Asso-
ciate Commissioner for Public Affairs
whose decision is final, subject to judi-
cial review under §20.48.

(3) Material listed in paragraph
(3)@)(1) (a8 and (b) of this section may
be disclosed under a protective order
issued by the administrative law judge
or other presiding officer at a hearing
referenced in paragraph ()(2)(i). The
administrative law judge or presiding
officer shall permit disclosure of the
data only in camera and only to the ex-
tent necessary for the proper conduct
of the hearing. The administrative law
judge or presiding officer shall direct
to whom the information is to be made
available (e.g., to parties or partici-
pants, or only to counsel for parties or
participants), and persons not specifi-
cally permitted access to the data will
be excluded from the in camera part of
the proceeding. The administrative law
judge or other presiding officer may
impose other conditions or safeguards.
The limited availability of material
under this paragraph does not con-
stitute prior disclosure to the public as
defined in §20.81, and no information
subject to a particular order is to be
submitted to or received or considered
by FDA in support of a petition or
other request from any other person.

[44 FR 22323, Apr. 13, 1979, as amended at 46
FR 8455, Jan. 27, 1981; 49 FR 7363, Feb. 29,
1984; 54 FR 9034, Mar. 3, 1989; 59 FR 14363,
Mar. 28, 1994; 64 FR 69190, Dec. 10, 1999; 65 FR
56477, Sept. 19, 2000; 66 FR 56035, Nov. 6, 2001;
66 FR 66742, Dec. 27, 2001; 68 FR 25285, May 12,
2003]

§10.25 Initiation of
proceedings.
An administrative proceeding may be
initiated in the following three ways:
(a) An interested person may petition
the Commissioner to issue, amend, or
revoke a regulation or order, or to take
or refrain from taking any other form
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of administrative action. A petition
must be either: (1) In the form specified
in other applicable FDA regulations,
e.g., the form for a color additive peti-
tion in §71.1, for a food additive peti-
tion in §171.1, for a new drug applica-
tion in §314.50, for a new animal drug
application in §514.1, or (2) in the form
for a citizen petition in §10.30.

(b) The Commissioner may initiate a
proceeding to issue, amend, or revoke a
regulation or order or take or refrain
from taking any other form of adminis-
trative action. FDA has primary juris-
diction to make the initial determina-
tion on issues within its statutory
mandate, and will request a court to
dismiss, or to hold in abeyance its de-
termination of or refer to the agency
for administrative determination, any
issue which has not previously been de-
termined by the agency or which, if it
has previously been determined, the
agency concluded should be reconsid-
ered and subject to a new administra-
tive determination. The Commissioner
may utilize any of the procedures es-
tablished in this part in reviewing and
making a determination on any matter
initiated under this paragraph.

(c) The Commissioner will institute a
proceeding to determine whether to
issue, amend, or revoke a regulation or
order, or take or refrain from taking
any other form of administrative ac-
tion whenever any court, on its own
initiative, holds in abeyance or refers
any matter to the agency for an admin-
istrative determination and the Com-
missioner concludes that an adminis-
trative determination is feasible with-
in agency priorities and resources.

[44 FR 22323, Apr. 13, 1979, as amended at 54
FR 9034, Mar. 3, 1989]

§10.30 Citizen petition.

(a) This section applies to any peti-
tion submitted by a person (including a
person who is not a citizen of the
United States) except to the extent
that other sections of this chapter
apply different requirements to a par-
ticular matter.

(b) A petition (including any attach-
ments) must be submitted in accord-
ance with §10.20 and in the following
form:

(Date)
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