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§117.280

final decision within 10-calendar days
after the hearing is held; or

(2) If FDA denies the request for a
hearing, the presiding officer must
issue a final decision on the appeal
confirming or revoking the withdrawal
within 10 calendar days after the date
the appeal is filed.

§117.280 Revocation of an order to
withdraw a qualified facility ex-
emption.

An order to withdraw a qualified fa-
cility exemption is revoked if:

(a) You appeal the order and request
an informal hearing, FDA grants the
request for an informal hearing, and
the presiding officer does not confirm
the order within the 10-calendar days
after the hearing, or issues a decision
revoking the order within that time; or

(b) You appeal the order and request
an informal hearing, FDA denies the
request for an informal hearing, and
FDA does not confirm the order within
the 10-calendar days after the appeal is
filed, or issues a decision revoking the
order within that time; or

(¢c) You appeal the order without re-
questing an informal hearing, and FDA
does not confirm the order within the
10-calendar days after the appeal is
filed, or issues a decision revoking the
order within that time.

§117.284 Final agency action.

Confirmation of a withdrawal order
by the presiding officer is considered a
final agency action for purposes of 5
U.S.C. 702.

§117.287 Reinstatement of a qualified
facility exemption that was with-
drawn.

(a) If the FDA Division Director in
whose division your facility is located
(or, in the case of a foreign facility, the
Director of the Office of Compliance in
the Center for Food Safety and Applied
Nutrition) determines that a facility
has adequately resolved any problems
with the conditions and conduct that
are material to the safety of the food
manufactured, processed, packed, or
held at the facility and that continued
withdrawal of the exemption is not
necessary to protect public health and
prevent or mitigate a foodborne illness

21 CFR Ch. | (4-1-25 Edition)

outbreak, the FDA Division Director in
whose division your facility is located
(or, in the case of a foreign facility, the
Director of the Office of Compliance in
the Center for Food Safety and Applied
Nutrition) will, on his or her own ini-
tiative or on the request of a facility,
reinstate the exemption.

(b) You may ask FDA to reinstate an
exemption that has been withdrawn
under the procedures of this subpart as
follows:

(1) Submit a request, in writing, to
the FDA Division Director in whose di-
vision your facility is located (or, in
the case of a foreign facility, the Direc-
tor of the Office of Compliance in the
Center for Food Safety and Applied Nu-
trition); and

(2) Present data and information to
demonstrate that you have adequately
resolved any problems with the condi-
tions and conduct that are material to
the safety of the food manufactured,
processed, packed, or held at your fa-
cility, such that continued withdrawal
of the exemption is not necessary to
protect public health and prevent or
mitigate a foodborne illness outbreak.

(c) If your exemption was withdrawn
under §117.251(a)(1) and FDA later de-
termines, after finishing the active in-
vestigation of a foodborne illness out-
break, that the outbreak is not di-
rectly linked to your facility, FDA will
reinstate your exemption under
§117.5(a), and FDA will notify you in
writing that your exempt status has
been reinstated.

(d) If your exemption was withdrawn
under both §117.251(a)(1) and (2) and
FDA later determines, after finishing
the active investigation of a foodborne
illness outbreak, that the outbreak is
not directly linked to your facility,
FDA will inform you of this finding,
and you may ask FDA to reinstate
your exemption under §117.5(a) in ac-
cordance with the requirements of
paragraph (b) of this section.

[80 FR 56145, Sept. 17, 2015, as amended at 85
FR 16553, Mar. 24, 2020]
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