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(or for foreign farms, the same infor-
mation for the Director of the Office of 
Compliance in the Center for Food 
Safety and Applied Nutrition); and 

(i) The name and the title of the FDA 
representative who approved the order. 

[80 FR 74547, Nov. 27, 2015, as amended at 85 
FR 16552, Mar. 24, 2020] 

§ 112.204 What must I do if I receive an 
order to withdraw a qualified ex-
emption applicable to my farm? 

The owner, operator, or agent in 
charge of a farm that receives an order 
to withdraw a qualified exemption ap-
plicable to that farm under § 112.5 must 
either: 

(a) Comply with applicable require-
ments of this part within 120 calendar 
days of the date from receipt of the 
order or, if operations have ceased and 
will not resume within 120 calendar 
days, before the beginning of oper-
ations in the next growing season, or 
within a reasonable timeframe, agreed 
to by FDA, based on a written jus-
tification, submitted to FDA, for a 
timeframe that exceeds 120 calendar 
days from the date of receipt of the 
order; or 

(b) Appeal the order within 15 cal-
endar days of the date of receipt of the 
order in accordance with the require-
ments of § 112.206. 

§ 112.205 Can I appeal or request a 
hearing on an order to withdraw a 
qualified exemption applicable to 
my farm? 

(a) Submission of an appeal, includ-
ing submission of a request for an in-
formal hearing, will not operate to 
delay or stay any administrative ac-
tion, including enforcement action by 
FDA, unless the Commissioner of Food 
and Drugs, as a matter of discretion, 
determines that delay or a stay is in 
the public interest. 

(b) If the owner, operator, or agent in 
charge of the farm appeals the order, 
and FDA confirms the order: 

(1) The owner, operator, or agent in 
charge of the farm must comply with 
applicable requirements of this part 
within 120 calendar days from the date 
of receipt of the order, or, if operations 
have ceased and will not resume within 
120 calendar days, before the beginning 
of operations in the next growing sea-

son, or within a reasonable timeframe, 
agreed to by FDA, based on a written 
justification, submitted to FDA, for a 
timeframe that exceeds 120 calendar 
days from the date of receipt of the 
order; and 

(2) The owner, operator, or agent in 
charge of the farm is no longer subject 
to the modified requirements in §§ 112.6 
and 112.7. 

§ 112.206 What is the procedure for 
submitting an appeal? 

(a) To appeal an order to withdraw a 
qualified exemption applicable to a 
farm under § 112.5, the owner, operator, 
or agent in charge of the farm must: 

(1) Submit the appeal in writing to 
the FDA Division Director in whose di-
vision the farm is located (or in the 
case of a foreign farm, the Director of 
the Office of Compliance in the Center 
for Food Safety and Applied Nutrition), 
at the mailing address, email address, 
or fax number identified in the order 
within 15 calendar days of the date of 
receipt of the order; and 

(2) Respond with particularity to the 
facts and issues contained in the order, 
including any supporting documenta-
tion upon which the owner, operator or 
agent in charge of the farm relies. 

(b) In a written appeal of the order 
withdrawing an exemption provided 
under § 112.5, the owner, operator, or 
agent in charge of the farm may in-
clude a written request for an informal 
hearing as provided in § 112.207. 

[80 FR 74547, Nov. 27, 2015, as amended at 85 
FR 16552, Mar. 24, 2020] 

§ 112.207 What is the procedure for re-
questing an informal hearing? 

(a) If the owner, operator, or agent in 
charge of the farm appeals the order, 
the owner, operator, or agent in charge 
of the farm: 

(1) May request an informal hearing; 
and 

(2) Must submit any request for an 
informal hearing together with its 
written appeal submitted in accordance 
with § 112.206 within 15 calendar days of 
the date of receipt of the order. 

(b) A request for an informal hearing 
may be denied, in whole or in part, if 
the presiding officer determines that 
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