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§ 17.9 Answer. 

(a) The respondent may request a 
hearing by filing an answer with the 
Division of Dockets Management 
(HFA–305), Food and Drug Administra-
tion, 5630 Fishers Lane, rm. 1061, Rock-
ville, MD 20852, within 30 days of serv-
ice of the complaint. Unless stated oth-
erwise, an answer shall be deemed to be 
a request for hearing. 

(b) In the answer, the respondent: 
(1) Shall admit or deny each of the 

allegations of liability made in the 
complaint; allegations not specifically 
denied in an answer are deemed admit-
ted; 

(2) Shall state all defenses on which 
the respondent intends to rely; 

(3) Shall state all reasons why the re-
spondent contends that the penalties 
and assessments should be less than 
the requested amount; and 

(4) Shall state the name, address, and 
telephone number of the respondent’s 
counsel, if any. 

(c) If the respondent is unable to file 
an answer meeting the requirements of 
paragraph (b) of this section within the 
time provided, the respondent shall, be-
fore the expiration of 30 days from 
service of the complaint, file a request 
for an extension of time within which 
to file an answer that meets the re-
quirements of paragraph (b) of this sec-
tion. The presiding officer may, for 
good cause shown, grant the respond-
ent up to 30 additional days within 
which to file an answer that meets the 
requirements of paragraph (b) of this 
section. 

(d) The respondent may, on motion, 
amend its answer to conform with the 
evidence as justice may require. 

§ 17.11 Default upon failure to file an 
answer. 

(a) If the respondent does not file an 
answer within the time prescribed in 
§ 17.9 and if service has been effected as 
provided in § 17.7, the presiding officer 
shall assume the facts alleged in the 
complaint to be true, and, if such facts 
establish liability under the relevant 
statute, the presiding officer shall 
issue an initial decision within 30 days 
of the time the answer was due, impos-
ing: 

(1) The maximum amount of pen-
alties provided for by law for the viola-
tions alleged; or 

(2) The amount asked for in the com-
plaint, whichever amount is smaller. 

(b) Except as otherwise provided in 
this section, by failing to file a timely 
answer, the respondent waives any 
right to a hearing and to contest the 
amount of the penalties and assess-
ments imposed under paragraph (a) of 
this section, and the initial decision 
shall become final and binding upon 
the parties 30 days after it is issued. 

(c) If, before such a decision becomes 
final, the respondent files a motion 
seeking to reopen on the grounds that 
extraordinary circumstances prevented 
the respondent from filing an answer, 
the initial decision shall be stayed 
pending a decision on the motion. 

(d) If, on such motion, the respondent 
can demonstrate extraordinary cir-
cumstances excusing the failure to file 
an answer in a timely manner, the pre-
siding officer may withdraw the deci-
sion under paragraph (a) of this sec-
tion, if such a decision has been issued, 
and shall grant the respondent an op-
portunity to answer the complaint as 
provided in § 17.9(a). 

(e) If the presiding officer decides 
that the respondent’s failure to file an 
answer in a timely manner is not ex-
cused, he or she shall affirm the deci-
sion under paragraph (a) of this sec-
tion, and the decision shall become 
final and binding upon the parties 30 
days after the presiding officer issues 
the decision on the respondent’s mo-
tion filed under paragraph (c) of this 
section. 

§ 17.13 Notice of hearing. 
After an answer has been filed, the 

Center shall serve a notice of hearing 
on the respondent. Such notice shall 
include: 

(a) The date, time, and place of a pre-
hearing conference, if any, or the date, 
time, and place of the hearing if there 
is not to be a prehearing conference; 

(b) The nature of the hearing and the 
legal authority and jurisdiction under 
which the hearing is to be held; 

(c) A description of the procedures 
for the conduct of the hearing; 

(d) The names, addresses, and tele-
phone numbers of the representatives 
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