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writing that the approval is termi-
nated. 

(c) With respect to the application 
under paragraph (b) of this section, the 
Administrator shall approve or deny 
the application within 60 days of re-
ceiving the application. If the Adminis-
trator does not approve or deny the ap-
plication within 60 days of receiving it, 
the application is deemed to be ap-
proved and the approval remains in ef-
fect until the Administrator notifies 
the applicant in writing that the ap-
proval is terminated. 

[72 FR 37448, July 10, 2007, as amended at 75 
FR 10685, Mar. 9, 2010] 

Subpart E—Hearings 

§ 1315.50 Hearings generally. 
The procedures for the hearing re-

lated to assessment of annual needs or 
to the issuance, adjustment, suspen-
sion, or denial of a manufacturing, pro-
curement, or import quota are gov-
erned generally by the adjudication 
procedures set forth in the Administra-
tive Procedure Act (5 U.S.C. 551–559) 
and specifically by section 1002 of the 
Act (21 U.S.C. 952), by §§ 1315.52 through 
1315.62 of this part, and by the proce-
dures for administrative hearings 
under the Act set forth in §§ 1316.41 
through 1316.67 of this chapter. 

§ 1315.52 Purpose of hearing. 
(a) The Administrator may, in his 

sole discretion, hold a hearing for the 
purpose of receiving factual evidence 
regarding any one or more issues (to be 
specified by him) involved in the deter-
mination or adjustment of any assess-
ment of national needs. 

(b) If requested by a person applying 
for or holding a procurement, import, 
or individual manufacturing quota, the 
Administrator shall hold a hearing for 
the purpose of receiving factual evi-
dence regarding the issues involved in 
the issuance, adjustment, suspension, 
or denial of the quota to the person, 
but the Administrator need not hold a 
hearing on suspension of a quota under 
§ 1301.36 or § 1309.43 of this chapter sepa-
rate from a hearing on the suspension 
of registration under that section. 

(c) Extensive argument should not be 
offered into evidence, but rather pre-

sented in opening or closing state-
ments of counsel or in memoranda or 
proposed findings of fact and conclu-
sions of law. 

§ 1315.54 Waiver or modification of 
rules. 

The Administrator or the presiding 
officer (with respect to matters pend-
ing before him) may modify or waive 
any rule in this part by notice in ad-
vance of the hearing, if he determines 
that no party in the hearing will be un-
duly prejudiced and the ends of justice 
will thereby be served. Such notice of 
modification or waiver shall be made a 
part of the record of the hearing. 

§ 1315.56 Request for hearing or ap-
pearance; waiver. 

(a) Any applicant or registrant enti-
tled to a hearing under § 1315.52 and 
who desires a hearing on the issuance, 
adjustment, suspension or denial of a 
procurement, import, or individual 
manufacturing quota must, within 30 
days after the date of receipt of the 
issuance, adjustment, suspension or de-
nial of the application, file with the 
Administrator a written request for a 
hearing in the form prescribed in 
§ 1316.47 of this chapter. 

(b) Any interested person who desires 
a hearing on the determination of an 
assessment of annual needs must, with-
in the time prescribed in § 1315.11(c), 
file with the Administrator a written 
request for a hearing in the form pre-
scribed in § 1316.47 of this chapter, in-
cluding in the request a statement of 
the grounds for the hearing. 

(c) Any interested person who desires 
to participate in a hearing on the de-
termination or adjustment of an as-
sessment of annual needs, which hear-
ing is ordered by the Administrator 
under § 1315.11(c) or § 1315.13(c), may do 
so by filing with the Administrator, 
within 30 days of the date of publica-
tion of notice of the hearing in the 
FEDERAL REGISTER, a written notice of 
his intention to participate in the 
hearing in the form prescribed in 
§ 1316.48 of this chapter. 

(d) Any person entitled to a hearing 
under § 1315.52 or entitled to participate 
in a hearing under paragraph (c) of this 
section may, within the period per-
mitted for filing a request for a hearing 
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