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(b) In any case where the Adminis-
trator shall hold a hearing regarding 
the issuance, adjustment, suspension, 
or denial of a procurement quota pur-
suant to § 1303.12, or the issuance, ad-
justment, suspension, or denial of an 
individual manufacturing quota pursu-
ant to §§ 1303.21–1303.27, the procedures 
for such hearing shall be governed gen-
erally by the adjudication procedures 
set forth in the Administrative Proce-
dures Act (5 U.S.C. 551–559) and specifi-
cally by section 306 of the Act (21 
U.S.C. 826), by §§ 1303.32–1303.37, and by 
the procedures for administrative hear-
ings under the Act set forth in 
§§ 1316.41–1316.67 of this chapter. 

[36 FR 7786, Apr. 24, 1971, as amended at 37 
FR 15920, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973] 

§ 1303.32 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 aggre-
gate production quota. 

(b) If requested by a person applying 
for or holding a procurement quota or 
an 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 such quota to such person, 
but the Administrator need not hold a 
hearing on the suspension of a quota 
pursuant to § 1301.36 of this chapter sep-
arate from a hearing on the suspension 
of registration pursuant to those sec-
tions. 

(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. 

[36 FR 7786, Apr. 24, 1971, as amended at 37 
FR 15920, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973, as amended at 62 FR 
13958, Mar. 24, 1997] 

§ 1303.33 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. 

[36 FR 7786, Apr. 24, 1971. Redesignated at 38 
FR 26609, Sept. 24, 1973] 

§ 1303.34 Request for hearing or ap-
pearance; waiver. 

(a) Any applicant or registrant who 
desires a hearing on the issuance, ad-
justment, suspension, or denial of his 
procurement and/or individual manu-
facturing quota shall, within 30 days 
after the date of receipt of the 
issuance, adjustment, suspension, or 
denial of such quota, file with the Ad-
ministrator a written request for a 
hearing in the form prescribed in 
§ 1316.47 of this chapter. Any interested 
person who desires a hearing on the de-
termination of an aggregate production 
quota shall, within the time prescribed 
in § 1303.11(c), file with the Adminis-
trator a written request for a hearing 
in the form prescribed in § 1316.47 of 
this chapter, including in the request a 
statement of the grounds for a hearing. 

(b) Any interested person who desires 
to participate in a hearing on the de-
termination or adjustment of an aggre-
gate production quota, which hearing 
is ordered by the Administrator pursu-
ant to § 1303.11(c) or § 1303.13(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 such 
hearing in the form prescribed in 
§ 1316.48 of this chapter. 

(c) Any person entitled to a hearing 
or to participate in a hearing pursuant 
to paragraph (b) of this section, may, 
within the period permitted for filing a 
request for a hearing of notice of ap-
pearance, file with the Administrator a 
waiver of an opportunity for a hearing 
or to participate in a hearing, together 
with a written statement regarding his 
position on the matters of fact and law 
involved in such hearing. Such state-
ment, if admissible, shall be made a 
part of the record and shall be consid-
ered in light of the lack of opportunity 
for cross-examination in determining 
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the weight to be attached to matters of 
fact asserted therein. 

(d) If any person entitled to a hearing 
or to participate in a hearing pursuant 
to paragraph (b) of this section, fails to 
file a request for a hearing or notice of 
appearance, or if he so files and fails to 
appear at the hearing, he shall be 
deemed to have waived his opportunity 
for the hearing or to participate in the 
hearing, unless he shows good cause for 
such failure. 

(e) If all persons entitled to a hearing 
or to participate in a hearing waive or 
are deemed to waive their opportunity 
for the hearing or to participate in the 
hearing, the Administrator may cancel 
the hearing, if scheduled, and issue his 
final order pursuant to § 1303.37 without 
a hearing. 

[36 FR 7786, Apr. 24, 1971, as amended at 36 
FR 18731, Sept. 21, 1971; 37 FR 15920, Aug. 8, 
1972. Redesignated at 38 FR 26609, Sept. 24, 
1973] 

§ 1303.35 Burden of proof. 
(a) At any hearing regarding the de-

termination or adjustment of an aggre-
gate production quota, each interested 
person participating in the hearing 
shall have the burden of proving any 
propositions of fact or law asserted by 
him in the hearing. 

(b) At any hearing regarding the 
issuance, adjustment, suspension, or 
denial of a procurement or individual 
manufacturing quota, the Administra-
tion shall have the burden of proving 
that the requirements of this part for 
such issuance, adjustment, suspension, 
or denial are satisfied. 

[36 FR 7786, Apr. 24, 1971, as amended at 37 
FR 15920, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973, as amended at 62 FR 
13958, Mar. 24, 1997] 

§ 1303.36 Time and place of hearing. 
(a) If any applicant or registrant re-

quests a hearing on the issuance, ad-
justment, suspension, or denial of his 
procurement and/or individual manu-
facturing quota pursuant to § 1303.34, 
the Administrator shall hold such 
hearing. Notice of the hearing shall be 
given to the applicant or registrant of 
the time and place at least 30 days 
prior to the hearing, unless the appli-
cant or registrant waives such notice 
and requests the hearing be held at an 

earlier time, in which case the Admin-
istrator shall fix a date for such hear-
ing as early as reasonably possible. 

(b) The hearing will commence at the 
place and time designated in the notice 
given pursuant to paragraph (a) of this 
section or in the notice of hearing pub-
lished in the FEDERAL REGISTER pursu-
ant to § 1303.11(c) or § 1303.13 (c), but 
thereafter it may be moved to a dif-
ferent place and may be continued 
from day to day or recessed to a later 
day without notice other than an-
nouncement thereof by the presiding 
officer at the hearing. 

[36 FR 7786, Apr. 24, 1971, as amended at 37 
FR 15920, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973] 

§ 1303.37 Final order. 

As soon as practicable after the pre-
siding officer has certified the record 
to the Administrator, the Adminis-
trator shall issue his order on the de-
termination or adjustment of the ag-
gregate production quota or on the 
issuance, adjustment, suspension, or 
denial of the procurement quota or in-
dividual manufacturing quota, as case 
may be. The order shall include the 
findings of fact and conclusions of law 
upon which the order is based. The 
order shall specify the date on which it 
shall take effect. The Administrator 
shall serve one copy of his order upon 
each party in the hearing. 

[36 FR 7786, Apr. 24, 1971, as amended at 37 
FR 15920, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973] 

PART 1304—RECORDS AND 
REPORTS OF REGISTRANTS 

GENERAL INFORMATION 

Sec. 
1304.01 Scope of part 1304. 
1304.02 Definitions. 
1304.03 Persons required to keep records and 

file reports. 
1304.04 Maintenance of records and inven-

tories. 
1304.05 Records of authorized central fill 

pharmacies and retail pharmacies. 
1304.06 Records and reports for electronic 

prescriptions. 

INVENTORY REQUIREMENTS 

1304.11 Inventory requirements. 
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