Drug Enforcement Administration, Justice

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
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]
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§1303.37

§1303.35

(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.

Burden of proof.

[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
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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.

INVENTORY REQUIREMENTS
1304.11 Inventory requirements.

CONTINUING RECORDS

1304.21 General requirements for continuing
records.

1304.22 Records for manufacturers, distribu-
tors, dispensers, researchers, importers,
and exporters.

1304.23 Records for chemical analysts.

1304.24 Records for maintenance treatment
programs and detoxification treatment
programs.

1304.25 Records for treatment programs
which compound narcotics for treatment
programs and other locations.

REPORTS

1304.31 Reports from manufacturers import-
ing narcotic raw material.

1304.32 Reports of manufacturers importing
coca leaves.

1304.33 Reports to ARCOS.

AUTHORITY: 21 U.S.C. 821, 827, 871(b), 958(e),
965, unless otherwise noted.

GENERAL INFORMATION

§1304.01 Scope of part 1304.

Inventory and other records and re-
ports required under section 307 or sec-
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tion 1008(d) of the Act (21 U.S.C. 827 and
958(d)) shall be in accordance with, and
contain the information required by,
those sections and by the sections of
this part.

[36 FR 7789, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973]

§1304.02 Definitions.

Any term contained in this part shall
have the definition set forth in section
102 of the Act (21 U.S.C. 802) or part
1300 of this chapter.

[62 FR 13958, Mar. 24, 1997]

§1304.03 Persons required to keep
records and file reports.

(a) Each registrant shall maintain
the records and inventories and shall
file the reports required by this part,
except as exempted by this section.
Any registrant who is authorized to
conduct other activities without being
registered to conduct those activities,
either pursuant to §1301.22(b) of this
chapter or pursuant to §§1307.11-1307.15
of this chapter, shall maintain the
records and inventories and shall file
the reports required by this part for
persons registered to conduct such ac-
tivities. This latter requirement should
not be construed as requiring stocks of
controlled substances being used in
various activities under one registra-
tion to be stored separately, nor that
separate records are required for each
activity. The intent of the Administra-
tion is to permit the registrant to keep
one set of records which are adapted by
the registrant to account for controlled
substances used in any activity. Also,
the Administration does not wish to
acquire separate stocks of the same
substance to be purchased and stored
for separate activities. Otherwise,
there is no advantage gained by per-
mitting several activities under one
registration. Thus, when a researcher
manufactures a controlled item, he
must keep a record of the quantity
manufactured; when he distributes a
quantity of the item, he must use and
keep invoices or order forms to docu-
ment the transfer; when he imports a
substance, he keeps as part of his
records the documentation required of
an importer; and when substances are
used in chemical analysis, he need not



