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pseudoephedrine, or phenylpropanola-
mine that has been previously fixed
pursuant to §1315.11.

(b) In determining to adjust the as-
sessment of annual needs, the Adminis-
trator shall consider the following fac-
tors:

(1) Changes in the demand for that
chemical, changes in the national rate
of net disposal of the chemical, and
changes in the rate of net disposal of
the chemical by registrants holding in-
dividual manufacturing or import
quotas for that chemical;

(2) Whether any increased demand for
that chemical, the national and/or
changes in individual rates of net dis-
posal of that chemical are temporary,
short term, or long term;

(3) Whether any increased demand for
that chemical can be met through ex-
isting inventories, increased individual
manufacturing quotas, or increased im-
portation, without increasing the as-
sessment of annual needs, taking into
account production delays and the
probability that other individual man-
ufacturing quotas may be suspended
pursuant to §1315.24(b);

(4) Whether any decreased demand
for that chemical will result in exces-
sive inventory accumulation by all per-
sons registered to handle that chemical
(including manufacturers, distributors,
importers, and exporters), notwith-
standing the possibility that individual
manufacturing quotas may be sus-
pended pursuant to §1315.24(b) or aban-
doned pursuant to §1315.27;

(5) Other factors affecting medical,
scientific, research, industrial, and im-
portation needs in the United States,
lawful export requirements, and re-
serve stocks, as the Administrator
finds relevant, including changes in the
currently accepted medical use in
treatment with the chemical or the
substances that are manufactured from
it, the economic and physical avail-
ability of raw materials for use in man-
ufacturing and for inventory purposes,
yield and stability problems, potential
disruptions to production (including
possible labor strikes), and recent un-
foreseen emergencies such as floods
and fires.

(¢c) In the event that the Adminis-
trator determines to increase or reduce
the assessment of annual needs for a
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chemical, the Administrator shall pub-
lish in the FEDERAL REGISTER general
notice of an adjustment in the assess-
ment of annual needs for that chemical
as determined under this section. A no-
tice of the publication shall be mailed
simultaneously to each person reg-
istered as a manufacturer or importer
of the chemical.

(d) The Administrator shall permit
any interested person to file written
comments on or objections to the pro-
posal and shall designate in the notice
the time during which such filings may
be made.

(e) The Administrator may, but is
not required to, hold a public hearing
on one or more issues raised by the
comments and objections filed with
him. In the event the Administrator
decides to hold such a hearing, he shall
publish a notice of the hearing in the
FEDERAL REGISTER. The notice shall
summarize the issues to be heard and
set the time for the hearing, which
shall not be less than 10 days after the
date of publication of the notice.

(f) After consideration of any com-
ments or objections, or after a hearing
if one is ordered by the Administrator,
the Administrator shall issue and pub-
lish in the FEDERAL REGISTER the final
order determining the assessment of
annual needs for the chemical. 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.
A notice of the publication shall be
mailed simultaneously to each person
registered as a manufacturer or im-
porter of the chemical.

Subpart C—Individual
Manufacturing Quotas

§1315.21 Individual
quotas.

The Administrator shall, on or before
December 1 of each year, fix for and
issue to each person registered to man-
ufacture in bulk ephedrine,
pseudoephedrine, or phenylpropanola-
mine who applies for a manufacturing
quota an individual manufacturing
quota authorizing that person to man-
ufacture during the next calendar year
a quantity of that chemical. Any man-
ufacturing quota fixed and issued by

manufacturing
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the Administrator is subject to his au-
thority to reduce or limit it at a later
date pursuant to §1315.26 and to his au-
thority to revoke or suspend it at any
time pursuant to §§1301.36, 1309.43,
1309.44, or 1309.45 of this chapter.

[72 FR 37448, July 10, 2007, as amended at 88
FR 60143, Aug. 31, 2023]

§1315.22 Procedure for applying for
individual manufacturing quotas.

Any person who is registered to man-
ufacture ephedrine, pseudoephedrine,
or phenylpropanolamine and who de-
sires to manufacture a quantity of the
chemical must apply on DEA Form 189
for a manufacturing quota for the
quantity of the chemical and shall
state separately for each subcategory,
as defined in §1315.07, each quantity of
such chemical. Copies of DEA Form 189
may be obtained from the Office of Di-
version Control Web site, and must be
filed (on or before April 1 of the year
preceding the calendar year for which
the manufacturing quota is being ap-
plied) with the UN Reporting & Quota
Section, Diversion Control Division,
Drug Enforcement Administration. See
the Table of DEA Mailing Addresses in
§1321.01 of this chapter for the current
mailing address. A separate application
must be made for each chemical de-
sired to be manufactured. The appli-
cant must state the following:

(a) The name and DEA Chemical
Code Number, as set forth in part 1310
of this chapter, of the chemical.

(b) For the chemical in each of the
current and preceding 2 calendar years,

(1) The authorized individual manu-
facturing quota, if any;

(2) The actual or estimated quantity
manufactured;

(3) The actual or estimated net dis-
posal;

(4) The actual or estimated inventory
allowance pursuant to §1315.24; and

(6) The actual or estimated inventory
as of December 31.

(c) For the chemical in the next cal-
endar year,

(1) The desired individual manufac-
turing quota; and

(2) Any additional factors that the
applicant finds relevant to the fixing of
the individual manufacturing quota,
including any of the following:
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(i) The trend of (and recent changes
in) the applicant’s and the national
rates of net disposal.

(ii) The applicant’s production cycle
and current inventory position.

(iii) The economic and physical avail-
ability of raw materials for use in man-
ufacturing and for inventory purposes.

(iv) Yield and stability problems.

(v) Potential disruptions to produc-
tion (including possible labor strikes).

(vi) Recent unforeseen emergencies
such as floods and fires.

[72 FR 37448, July 10, 2007, as amended at 73
FR 73555, Dec. 3, 2008; 75 FR 10684, Mar. 9,
2010; 88 FR 60143, Aug. 31, 2023]
§1315.23 Procedure for fixing indi-
vidual manufacturing quotas.

(a) In fixing individual manufac-
turing quotas for ephedrine,
pseudoephedrine, and phenylpropanola-
mine, the Administrator shall allocate
to each applicant who is currently
manufacturing the chemical a quota
equal to 100 percent of the estimated
net disposal of that applicant for the
next calendar year, adjusted—

(1) By the amount necessary to in-
crease or reduce the estimated inven-
tory of the applicant on December 31 of
the current year to his estimated in-
ventory allowance for the next cal-
endar year, pursuant to §1315.24, and

(2) By any other factors which the
Administrator deems relevant to the
fixing of the individual manufacturing
quota of the applicant, including:

(i) The trend of (and recent changes
in) the applicant’s and the national
rates of net disposal,

(ii) The applicant’s production cycle
and current inventory position,

(iii) The economic and physical avail-
ability of raw materials for use in man-
ufacturing and for inventory purposes,

(iv) Yield and stability problems,

(v) Potential disruptions to produc-
tion (including possible labor strikes),
and

(vi) Recent unforeseen emergencies
such as floods and fires.

(b) In fixing individual manufac-
turing quotas for a chemical, the Ad-
ministrator shall allocate to each ap-
plicant who is not currently manufac-
turing the chemical a quota equal to
100 percent of the reasonably estimated
net disposal of that applicant for the
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