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CSA - Histericall Perspective:

Pure Food and Drug
Act, 1906
(labeling)

o~

Drug Abuse Control
Amendments 1965

|

e

Single
Convention,

Manufacturing Act

Narcotic

1960

1961

Harrison Narcotic Act,
1914 -
(licensure and record-
keeping)

o

Psychotropic
Substances Act, 1978

Chemical Precursor

Convention,
1988




Levels of Drug Control

Schedule I (CI) -

= Substances with high abuse potential and no medical utility
(most restrictive)

Schedule Il (Cl1)-

e Substances with high abuse potential and medical utility

Schedule 111, 1V and V (ClIl, Cl1V, CV)—

e Substances with medical utility in the U.S. and high (CIII) to
progressively lower levels of abuse potential, dependence
profile and regulatory controls

Ephed, Pseudo & PPA (List 1)-

Substances used for manufacture of cough & cold medicines and
vet products. Can also be used for illicit manufacture of
methamphetamine & amphetamine




PUrpose of Ouoetas

Provide for legitimate need of Schedule |-and |
controlled supstances and three list' 1 chemicals
(E, PE, and PPA)

Restrict the manufacture and precurement to
these manufacturers registered by DEA

Limit the guantity. of drugs: in Schedule I and i,
and three list 1 chemicals (E, PE, PPA) WhIch
may, e manuiactured or produced in U.S.

Provide adeguate inventoeries



Quota Reguirements
Schedule It and I'l' Controlled
Substances

AggregaterPredlictiont@uetas
(21 CFR 1303.11 and 1303.13)

Individual" Manuiactling Quotas
(21 CER 1303.21 through 1303.27)

PIOCUEMERNOUOLAS
(21 CFR 1303.12)
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*Packaging/Labeling are not counted against the APQ/AAN



Aggregate Production Quetas

Upper limit of national preduction
Established annually With ene revision
Federal Register notices required

Schedules Irand Il controlled
Sustances (lasic classes) Z



Relatienship Between Aggregate
and Manufactlinng Quoetas

APQ = 244 kg

B Manufacturer A
® Manufacturer B
Manufacturer C
® Manufacturer D
Manufacturer E
Remaining APQ

100




Manufacturing Quotas

s B R BN
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Bulk manufacturers of Schedules I and i
controlled sukstances Whoese methods

Incluade:

n EXtraction from plant materal i.e. coca
leaf, opIum, PoppY. straw, concentrate

n SYNthetic reutes I.e.

nydrocodone from codeine
Controlled from non-controlled substance/chemical



Manufacturing Quoetas
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EStablishmaximum: amount WRICH may.
e I & calendar: year

DEA registered bulk manufacturers
cannot exceed manufacturng gueta

Estallishi guidelines: for Inventory.
allewancees



Manufacturing Quota
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T EEEEEEDT |nvent0ry A”OWance

21 CFR 13083.24

50%0 off aVelege net dispoesals for current and
preceding year for current manuiacturers

50% of reasenanly estimated net dispesal for
current year fer new manufacturers

DUrRG calendar year may. 0)]
estimated’ net dispoesal

Exceeding 65% will Uil
Inventory: Is less than 60% of net dispesals

AN
FEE
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*Packaging/Labeling are not counted against the APQ/AAN
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Procurement Quotas

Manufacturersiwho: procure a Schedule It or
It contrelled sulstance, or List 1. chemical
for the pPuUrpPeses of:

n Converting bulk- ARINnte finished desage forms

n Formulating products such as
FDA approved pharmaceuticals W .
Exempt chemical preparations [ S A
Reference standards

n Packaging, repackaging, lakeling or re-lalbeling
a commercial container or doesage form

PQ always received for these activities 13



~ g» 2 Procurement Quotas o
DEA registered manufacturers

EStallishessmaximum: amoeunt Which may. e
aceUIred i a calendar year

Certification ofi adeguate guota needed to
place erder (21 CER 1303.12(f))

Cannot exceed procurement guota

Sum: of procurement guoetas' determines
amount of bulk material to' be produced
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Procurement Quota. e

Freguently: Asked Questions

Registration nUmBer changed

n New Quoeta ISTneeded to' receive iInventory.
Of old registration

n New Queta IS needed torcontinue actvity
UnRder new. registration

n MUSE submiIt new guoeta applications
online ence all'necessarny drlig codes have
peen added to registration

N
15



Procurement Quota. e

Freguently: Asked QUestions

Analytical Stanaarads

n No gueta Is needed as per 21 CER
1303.12(e)(2).

Researech

n NG guotal needed for research registration per
21 CER 1303.12(e)(3)

n BE awale of What'IS' considered  researcn Versus
manufacturing
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Wiho Needs Quota? Fellowing a
Product From Start To Finish

A Bulk-manufacturer Imports peppy. stiaw, for moerphine
extraction. They sell the extracted morphine te
company “A*Which converts the bulk moerphine Into
Peads and encapsulates them.

Company. “ A senas; the finished morphine capsules to
thelr boettling and lalbeling company.: “B.*

Company. “B** bottles and: labels the finishead desage
UnIts and sends them to; a distributing company.
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Who need Quotas - Poppy Straw to Packager

Bulk MFG

Imports CPS for extraction
To morphine

*PQ to receive
imported CPS
*MQ to extract
morphine

Dosage Form
MFG

makes morphine
tablets

Packager/
Labeler

*PQ to receive

*PQ to procure morphine tablets
& mfg tablets

CPS = Concentrated Poppy Straw
MFG = Manufacturer

PQ = Procurement Quota

MQ = Manufacturing Quota



Whoe Needs Quota ARSWerS:

Bulk manufacturer

n Precurement guoeta (CPS) s reguired to: transfer the
Imported material to thelr manufacturng registration.

n Manufacturng Queta (Imoerphine) Is required to
extract monphine from the peppy. straw.

Company A — dosage ferm: manufacturer

n Precurement Quota (Imorphine) s reguired to; procure
pUlkimorphine for dosage ferm manufacturng.

Company B'— relabeler/repackager manufacturer,

n Precurement Quota (Imorphine) Is reqguired te acquire
the finished desage units for packaging and product
labeling.
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Compat Methamphretamine

Eplaemie Act 2005 (CMEA)
Enacted on March 9, 2006

Pseudeephedrine; Ephedrne, and
Phenylpropanelamine

Additional legislative and' regulatery. controls on the
manutacture; distrhbution, Impoertation, and
exportation of these List 1 chemicals

Registration new: required ferr each physical location
(manufacturer, distributor, Impoerter or exporter)
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Quota Provisions of CMEA
Interim Einal Rule - July: 10; 2007 (71 FR 56008)

Bulke manufacturers who synthesize EPH; PSE and
PPA'must ebtain'a manufacturng guota (DEA-189).

Manufacturers who: purchase EPH, PSE and PPA
must ebtain a procurement guota (DEA-250).

n Desage fierm manufacturers, packagers, lakelers,
[epackagers and relalelers

Importers who impoert EPH; PSE and PPA (0r
products containing EPH, PSE, and PPA) must obtain
an Import guota (DEA-488).
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CMEA Quota Requirements
Pursuant te 21, CER RPart 1315

Asgassane of At Nagels
(21 CER 1315.11 and 1315.13)

Individual VanRuiEctihng Quetas
(21 CER 1315.21 through 1315.27)

PIGCUEMERIEOUGHES
(21 CER 1315.30 and 1315.32)

ImperE Quotas
(21 CFR 1315.34 and 1315.36)
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- Import Quotas PR ot

DEA registered importer
Only applies to E, PE, PPA

EStalblished maximum amoeunt WhHICH
may. be Impoerted 1 a calendar year

Quota adjustments may. e reguested
at any time durng the calendalr year
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Relationship Between Assessment
of Annual Needs and Quotas

50 30

B Manufacturer A
O Manufacturer B
O Importer T
B Importer X
O Importer Y
O Remaining

AAN = 164 kg



Freguently: Asked List Il Quota
Questions

Can a DEA registered analytical lal import List
| chemicals as; a coincidental activity?

N Only DEA registered ImPoriers may Impofrt
LISt Irchemicals. Analytical lalns may Impofrt
CONLOIEA SUBSIAIGES as a Colncident: activity.
only.
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Frequently: Asked List | Quota Questions

(Cont)

Doees a manutacturer Who consumes all' of a list |
chemicallinternally qualify:as an' “end user:?

N AlIFDEA registered manufacturers who: procure List |
chemicals for a manufacturng activity: must have guota,
including these'whoe'de net distribute these list I chemicals:.

nIihe albsence of this information woeuld prevent DEA from
considering all relevant infermation required by law when
establishing the assessment off annual needs.
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Freguently. Asked List Il Quota
QUESLIeAS (Cont)

Can an Importer of list Ifchemicals accept
[etlns?

N

Returns te an Importer are not allowed
Under the current statute and regulations.
IHOWeEVer, If:the materal s  “not usable™ ana
returned to the importer then this will be
allewahble as an “incomplete transaction”
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Frequently Asked List | Quoeta
Questions: (cont)

I"am anfimperter and have a new: customer
can I supply the List It chemical to them?

n YOoU may Import to the extent of your: firms
IMport guota and may: supply. API e your
custemers Who:can supply: certification: that
they have guota te receive this materal. You
may request an adjustment to your firm’s
ImMport queta at anytime.
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Wiho Needs Quota? Fellowing a
Product From Start To Finish

Al Bulk: manufacturer Imports bulk
ephedrine for conversion Intoe
pseudeephedrine. They sell the
pSeudeephedrine te: Company: “A* WhHICH

CONVerts the bulk pseudoephedrine Intoe
desage ferms.

AS)



Who need Quotas - import ephedrine to pseudo

BULK Dosage Form
Ephedrlne ‘ ‘ MFG # MFG
makes pseudo
*PQ to receive

*PQ to procure ephedrine

'lQ to receive *MQ to convert ephedrine Pogpen pogues
imported ephedrine to pseudoephedrine '

MFG = Manufacturer Packager/

PQ = Procurement Quota (#—i’ggier)

MQ = Manufacturing Quota o

*PQ to receive pseudo dosage forms
(Packaging/Labeling = mfg activity)



Who Needs Quota ARSWErS:

Importer

N Impoert gueta‘(ephedringe) Is reguired te Import the
ephedrne interthe U.S. Under an Importer
registration.

BUlk-manufacturer

n Precurement guoeta (ephedrine) s reguired te
transier the ephedrine firom thelr Importer
registration te thelr manufacturing registration.

n Manufacturing Quota (pseudoeephedrine) is reguired
10 manufacture pseudeephedrine from the
ephedrine.
31



Who Needs Quota ARSWErS:

(cont)
Company A — dosage ferm manufacturer

n Precurement Quota (pseudeepneadnne) Is required to
procure bulk pseudeepnedrne for dosage form
manufacturng

Company. B'— repackager/ relabeler

n Precurement Quota (pseudeephnednne) Is required to
proecure bulk desage ferm' fer packaging/: lakeling
activities
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Federal Registers: Cycle

1. Proposed 30 day 3. Proposed 30 Day
Initial Comment Revised Comment
AAN & APQ period AAN & APQ period
2. Established 4. Established
Initial Final

AAN & APQ AAN & APQ
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Overview. of Procedure for
Setting the Aggregate
Production Quota

o develop the APQ for the United States,
DEA considers:

n Applicatiens fer manufactiurng and
precurement guotas from DEA registered
manufacturers

n FDA EStimates
n Other Considerations
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Data Used to Establish Quotas:
Company: Data Incltdes

g lRventony
o DISPOSItioNS
a Acguisitions

g Other factoers such as yielas, product
development neeads, etce.
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Data Used to Establish Quotas:
FDA Information Includes

g New, discontinued; and recalled
drug products

g New indications: for previously.
approved desage fierms

g New desage fierms
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Other Considerations

Albuse Data
Constimption Data
lrafficking Data

Investigational Studies
Diversion Data
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Overview. of Precedure for
Setting the Assessment of
AnnualiNeeds

\7 [0 develop the assessment of
annual needs for the United
States, DEA considers:

\7 Applications;fior Import, manufacturng and
procurement guotas fremrDEA registered
manulacturers and Importers:.

\7 FDA Information

\7 Trends n the national rate off dispesals
(sales/utilization).

\7. Actual and estimated inventories.

\7 Projected demand for the list I'chemicals
PE, E, PPA

\7. Other factors
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Quota Iypes summary

PROCUREMENT

e DEA Form 250
e Dosage form
manufacturers

e Packagers

o Labelers

* Repackager
* Relabelers

MANUFACTURING

*DEA Form189
Bulk Manufacturers

IMPORT

*DEA 488 & Form A
eImporters of List |
chemicals




Contact

UNReporting & Quoeta Section
(202) 307~ 7184

Chrstine A. Sannerud, PhD; Chief
Chrs.A.Sannerud@usadoj.goV.

Stacy Harper-Avilla, MSe, Unit Chief
Stacy. Harper-Avilla@usdoej.goy.
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