2012 Established Aggregate Production Quotas

Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to
establish limits on the production of schedules I and I controlled substances. This
responsibility has since been delegated to the Administrator of the Drug Enforcement
Administration (DEA).

The regulations require that DEA revise the aggregate production quota (APQ) annually after
review of pertinent information provided from various sources including DEA-registered
manufacturers and the Food and Drug Administration (FDA).

The attached Federal Register seeks to establish the APQ for 2012. A table summarizing the
APQ and the changes made to the proposed established value are attached for reference.

OD is recommending an increase in the APQ for alfentanil. This increase is based on
increased exportation requirements.

OD is recommending an increase in the APQ for dihydrocodeine. This increase is based on
increased manufacturing requirements.

OD is recommending an increase in the APQ) for diphenoxylate. This increase is based on
increased sales.

OD is recommending an increase in the' APQ for hydromerphinol. This increase is based
on the increased need for reference standards.

0D is recommending an increase in the APQ for lisdexamfetamine. This increase is based
on increased exportation requirements.

OD is recommending an increase in the APQ for meperidine. The increase is due to
increased sales.

OD is recommending an increase in the APQ for meperidine intermediate A. This increase
is based on the increased need for reference standards.

OD is recommending an increase in the APQ for meperidine intermediate B. This increase
is based on the increased need for reference standards.

OD is recommending an increase in the APQ for meperidine intermediate C. This increase
is based on the increased need for reference standards.

OD is recommending an increase in the APQ for morphine-N-oxide. This increase is based
on the increased need for reference standards.

OD is recommending an increase in the APQ for nabilone. The increase is to suppont
product development efforts.
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e OD is recommending an increase in the APQ for pentobarbital. The increase is due to
increased sales and because|”” now properly assesses their quota at the initial
manufacturing stage vs. the final finished product. The majority of this increase is
accounting for their manufacturing losses.

e OD is recommending an increase in the APQ for properidine. This increase is based on the
increased need for reference standards,

e 0D is recommending an increase in the APQ for tapentadol. This increase is to support
product development efforts. Currently Tapentadol ether is manufactured outside the US, the
product development efforts will allow a shift to domestic manufacturing.
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Aggregate Production Quotas

{all valuzes are in grams unless indicated otharwise)

Canttolled Substance Final Revised, fnitial  |Final Revised| Proposed |  [nitial
Intial
N N-Dtmelhylamphetammq . : 2 2 2 2 2
N-Ethylamghetamine ! ~ 2 2 2 2 2
N-Hydroxy-3.4- Methylenedicxyamphetamine C 2 2 2 2 2
Schedula I: i 2018 ot 2011 2012 L2
Noracymethadol 2 2 2| 2 2
Narlevorphanol e 52 52 52 52, B2
Normethadone - ) ~ N 2 2 2 2 2
Normo_rph_me___ . 16 18 18 N 18 18]
Para-fiuorofenlanyl ] _ . 2 2 2 2 2
Phenomorphan ] —_— 2. 2 .2 IS 2
Pholcodine ___ . _ 2 .2 2 - 2
Psilocybin ! ‘ _ ) 2 2 2 2 2
Psilocyn . ... - 2 2 2 2 2
Tetrahydrocannabmois R 264.000 393,000 393,000 393,000 333,000
Thiofentanyl _ _ 2 2 - 2 2 2
Tilidine R L 10 10 10 10 10
Trimeperidine . - .. 2 2 __ 2 2 _2
Controlled Substance Fina! Revised Initial Final Revised| Proposed Initial
Initial
Schedule II: o e _20 ) 2011 2011 | 2012 012
1-Phenyloyclohexylamine 2 . al___ 2 2 2
1-Piperdingcyclohexanecarbonitrile _ 1] 2 2 2 2
-AmImu-N-phenethyl-4-p1pertdme (ANPF) 1,100,0001 2,500,000 1,800,000 1.800,000 1.800.000
Alfentant] . 8,000 8,000 12,800; 11,600 15.000
Alphaprodine - . o 2 2 2 2 2
Amobarbita) ‘ 3T anp07 40,007 40,007 40,007
Amphetamine (for conversion) 7,500,000]  7.500,000] 8,500,000 8,500,000 8,500,000
Amphelamine (for sate) 18,600,000  18,600,000! 26,300, GOD 25,300, 000' 25,300,000
Carfentanil 200 0 0
Cocaine . 247,000 _ 247,000 ;.’_:1_5.00{) 216.000 216,000
Codeine (far wnversmq) 1 65,000,000 65,000,000] 65,000,000 €5,000,000( 65,000,000
Codeine (for sale) ___ _ 39,605,000] 39,605,000] 39.605.000) 39.605.000) 39,605,000
Dextropropaxyphene - 92,000,000 92,000,000 7 7 7
Dihydrocodeine_ L .. 800,000 800,000 255,000 255000 . 400,000
Diphenexylate o 827,000 827,000 730,000 500.000] 900,000
Ecgonine 83,000 83,000 83, 000 . B3,000 83,000
Ethylmorphine . 2 2 2 L2
Fentanyi ] - 1,428,000  1,428,000] _ 1,428, 000 1,428.000] 1,428,000
Giutethimide 2 2l .. 2l 2y 2
Hydrocodone (far sale) . _ 55,000,000] 55,000,000 59,000,000 58,000,000i 59,000,000
Hydromorphone _ 3,455,000: . 3,455,000 3,455,000 3,455,000 3.455,000
Isomethadone 1. 1 2 4 4
Leve-alphacetyimethadol (LAAM) 3 3 a 3 3
Levomethorphan 5 5 2 28 2
Levorphanal 10,000 10,000 3,600 3.600] . 3.600
Lisdexamfetamina L 9,000,000 9,000,000 10,400,000 10,400,000 12,600,000
Meperidine - 6,600000]  6,600,000] 5,500,000  &200.000] 5,500,000
Meperdine Intermediate-A 3 3 k) 3 ]
Meperidine Intermediate-B R 7 7 7 7 9
Meperidine Intermediate-C _ B 3 3 3 —_ 9. .5
Metazocine . 1 . 5 5 5 5
Melhadcme for sale) 20,000,000 20,000,000/ 20,000,000 20,000,000 20,000,000
Methadone Intermediate "26,000,000] _ 26,000,000]  26,000,000] ~ 26,600,000; 26,000,000
Methamphelamlne ) o 3,130,000 3,130,000 3,130,000 3,130,000 3,130,000
lavo-desoxyephednne . 760.000 750,000 760,000 750,000 750,000
methamphelamine (for conversmn) 2,331,000 2,331,000] 2,331,000 2,331,000 2,331,000
__methamphelamine {for sale) - 49,000 49,000 43,000 49,000 49,000
Melhylphenidale B £0,000,000] _ 50.000.0001 _ 56,000,000  56,000,000] 56,000,000
Marphina (for con\-'ersmn) _ 83,000,000 83,000,000 70,000,000/ 83,000,000 83,000,000
Morphine (for sale) T 39,000,000]  39,000,000]  39,000,000] 39.000.000| 39,000,000
Nabilone . 9.002 10,502 10,502 10,502 20,502
Noroxymatphane {for conversion) 9,000,000 9,000,000 7,200,000 7.200,000 7,200,000
Ngroxymorphone (for sale) - 41,000 401.000 401,000 401,000 401,000
Qpium (pewdered) e e 230,000 230,000 §3,000 63,000 63,000
Qpium (tincldre} 4,500,000 1,500,000 1,000,000 1,000,000 1,000,000
Page 2
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Aggregate Production Quotas

{all values are in grams unless indicated otherwise)

Controlled Substance Firal Ravisad] Initial Final Revised| Proposed Initial
: Initial

Oripavine L - 15,000,000] 15,000,000;  8,000,600|  6,000,000] 9,800,000
Oxycedans (for conversion) . . ..5,600,000 5,600,000 5,600,000 5,600,000 5,800,000
Oxycadene (for sate) . 105,500,000 105,500,000 _98,000,000{ _98,000,000] 9,800,000
Schedule ll: N T 2010 2011 2011 2012_ 2012

Oxymarphone {for canversion) . 12,800,000|  12,800,000| 12,800,000  12.800,000; _12,800.000)
Oxymarphone {for sale) o . 3,070,000 3,070.000 3,070,000 5,500,000 3,070,000
Pentobarbital o 28.000,000)  28,000,000]  34,000,000] 31,000,0001 34,000,000
Phenazgcine ) 1 5 5 ... L] 5
Phencyclidine - . 14, 24| 24 0A 24
Phenmetrazina . i o 2 2 L2 2 2
Phenylacetone ] T — | _12,500,001| 8,000,006 6.040,000[  8,000,606] _ 16,000,000
Froperdine . _____. o Y S : . 2
Racemethorphan o _ ' 2 2 2 2 2
Remifentanil i . | 2,500 2,500 2,500| 2,500 2,500
Secobarbital o o 67,000 260,002 336,002 336,002 336,002
Sufentani T T T zoul T weool 50000 5000 5,000
Tapentado! . . . 1,000,000 1,000000] 403,000 243,000 5,400,000
Thebaine _ i 126,000,000 126,000,000] 116,000,000| 116,000,000] 11.600,000
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Drug Proposed APQ | Establish APQ Change
3,4-Methylenedioxy-N-methylcathinone (methylone} - 8.0 8.0
1,4-Methylenedioxypyrovalerone (MDPV) - 8.0 8.0
4-Methyl-N-methylcathinone {mephedrone) - 3.0 8.0
alfentanil 11,600.0 15,000.0 3,4000
dihydracodeine 255,000.0 400,000.0 145,000.0
diphenoxylate 500,000.0 900,000.0 460,000.0
__gamwma hydroxybutyric acid 29,000,000.0 47,080,000.0 18.000,000.0
hydromorphinol 2.0 54.0 52.0
lisdexamfetamine 10,400,000.0 12,000,000.0 1,600,000.0
meperidine 5,200,000.0 5,500,000.0 300,000.0
meperidine - intermediate A 3.0 5.0 2.0
meperidine - intermediate B 7.0 9.0 2.0
meperidine - intermediate C 3.0 5.0 2.0
morphine-N-oxide 605.0 655.0 50.0
nabilone 10,502.0 20,502.0 10,000.0
pentobarbital 31,000,000.0 34,000,000.0 } 3,000,000.0
phenylacetone 8,000,000.0 16,000,000.0 8.000,000.0
properidine - 2.0 2.0
tapentadol 243,000.0 5,400,000.0 5,157,000.0
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Billing Code 4410-09-M
DEPARTMENT OF JUSTICE.
Drug Enforcement Administration
[Docket No. DEA # 358E]

Controlled Substances:
Established Aggregate Production Quotas for 2012

AGENCY: Drug Enforcement Administration (DEA), Department of Justice.
ACTION: Notice.
SUMMARY: This notice establishes the initial 2012 a;ggregate production quotas for controlled
substances in Schedules I and II of the Controlled Substances Act (CSA).
EFFECTIVE DATE: [INSERT DATE OF PUBLICATION IN FEDERAL REGISTER]
FOR FURTHER INFORMATION CONTACT: John W. Partridge, Office of Diversion
Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield, VA 22152,
Telephone: (202) 307-7165.
SUPPLEMENTARY INFORMATION: Section 306 of the Controlled Substances Act (CSA)
(21 U.S.C. 826) requires that the Attomey General establish aggregate production quotas for each
basic class of controlled substance listed in Schedules I and II. This responsibility has been
delegated to the Administrator of the DEA by 28 CFR 0.100.

The 2012 aggregate production guotas represent those quantitics of Schedule I and 1
controlled substances that may be produced in the United States in 2012 to provide adequate
supplies of each substance for the cstimated medical, scientific, research, and industrial needs of

the United States, lawful export requirements, and the establishment and maintenance of reserve
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stocks. 21 U.S.C. 826(a) and 21 CFR 1303.11. These quotas do not include imports of
controlled substances for use in industrial processes.

On October 21, 2011, a notice entitled “Controlled Substances: Proposed Aggregate
Production Quotas for 2012” was published in the Federal Register (76 FR 65537). That notice |
proposed the 2012 aggregate production quotas for each basic class of controlled substance listed
in Schedules I and 1I. All interested persons were invited to comment on or object to the
proposed aggregate production quotas on or before November 21, 2011.

Sixteen responses (eleven fron; DEA registered manufacturers, and five from other
members of the public) were received within the published comment period, offering comments
on a total of 37 Schedule [ and II controlled substances. Several commqnts discussed the
national prescription drug abuse epidemic and urged DEA to reduce quotas for prescription
painkillers and opioids. Addressing prescription drug abuse requires a multi-faceted approach
which ineludes education, treatment, and enforcement.

The quota system is specifically designed to operate within the statutory framework of the
CSA, in conjunction with other controls to enable DEA to monitor the movement of controlled
substances and certain chemicals into and through the closed system of distribution to help
prevent diversion of such substances into the illicit market. Through the quota system, DEA
limits the amount of those substances and chemicals manufactured each year to thosc quantities
that will provide for the estimated medical, scientific, research, and industrial needs, lawful
export requirements, and the establishment and maintenance of reserve stocks for the United
States. All aspects of the closed system of distribution must work together to reduce or eliminate

the diversion of controlled substances.
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Other commenters stated that the proposed aggregate production quotas for alfentanil,
amphetamine (for sale), codeine (for conversion), codeine (for sale), dihydrocodeine,
dihydromorphine, diphenoxylate, hydrocodone (for sale), hydromorphinol, levorphanol,
lisdexamfetamine, meperidine, meperidine intermediate A, meperidine intermediate B,
meperidine intermediate C, methadone, methadone intcnnediate, methamphetamine,
methylphenidate, morphine (for conversion}, morphine {for sale), morphine-N-oxide, nabilone,
noroxymorphone (for conversion), noroxymorphone (for sale), opium (tincture}, oripavine,
oxycodone (for conversion), oxycodone (for sale), oxymorphone (for conversion), oxymorphone
(for sale), peniobarbital, phenylacetone, properidine, sufentanil, tapentadol, and thebaine were
insufficient to provide for the cstimated medical, scientific, research, and industrial needs of the
United States, export requirements, and the establishment and maintenance of reserve stocksh.

In determining the aggregate production quotas, DEA has taken into consideration the
above comments along with the factors set foi'lh at 21 CFR 1303.11{b), in accordance with
21 U.8.C. 826(a), and other relevant factors including the consideration of 2011 manufacturing
quotas, current 2011 sales and inventories, 2012 export requirements, additional applications for
quotas, as well as information on research and product development requirements. Based on this
information, DEA determined that adjustments to the proposed aggregate production quotas for
alfentanil, dihydrocodeine, diphenoxylate, hydromorphinol, lisdexamfetamine, meperidine,
meperidine intermediate A, meperidine intermediate B, meperidine intermediate C, morphine-
N-oxide, nabilone, pentobarbital, phenylacetone, properidine, and tapentadol are warranted. This
notice reflects those adjustments.

When DEA published the Proposed Aggregate Production Quotas for 2012 on
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October 21, 2011, that notice proposed that z‘ﬂI Schedule I and II controlled substances included
in 21 CFR 1308.11 and 1308.21 but not specificaily referenced in that notice be established at
zero. That reference extended to the three synthetic cathinones (4-methyl-N-methylcathinone;
3,4-methylenedioxy-N-methylcathinone; and 3.4,methylenedioxypyrovalerone) that were
temporarily placed in Schedule I pursuant to the final order also published on October 21,2011,
at 76 FR 65371. No comments were rec:::ived within the published comment period regarding
the proposed quota for the three synthetic cathinones, however, DEA has determined, based dn
the jnformation described above, that an inc\rease from the proposed quota of zero is warranted
for all three substances. This notice reflects those adjustments.

Regarding amphetamine (for sale), codeine (for conversion), codeine (for sale),
dihydromorphine, hydrocodone (for sale), levorphanol, methadone, methadone intermediate,
methamphetamine, methylphenidate, morphine (for conversion), morphine (for sale),
noroxymorphone (for conversion), noroxymorphone (for sale), opium (tincture), oripavine,
oxycodone (for conversion), oxycodone (for sale), oxymorphone (for conversion), oxymorphone
(for sale), sufentanil, and thebaine, DEA has determined that the proposed initial 2012 aggregate
production quotas are sufficient to meet the current 2012 estimated medical, scientific, research,
and industrial needs of the United States. This notice finalizes these aggregate producticn quotas
. at the same amounts as proposed.

In accordance with 21 U.8.C. 826 and 21 CFR 1303.11, the Administrator hereby
determines that the 2012 aggregate production quotas for the following controlled substances,

expressed in grams of anhydrous acid or base, be established as follows:
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Basic Class — Schedule I

Established 2012 Quotas

1-[2-(4-Morpholinyl)ethyl]}-3-(1-naphthoyl)indole (JWH-200) 45g
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45¢
1-Methy!-4-pheny!-4-propionoxypiperidine 2
1-Pentyl-3-(1-naphthoyl)indole (JWH-018) 45
2,5-Dimethoxyamphetamine 2g
2.5-Dimethoxy-4-ethylamphetamine (DOET) 2g
2,5-Dimethoxy-4-n-propylthiophenethylamine 2g]
3-Methylfentanyl 2g)
3-Methylthiofentanyl Ny 2g
3,4-Methylenedioxyamphetamine (MDA) 22g
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 15 |
3,4-Methylenedioxy-N-methylcathinone (methylone) 8¢
3,4-Methylenedioxymethamphetamine (MDMA) 22¢g
3,4-Methylenedioxypyrovalerone (MDPV) 8g
3.4,5-Trimethoxyamphetamine 2g
4-Bromo-2,5-dimethoxyamphetamine (DOB) 2g
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 2
4-Methoxyamphetamine 77g
4-Methylaminorex 28
4-Methyl-2,5-dimethoxyamphetamine (DOM) 28
4-Methyl-N-methylcathinone (mephedrone) 8¢
5-(1,1-Dimethylhepty!}»2-[(1R,38)-3-hydroxycyclohexy!}-phenol 68 g
5-(1,1-Dimethyloctyl}-2-[(1R,3S)-3-hydroxycyclohexy!}phenol 53g
5-Methoxy-3,4-methylenedioxyamphetamine 2g
5-Methaoxy-N,N-diisopropyltryptamine 2g
Acetyl-alpha-methylfentanyl 2g
Acetyldihydrocodeine 2
Acetylmethadol 2g|
Allylprodine 2
Alphacetylmethadol 2g
Alpha-ethyltryptamine 2g
Alphameprodine 2g
Alphamethadol 2g|
Alpha-methylfentanyl 2g
Alpha-methylthiofentanyl 2g
Alpha-methyltryptamine (AMT) 2g|
Aminorex 2g
Benzylmorphine 2
Betacetylmethadol 2g
Beta-hydroxy-3-methylfentanyl 2g
Beta-hydroxyfentanyl 2g
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Betameprodine 2g
Betamethadol 2g
Betaprodine 2g
Bufotenine 3g
Cathinone 4g
Codeine-N-oxide 602 g
Diethyltryptamine 2g
Difenoxin 50g
Dihydromorphine 3,608,000
Dimethyltryptamine 7g
Gamma-hydroxybutyric acid 47,000,000 g
Heroin 20 g
Hydromorphinol 54
Hydroxypethidine 2g
Ibogaine 5g|
Lysergic acid diethylamide (L.SD) 16g
Marihuana 21,000 ¢
Mescaline 5
Methaqualone 10g
Methcathinane 4g
Methyldihydromorphine 28]
Morphine-N-oxide 655¢g
N-Benzylpiperazine 2
N,N-Dimethylamphetamine 2g
N-Ethylamphetamine 2g
N-Hydroxy-3,4-methylenedioxyamphetamine 2g
.Noracymethadol 2g
Norlevorphanol 52¢g
Normethadone 2g
Normorphine 18
Para-fluorofentanyl 2g
Phenomorphan 2g
Pholcodine 2g
Properidine 2g
Psilocybin 2¢
Psilocyn 2g|
Tetrahydrocannabinols 393,000 ¢
Thiofentanyl 2g
Tilidine 10
Trimeperidine _2g
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Basic Class — Schedule 11

Established 2012 Quotas

1-Phenylcyclohexylamine 2g
1-piperdinocyclohexanecarbonitrile 2g
4-Anilino-N-phenethyl-4-piperidine (ANPP) 1,800,000 g
Alfentanil 15,000 g
Alphaprodine 2g
Amobarbital 40,007
Amphetamine (for conversion) 8,500,000 g
Amphetamine (for sale) 25,300,000 g |
Cocaine 216,000 p
Codeine (for conversion) 65,000,000 g
Codeine (for sale) 39,605,000 g
Dextropropoxyphene 7¢
Dihydrocodeine 400,000 g
Diphenoxylate 900,000 g
Ecgonine 83,000 g
Ethylmorphine 2g
Fentanyl 1,428,000 g |
Glutethimide 2
Hydrocodone (for sale) 39,000,000 ¢
Hydromorphone 3,455,000
Isomethadone 4g
Levo-alphacetylmethadol (LAAM) 3g
Levomethorphan 5g
Levorphanol 3,600 ¢g |
Lisdexamfetamine 12,000,000
Meperidine 5,500,000 g
Meperidine Intermediate-A 5

! Meperidine Intermediate-B 9g
Meperidine Intcrmediate-C 5g
Metazocine 5g
Methadone (for sale) 20,000,000 g
Methadone Intermediate 26,000,000 g
Methamphetamine 3,130,000 g |

{750,000 grams of levo-desoxyephedrine for use in a non-controlled,

non-prescription product; 2,331,000 grams for methamphetamine mostly for conversion to a
schedule [1I product; and 49,000 grams for methamphetamine (for sale)]

Methylphenidate 56,000,000 g
Morphine (for conversion) 83,000,000 ¢ |
Morphine (for sale) 39,000,000 g
Nabilone 20,502
Noroxymaorphone (for conversion) 7,200,000 g
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Noroxymorphone (for sale) 401,000 g
Opium (powder) 63,000 g
Opium (tincture) 1,000,000 g
QOripavine 9,800,000 g
Oxycodone (for conversion) 5,600,000 g
Oxycodone (for sale) 98,000,000 g
Oxymorphone (for conversion) 12,800,000 g
Oxymorphone (for sale) 5,500,000 g
Pentobarbital 34,000,000 g
Phenazocine 5g
Phencyclidine 24
Phenmetrazine 2g|
Phenylacetone 16,000,000 g
Racemethorphan 20|
Remifentanil 2,500 g
Secobarbital 336,002 g
Sufentanil 5000 g
Tapentadol 5,400,000 g
Thebaine 116,000,000

The Administrator further determines that aggregate production quotas for all other

Schedule I and II controlied substances included in 21 CFR 1308.11 and 1308.12 be established

at zero. All aggregate production quotas are subject to adjustment pursuant to 21 CFR 1303.13.

Dated:

Michele M. Leonhart
Administrator
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0OC:
OD:
OD/D:
ODX;
ODXL:
ODXS:
CcC.
CCR:
ODW:
ODQ:CAS
‘ ODEQ:[P)®) 12-02-11
S:\ODQ\Fed Reg\2012 Established Aggregate Production Quota
Webcims # ODE-11-654
(DFN: 630-08 — Quotas)
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) 2011 Final Rev ‘ Comments ‘

Drug Compaty | Commenr Amognt [ Rawpanse Propaswed APD | Extablich ARD | Change
alfenus | b)(4) inerease APG 320040] expons to Europe incteasing 106000 13,0008 _;_4@_0
amphemmine (for sak) : A -—‘—'—H 3???;3'2 APQ sulicignal thie tirg 25,700,000.0 25 300,000 ¢ -
<odsine Hor conversion ) T APQ sulfcient at his time SSHKO000| 650008000 .
codeine {for saley increats A W SIT 000 APC) sullicient af this time 39,503 £00. 39,6038 000.0 -
dihydrocodeine increase Al 380,000 mgrgate ARD 255 000 400 M § 135:000.40
dibydramarghine i ull 300,001 APQ suffiicni al this trme 3,608,004, 3,608 0000} =
dipheroxylaie e Tt increase APQ 5000000 00,0000 40,0000
ingrease AP 702 000 ¢]
Iydrocrdone { far sale) increase AP 4 £9% 000 0. o change 59,000,000 0 59,000 000.0 .
inceease Al 11,000,000.0)
hydromorphinel ot 3 e Kb){ﬂf |mwa,- inerese ADQ 10 540 520
Jevarphanol incTcase A 410001 AP sullicienl 27 this lime 3 4004 1.600.0| -
Tischrnamfeizmite increpse A 11,243 0 expts iy Buroge inoreszing 10,400, 000.41 lzlm,ouu.or 1,600,000.0
r- itumeace Al 26,2000
mepeTidne ireexs APQ | 2.100.000.0 ineTease APQ 10 matei 2001 Final APQ 5,200,000.0 55000000 3000000
inghease APE)
meperiding « iptemediaie & insreast Al b){4) |t:!'std incrrase APQ
meperidine - ineamediage B lintfeate APQ res shd, (ncmgase APQ
meperidine « jnic iale increase APT) | el std, incrzazs APQ
methadoae inerease APGQ APQ uffigient ol this time
methadome {nermedizte i APD AP sulficicnd o1 Ihit bime
etharphetming imcreate A APOY sulicient 3t this ime
methylhenidue e ARY APQ sulliciont ot thia time ssooom00| 560000000 -
mgrphiere (for conversion} ‘inﬂ'ﬂ‘ﬂ :E APQ sufficiom at this time E3.000,000.0 £3,000.000.0 -
morphine {{ior sale) Tocrease APQ APQ sulTizizat at this time
merphite. Nerids increace AP ref sid: increase AFQ)
il e increxse APD) dov aarase APD
Ty hg e [l o) incresse AP APQ suffecient sl this tine
rorexymorphane {far salz) increase APQ mof ey ph infoomanian to ooasider
opium [rincture) imercase APD AP aufTicteon anthis time
Trpavine increase APGH APQ sufficiem ai this time
ovycodone (far comversion) increass APG __ 5 ! .
axycodone (fior sale) | ipereasc APD 98,000,000.0 $8.000.000.0 -
. increase APQ : e
anymarphane (o conversion) increase APC AP sulficiant a1 this lime 12,50:0.000.0 12.800,0600.0
oxymorphane (far s31e) :m :'g AP suificient at this Te 5,6040,000.0 55000000 )
pstobarbinal incteses ARG increase APQ to match 2011 Final APQ J1,08,004.6 14,000,500 1,000,000.0
| phenylacetone incrcase APQ cfferis fo walidute dnmentie Mmanufectin) £,000,0000 16,000,000 4,000,000.0
o peridine incresse APG drug code 9644 - schedule | narcotic - 2 P4
P inereate APQ N -
sofentanit ; O AP suffecicnt 41 this time 2.000.0 0000
inceenee APQ
ufunisdol incraze APQ. pd effouts 10 validare domestic manulictaing 233.000.0 54000000 LISTO000
fncrcase AFQ — -
thobaine inerease APQ AT sufficiert a1 thix lime 116,000,0000] 116,000,000 -
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Drug Enforcement Administration

Office of Diversion Control

Attn: DEA Federal Register Representatwe!OD
8701 Morrissette Drive

Springfield, VA 22152

November 14, 2011
Re: Docket Number DEA-358

.Dez_ir Sir or Madame:

This comment is in response to Federal Register Docket Number DEA-358, the
Proposed Aggregate Production Quotas for 2012 as published on October 21, 2011.
This letter contains Confidential Business Information hightighted with red
print, to be redacted prior to online publication or posting.

The proposed aggregate production quota listed for Noroxymorphone (for sale) is
401,000 grams. Our firn requests that this quota be increased to at least 1,200,000
grams, which is the quantity our firm expects to manufacture during 2012.

Our firm is under contract to [0 |a muitinationat pharmaceutical firm, to
manufacture the bulk Active Pharmaceutical Ingredient (APl} for mPEG-Naloxol,

- also known as NKTR-118. This material has been deemed by DEAtobe a

derivative of noroxymorphone (drug code 9668), pursuant to a Controlled Status
Determination letter from DEA dated July 17, 2010.

We have received a letter of intent from®® indicating that the
axpect to purchase 1,200 kilograms of NKTR-118 oxalate salt from
during 2012. A copy of that letter is attached.

At a conversion rate of 0.88, 1,200 kg of oxalate salt equates to 1,056 kilograms of
base. We are requesting that the aggregate be increased to allow the
manufacturing of that quantity of material, as well as a small percentage of overage,
to pravide for a year-end inventory ta meet requirements for the first quarter of 2013,
as well as a quantity required for sampling and production losses.

b)(4)
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Drug Enforcement Administration
November 14, 2011

Your consideration of this request is appreciated. If vou have any guestions, or

require further information, please telephone me at " or contact me

via e-mail at[2*®)6)

Sincerely,

(0)(6)

DEA Regulatory Specialist

attachment: a/s

b)(4)
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(0)(4)

Sodertilie 11 November, 2011

@

is having the compound NKTR-118 oxalate in
an R&D clinical programme, and preparations for
commercial manufacturing of the Drug Product are on-
going.

We intend to have 1200 kgs of NKTR-118 oxalate under

l{db:'{t:)g code fo; ng:)c;xgmorphone manufactured at
n .

Regards,

(0)(4),(b)(6)

b)(4).(b)(7)E)
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SENT VIA E-MAIL

November 16, 2011

DEA Headquarters
Attention: DEA Federal Register Representative/ODL

- 8701 Morrissctte Drive

Springfield, VA 22152

Subject: Docket No. DEA-358

Dear Sirs:

j, [P@)0)E) | manufacturing
registration [P4.ONE) [am submitting this corament on the 2012 Proposed Aggregate
Production Quota far various products as published in the October 21, 2011 Federal Register.
We consider the information in this first paragraph to be “PERSONAL IDENTIFYING
INFORMATION” and this information should not be released under the Freedom of Information
Act per 5 USC Sec. 552(b)}(4). In addition, the following infermation is “CONFIDENTIAL
BUSINESS INFORMATION”. The following items’ manufacturing quota should be increased
by the identified quantity: (i) Alfentanil by 3,500 grams as base; (ii) Amphetamine (for sale} by
3,200,000 grams as base; (iii) Codeine (for conversion) by 1,100,000 grams as base; (iv)
Dihydromerphine by 300,000 grams as base; (v} Diphenoxylate by 15,000 grams as base; (vi)
Hydrocedone by 3,020,000 grams as base; (vii) Meperidine by 26,800 grams as base; (vili)
Methamphetamnine by 8,000 grams as base; (ix) Methylphenidate by 2,150,000 grams as base; (x)
Sufentanil by 300 grams as base; (xi) Hydromorphinol by I gram as base; (xii) Pethidinc
Intermediate A by 1 gram a base; (xiii) Pethidine Intermediate B by [ gram as base; (xiv)
Pethidine Intermediate C by | gram as basc; and (xv) Properidine by | gram as base. As noted
herein, this first paragraph of this letter contains personal identifying and confidential business
information and should be redacted in its entirety from any public docket.

We feel the proposed quantitics for the material mentioned above is not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of the United States,
and for the lawful export requiremients, and that the quotas should be increased to cover our
needs. The appropriate DEA Form 189 will be or have been submitted pertaining to the items for
which we submiitted commenls.

Very truly yours
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SENT VIA E-MAIL 20I1NOV 18 AN 6: 35

November 16, 2011

DEA Headquarters

Attention: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-358

Dear Sirs:

1, [D@X)E) | manufacturing
registration [D)AONNE) | am submitting this comment on the 2012 Proposed Aggregate
Production Quota for various products as published in the October 21, 2011 Federal Register.
We consider the information in this first paragraph to be “PERSONAL IDENTIFYING
INFORMATION” and this information should not be released under the Freedom of Information
Act per 5 USC Sec. 552(b)(4). In addition, the following information is “CONFIDENTIAL
BUSINESS INFORMATION”. The following items’ manufacturing quota should be increased
by the identified quantity: (i} Meperidine by 93,000 grams as base; (ii) Methadone by 805,000
grams as base; (iii}-Methadone Intermediate by 1,500,000 grams as base; and (jv) Morphine (for
conversion) by 900,000 grams as base. As noted herein, this first paragraph of this letter contains
persanal identifying and confidential business information and should be redacted in its entirety
from any public docket.

We feel the proposed quantities for the material mentioned above is not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of the United States,
and for the lawful export requirements, and that the quotas should be increased to caver our
needs. The appropriate DEA Form 189°s will be or have been submitted pertaining to the items
for which we submitted comments.

Very truly yours
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DEA Headquarters b)(4),(0)(6)
Attn: DEA Federa! Register Representative/OD
8701 Morrissette Drive
Springfield, VA 22152

Navember 11, 2011

Subject: Docket No. DEA-358 — Morphine-N-oxid'e_

Dear Federal Register Representative,

By the end of November, [D)X4).0)7)(E) will be requesting to be registered as a
manufacturer of Morphine-N-oxide. We are providing comment to the proposed aggregate
production quota for 2012 for Morphine-N-oxide.

sufficient aggregate for [0)(4) to be granted S0 grams of manufacturing quota in order to
manufacture Morphine-N-oxide as a reference standard to be used in the analysis primarily of
Morphine Sulfate but also other opiate drug products and drug substances. Morphine-N-oxide
is a potential known impurity in Morphine Sulfate and possibly other opiates.

(D)(4) is requesting the aggregate be increased by at least 50 grams {o aliow
ilb){ﬂf

[0)4) respectfully requests that the 2012 aggregate production quota for Morphine-N-
oxide be increased by at least 50 grams to allow for our request.

If you have any questions or require additional information, please feel free to contact me
directly.

Sincerely,

(0)(4),(b)(6)

DEA Compliance Manager
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DEA Headquarters -+ [R)A)(0)E)

Attn: DEA Federal Register Represéntativef‘OD
8701 Morrissette Drive
Springfield, VA 22152

November 11, 2011

Subject: Docket No. DEA-358 - Hydromorphinol

Dear Federal Register Representative,

(@) lis a registered manufacturer [P)W.0)XNE)  |of Hydromorphinol. We are
providing comment to the proposed aggregate production quota for 2012 for Hydromorphinol.

o) |is requesting the aggregate be increased by at least 50 grams to allow
sufficient aggregate for to be granted 50 grams of manufacturing quota in order to
manufacture Hydromorphinol as a reference standard to be used primarily in the analysis of
Oxymoarphone but also other opiate drug product and drug substances. Hydromarphinol is a
potential known impurity in Oxymorphone and our Oxymorphone customers have already

requested this reference standard.

()4 [respectfully requests that the 2012 aggregate production quota for
Hydromorphinol be increased by at least 50 grams to allow for our request.

If you have any questions or require additional informaticn, please feel free to contact me
directly.

Sincerely,
(0)(4),(b)(6)

DEA Compliance Manager

©)@)
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CONFIDENTIAL BUSINESS INFORMATION

b)) RECEIVED
0DE
201 '
18 November 2011
DEA Federal Register Representative/OD
8701 Morrissette Drive
Springfield, VA 22152
RE: Docket No. DEA-358
Proposed Revised Aggregate Production Quotas for 2012
Tapentadal (9780)
CONFIDENTIAL BUSINESS INFORMATION
(O Jrequests that the DEA revise the 2012 aggregate production quota to establish at least
00 kg of 2011 Tapentadol aggregate manufacturing quota. (OXAOXE) _|is
developing tapentadol hydrochloride to support several generic pharmaceutical companies who
plan to file gencric versions of this active pharmaceutical ingredient (API). The goal for these
cormpanies is to submit Abbreviated New Drug Applications (ANDA) in late 2012. To support
this development schedule, manufacturing quota in excess of the Proposed Aggregate Production
Quota for 2012 {Docket DEA-358) will be required.
b)(4) anticipates two manufacturing campaigns in 2012. The first will conclude in January
2012. This campaign is a continuation of production started in December 2011. (@) |had
hoped to complete this campaign in 2011, but manufacturing delays will require a portion of this
production to slip into January 2012. The second campaign is planned for March-April 2012.
This will allow API to be formulated and stability studics completed to support ANDA
submission in Q4 2012. nticipates manufacturing requirement ~900 kg (900,000
grams) in 2012 to meet these needs.
Customers have provided the following forecasts for Tapentadol HCI demand in 2012:
CONFIDENTIAL BUSINESS INFORMATION
Customer Demand
base form
(kg)
b)) 154.8
258.0
129.0
116.1
77.4
172.0
TOTAL 907.3
b DICY
Page 1 of 2 Do
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CONFIDENTIAL BUSINESS INFORMATION

The customer forecasts total 907.3 kg (basc); the 243 kg proposed 2012 aggregate quota will not
be sufficient to support these customers. [0)4) requests that the DEA revise the 2012
aggregate production quota to establish at least 1200 kg of Tapentadol aggregate manufacturing
quota. [ Thas only requested 120 kg of quota for 2012 but due ta the latest numbers
forecasted by our customers, we will be submitting an increased 2012 quota request to support
our planned 2012 campaigns.

This aggregatc quola increase is essential to support the development of generic drug version of
this drug in accordance with U.S. Drug Price Competition and Patent Term Restoration Act of
1984,

Thank you for your consideration of this request.

_Resnectfillv vours ' :
(D)(6) .

' Director of US Operations
b)(4)

Page 2 of 2
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General Comment

The attached file constitutes®®) komments on the Proposed Initial Aggregate
Production Quotas for 2012, as published in the Federal Register on October 21, 2011, FR Vol.

76. N
I(b){S) |

Supervisor, Controlled Substance Compliance

b)(4),(b)(6)

Attachments
" — 2012 Initial Aggregate Comment[P#) C)XNE) |
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November 21, 2011

Acting Deputy Administrator
Drug Enforcement Administration
Washington, D.C. 20537

Attn: DEA Federal Repister Eegrcgen;a;ive [Docket No. DEA-358]

‘This letter constitutes [P)(4) |comments on the Praposed Initial Aggregate
Production Quotas for 2012, as published in Federal Register on October 21, 2011, FR
Vol. 76, No. 204, pages 65537-65540.

In Iight of the fact lhatas no knowledge of cither the amounts of an
available aggregate quotas or the planned allocation of any aggregate,
requests that DEA make any adjustments to the aggregate quotas sufficient to satisfy its
requests for increased manufacturing quotas, which are outlined below. Because this

comment contains proprietary information on its manufacturing quota needs, we also
request that DEA treat this entire document as confidential.

All requests below are stated in grams anhydrous base (“AA”).

9050 Codeine (for canversion)

b)) requests that the initial aggregate be sufficient to include its request for

36,000,000 grams AA of Codeine (for conversion) manufacturing quota for 2012.
9120 Dihydrocodeine

mrcqucsm that the initial aggregate be sufficient to inciude its request for
280,000 grams AA of Dihydrocodeine manufacturing quota for 2012.

9170 Diphenoxylate

equests that the initial aggregate be sufficient to include its request for
950,000 grams AA of Diphenoxylate manufacturing quota for 2012.
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November 21, 2011 DEA Federal Register Representative Page 2 of 3
(Daocket-No, DEA-358)

9193 Hydracodone (for sale)

[0® " kequests that the initial aggregate be sufficient to include its rcquest for
31,000,000 grams AA of Hydrocodone (for sale) manufacturing quota for 2012.

9220 Levorphanol

(b)4) requests thal the initial aggregale be sufficient to include its request for 6,100

grams AA of Levarphanol manufacturing quota for 2012.

9230 Meperidine

b)) requests that the initial aggregate be sufficient to include its request for
2,100,000 grams AA of Meperidine manufacturing quota for 2012.

1724 Methylphenidate
b)(4)

requesis that the initial aggregate be sufficient to include its request for
7,400,000 grams AA of Methylphenidate manufacturing quota for 2012.

- 9300 Morphine (for conversion)

(b)4) quests that the initial aggregate be sufficient to include its request for
46,000,000 grams AA of Morphine (for conversion) manufacturing quota for 2012,

9300 Morphine (for Sale)

(04 Jrequests that the initial aggregate be sufficient to include its request for
23,000,000 grams AA of Morphine (for Sale) manufacturing quota for 2012.

9668 Noroxymorphone (for conversion)

(B)(4) requests that the initial aggregate be sufficient to include its request for

4,800,000 graras AA of Noroxymorphone (for conversion) manufacturing quota for 2012.

2630 Opium Tincture

(b)(4) requests that the initial aggregate be sufficient to include its request for

1,000,000 grams AA of Opium Tincture manufacturing quota for 2012.

9330 Oripayine

(b)(4) requests that the initial aggregate be sufficient to include its request for
7,000,000 grams AA of Oripavine manufacturing quota for 2012,

Contains Confidential and Proprietary Information
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November 21, 2011 DEA Federal Register Representative Page 3 of 3
[Docket No. DEA-358]

9143 Oxycadone (for conversion)

equests that the initial aggregate be sufficient to include its request for
7,000,000 grams AA aof Oxycedone (for conversion) manufacturing quota for 2012.

9652 Oxymorphone (for conversion)

requests that the initial aggregate be sufficient to include its request for
7,000,000 grams AA of Oxymorphone (for conversion) manufacturing quota for 2012,
9652 Oxymorphone (for sale)

@

requests that the initial aggregate be sufficient to include its request for
4,000,000 grams AA of Oxymaorphone (for sale) manufacturing quota for 2012.

9740 Sufentanil

(b)(4) requests that the initial aggregate be sufficient Lo include its request for 2,100
grams AA of Sufentanil manufacturing quota for 2012,

All other quota requests remain unchanged from original request.

Sincerely, _
(b)(6) .

Supervisor, Controlled Substance Compliance

b)(4);(b)(6)

Contains Confidential and Proprietary Information
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General Comment

RE: Docket No. DEA-358 _
Controlled Substances: Proposed Aggregate Production Quotas for 2012

As a bereaved mother who lost my only child Michael to a prescribed optoid
I offer these comments on the DEA's proposed aggregate production quotas for Schedule [ and
IT opioids in 2012:

« End the epidemic of death and addiction caused by prescription opioid drugs by ensuring that
opioids are regulated, marketed and prescribed to patients who are terminally il or short term
for severe pain; not for long term use.

« The destruction we have witnessed clearly highlights the inherent dangers of opioids. To focus
on the misuse of opioids is to continue to cloak them in a veil of legitimacy.

It is the responsibility'and duty of the DEA to significantly reduce the quotas for Schedule ] and
- I drugs and avoid the overproduction and saturation of the market which has contributed to this
epidemic of legally prescribed Heroin-like drugs.
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Sincerely

Ada Giudice-Tompson
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November 6, 2011

Drug Enforcement Administration

Attention: DEA Federal Register Representative/OD
8701 Morrissette Drive

Springficld, VA 22152

RE: Docket No. DEA-358
Controlled Substances: Proposed Apgregate Production Quotas for 2012

On behalf of Advocates for the Reform of Prescription Opioids, Inc. (ARPO), I offer these
comtments on the DEA’s proposed aggrepate production quotas for Schedule 1I opioids in 2012.
ARPO formed earlier this year with the goal of ending the epidemic of death and addiction
caused by prescription apioid drugs by ensuring that opioids are regulated, marketed, prescribed
and used in an evidence-based manner. Many of our membets are bereaved parents who lost a
child to prescription opioids. In my case, [ lost my eighteen ycar-old daughter Emily after she
consumed one OxyContin pill given to her by a relative. Others in.our group are struggling with
an addicted family member; the majority of these cases began due to an injury that led to an
opioid prescription. ‘

The United States and other. developed countncs around the world are currently in what has been
termed a prescription drug epidemic. The term, “epidemic”, has been used by Office of National
Drug Control Policy Director Gil Kerlikowske, the Centers for Disease Control, National Insitute
on Drug Abuse Director Nora Volkow, SAMHSA, coroners and others to refer to the
prescription drug crisis we are currently facing. In her remarks before a Congressional:.
subcomnmittee earlier this year, DEA Administrator Michele Leonhart stated that “Prescription
drug abuse is a serious problem. Reducing prescn[)tron drug abuse is vital to the health and
welfare of the American people.” (Leonhart 2011)". Of some 35,450 deaths in the United States
in 2008, more than 20,000 of these deaths were attributed to prescription drugs, and of thosc
14,800 deaths were attributed to prescription opioids (CDC 2011).

According to the DEA websitc, the mission of the Drug Enforcement Administration (DEA) is to
enforce the controlled substances laws and regulations of the United States. In fulfillment of this
mission, DEA establishes production quotas for Schedule I and Il drugs every ycar. In her
Congressional remarks earlier this year, Administrator Leonhart stated that “DEA establishes
manufacturing and procurement quotas each year for schedule I and II controtled substances in
order to avoid the overproduction of these substances, for the purpose of reducing the risk of
diversion to illicit traffic. Accordingly, the quota system serves the vital purpose of reducing the
risk of diversion” (Leonhart 2011). 'If this is indeed the objective of the quota system, the

' Administrator Leonhart also stated: “The economic impact on the United States from the non-medical
use of preseription opioids in 2006 was estimated at $53.4. billion™.
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following information casts serious doubt on the effectiveness of DEA’s administration of its
quota system.

Here is a graph showing the steady increase in DEA production quotas for most Schedule il
opioids:
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DEA Production Quotas far Schedule IT Opioids, 1996-2009 (kg). Includes quotas for codeine,
fentanyl, hydrocodone, hydromorphone, meperidine, methadone, morphine, opium, oxycodone,
oxymorphone and thebaine. Source: DEA website,

In the United States during roughly this same time period, deaths from prescription
opioids have risen in parallel with the increase in supply: '
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Annual deaths from opioid analgesics, United States, 1999-2008. Source: CDC.

Vol. | Page 465



These two trend lines are clearly very highly correlated (Pearson correlation coefficient = 0.94
for years 1999-2008), providing evidence of the close relationship between the supply of
prescription opioids, as represented by the DEA quotas, and deaths from these same drugs.

Following is a graph from the Centers for Disease Control that shows that the rate of deaths and
treatment admissions attributed to prescription opioids have steadily risen in lock step with sales
of prescription opioids in the United States:

Rates of preseription painkiller sales, deaths and substance abuse treatment admissions
(1999-2010).
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SOURCE: CDC Vital Signs, November 2011. CDC references: National Vital Statistics System, [999-2008;
Automation of Reports and Consolidated Orders System (ARCOS) of the Drug Enforcement Administration (DEA),
1999-2019; Treatment Episode Data Set, 1999-2009

These graphics vividly establish that deaths and addictions from prescription optoids have
continued to risc unabated as DEA production quotas have been increased. It is abundantly clear
that the steadily increasing supply of opioids that is made possible through DEA’s production
quotas is driving the prescription opioid epidemic.

The time has come for DEA to finally recognize that its production quotas enable the production
of drugs that kill and addict thousands of Americans and other citizens throughout the warld
each year. Thus, DEA is directly responsible for enabling the American drug production
system to mass produce huge quantities of narcotics that are killing people and destroying
lives. To consider only the benefits that these medications provide is to ignore a major public
health problem that is being driven by DEA's drug quota policies. With all of the problems
brought on by the mass production of oxycodone in this country, a 2012 proposal to allow the
production of 103,600 kg (114 tons), a 1,747% increase over the amount produced in 1996, the
year OxyContin first came on the market, is unconscionable and reflects a complete disregard for
the loss of life that this drug has caused.

Vol. | Page 466



According to CDC, in 2010 about 12 million Americans aged 12 or older (about one in twenty)
reported using prescription opioids nonmedically, enough to medicate every American adult
around the clock for a month (CDC 2011). This constitutes proof that these powerful and deadly
narcotics have over-saturated our society. The DEA has approved these massive increases in the
legal supply of prescription opioids without evidence that these narcotics are safe ar effective for
chronic noncancer pain. Rather than taking the drug companies’ or FDA’s word for it, why does
DEA not conduct its own investigation on the efficacy of these drugs and how the drug
companies propose to use them? A good place to begin your investigation is the website of
Physicians for Responsible Opioid Prescribing (PROP) at:
http://www.responsibleapioidprescribing.org/. Our own website also provides up to date
medical research on prescription opioids: http://www.rxreform.org/.

The time has come for.DEA to do the right thing — it must roll back the production quotas to
save lives.

Sincerely,

Yo . fraben

Peter W. Jackson, President
Advocates for the Reform of Prescription Opioids
www.rxreform.org
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General Comment

Docket No DEA-358

As Deputy Medical Director for Addictions for the Stewart-Marchman-Act Behavioral
Healthcare and the Dircetor of the Vince Carter Sanctuary I am asking that you significantly cut
back the production quolas {or 2012.

The market is already flooded with these drugs of which a significant percentage then becomes
available on the street.

I
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PUBLIC SUBMISSION Poast:fi: b?jvimberw, 2011
) Tracking No. 80f6ec67

Comments Due: November 21, 2011
Submission Type: Web

Docket: DEA-2011-0014
Controlled Substances: Proposed Aggregate Production Quotas for 2012

Comment On: DEA-2011-0014-0001
Controlled Substances: Proposed Aggregate Production Quotas for 2012

Document: DEA-2011-00]14-0005
Comment on FR Doc # 2011-27283

Submitter Information

Name: Trudy Duffy
Address: 3
1011 Faulkner St
New Smyma Beach, FL,

General Comment

- Re: Docket No. DEA-358 Controlled Substances
A recent Center for Disease Control report states "Enough prescription painkillers were
prescribed in 2010 to medicate every American adult around the clock for a month."

We are living in the midst of a public health tragedy stemming from the damage inflicted on
society by the use and oversupply of prescription opioids. The quota system, which should serve
to reduce the risk of diversion, could have either helped to avoid or reduce this epidemic. The
rising level of public awareness and the lack of government oversight to date gives the DEA an
opporiunity to become an active participant in curbing this epidemic. Repdrts gencrated by the
CDC, USDHHS and NIH are all clear indicators of an oversaturation of the market with deadly
consequences. [n 9/ | terms, “the system is blinking red".

[ live in Florida where excessive unit doses are shipped. The manufacturers are aware of the
oversupply, diversion and their culpability. The epidemic begins with production and in the past
reducing manufacturing quotas cut abuse successfully for other drugs. Is the influence of the
pharm companies driving the decision? Prescription opiods sanctioned by the government,
over-promoted and highly prescribed, with known potential for abuse and diversion is a public
health tragedy. The DEA must take action now. To not do so is unthinkable.

In Volusia County, Florida a recent Drug Task Force Forum attracted over 300 participants. Our

o~
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courts, jails, hospitals and treatment facilities are now recognizing the ramifications of opidid
addiction and are overwhelmed. Too many are suffering and too many have died.

- I urge you to read the data. You have the power and the responsibility to make a difference.

1ar1 11/17/2011 4:26 PM
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PUBLIC SUBMISSION iﬁiﬁ:iﬁﬁnber 23,2011

Tracking No. 80172703
Comments Due: November 21, 2011
Submission Type: E-mail |

Docket: DEA-2011-0014 .
Controlled Substances: Proposed Aggregate Production Quotas for 2012

Comment On: DEA-2011-0014-0001
Controlled Substances: Proposed Aggregate Production Quotas for 2012

Document: DEA-2011-0014-0006
SG Comment 2011-11-19

Submitter Information ,

Name: SG
Address:
Myrtle Beach, SC,

General Comment

NOVEMBER 19,2010

TO THE DRUG ENFORCEMENT ADMINISTRATION
ATTENTION: DEA FEDERAL REGISTER REPRESENTATIVE/OD
8701 MORRISSETTE DRIVE SPRINGFIELD,VA 22152

The proposal to allow the continued massive production quotas for 2012 of Schedule 11
opioids, such as 103,600 kg of oxycodone, nceds to be urgently re-assessed, especially in
light of the mounting death toll caused by this and other prescription narcotics. As
documented by the CDC, the growing volume of opioid-related mortality is clearly rclated
to the volume of opioid sales and prescribing, which have been excessive and inappropriate
across the nation, especially for chronic noncancer pain. The promotion and marketing of
OxyContin and other opioids for expanded use well beyond that of cancer pain, was based
upon false premises in the absence of scientific validation, and done for commercial and
political objectives and motivations. It is unfortunate that the DEA was swayed by the
myths and misinformation spread by the opioid drug companies and a misguided pain
'management’ industry dangerously overly-focused on narcotics.

Qver the past ten years, the risky practice of opioid overprescribing has lead to an
epidemic and public health crisis of addiction, abuse, crime, overdosc and death
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throughout the nation with no end in sight. Diversion of widely available and accessible
prescription opioids has had a catastrophie effect on our youth, while providing many
opioid-dependent and addicted patients with illegal sources of income and facilitating
involvement in related criminal activities, which have significantly increased during

these hard economic times. The death toll continues to rise, with over 6000 prescription
opioid-related deaths in the state of Florida alone during 2010, with oxycodone accounting
for about one-third of these, as per data from the Office of the Florida Medical Examiners.

A group of medical experts have put together a website of medical information for
physicians, containing multiple evidence-based studies including the recent CDC data,

which seeks to reverse the dangerous practices and misconceptions about prescription
opioids which underlie the disastrous consequences stemming from the massive overuse and
oversupply of prescription narcotics, such as oxycodone. The link to this website can be
accesssed at: www.responsibleopioidprescribing.org. It is apparent from the videos of this,
site that leaders in the pain management community have now re-assessed and reversed their
initially misinformed attitudes about opioid préscribing, and now acknowledge the very

clear risks of widespread, nonselective opioid use for chronic noncancer pain, especially

at higher doses, and the lack of evidence for their long-term effectiveness.

It is hoped that the DEA will re-evaluate its position on production quotas for Schedule

IT opioids, and return to the initial approach it had ten years ago when it closed down

the Comprehensive Pain Clinic of Myrtle Beach, SC, one of the nation's first 'pill mills'".
If it had followed-up and adhered to the same strategy over the cnsuing years, the current
opioid epidemic-with its mounting toll of addiction and death and the massive
proliferation of the Florida ‘pill-mills’ [which are now spreading to other states], could
have been significantly curtailed.

Sincerely,
SG

Myrtle Beach, SC ‘ . .
11219/11 :
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2012 Establish Initial Aggregate Praduction Quotas

Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to
establish limits on the production of schedules I and II controlled substances. This
responsibility has since been delegated to the Administrator of the Drug Enforcement
Administration (DEA).

The attached Federal Register notice, prepared for your signature, established initial year
2012 aggregate production quotas (APQ) for schedules I and II controlled substances for
which the United States has medical, scientific, industrial, export and reserve stock
requirements. Also attached is a list of the 2010 and proposed 2011 APQs for these
substances for comparison.

Expeditious publication of this notice is necessary to ensure that quota is available at the
beginning of 2012 for manufacturing. The following points provide brief explanations of the
changes from the proposed APQ values: -

Schedule I substances

The APQ for 4-methyl-N-methylcathinone, 3,4-methylenedioxy-N-methylcathinone,
3,4, methylenedioxypyrovalerone, hydromorphinel, morphine-N-oxide, and properidine
were increased due to additional applications received to support the manufacturing of
diagnostic kits and or reference standards.

The APQ for gamma hydroxybutyric acid was increased to support new product
development and validation efforts.

Schedule 11 substances

The APQ for alfentanil and lisdexamfetamine were increased to support increased
exportation requirements.

The APQ for meperidine intermediate A, meperidine intermediate B, and meperidine
intermediate C were increased due to additional applications received to support the
manufacturing of diagnostic kits and or reference standards.

The APQ for nabilone and tapentadol were increased to support new product development
and validation efforts which would allow for the domestic manufacturing of these substances.

The APQ for dihydrocodeine, diphenoxylate, meperidine, pentobarbital and
phenylacetone were increased due to additional applications received to support the

manufacturing efforts.

The APQ for noroxymorphone (for sale) was not increased to support new manufacturing
of NKTR-118, or mPEG-Naloxol which falls under the basic drug class noroxymorphone.
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Aggregate Production Qtiotas

(all values are in grams unless indicated otherwise)

Controlled Substance [Final Revised|  Initial  [Final Revised| Proposed Initial
| Initial

Schedule Iy - T 2010 N 2011 012 ¢ 2012
1-[2- &Morpholmyl]ethyl] 3-{1-naphthoyljindole (JWH-Z00) _ o . .0 45 45_i ~ 43
1-Butyt-3-{{-naphthoybindole (JWH-073) a o as| 45 &
1-Methyl-4- phenll_-g_propuonox!pipendmg . Lo o . 2r 2] 2i' 2
1-Pentyl-3-(1-naphthoyl)indale (JWH-018) | 0 . 45 45: 45
2.5-Dimethoxyamphetamine ) 2 2 2! N 2] 2
2 5-D|methoxy-4 Elhylampheiamme (DOET) _ 2 2| 2 a2
2 ,5-Dimethoxy-4-(n)-propylthiophenethylamine ) a 2 2l 2] 2
3-Methylfentanyl o 2 2 2 2 2
3- Melhylthlqlfewyl__ 2 2 2. 2 2
31_1_M_gihylenedm_xamphelamme {MDA) . R 20| 22| 22 22| 2y
3,4-Methylenedioxy-N-Ethylamphetamine | (MDEA) N 10 15 15 15 15
3 4-Methylenediony-N-melhylcathinone (methylone) i . 8
3,4-Methylenedioxymethamphetamine (MDAMA) 20 22 22 22 22
3,4-Melhylenedioxypyrovalarone (MDPY) . i o B
3,4,5.Trimethaxyamphetamine 2 2 2 2 2
4-Bromo-2,5-Dimethoxyamphetamine (DOB) 2 _.._2 2 2 2
4 Broq‘lg_?._gplmelhnxyphenethylamme (2-CB) 2| 2| 2] 2 2

4-Methoxyamphetamine 77 77 77 77 77
4-Methylaminorex _ . 2 2 2 _. 2 2
4-Methyl-2, 5—Djmethoxyamphetamme {DCM) 2 2 2 2 2
4.-Methyl-N-methylcathinone (mephedrone) - 8
5.(1,1-Dimethylhepty-2-[{1R,38)-3-hydroxycyctohexy/]-phenal a 0 68 ____&8 68
5.(1, 1 -Dimethyloctyl}-2-[{1R35)-3- hydroxycyclohexyl] -pheno! 0 0] . 53 53 53
5-Methoxy-3, 4‘_Methylenedwxyamphelamme _ A 2 2 2| 2
5-Methoxy-N, N-dilsopropyltryptamine B g ~ 2 2| 2 2
Acetyl-alpha-methylfentanyl 2 2 2 2 2
Acatyldihydrocodeine . | 2 2 2 2
Acetylmethadol 2 2 2 2 2
Allylpradine ~ 2 2 Z 2i 2
Alphacetyimethadol 2 2 2 21 2
Alpha-ethyltryptamine _ T 2 2 2 2! 2
Alphameprodine _ 2 2 j 2| 2 2
Alphamethado! _ _ 2 2 2! 2 2
Alpha-methylfentanyl o 2 2 2 2 2
Alpha-methylthiofenlanyl _ o 2 2 2 2 . 21
Alpha-méthyltryptamine (AMT) _ _ 2 2 2 2 2
Amingrex . 2 2 2 .2 2
Benzylmorphine 2! 2l 2 S22 2
Belacelylmethadel 2| 2 2 2 2
Beta-hydroxy-3-methyifentany! B A 22 2 2
Beta-hydroxyfenlanyl - 2 2] 2 2 2
Betameprodine VR U 2 2 2\ 2 2
Belamethadol B 2 2 2l 2 2
Belaprodine  __ _ . 2 2 2 2 2
Bufotenine ] 3 3 3 3 3
Cathinone e 3 4 4 4 4
Codeine-N-Oxide . _ 602 602 602 802] 602
Diathyltryptamine . 2 2 2 p 2
Difenoxin _ ~ 3,000 3000 50 : 50 S0
Dahydromorphlne 3 603 000 3,608,000 3,608,000 3,608,000 3,608,000
Dimethyltryptamine ? 7 7 T
Gamma-hydroxybuityric acid — 52.156.000 3,000,000, 5.772,000  29,000.000(  47.000.000
Heroin_ _ 2 20| _ 20 20! 20
Hydromorphinol o _ rig 2 2 2 54
Hydroxypethidine A R B 2 T 2l 3 2
lhogaine _ _ 1 5 5l 5 5
Lysergic Acid Diethylamide . ) 15 18| 16 e 18
Marinuana = . 21,000 21,000 21,000 21,000 21,000
Mescaline S 5 5 5 5
Methaqualone . . 7 10 10 10 10
Methcathinone 4 4 4 4 4
Mathyldihydromorphine 2 2 2 2 2
Morghine-N-oxide 3 o 605 605 _ 805 605 655
N-Benzylpiperazine 2 2 2 2 2
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Aggregate Production Quotas

{all values are in grams wnless Indicated atherwise}
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[CGontralled Substance Final Revised | Final Revised]  Initial  Final Revisedi Proposed
Initial
Schedufel:_ T T Ta009 1 2010 2011 010 - 12
1-[2-(4- Morpholmyl@yl]-a (1-naphthoylindole 2 (JWH- E L .| o 45! 45
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 0 0 0 48l T4
1-Methyl-4-phenyl-d-propionoxypiperidine ol 0 2 2 2]
1-Pentyl-3-(1-naphthoyljindale (JWH-018) _ . o 0 0; 45 45
2,5-Dimethoxyamphetamine 3 2 2 2 2 _ 2
2,5-Dimelhoxy-4-Ethylamphetamine (DOET) _ 2, 2 2 2 _2
2,5 Dlmeth_oxy-d--{n)_-pmpy_llr@gr_ngiot_hylar@_ne o . g 2 22
3-Methylfentanyl i . 2 2 2 2 2
3‘Methyithiafentany) - 2 2l 2 2] 2
34- MethylenednomeJ:he!amina WoA) . - 25| 20 221 22y 22
3 4-Methylenedioxy- N-Ethy_mphetanj_l_*iMDEA) e 10 10| 1% s 15
3.4-Methylenedioxymethamphetamine (MDMA) __ 20 20] 22 22| 22
3,4,5-Trimethoxyamphetamine . 2 2 2 2 _2
4-Bromo-2,5-Dimethoxyamphetamine (DOB)_ 2 2 2 2 2
4-Bromo-2,5-Dimethoxypheaethylamine (2-CB) 2 2 2 2 2
4. Melhoxyargghetamme ) i7 77 ) i 17
a-Mefhylaminorex . 2 ) 2 - | 2
4-Methyl-2, 5- mmemoxj_m_phetamlne‘{g()_r,ﬂ_)_ — . 20 2 2 2 2
51, 1-Dmelhylhe|:1(y_}-2 [(1R.38)-Fhydroxycyclohexyl] -phenol . 0 0 0 68 68
5-(1,1-Dimethyloctyl)-2-[{1R,38)-3-hyd raxyeyclohexyll-phenal 0 Q 0 53 - 53
5-Methoxy-3.4- Methylenedioxyamphetamine 2 2 2 2 2
5-Methoxy-N,N-diisgpropyltryptamine I 5 0 2 2 2
Acetyl-alpha-methyfentany! 2 2 2| . 2 2
Acetyldihydrocodeine o 2 2 2 2! 2
Acetylmethadol . 2 2 2 2 2
Allylprodine ) L 2 B 2 2 2] 2
Alphacetylmethadol . . 2 2 2 2 2
Alpha-ethyllryplammg _ ol 2 2 2 2
"|Alphameprodine 2] 2 2 2| 2
Alghamethadal _ 2 2) 2 2 9
Alpha-methyifenianyl ) 2 2 2 2 2
Aipha-mathylthiofentanyl o 2 2 2! 2 2
Alpha-methyltryptamine (AMT) ] 0 2 2 2| 2|
Amincrex e 2 2 2 _ 2 -2
Benzyimorphine _ 2 2 2. 3 2
Betacetylmethadol 2 2 2 2 2
Beta-hydroxy-3- methylfentanyl 2 2 2 2 2
Bet_a_hygjroyfentanﬂ . . 2 2 2 2 2
Betamneprodine e 2 2i 2 2 3
Betamethadol . 2 2 I 2
Betaproding _ 2 2 2| 2 2
Eufolenine ) _ 3 3 3 3 3
Cathinone o 3 3 4 4 4
Codame N-Oxide o §02 602 602 602 602
Diethyitryptamine B 2 2 2 2 2
Difencxin - 3,000 3,000 3,000 50 50
Dihydramorphine 3,132,000 3,608,000 .3.608,000 3,608,000: - 3,608,000
Dimethyliryptamine 3 3 7 7 T
Gamma-hydroxybutyric acid 24,200,000 §2,156.000 3000000 5,772,000 29 29,000,000
Heroin . 20 20 20 20 20
Hydromorphinol _ 2| 20 . 2 . _.2 2
Hydroxypethidine F I 2 3 2
lbogaine o 1 1 5 8l 5
Lysergic Acid Diethylamide . 10 15 16 16, 18
Marihuana _ _ 4,500,000 21,000 21,000 21,000 21,000
Mescalina B 7 5 5 5 5
Methagualone _ 5! 7 10 10 _ 10
Methcathinane e 4 4l 4 4 4
Methyldihydromorphine 2 2 2 2. L2
Maorphine-N-oxide ) 605 605 605 6035 ___Bos!
N-Benzylpiperazine . 2 2 2 2] 2
N,N-Dimethytamphetamine __ R o~ [ 2 2 2
N-Ethylamphetamine 2 2 2 2 2
N-Hydroxy-3.4- Melhylenedmxyamphetamme 2 2 2 2 2
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| Contrelled Substance Final Revised |Final Revised Inittal Final Revised| Proposed

i Initial
Sthedaiel, T L T TTOTTAmS )T goie TITTaOW A iz
Noracymethado! L2 T2 2 2 2
Norfevorphanol 52 . 52 52 52 82
|Mormethadane - . 2| 2 .2 2l . #
Normorlme L, o 16 g 18 . 18 18
Para-fluorofentanyl o — 2 2 20 __ . _2 .2
Phenomarphan - 2 2 2 2 2]
Pholcodice o 2 2 = 2 2 L2
Psilacybin _ i 7 2 2 2 2
Psilacyn _ 7 2 2 2 i} 2
'_Ifgt_r_qhydrecannabmols o v 312500 264,000 393,000 393,000 393,000
Thiofentanyl 2 2 2 2 2
Tilidine . ) 0 10 0, W 10
Trimeperidine . - 23 2 2 2 2

Controlled Substanca Final Ravised |Final Revised Initial Final Revised| Praposed

i Ieeitial

Schedule Il i - T 2008 2010 - 2011 2011 2012
1~Phenylcyclahexllamme . e 2 2] 2 2 2
1-Piperdinocyclohexanecarbonitrile .2 _ 9] . .2 2l 2
4-Aniling-N-pherethyl-d-piperidine (ANPP] o] __ 1,100,000] ~ T 2.500,000]  1,800,000; 1,800,000
Alfentanil T 80000 8000 5,000 12,800 11,600
Alphaprodlne oo a - 2 2 2 2 2
Amcbarbital 3 3 — 40,007 40,007 40,007
Amphetamlne (for converston} ) _ 7,500,000 7,500,000] - 7,500,000] 8, 500, Qoo 8,500,000
Amphetamine (for sale) 17000000 18,600,000] _ 18,600, ,000] ~ 25,300,000]  25,300:000
Carfentanil ] 0 200 0 Q g
Cocaina o 247,000 247000 247,000 216,000 216,000
Codeine (for conversion) - €5,000,000] 65,000,000 65,000,000 65,000,000 65,000,000
Codeine {for sale) T T T | 39,605,000] 39,608,000]_ 39,605,000] 39,605.000] _ 39,605,000
Dextropropoxyphene 166,000,000, _ 92,000,000 92,060,500 B 7 7
Dihydrocedeine . 1,200,000 800,000 800,000 255,000 255,000
Diphenoxylate . 647,000 27,000 827,000 730,000 500,000
Ecgonine . _ 83,000 83,000 83,000 83,000 83,000
Ethylmorphme o . . 2 2 2 2 ) 2
Fentanyl _ {,428000| ~1428,000] 14280001 1428000 1,428,000
Glutethimide 3 2 2 2 o 2 2
Hydrocodone (for saley 56,500,000) 55,000,000  55,000,000|  §5,000,000! 59,000,000
Hydramorphone _ 3,340,000 3,455,000 3,455,000 3,455,000 3,455,000
Isormethadone _ 2 1 " 2 4
Levo-alphacetyimethadal (LAAM} 3 3l 3 33
Levomethorphan - 5 5 5 - 2
Levorphanol 10,000 10,000] 10,000 3,600| 3,600
Lisdexamfetamme 8,200,000 9,000,000 9,000,000  10,400,0000 10,400,000
Meperidine o _ 8,600,000 6,600,000 6,600,000 5,500,000 5200000
Meperidine Intermediate A _ 3 3 3! 3 3
Meperidine | Intermedmte-B ) ~ 7 7 7 7 7
Meperidine Intarmediate-C . 3 3 3 3 B 3
Metazocine ) 1l 1 5 5 -1
Methadnne dor sale] 25,000.000{ 20,000,000/ 20,000,000 20,000,000, 20,000,000
Methadone Intermediate o 26,000,000  26,000,000|  26,000,000| _ 26.000,000] 26,000,000
Methamphetamine_ 3,130,000 3,130,000[ 3,130,000|  3.136,000f 3,130,000
__levo-descxyephedrine . ) 680,000 750,000 750,000 750.000| 750,000
"~ methamphetamine (for conversion) 2,405,000]  2.331,000]  2,331,000] 2,331,000/ 2,331,000
methamphetamine (for sale) B N 45,000 49,000 49,000 45,000 49,000
Methylphenidate _ 50,000,000 50,000,000  50,000,000] 56,000,000/ 56,000,000
Morphine (for conversion) 100,000,000/ 83,000,000 83,000,000 70,000,000, 83.000,030
Morphine (for sale} 36,300,000!  39,000,000] 39,000,000]  39,000,000; 39,000,000
Nabilone i . 5,002 9,002 10,502 10,502 10502
Moroxymorphone (for canversion) 9,000,000 9,000,000 9,000,000 7,200,000 7,200,000
Noroxymorphone (for sale) _ 10,040 41,000 401,000 401,000 41,000
Opium (powdered) 230,000 230,000 230,000 63.000 63,000
Opium (tincture) . 1,260,000 1500000  1500,000] 1,000,000] _ 1,000,000
Oripavine T 15,000,600 15,000,000] 15,000,000] 6,000,000 8,000,000
Oxycodane (for conversion) 4,500,000 5600,000] 5600000  5600,000] 5,600,000
Oxycedona (for saig) 94,000,000) 105,500,000 105.500,0C0 98,000.0001 56,000,000
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{all values are in grams unless indicated otherwise)
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l Cantrolled Substance Final Revised |Final Revised Initial Flnal ansedl Proposed

: Initial

Schedula " i 2009 3010 2011 | 2011 2012
Oxymarphone (for conversiony - 12,000,000 12,800,000 12,800,000| 12,800,000; 12,800,000
Oxymorphone (for sate) o i 2,570,000 3,070,000 3,070,000]  3,070,000! 5,500,000
Pentobarbital _ - ' 28,000,000  28,600,000| 28,000.000| 34,000 ,000| 31,000,000
Phenazecine _ - 1 1 5 5: 5
Phencyclidine L 20 14 24 24| 24
Phenmelrazine o 2 2 2y 2 2
Phenyracetone _____ 250,001 12,500,001 8.000.000 8,000,000 8,000,000
|Racemetherphan _ 2 2 2 2
Remifentanil - ) 500 2,500 2 500 _2,800] 2,500
Secobarbital 67,000 67,000 260,002 336,002 33s002
Sg_(entaml I 10,300 7.000 7,000 5,000 5,000
Tapentadol L 0 1,000,000 1,000,000 403,000 243,000|
Thehaina 126.000,000] _126,000.000[ 126,000,000] 116,000,000] 116,000,000
S - ! —

|
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Billing Code 4410-09-P
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-358P]

Controlled Substances:
Proposed Aggregate Production Quotas for 2012

AGENCY: Drug Enforcement Administration (DEA), Department of Justice.

ACTION: Notice with request for comment.

SUMMARY: This notice proposes initial year 2012 aggregate production quotas for controlted
substances in Schedules [ and II of the Controlled Substances Act (CSA).

DATES: Electronic comments must be submitted and written comments must be postmarked on
or before {INSERT 30 DAYS FROM DATE OF PUBLICATION]. Commenters should be aware
that the electronic Federal Docket Management System will not accept comments after midnight
Eastern Time on the last day of the comment period.

ADDRESSES: To ensure proper handling of comments, please reference “Docket No. DEA-
358" on all electronic and written correspondence. DEA encourages that all comments be
submitted electronically through http://www.regulations.gov using the electronic comment form
provided on that site. An electronic copy of this document is also available at the
hitp:/f/www.regulations.gov website for casy reference. Paper comments that duplicate the
electronic submission are not necessary as all comments submitted to www.regulations.gov will
be posted for public review and are part of the official docket record. Written comments
submitied via regular or express mail should be sent to the Drug Enforcement Administration,

Attention: DEA Federal Register Representative/ODL, 8701 Morrissette Drive, Springfield, VA
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22152,

FOR FURTHER INFORMATION CONTACT: Christine A. Sannerud, Ph.D., Chief, UN
Reporting and Quota Section, Drug Enforcement Administration, 8701 Morrissette Drive,
Springfield, VA 22152, Telephone: (20.2) 307-7184.

SUPPLEMENTARY INFORMATION:
Posting of Public Comments

Please note that all comments received are considered part of the public record and made
available for public inspection online at http://www.regulations.gov and in the DEA’s public
docket. Such information includes personal identifying information (such as your name, address,

etc.) voluntarily submitted by the commenter.

If you want to submit personal identifying information (such as your name, address, etc.)
as part of your comment, but do not want it to be posted online or made avatlable in the public
dock;at, you must include the phrase “PERSONAL IDENTIFYING INFORMATION" in the first
paragraph of your comxﬁent. You must also place all the personal identifying information you do
not want posted online or made available in the public docket in the first paragraph of your

comment and identify what information you want redacted.

If you want to submit confidential business information as part of your comment, but do
not want it to be posted online or made available in the public docket, you must include the |
phrase “CONFIDENTIAL BUSINESS INFORMATION" in the first paragraph of your
comment. You must also prominently identify confidential business information to be redacted
within the comment. I}' a comment has so much confidential business information that it cannot
be effectively redacted, all or part of that comment may not be pqsted online or made available in

the public docket.
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Personal identifying information and confidential business information identified and
located as set forth above will be redacted, and the comment, in redacted form, will be posted
online and placed in the DEA’s public docket file. Please note that the Freedom of Information
Act applies to all comments received. If you wish to inspect the agency’s public docket file in
person by appointment, please see the “For Further Information” paragraph.

Background

Section 306 of the CSA (21 U.S.C. 826) requires that the Attorney General establish
aggregate production quotas for each basic class of controlled substance listed in Schedules [ and
II. This responsibility has been delegated to the Administrator of the DEA by 28 CFR 0.100.

The proposed year 2012 aggregate production quotas represent those quantitics of
Schedule I and I controlled substances that may be produced in the United States in 2012 to
provide adequate supplies of each substance for the estimated medical, scientific, research, and
industrial needs of the United States, lawful export requirements, and the establishment and
maintenémce of reserve stocks. These quotas do not include imports of controlled substances for
use in industrial processes.

In determining the proposed 2012 aggregate production quotas, the DEA has taken into
account the criteria that DEA is required to consider in accordance with 21 U.S.C. 826(a) and 21
CFR 1303.11. DEA proposes the aggregate production quotas for 2012 by considering (1) total
net disposal of the class by all manufacturers during the current and two preceding years; (2)
trends in the national rate of net disposal of the class; (3) total actual (or estimated) inventories of
the class and of all substances manufactured from the class, and trends in inventory
accumulation; (4) projected demand for such class as indicated by procurement quotas requested

pursuant to 21 CFR 1303.12; and (5) other factors affecting the medical, scientific, research, and

3
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industrial needs in the United States, lawful export requirements, and reserve stocks, as the

Administrator finds relevant. Other factors DEA considered include product development

requirements of both bulk and finished dosage form manufacturers, and other pertinent

information.

The Administrator, therefore, proposes that the year 2012 aggregate production quotas

for the following Schedule I and II controlled substances, expressed in grams of anhydrous acid

or base, be established as follows:

Basic Class — Schedule [ Proposed 2012 Quotas
1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45 g |
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45
1-Methyl-4-phenyi-4-propionoxypiperidine 2g

‘1-Pentyl-3-(1-naphthoyl)indole (JWH-018) 45g
2.5-Dimethoxyamphetamine 2 j_‘
2,5-Dimethoxy-4-ethylamphetamine (DOET) 2g
2,5-Dimethoxy-4-n-propyithiophenethylamine 2g
3-Methylfentanyl 2g
3-Methylthiofentanyl 2g
3,4-Methylenedioxyamphetamine (MDA) 2g
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 15¢
3,4-Methylenedioxymethamphetamine (MDMA) 22g
3,4,5-Trimethoxyamphetamine 2g
4-Bromo-2,5-dimethoxyamphetamine (DOB) 2g
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 2g
4-Methoxyamphetamine 77g
4-Methylaminorex 2¢
4-Methyl-2,5-dimethoxyamphetamine (DOM) 2g
5-(1,1-Dimethylheptyl)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 68 g
5-(1,1-Dimethylocty])-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 33g
5-Methoxy-3,4-methylenedioxyamphetarmiine 2
5-Methoxy-N,N-diisopropyltryptamine 2g
Acetyl-alpha-methylfentanyl 2g
Acetyldihydrocodeine 2g
Acetylmethadol 2g
Allylprodine 2g
Alphacetylmethadol 2p
Alpha-ethyltryptamine 2g
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Alphameprodine 2g
Alphamethadol 2g
‘Alpha-methylfenlanyl 2¢g
Alpha-methylthiofentanyl 2g
Alpha-methyltryptamine (AMT) 2¢g
Aminorex 2g
Benzy!morphine 2g
Betacetylmethadol 2g
Beta-hydroxy-3-methylfentanyl 2g
Bela-hydroxyfentanyl 2g
Betameprodine ' 2g]
Betamethadoi 2g
Betaprodine 28
Bufotenine g
Cathinone 4g
Codeine-N-oxide 602 g
Diethyltryptamine 2g
Difenoxin S0g
Dihydromorphine 3,608,000 g
Dimethyltryptamine 78
Gamma-hydroxybutyric acid 29,000,000 g
Heroin 20¢g
Hydromorphinol 2
Hydroxypethidine 2¢g
Ibogaine 5g|
Lysergic acid diethylamide (LSD) 16g
Marihuana 21,000 g
Mescaline Sg|
Methaqualone 10g
Methcathinone 4g
Methyldihydromorphine 2g
Morphine-N-oxide 605 g
N-Benzylpiperazine 2g
N,N-Dimethylamphetamine 2g
N-Ethylamphetamine _ 2¢g |
N-Hydroxy-3,4-methylenedioxyamphetamine 2g
Noracymethadol 2g
Norlevorphanol 52g
Normethadone 2g
Normorphine 18
Para-fluorofentanyl 2g
Phenomorphan 2g|
Pholcodine 2|
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Psilocybin 2g
Psilocyn 2g
Tetrahydrocannabinols 393,000 g
Thiofentanyl 2g
Tilidine 10 g |
Trimeperidine 2g
Basic Class — Schedule I1 Proposed 2012 Quotas

1-Phenylcyclohexylamine 2¢
1-piperdinacyclohexanecarbonitrile 2
4-Anilino-N-phenethyl-4-piperidine (ANPP) 1,800,000 g
Alfentanil 11,600 g
Alphaprodine 2g
Amobarbital 40,007 g
Amphetamine (for conversion) 8,500,000 g
Amphetamine (for sale) 25,300,000 g
Cocaine 216,000 g
Cadeine {for conversion) 65,000,000 g
Codeine (for sale) 39,605,000 g
Dextropropoxyphene 7g
Dihydrocodeine 255,000 g
Diphenoxylate 500,000 g |
Ecgonine 83,000 g
Ethylmorphine 2g
Fentanyl 1,428,000 g
Glutethimide 2g|
Hydrocodone (for sale) 59,000,000 g
Hydromorphone 3,455,000 g
Isomethadone 4
Levo-alphacetylmethadol (LAAM) ig
Levomethorphan S5g
Ievorphanol 3,600 g
Lisdexamfetamine 10,400,000 g
Meperidine 5,200,000 g
Meperidine Intermediate-A g
Meperidine Intermediate-B 7g
Meperidine Intermediate-C 3g
Metazocine 5g
Methadone (for sale) 20,000,000 g
Methadone Intermediate 26,000,000 g |
Methamphetamine 3,130,000 g

[750,000 grams of levo-desoxyephedrine for use in a non-controlled,

6
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non-prescription product; 2,331,000 grams for methamphetamine mostly for conversion to a

~— schedule 111 product; and 49,000 grams for methamphetamine (for sale)]
3 Methylphenidate 56,000,000 g-|
i Morphine (for conversion) 83,000,000 g |
| Morphine (for sale) 39,000,000 g
Nabilone 10,502 g
Noroxymorphone (for conversion) 7,200,000 g
Noroxymorphone (for sale) 401,000 g
Opium (powder) 63,000 g
Opium (tincture) . 1,000,000 g
Oripavine 9,800,000 g
Oxycodone (for conversion) 5,600,000 g
Oxycodone (for sale) 98,000,000 g
Oxymorphone (for conversion) 12,800,000 g
Oxymorphone (for sale) 5,500,000 g
Pentobarbital 31,000,000 g |
Phenazocine S5g]
Phencyclidine 24g
Phenmetrazine 2g
Phenylacetone 8,000,000 g
Racemethorphan 2g
Remifentanil 2,500 g |
-_ Secobarbital 336,002 g
Sufentanil 5,000 g
Tapentadol 243,000 g
Thebaine 116,000,000 g
The Administrator further proposes that aggregate production quotas for all other Schedule I
and II controlled substances included in 21 CFR 1308.11 and 1308.12 be established at zero.
Pursuant to 21 CFR 1303.13, upon consideration of the relevant factors, the Administrator of the
DEA may adjust the 2012 aggregate production quotas as needed.
Comments
Pursuant to 21 CFR 1303.11, any interested person may submit written comments on or
objections to these proposed determinations. Based on comments received in response to this
Notice, the Administrator may hold a public hearing on one or more issues raised. In the event

Vol. | Page 484



the Administrator decides in her sole discretion to hold such a hearing, the Administrator will
publish a notice of any such hearing in the Federal Register. Afier consideration of any
comments and after a hearing, if one is held, the Administrator will publish in the Federal
Register a final order determining the 2012 aggregate productiqn quota for the basic class of

controlled substance.

Dated: . Michele M. Leonhart
Administrator
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TVEFARTMENT OF JUSTICE
DAUCG EfFORCEMENT ADNINDSTRATION, OFFICE
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ARCOQS 1 -REPORT ~
TOP 15 DRUG EELLERS BY ORUG CODE

Date: RAQr2002

Butiness Actlvity: MANLFACTURER (E}
Drug Mama: WETHADDMNE[BIS0R)
Sater

Zlp:

Trancaction Year: 2011 . 2011

Diwigign { Offica Mame:

ALL Divisons / ALL Offices.

Report By. Talal Grams.
Disptay Limit 23
Busineas Dnig Sallers | Seliers Dhvisien Office Quantity ma hufactured

Rank Activity Hame Dwa Na Harne Ciry Stats [Name hame Toul Gram in 2011 2010 Inventory
1 MANUFACTURER(E) mETHADONEE250m) [(D)(4):(b [b)(4) o [sT.Lous STLOUIS 10,265,621.256 10,741,796 3,436,241
2 MANUFACTURERGE) METHADONES2508){)(7 )(E) by |NEW YORK ALEAKY 0.874,835.2%4
3 MANUFACTURERE] METHADONE®2508) CH |DETROIT COLLUMEUS 4.699,178.52
] MAMUFACTURER{E) METHADOINE{H2S00] iy [WASHINGTCN DC [ RICHMDND 3838 302487 4,815,201 1,483,006
5 MANUFACTURER(E) METHADONEEZ50H) N1 |NEW JERSEY CAMDERN 2153885454 1,865,609 875,788
& MANUFACTURER(E) METHADONE [F2507) L fraram TAMPA 2,065 045,03
? MANUFAGTURERGE) ML AN (F2508) v [HEW YORK ALEANY 333,189.33)
B MANUFACTURER{E) ME THADCIE (825080 b [wEw voRk KEW YORK 169,399 454
£} MANUFAC TURERE) METHADONE(82508) o [new aerseY NEWARK 24 258008
10 HANUFACTIURERE) ME THADNTNE{B2508) N JCHICAGD MINHEAFOLIS §,122.Th
" MANUFACTURER(E) METHADONE(G2508) B [ATLANTA COLLMEW 5,070.75]
12 MANUFACTURER(E) METHADCNE(22508) o |ATLANTA GREENZBORO TS
n MANUF AL TURER(E) METHADONE(RS06) o joaLt a5 CHLAHTIM, CITY| 32,2664
14 MANUFACTURER(EY METHADONE{S2508) FO  [DENVER CENVER EXEZYT
15 MANUFACTURER(E) M X for [ATLANTA ATLANTA 1,852,635
1% MANLFACTURER{E} METHADONE(S2506) hL  [NEWOCRLEANS |WMOSIE [IETERTL]
37 MANUFACTURER(E) METHALONE(S2508) fx IHousToN HOUSTON 1 8256680
18 MANFACTURERIE) HIETHADONE (92508) hen, |BosTON {mosTON 1,085,158
15 AN ACTURER{E) METHADONE (32508) N [CHICAGD HINKEAPOUIS a20.a3p
e MANUEACTURER{E) NETHARCNE[82508) A4 N BOSTON [BOSTON Bod Ay
Fil WAMHLUFACTURER(E} ME THACHONE (82508 fH |DETRGIT DETROAT TS5
n MAMUFACTURER(E)Y METHADONE (D2 506 fia  |BOSTOH EOSTON 511.580
=] MANUFACTUREREY MWETHADONE (F2508 A |ATLANTA ATLANTA Ad1.21F
24 MANUFAG TURER(E) AETHADONE {92508 [ JATLANTA HNOXVILLE 503
¥ MANUFACTURER EY [ METHALONE R 2 506} . JOALLAS TULGA 237 4T
mstimated 2012 PO _ estiimatad 2012 MQ quantiry of rmethadone intermeadizte PQ Summary 16,5498,865.937

32,997, 7311.874 22516000414 raquired lor PO and PO [avantary Mareifactured Inventary
inventary allkowance {320%) inve ntary allewance [300] 52,763,373.267 MO Summary 16,258, 010.207 17,426,606 5, FTB,035

42,857,051 416 42,270,826.538 required far MO anly

29,994 705,109
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DEPARTHMENT OF .JUSTICE

DRUG ENFORCEMENT ADMINISTRATICN, GFFICE OF DIVERSIDN CONTROL

ARCOS 1 -REPORT

TOP 25 DRUS SELLERS BY DRUG CODE
Dato: 5102012
Businoss Activity: MANUFACTURER (E)
Crup Kame: METHADCNE(925068)
Stata;
Zip:
Transaction Yoar: 201% - 2012
Divislan i Offce Name: ALL Divigions / ALL Oifices
Raporl By: Towl Gmms -
Displey Limit: 25

|Business Drug Sefler's Saller's Dhvision Offica
Rank Actlvity Hume Oaa Mo Nama City Synle {Mame Mame Total Grams
1 MANUFACTURER(E)  [WETHADONE2508} [(D)(4);(b)|b)(4) Mo [sY. Lous ST LOWS 7477186286 Bulk Manufacturer
2 MANUFACTURER(E} |METHADONE(s2s0a|(7 )(E) MY [NEWYORK ALBANY 3,972.349.594
3 MANUFACTURER(E)  [METHADONE($2508) VA [WASHINGTON DG [RICHMOND 3.401,650.162| Bulk Manufacturer
4 MANUFACTURER(E) |METHADONE@2508) OH |CETROCIT CoLUVBUS 3, 188,499.3
5 MANLUFACTURER(E) | METHADONE{B2508) 1) [NEW JERSEY CAMDEN 1,302,496 832| Bulk Manufatturer
] WANUFACTURER{E) METHADOHE[MSOB}] FL  {MIAM TAMPA 1.278.453.314
7 MANUFACTURER(F)  [METHADONE(52508)| oy [NEW YORK NEW YORK 159,896,653
-] MAKUFACTURERIE) uETHADONEtQHDBJl NY |NEW YDRK ALBANY 134930674
9 MANUFACTURER(E)  [METHADONE(92508)| HJ)  |NEW JERSEY. NEWARK 26,978,560
10 MANFACTURER{E) METHADONE[Q?SIIBII SC JATLANTA COLUMBLA £.202.534
1 MAKUFACTURERIE) |METHADONE(9250 El)l M |ATLANTA GREENSBORD 5,081,053
12 MANUFACTURER(E) ME‘I‘HADONE(Q&QB]' O |DALLAS CRLAHOIA CITY 1,604,559
1 MaNUFACTURER(E} METHAUOHEﬁzsoeﬂ CO |CERVER DENVER 1,408.854
14 MANUFACTLRER(E) Mzmmuaszsnaﬂ TN [ATLANTA KNDXVILLE 1,325.842
15 MANLFACTURERIE}  |METHADONE(92508) GA  [ATLANTA ATLANTA 1.051.601
16 MANUFACTURERYE) ME‘T‘HADONE[QQ&GB\hl TX |HOUSTON HOUSTON FIT.147]
17 MANUFACTURER(E}Y MEI‘MDONE_(GZSE' M |CHICAGD M NNEAFQLIS 6o, 849
L] MENUFACTURERIE) METMDONE(BZSOﬂ]l MA  |BOSTON (BOSTON 855,954
18 MANUFACTURER(EY METHADONE{HZSQB}' AL |NEWCRLEANS |MOSHE 255317
20 MAKUFACTURER{E) METHADONEISZSUﬁil QH |CETROIT DETROIT 433,337
21 MAHUFACTURER(E) |METHADCHNE(E2 508}' L CHICAGO CHICAGO 310,854
22 MAHUFACTURER{E) nemamwaszsusﬂ M} |NEW JERSEY NEWARK 289 974
ra] MANUFACTURER(EY METHADONHQ:SOB)' CA  |LOS ANCGELES LOS ANGELES 56.729
24 MARUFACTURER(E)  |METHADCNE(S25D 3;| M |BOSTON BOSTON 91955
25 MANUFACTURER(S) MEI’HAUONE{SZSN!J' M5 |NEWw CRLEANS JNEWORLEANS 52,903
estimated 2012 PQ estimated 2012 MQ quantity of methadone intermediate [ Paswmmay] 8783675559

17,567,351.120 24,362,664.560 required for PQ and PO inventory
Inventory allowance [30%) Tnventory allowance {30%) 28,080,194.441 ]— [14] Summun{ 12,1 51.33128&1
22,837,556.456 31,571,463.928 requirad for MQ only
29,966,077.409
= PR
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ARCOS 13- REPDRT

TOP 25 DRUS SELLERS BY CRUG CODE

7477185288} Bulk Manufacturer

3.401,650.162| Rulk Manufacturer

1.302,496.82 Bk Manufacturer

Date: BRIZD12

Businesy Activity: MANUFACTIIRER (E)

Orug Hame: METHADONE{$2508)

Srata:

Zip:

Transactlon Year 2012 - 2012

Divisian / Office Name: AL Dinsiong 5 ALL Otficas .

Report By Totai Grams

Dvsplay Limit: 3K

Dursiness Oneg fSelters  |Sellers Division Office

Rank Activity Nama Deals  [Name City Staty |Name e Tois) Grama

1 WMANUFACTURERE)  |METHADONE®2508) [(h)(4):(b)|(b)(4) o [ST.LOUIS: STLOUIS

2 MANUFACTURERIE)  [METHADONE(92508)|(7)(E) o |NEW YORK ALBANY 1572.349.594]

3 MANUFAGTURERE)  [METHADONE{92508) o | WASHINGTON DC |RICHMOND

4 IMANUFACTURER{E)  |METHADONE(9250R) o toETROIT COLUMAUS 2,184 4893

H MANUFACTURER(E)  |[METHADONE(92508) H)  [NEWJERSEY  |CAMDEN

& MARUFACTURERIE)  {METHADCNEL92506) FL Jaami TAMPA 1,276,453.218)

T MANUFACTURERIE)  |METHADONE(32S0B) jy  [EWYORK NEW YORK 159,896 862

F] WANUFACTURER{E)  |METHADONE(BISOE} Y |NEW YCRK ALBANY 134,930.078|

] MANUFACTURER(E)  |[METHADONE(D2508) B [NEWJERSEY NEWARK 23,078,560

[ WMANUFACTURERIE)  |METHADONE(92508) 5C  |ATLANTA COLUMBHA 6,203,534

n MANUFACTURER(E)  [METHADONE(32508) NG [ATLANTA GREENSBORO 5,061,052

12 MANUFACTURER(E)  |METHADONE(I2S0E) ok |0ALLAS OKLAHOMA CATY 1,804,554

13 MANUFACTURER(E) |METHADONE{SZ50B) o |OENVER DENVER 1,408 680

14 MANUFACTURERIE)  |METHADONE({I2508) TN [ATLANTA KNOXMILLE 1,476,842

15 MANUFACTURER(E)  [METHADONE(92508) A |ATLANTA ATLANTA 1.051.801

18 MANUFACTURER(E)  |METHADOME(92508) ex JHousTON HOUSTON 727,147

w MANUFACTURER{E)  |METHADONE{52508) MM [CHCAGD MINNEAPCLIS 54949

8 MANUFACTURER(E)  |METHADONE([S250B) e [BOSTON BOSTON 856,954

19 MANUFACTURER(E)  [METHADONE(92506) st [NEWORLEANS  [mCBILE 556,317

0 MANUFACTURERIE)  |METHATKONE(9250D) o |oETROIT DETROIT 23337

FI] MAHUFACTURERIE)  [METHADONE(32508) L [CHCAGO CHICAGD 310,865

22 MANUFACTURER(E)  [METHADONE(925UBY N [MEW JERSEY NEWARK 289.973

22 MANUFACTURER(E)  jMETHADONE(25CE) ca [Los anGeELES  {LOS ANGELES 96,729

24 MANUFACTURERIE)  [METHADONE(SQ5CE) bin | _BOSTCN. [posTON 91.955|

25 MANUFACTURER(E)  [METHADONE(924C8)| MS  [NEWORLEANS  [NEW ORLEANS 62.963
[ rasummang 8,783,67%.560]
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Dty AMA012
Euslerya Acthity: MANUFACTURER (£)
Orug Nama; METHADONE (D250
Swte:
Zip:
Transaction Year 01 - 201
Ohising FCHCH NAME:  aLL Diisons ! ALL Offices
Repar By Telal Grarms
Dinplay Limnitz % -
|Busineas Dwug Selbers Beltar's Eviglen (Offica Qantiy
Rank |ctiviy Nama Dl Ko Nama City Giate [Neme Kama Total Grams rmanufactured In 2011 | 2010 Ieventory
1 LANUFACTURER(E) METHADOHE(M:S0e) KD )(4 ). (b (D)(4) Wa ST Loeag STLOWS 10,255, B20.T58 10,741,796 3,436,241
|2 VAMUFACTURER(E) METHADONER250a) |)(7)(E) WY [NEW YORK ALBANY #.872,636.26¢
3 WANUFACSTURER(E) METHADONE (92506 | OH  JOETROIT [CaLuvBUS 45B69.175.82
4 WAMUFACTURER(E) METHADKIME 2508) VA [WASIINGTON OC [FoCHMOND 1430 32 497 4,815,201 1,461,006
3 VANLIFACTURER(F) - NE THADCNE(R2508) Wi [NEW JERSEY  |CAMDEN 2,153,506 454 L868,609 879,788
B MANLFACTURER(E} HETHADONE [R2508) FL jmis TAMPA 2,066,045 03
7 MANUFACTURER(E) WETHADONE (2508} NY  JNEW YORK ALEAKY 413 180,03
) MANLFAC TURERYE) METHADONE (22 506) NY [MEWYORK NEW YORK B9, 100 40
£l NANUFACTURER(E) METHADONE 2508} NJ  [NEW JERSEY HEWARK 24,858 00
AU ] MANUFACTURER(E) UETRADGNE2S0S) My JCHICAGO LIS BA2LT
11 MANUFACTURER(E METHADONE (#2508) 55 JATLANTA COLUMEIA 50707
12 MAKUF ACTURER(E) METHADONE (22400) HC  |ATLANTA GREENSACRD 487233y
13 MANUEACTUREREY HETHADONE(B2 306} oK JOALLAS DRLARTMA CITY! 3,268 Map
" MAHUFACTURER(EY NETHADONE®R2508; CO JOEKVER DENVER RELEL]S )
15 MARHUFACTURER(E) WETHADONEE2500) GA  |ATLANTA ATLANTA 1847833
%5 KANFACTURER{E) METHALONE{I2506) AL [NEWORLEANS [MQ3ILE 1.3M244
L1 MANUFACTURER(E) ME THADONE (32 30E) T%  [HOUSTON HAUSTON 1.087.800
L] MANJFACTURER(E) METHADCNE 2508 A IBOSTON BQSTON 1088158
19 MANUFACTURER(E) HETHACONE RES0E) MN —ICHICAGO MhNEAPOLIS B20.338
o MANUEACTURER{E) WE THADONE (D2508) A [POSTON BOSTON B p
FI ' MANUFACTURER(E) ME THACONE (92508) OH  [DETROIT CETROST IT5ATH
2 WAMUFACTURER(E) METHADONE([D25CE)) WA IBOSTON BOSTON 511,580
23 MANUFACTURER(E) METHADONE(I2506) GA |ATLANTA [ATLANTA FrET
HL] MANUFACTURER(E) METHADONE 250G TN [ATLANTA KHOKVILE 50X
FL MANUFACTUREREY METHADONET250H) oK - DALLAS TULSA Z3T.4TR
PO Summary 15,49E,865,937
Manu g | ’
MO Summany 16,258,010.207 17,426,606 5,38.435
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S ARCOS 3 - REPORT
TGP 100 DRUG INSTRIBUTORS BY DRUG GODE
Date: Bf42t2
Buclivess Activity: MANUFACTURER (E)
Drug Name: HYDROCCQDONELD153)
Buyar Busineas Activiny: . '
Buyer State [ Zip: ALL Statas/ ALL Zips
Transaetlon Year: 2012-201%
Buyer Divislen § Gffica: ALL Divisions f ALL Officas
Roport By: Tatd Grams
Oiaplay Livit: 100
Cru Distrio S re D Oistributor's Cistributar's Total Cuerent
Rank|Name Cea No Namza City Stata [Dlvislen Office Grams Sald |Quota
1 [wrorocononEssy  [ib)(4);(b) Jb)4) [T [ATLANTA KNOXVILLE 113,623
2 |HyBROCEDONEMISY) (7)(E) MY |NEWYORK LONG ISLAND n|g 549
3 {HVEROCCOONE®193) jCa  [LOSANGELES ~ [LOS ANSELES 24 08¢
4 HYOROCODONE(193) jok  JDaLLAS OKLAHOMA CITY| 23.227]
5  |HYOROCCDONE@15Y) jca  |LOSANGELES  [LOS ANGELES 18,434
8 |[MYDROCODONE(9183] joa  ILOSANGELES  |LOS ANGELES 16,008
1 |HYDROCODONE193) 68 [ATLANTA ATLANTA 13,140
®  [HYCROGODONE@E153) TX |HOUSTON HOUSTON 12,777
89 |HYOROCOOONE(S19Y) ey JNEWYORK ALBANY 10,927}
10 {HYDROCODONE(I193) IcA  LCSANGELES  JLOS AKGELES 1805
11 |HYDROCODONE(3193) cA  [LOS ANGELES  [LOS ANGELES B.578)
12 |HYDROCODONED193) A |LOS ANGELES  [LOS ARGELES 6,40
13 JHYOROQZODONE(193 20 |DENVER DENVER 2054
14 |HYDROCODONE[9193) oA [LOSANGELES  [LOS ANGELES 4378
15 |HYDROCODONEEY) Ca  LOSANGELES  |LOS ANGELES 452
16 |HYDROCODONE(®193) L [NEwORLEANS  |MOBILE <871 -
“a— 17 |[HYDROCOOONE(133) Ca  [LOS ANGELES  |LOS ANGELES 3472
18 [HYOROCODONEI8Y) or |0ETROIT CETROIT 3,
18 {HYDROCODONEE183) pn [CHICAGD MINNEARPOLIS 3,644
20 [HYDROCQOONE(S103) CA  [LOS ANGELES  [LOS ANGELES 2,496
21 |HYCROCOOCHES183) s [LOS ANGELES  [LOS ANGELES 1.08¢)
22 |HYOROCODONE103) hz  [PHOENL PHOEKIX 1861
23 |HYDROCODONE %193) A [LOS ANGELES  [LOS ANGELES 1,660)
24 |HYDROCODONE(9183) FuL  {mrant KAMI 1,321
25 [HYDROCODONE(R193) TN [ATLANTA KKORVILLE 1,141
28 |HYDROGOCONEM123) WA [WASHINGTON DC|RICHMOND 753
27 [HYDROCOCONE(9183) oA LOS ANGELES  |LOS ANGELES A4
20 [HYDROCODONE®183) oK |CatLAS TULSA 433
28 |HYDRCCODRONE($193) ok |DacLas TULSA - 3
30  |HYDRACLODONE(R153) MO [ST. LOUIS ST LOWIS 182]
31 |HYDROCODCONE(2193) A TSAN FRARZISCO [OAKLAND 154
37 [HYDROCODOKE(S183) Ca  |SAN FRANCISCO JOAKLAND 122]
53 |HYDROCODONE(2193) Ky |DETROIT LOLSVILE 12
3 |HYDROCODONE133) b4 [SAN FRANCISCO |SAN FRANCISCO 104
35 |HYDROCODONE(Z53) H |cETROIT COLUKBUS 4|
35 |HYDROCODONE193) Pt [DETRQIT COLUMBUS [E
37 [HYDROCODONE|S153) B |NEWOQRLEANS [MOBILE 48
38 [HYDROCODONE(S153) ha . |[BOSTON BOSTON 35
39 |HYOROCODONEINT) he  {ATLANTA GREENSBORO 17,
40 RYDROCCDONE(91453) FU [miamn TAMPA 1n
4t [HYOROCODONE(9183) A [LOSANGELES [LOS ANGELES E
42 |HYCROCAOONER 1] bA  |PHILADELPAIA  [PHILADELPHIA B,
43 |HYDROGCCDONE(®R153) FC_[mian TALLAHASSEE 3
L}
— .\..\_l _....__z.h x __...h_1 A ...,.w..,., . e -
o . } P 4 M - o .
S . _ A . Dol 4

tlove - 7
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2011 IMS Sales as base

= Tapentadol

Substance 2011 c.f. base total

Alfentanil 0.491 0,900 0.442
Amphetamine 20,153,177 21,664,665
Cocaine 48,516 G.890 43,179
Codeine 25,974 865 0.860{ 22,338.384
Dihydrocodeine 106,161 0.640 67.943

Diphenoxylate

SEER G I

- 455692
L, :;'4’ ¢ -,.ﬁ ‘

R

LE]

423.794
bl

N
T
[l

Fentany! 536,229 1.000 536.229
Hydrocodone 64,813.797 0.610 39,536.416
Hydromorphone 1,669.942 0.890 1,486.248
Levorphanol 0.323 1.000 0.323
Lisdexamfetamine | 12,236.523 0.580 7,097.183
Meperidine 2,296.373 0.870 1,997.844
Methadone 7,621.043 0.890 6,782.729
Methamphetamine 13,645 0.800 10.916
Methylphenidate 19,043,348 0.870 16,567.713
Morphine 30,317.884 0.750 22,738.398
Nabilone 0.058 1.000 0.058
QOpiurn 84,217 1.000 B4.217
Oxycodane 70,572.080 0.900 63,514.854
Oxymorphone 2,640.625 0.890 2,350.156
Pentazocine B832.885 1.000 832.885
Pentcbarbital 79.042 0.910 71.928
Rifariee Bl
Remifentanil 1.044 0.910 0.950
Secobarbital 20.550 0.920 18.906
Sufentanil 0.052 0.670 0.035
4,986,502 0.860 4,296.992
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hydracone 2012 PO of pd only

DeaHum Company Quata Request Juota Allotment Comm Manuf  Transfers Prod Dev - Replacements Packaging
b)(4);(b)7Kb)(4) 104,800 54,500 0 o 54,900 [H 1]
(E) 575,000 75,000 0 0 575,000 0 0
5 5 aQ 1] ) 4] a
599,250 521,650 218,700 0 301,559 il bl
80,830 80,830 0 1] 80,830 1] Q
9,211 g,211 0 Q0 9,211 0 4]
77,928 77,928 17,080 1] 50,848 0 a
478,088 129,0C0 108,000 Q 21,000 1] a
101 101 a a 101 a 0
8,693 8,683 a a 8,693 0 i}
257,030 228,673 34,756 1] 133,917 0 a
157,600 153,305 153,061 0 244, Q 0
49,040 45,040 0 0 1,683 0 47,357
42000 43,000 Q 0 42,000 Q g
1,740 BCO a Q RO Q a
18,300 3,6E0 Q 0 3,660 Q ¢]
915 443 a o 443 & 1]
17,000 27.000 Q o 27,000 0 1]
244 231 Q a 231 aQ 1]
2111 21,923 0 0 21,923 4] Q
127,185 79,605 0 a 79,605 0 0
114,757 54,5635 45,535 ] 9,100 a 0
275,113 173,000 134,000 g . 39,000 o i}
3z 30,00 0 0 30,000 +] [¢]
96,080 75,498 Q a 79,495 Q2 jal
13,039 12,200 0 0 12,200 Q 0
2,108 2,106 Q s 2,106 o] 1]
60,000 6C,000 ] o' 66,000 b a
6,161 L] 0 a s -] 1] i]
8,854 8,854 a a 8,854 1] 1
9,614 9,614 0 o 9,614 ] 2
52,004 52,004 0 0 52,004 1] 0
58,953 56,368 o] 0 56,368 0 ]
36,000 36,000 0 o 36,000 2 a
1,440 484 0 o 484 o] a
109,800 60,390 i} a 60,390 ] 0
335,942 249,622 37,250 0 212,392 Qa a
15,258 15,257 Q 0 15,257 0 Q
2,149,390 714,044 698,855 Ju] 15,18% 1 0
5,494 5.494 0 0 5494 0 ]
38,123 38,125 0 4] 38,125 Q 0
577,00 380,147 153,647 0 26,500 0 1}
£0,760 80,760 1] a #0760 0 i}
2. 13,875,642 13,841,000 1] 38,642 Q L]
PD total 2,312,007
‘
;
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2012 Proposed Adjusted Aggregate Production Quotas

Section 306(a) of the Controlled Substances Act {CSA) requires the Attorney General to establish limits on
the production of schedules I and I controlled substances. This responsibility has since been delegated to the
Administrator of the Drug Enforcement Administration (DEA).

The attached Federal Register notice, prepared for your signature, Proposed Revised Aggregate Production
Quotas (APQ) for 2012 for schedules I and II controlled substances for which the United States has medical,
scientific, industrial, export, and reserve stock requirements, Also attached is a list of the 2010 and 2011
APQs for these substances for comparison.

An expedited review and publication is requested to ensure an uninterruptable supply of schedule I and 1
contrelled substances for medical, scientifie, industrial, and export requirements of the U.S,

The following points provide bricf explanations of the changes from the proposed APQ values:

Schedule I substances

*

The APQ for 11-[1-(2-Thienyl)cyclohexyl]piperidine, 2,5-Dimethoxyamphetamine, 2,5-Dimethoxy-4-
ethylamphetamine (DOET), 2,5-Dimethoxy-4-n-propy[thiophenethylamine, 3,4-Methylenedioxy-N-
methylcathinone (methylone), 3,4-Methylenedioxy-N-cthylamphetamine (MDEA}, 3,4-
Methylenedioxypyrovalerone (MDPV), 3,4,5-Trimethoxyamphetamine, 4-Bromo-2,5-
dimethoxyamphetamine (DOB), 4-Bromo-2,5-dimethoxyphenethylamine (2-CB) , 4-Methoxyamphetamine,
4-Mcthylaminorex, 4-Methyl-2,5-dimethoxyamphetamine (DOM), 4-Methyl-N-methylcathinone
(mephedrone), 5-Methoxy-3,4-methylenedioxyamphetamine, 5-Methoxy-N,N-diisopropyltryptamine, Alpha-
ethyliryptamine, Alpha-methyltryptamine (AMT), Aminorex, Carfentanil, Cathinone, Diethyltryptamine,
Dimethyitryptamine, Mescaline, Methcathinone, N-Benzylpiperazine, N,N-Dimethylamphetamine, N-
Ethylamphetamine, N-Hydroxy-3,4-methylenedioxyamphetamine were increased. The manufacturing of
these substances will be used for analytical standards, reference, and research material. New DEA
registrant(s) entering the reference standard market at the bulk manufacturing level.

Schedule 11 substances

The APQ for alfentanil was increased due to increased exportation requirements. One DEA registrant is now
the sole supplier to the European market, the registrant’s European company has stopped manufacturing
alfentanil products.

The APQ for 1-Piperdinocyclohexanecarbonitrile was increased. The manufacturing of this substance will be
used for analytical standards, reference, and research material. New DEA registrant(s) entering the reference
standard market at the bulk manufacturing level.

The APQ for amphetamine (for sale), hydrocodone (for sale), hydromorphone, oxycodone (for sale), and
opium powder were increased due to increased sales. Amphetamine (for sale) manufacturing has high losses :
due to the isomer isolation, i.c., d-amphetamine from the racemic (d, l-amphetamine) mixture. DEA
registered bulk manufacturers of these substances were justified by sales and customer procurement quotas
but limited by the current APQ in the quantity of quota they received.

The APQ for noroxymarphone (for sale) was increased due to increased sales and FDA validation and launch
requirements, One DEA registrant is the sole supplier of a product that is under FDA review, the material is
required for clinical trials which are being conducted in European countries.

The APQ for oripavine was increased-due to the increased sales of the controlled substances that utilize
oripavine as the starting material. These controlled substances include: hydromorphone, oxymorphone,
noroxymorphone, and the “nal” drugs.

0DQ 06-04-2012
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Aggregate Production Quota Changes

{all values are in grams unless indicated otherwise)
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Controlled Substance Final Revisad Initiak Final Established Proposed
Revised
Schedule [: 2010 2011 201 ) 2012 2012

2 5-Dimethoxyamphetamina -2 2 2 2 12
2 5.Dimethaxy-4-Ethylamphatamine {DOET) 2 2 2 2 12
2,5-Dimethoxy-4-(n)-propyithiophenethylamine 0 2 2 2 12
3,4-Methylenedioxy-N-Ethylamphetamine {MDEA}) 10 15 15 18 24
3 4-Methylenedioxy-N-methylcathinane (methylone) | 12
3.4-Methylenedioxypyrovalerane (MDPV) ) . 8 12
3,4,5-Trimathoxyamphetamine 2 2 2 2 12
4-Bromo-2,5-Dimethoxyamphetamine {DOB) 2 2 2 2 12
4-Bramo-2,5-Dimalhoxyphenethylamine (2-CB) 2 2 2 2 12
4-Mathoxyamphelaming 77 77 77 77 88
4-Methylaminorex 2 2 2 2 12
4-Nethyl-2,5-Dimethoxyamphetamine (DOM) 2 2 2 2 12
{4-Methyl-N-methylcathinone (mephedrone) . . ) 8 12
5-Methoxy-3,4-Methylenedioxyamphetamine 2 2 2 2 12
5-Methoxy-N,N-diisopropyltryptaming 0 2 2 2 12
Alpha-ethyltryptamine 2 2 2 2 12
Alpha-methyliryptamine (AMT) 2 2 2 2 12
Aminorex 2 2 2 2 12
Cathinane 3 4 4 4 12
Diethyltryptamine 2 2 2 2 12
Cimethyltsyptamine 3 7 7 7 18
Mescaline g 5 5 5 13
Methcathinone 4 4 4 4 12
M-Benzylpiperazine 2 2 2 2 12
N N-Dimethylamphetamine 2 2 2 2 12
N-Ethylamphetzamine 2 2 2 = 2 12
N-Hydroxy-3,4-Methylenedioxyamphetaming 2. 2 2 2 12

Final Revised Initial Final Estzblished  Proposed

Schedule [1: 2010 2011 2011 . 2012 2012
Alfentanil 8,000 8,000 11,600 15,000 19,550
Amphetamine {for sale) 18,600,000 18,600,000 25,300,000 25300000 33,400,060
Carfentanil 200 0 a .0 5
Hydracodone (for sale) 55,000,000 55,000,000 59000000  59,000.60¢ 63,000,000
Noroxymorphone (for sale) 41,000 401,000 401,000 401,000 1,981,000
Opium {powderad) 230,009 230,000 §3,000 73,000
Qripavine 15,000,000 15,000,000 9,800,000 18,300,000
Qxycodone {far sale) 105,500,000 105,500,000 98,000,000 98,700,000
Page 1
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Billing Code 4410-09-M
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-363|

Controlled Substances:
Proposed Adjustment to the Aggregate Production Quotas for 2012

AGENCY: Drug Enforcement Administration (DEA), Department of Justice.

ACTION: Notice with request for comments.

SUMMARY: This notice proposes to adjust the 2012 aggregate production quotas for several

controlled substances in schedules [ and [1 of the Controlled Substances Act (CSA).

DATES: Electronic comments must be submitted and written comments must be postmarked on

or before fINSERT 30 DAYS FROM DATE OF PUBLICATION]. Commenters should be_awarc
— that the electronic Federal Docket Management System will not accept comments after midnight

Eastern Time on the last day of the comment period.

ADDRESSES:; To ensure proper handling of comments, please reference “Docket No. DEA-

363" on all electronic and written correspondence. DEA encourages all comments be submitted

electronically through http://www.regulations.gov using the clectronic comment form provided

on that site. An electronic copy of this document is also available at the

http://www.rcgulations.gov website for casy reference. Paper comments that duplicate the

electronic submission are not necessary as all comments submitted to www.regulations.gov will

be posted for public review and are part of the official docket record. Should you, however, wish

to submit written comments via regular or express mail, they.should be sent to the Drug

Enforcement Administration, Attention: DEA Federal Register Representative/QD1., 8701
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Morrissette Drive, Springfield, VA 22152,

FOR FURTHER INFORMATION CONTACT: John W. Partridge, Chief, [.iaison and Policy
Section, Drug Enforcement Administration, 8701 Morrissette Drivé, Springfield, VA 22152,
Telephone: (202) 307-4654,

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments received are considercd part of the public record and made
available for public inspe‘clion online at http://www.regulations.gov and in the DEA’s public
docket. Such information includes personal identifying information (such aa:. your name, address,
etc.) voluntarily submitted by the commenter.

If you want to submit personal identifying information (such as your name, address, ¢tc.)
as part of your comment, but do not want it to be posted online or made available in the public
docket, you muét include the phrase “PERSONAL IDENTIFYING INFORMATION" in the first
paragraph of your comment. You must also place all the personal identifying informz;tion you do
not want posted online or made available in the public docket in the first paragraph of your
comment and identify what information you want redacted.

If you want to submit confidential business information as part of yo"ur comment, but do
not want it to be posted online or made available in the public docket, you must includc‘ the
phrase “CONFIDENTIAL BUSINESS INFORMATION™ in the first paragraph of your
comment. You must also prominently identify confidential business information to be redacted
within the comment. [f a‘comment has so much confidential husiness information that it cannot
be effectively redacted, all or part of that comment may not be posted online or made available in

the public docket.
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Personal identifying information and confidential business information identificd and
located as set forth above will be redacted, and the comment, in redacted form, will be posted
online and placed in the DEA’s public docket file. Please note that the Freed&m of Information
Act applies to all comments received. If you wish to inspect the agency's public docket file in
person by appointment, please see the FOR FURTHER INFORMATION CONTACT paragraph.
Background

Section 306 of the CSA (21 U.S.C. 826) requires that the Attorney General establish
aggregate production quotas for ¢ach basic class of controlled substance listed in schedules [ and
I{. This responsibility has been delegated to the Administrator of the DEA by 28 CFR 0.100.
The Administrator, in turn, has redelegated this function to the Deputy Administrator, pursuant
to 28 CFR 0.104. The 2012 established aggregate production quatas for controlled substances in
schedules [ and 11 were published in the Federal Register (76 FR 78044) on December 15, 2011,
That notice stipulated that, as provided for in 21 CFR 1303.13, all aggregate production quotas -
are subject to adjustment.

Analysis for Proposed Revised 2012 Aggregate Production Quotas

DEA now proposes to adjust the established 2012 aggregate production quotas for some
schedule ! and 11 controlled substances. In proposing the adjustment, DEA has taken into
account the criteria that DEA is required to consider in accordance with 21 CTR 1303.13. DEA
proposes the adjustment of the aggregate production quotas for basic classes of schedule [ and [I
controlled substances by considering (1) changes in demand for the class; changes in the national
ratc of net disposal for the class, and changes in the rate of nct disposal by the registrants holding
individual manufacturing quotas for the class; (2) whether any increased demand or chan ges in

the national and/or individual rates of net disposal are temporary, short term, or long term; (3)

3
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whether any increased demand can be met through existing inventories, increased individual

‘

| manufacturing quotas, or increased importation without increasing the aggregate production

| .

: quota; (4) whether any decreased demand will result in excessive inventory accumulation by all

| '

| persons registered to handle the class; and (5) other factors atfecting the medical, scientific,
research, and industrial needs of the United States and lawful export requirements, as the
Administrator finds relevant.

In determining whether to propose adjustments to the 2012 aggregate production quotas,

DEA considered updaied information obtained from 2011 year-end inventories, 2011 disposition
data submitted by quota applicants, estimates of the medical needs of the United States, product
development, and other information made available to DEA after the mitial aggregate production

i quotas had been established. The Deputy Administrator, therefore, proposes to adjust the 2012

| aggregate production quotas for some schedule I and [I controlled substances, expressed in

j grams of anhydrous acid or base, as follows:

| -

‘ Previously Ptoposed

| Basic Class — Schedule | Established Adjusted

g 2012 Quotas 2012 Quotas
[-[1-(2-Thienyl)eyclohexyl]piperidine 0g 5g
1-[2-{4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45 ¢ No Change
[-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 ¢ No Change
[ -Methyl-4-phenyl-4-propionoxypiperidine 2g No Change
[-Pentyl-3-(1-naphthoyl)indole (JWH-018) 45 ¢ No Change
2,5-Dimethoxyamphetamine 2g 12¢g
2.5-Dimethoxy-4-ethylamphetamine (DOET) 2 12g
2.5-Dimethoxy-4-n-propylthiophenethylamine 2g 12g

i 3-Methylfentanyl 2g No Change
3-Methylthiofentanyl 2g No Change

' 3,4-Methylenedioxyamphetamine (MDA) 22 g 30g |

3 4-Methylenedioxy-N-methylcathinone (methylone) 8g _ 12g

| 3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 15¢ 24 g
3,4-Methylenedioxymethamphetamine (MDMA) 22¢g g
3,4-Methylencdioxypyrovalerone (MDPV) 8g 12¢g

~ 4
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3,4,5-Trimethoxyamphetamine 2g 12 g
4-Bromo-2,5-dimethoxyamphetamine (DOB) 2g 12 ¢
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 2g 12¢g
4-Methoxyamphetamine 77g 88 g
4-Methylaminorex 2g 12 g
| 4-Methyl-2,5-dimethoxyamphetamine (DOM) 2g 12¢
4-Methyl-N-methylcathinone (mephedrone) 8¢ 2g
5-(1,1-Dimethylheptyl)-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 68 g No Change
_5-(1,1-Dimethyloctyl)-Z-[(1R,3S)—3-hydroxycyclohexyl]-phenol 53g No Change
5-Mcthoxy-3,4-methylenedioxyamphetamine 2g 128
5-Methoxy-N N-diisopropyltryptamine 2g (2g
Acetyl-alpha-methylfentanyl 2g No Change
Acetyldthydrocodeine 2g No Change
Acetylmethadol 2g No Change
Allylprodine 2g No Change
Alphacetylmethadol 2g No Change
Alpha-ethyltryptamine 2g 12g
Alphameprodine 2g No Change
Alphamethadol 2g No Change
Alpha-methylfentanyl 2g No Change
Alpha-methylthiofentanyl 2g No Change
Alpha-methyltryptamine (AMT) 2g 12¢g
Aminorex 2g 12¢g
Benzylmorphine 2g No Change
Betacetylmethadol 2g No Change
Beta-hydroxy-3-methy!fentanyl 2g No Change |
Beta-hydroxyfentanyl 28 No Change
Betameprodine 2g No Change
Betamethadol 2g No Change
Betaprodine 2g No Change
Bufotenine g No Change |
Cathinone 4g 12¢g |
Codeine-N-oxide 602 g No Change
Dicthyltryptamine: 2g 12g
Difenoxin 50g No Change
Dihydromorphine 3,608,000 g No Change |
Dimethyltryptamine 71g 18 g
Gamma-hydroxybutyric acid 47,000,000-g No Change
Heroin 20p No Change
Hydromorphinol 54 g No Change
Hydroxypethidine 2 No Change
Ibogaine 5¢g No Change
Lysergic acid diethylamide (LSD) 16 g No Change

Vol. | Page 501



Marihuana 21,000 No Change |
Mescaline ’ 5g 13g
Methaqualone 10g No Change |
Methcathinone 4g - 12 g
Methyldihydromorphine 2g No Change
Morphine-N-oxide 655¢g No Change
N-Benzylpiperazine 2g 12g
N,N-Dimethylamphetamine 2g 12¢g
N-Ethylamphetamine 28 12 ¢
N-Hydroxy-3,4-methylenedioxyamphetamine 2 12¢
Noracymethadol 2g No Change
Norlevorphanol 52¢g No Change
Normethadone 2g No Change
Normorphine 18 g No Change
Para-fluorofentanyl 2g No Change
Phenomorphan 2 _ No Change
Pholcodine 2g No Change
Properidine 2g No Change
Psilocybin 2g No Change
Psilocyn 2g No Change
Tetrahydrocannabinols 393,000 g No Change
Thiofentanyl 2g No Change
Tilidine 10g No Change
Trimeperidine 2¢p No Change
Previously Proposed
Basic Class — Schedule II Established Adjusted
2012 Quotas 2012 Quotas
1-Phenylcyclohexylamine 2¢g]|. No Change
1-Piperdinocyclohexanecarbonitrile _ 2g 27g |
4-Anilino-N-phenethyl-4-piperidine (ANPP) 1,800,000 g No Change
Alfentanil 15,000 g 19,550 g
Alphaprodine 2g No Change
Amobarbital 40,007 ¢ No Change
Amphetamine (for conversion) 8,500,000 ¢ No Change
Amphetamine (for sale)* 25,300,000 ¢ 33,400.000 g |

* DEA has determined that the revised total quantity to provide for the estimated medical, scientific,
research, and industrial needs of the United States, lawful export requirements, and the
establishment and maintenance of reserve stock is 29,400,000 g. DEA has further determined that
an additional 4,000,000 g is necessary to provide for future research and devclopment needs and

unexpected emergencies that could affect market availability.

Carfentanil

0g]|

5S¢ |
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Cocaine 216,000 No Change
Codeine (for conversion) 65,000,000 g No Change
Codeine (for sale) 39.605,000 g No Change
Dextropropoxyphene 7g No Change
Dihydrocodeine 400,600 g No Change
Diphenoxylate 500,000 g No Change
Ecgonine 83.000¢g No Change
Ethylmorphine 2g No Change
Fentanyl 1,428,000 g No Change
Glutethimide 2¢g No Change
Hydrocodone (for sale) 59,000,000 g 63,000,000 g
Hydromorphone 3,455,000 g 3,628,000 ¢
[somethadone 4g No Change
Levo-alphacetylmethadol (LAAM) 3g No Change |
Levomethorphan 5g No Change
Levorphanol 3,600 g No Change
Lisdexamfetamine 12,000,000 g No Change
Meperidine 5,500,000 g No Change
Meperidine Intermediate-A 5g No Change
Meperidine Intermediate-B 9g No Change
Meperidine Intermediate-C 5g No Change
Metazocine 5S¢ No Change
Methadone (for sale) 20,000,600 g No Change
Methadone Intermediate 26,000,000 g No Change
Methamphetamine 3,130,000 g No Change

(750,000 grams of levo-desoxycphedrine for use in a non-controlled, non-prescription product;
2,331,000 grams for methamphetamine mostly for conversion to a schedule {11 product;

and 49,000 grams for methamphetamine (for sale)]

Methylphenidate 56,000,000 g No Change
Mortphine (for conversion) 83,000,000 ¢ No Change
Morphine (for sale) 39,000,000 g No Change
Nabtlone 20,502 ¢ No Change
Noroxymorphaone (for conversion) 7,200,000 g No Change
Noroxymorphone (for sale) 401,000 g 1,981.000 g
QOpium (powdcr) 63,000 g 73,000 g
Opium (tincture) 1,000,000 g No Change
Oripavine 9,800,000 g 15,300,000 g
Oxycodone (for conversion) 5,600,000 g No Change
Oxycodone (for sale) 08,000,000 ¢ 98,700,000 g
Oxymorphone (for conversion) 12,800,000 g No Change
Oxymorphone (for sale) 5.500,000 g No Change |
Pentobarbital 34,000,000 g No Change |
Phenazocine S5g No Change
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Phencyclidine 24 ¢ No Change
~— Phenmetrazine ' 2g No Change
Phenylacetone 16,000,000 g No Change
Racemethorphan 2g No Change
Remifentanil 2,500 g No Change
Secobarbital ' 336,002 g No Change
Sufcntanil 5,000 g No Change
Tapentadol 5,400,000 g No Change
Thebaine 116,000,000 g No Change

Aggregate production quotas for all other schedule [ and Il controlled substances

included in 21 CFR 1308.11 and 1308.12 remain at zero, Pursuant to 21 CFR Part 1303, the
~Deputy Administrator may adjust the 2012 aggregate production quotas and individual

manufacturing quotas allocated for the year.
Comments

Pursuant to 21 CFR 1303.11 and 1303.13, any interested petson may_submit written

— comments on or objections to these proposed determinations. Based on comments received in

response to this Notice, the Deputy Administrator may hold a public hearing on one or more
issues raised. In the event the Deputy Administrator decides in his sole discretion to hold such a
hearing, the Deputy Administrator will publish a notice of any such hearing in the Federal
Register. After consideration of any comments and after a hearing, if one is held, the Deputy
Administrator will publish in the Federal Register a Final Order determining any adjustment of

the aggrégate production quota.

Dated:

Michele M. Leonhart
Administrator

Vol. | Page 504



ocC:
OD:
OD/D:
ODX:
ODXS:
ODW:
0DQ:

00Q{P®

Webcims #

{DFN¥: 680-03 Drug control files - Manufacturing and Procurement quotas)

Vol. | Page 505



Federal Register/Vol. 77, No. 129/ Thursday, July 5, 2012 /Notices

39737

San Rafael, California; Canadian Solar
Inc. of Kitchener, Ontaria, Canada; and
Canadian Solar (USA) Inc. of San
Rarmnon, Califernia. Id,

On May 25, 2012, all of the private
parties filed a joint motion to terminate
ihe investigation based on confidential
setllemenl agreements under
Commission rules 210.21(a){2) and (b).
The Commission investigative attorney
supporled the moticn,

On June 13, 2012, the presiding AL]
issued an ID (Order No. 11) granting the
joint motion. No party petilienad far
review of the ID.

The aunthority far the Commission's
determination is contained in section
337 of the Tariff Act of 1934, as
amended, 19 U.5.C. 1337, and in secticn
210.42(h) of the Commission's Rules of
Practice and Procedure, 18 CFR
210.42(h).

By order of the Camnmission.

Issued: June 29, 2012,

Lisa R. Barfon,

Acting Secretary ta the Commission.
(FR Doc. 2012-16433 Filed 7-3-12: 8:46 aw|
BILLING CODE 7020-02-P

DEPARTMENT OF JUSTICE

Notice of Lodging of Proposed
Consent Decree With Dairyland Power
Cooperaitive Under the Clean Air Act

Pursuant to 28 CFR 50.7, notice is
hereby given that on June 28, 2012, a
proposed Consent Decree in United
States of America v. Dajryland Power
Cooperative {“Dairyland’), Civil Action
No. 12:cv-462, was lodged with the
United States District Courl for the
Western District of Wisconsin.

In this civil enforcement action under
the federal Clean Air Act (“Act”), the
United States alleges that Dairyland—an
electric utility—failed to comply with
certain requirements of the Act intended
to protect air qualily. The complaint
allecges that Dairyland viclated the
Prevention of Significant Deterioration
(“PSD") and Title V provisions of the
Act, 42 U.S.C. 7401-7671 et seq., and
related state and federal implementing
regnlations, at the Alma/[.P. Madgstt
Generatinp Station, a coal-fired power
plant in Buffalo County, Wisconsin, and
the Genoa Generating Station, a caal-
fired power plant in Vernon County,
Wisconsin. The alleged violations arise
fram the construction of madifications
at the power plants and operation of the
plants in violation of PSD and Title V
requirements. The complaint alleges
that Dairyland failed to obtain
apprapriate permits and failed to install
and apply required pollution control

devices to reduce emissions of various
air pollutants. The complaint seeks both
injunctive relief and civil penallies.

The proposed Decree lodged with the
Court requires installation and
operation of certain pollution control
devices at the Alma/[.P. Madgett and
Genoa planits, and the permanent
cessation of operations of certzin units
at the Alma/].P. Madgett plamt. The
settlement will reduce emissions of
sulfur dioxide [*'SO,"), nitragen oxides
("NOx'"), and particular matter [“PM")
through emission control requirements
and limitations specified by the
propased Decree. Dairyland will also
fund environmental projects at a cost of
at least $5 million to mitigale the
alleged adverse offects af its past
violations, and will pay a civil penalty
of 5950,000.

The Department of Justice will receive
for a period of thirty (30) days from the
date of this publication comments
relating to the Consent Decree.
Comments should be addressed to the
Assistant Attaroey General,
Enviranment and Natural Resaurces
Division, and either emailed to
pubcomment-ces.enrd@usdej.gov or
mailed to P.O. Box 7611, U.S.
Department of Justice, Washington, DC
20044-7611, and should refer l¢ United
States v. Dairyland Power Cooperative,
D.J. Ref. 80-5-2—1-10163.

During the public comment period,
the Consent Decree may also be
exarsined on the following Department
of Justice Web site, http://
www.usdoj.gav/enrd/!
Consent_Decrees.html. A copy of the
Consent Decree may also be oblained by
mail from the Consent Decree Library,
P.0. Box 7611, U.S. Department af
Justice, Washington, DC 200447611 or
by faxing or emailing a request to
“Consent Decroe Copy"”

(EESCDCopy. ENRD@usdoj.gov}, fax no.
(202) 514-0097, phone confirmation
number (202) 514-5271. If requesting a
copy fram the Consent Decree Library
by mail, please enclose a check in the
amount of $24.25 (25 cenls per page
reproduction eost) payable ta the U.S.
Treasury or, if requesting by email or
fax, forward a check in thal amount ta
the Cansent Decree Library at the
address given-above.

Maureen Kalz,

Assistant Chief, Environmenta! Enforcement
Section, Environment and Naturol Resources
Division.

|FR Doe. 2012-16353 Filed 7-1-12; 8:45 am|
BILLING CODE 4410-15-P
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DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Dockat No. DEA-363]

Controlled Substances: Proposed
Adjustment to the Aggregate
Production Quotas for 2012

AGENCY: Drug Enforcement
Administration [DEA], Depariment of
Justice.

ACTION: Notice with request for
comments.

suMMARY; This notice proposes 1o adjust
the 2012 agprepate production quotas for
several cunlmﬁed substances in
schedules I and II of the Controlled
Substances Act (CSA),

DATES: Electronic comments must be
submitted and written comments must
he pastmarked on or before August 6,
2012. Commenters should be aware that
the electronic Federal Docket
Management System will nat accept
commeats after midnight Eastern Time
on the last day of the comment perind.
ADDRESSES: To ensure proper handling
of comments, please reference "Docket
No, DEA-363" on all electronic and
written correspondence. DEA
encaurages all comments be submitted
electronically through hitp://
wivw.regulations.gov using the
elecironic comment form provided on
that site. An electronic copy af this
dacumenl is also available at the
http:/fwww.regulations.gov Web site for
easy referance. Paper comments that
duplicate the electronic submission are
nat necessary as all comments
submitted t¢ www.regulations.gov will
be posted for public review and are part
of the official dacket record. Should
yau, however, wish to submit wrilten
commerits via regular or express mail,
they shauld be sent to the Drug
Enforcement Administration, Attention:
DEA Federal Register Representative/
ODL., 8701 Moarrissette Drive,
Springfield, VA 22152,

FOR FURTHER INFORMATION CONTACT: [ohn
W. Pariridge, Chief, Liaison and Policy
Section, Drug Enforcement
Administration, 8701 Morrissette Driva,
Springlield, VA 22152, Telephone: (202)
307-4654.

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note thal all commenls
received are considered part of the
public record and made availahle for
public inspection anline at hitp://
wwiv.regulations.gov and in the DEA's
public dacket. Such information
includes personal identifying
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Information Act applies to all comments
received. I you wish to inspect the
&ency's puglic docket file in person by
appointment, please see the FOR
FURTHER INFORMATION CONTACT
paragraph.

information {such as your name,
address, elc.) voluntari]y submitted by
the cormmenter.

1l you want to submil personal
identifying informalion (such as your
name, address, etc.] as part of your
comment, but do not wani il to be
posted online or made available in the
public docket, you musl include the
phrase "PERSONAL IDENTIFYING
INFORMATION" in the {irst paragraph
of your comment. You musl also place
all the persanal identifying information
you do not want posted online or made
available in the public docket in the first
paragraph of your comment and identify
what information you want redacted.

If you wanl to submit confidential
business information as part of your
comment, but da nol want it to be
posted online or made available in the
public docket, you must include the
phrase CONFIDENTIAL BUSINESS
INFORMATIQON" in the first paragraph
of your comment, You must also
prominently identify confidential
business information to be redacted
within the comment. If a cornment has
so much confidential business
information that it cannot be effectively
redacted, all or part of that comment
may nat be posted online or made
available in the public docket.

Background

Section 306 of the CSA (21 U.S.C.
826) requires thal the Atlorney General
establish aggrepate production quotas
for each basic class of controlled
substance listed in schedules I and IL.
This resgonsihility has been delegated
to the Administrator of the DEA by 28
CFR 0.100. The Administrater, in turn,
has redelegated this function to the
Deputy Administrator, pursuant to 28
CFR 0.104. The 2012 established
aggregate production quotas for
contralled substances in schedules 1 and
IT were published in the Federal
Register (76 FR 78044) on December 15,
2011. That nolice stipulated that, as
provided for in 21 CFR 1303.13, al]
aggregate production quotas are subject
to adjustment.

Analysis for Proposed Revised 2012
Agpregate Production Quotas

DEA now proposes to adjust the
established 2012 aggregate production
quotas for some scﬁedule Tand Il
controlled substances. In proposing the

Personal identifying information and  adjustment, DEA has taken into account
confidential business information the criteria that DEA is required to
identified and located as set forth above  consider in accordance with 21 CFR
will be redacted, and the comment, in 1303.13. DEA proposes the adjustment
redacted form, will be posted online and  of the aggregate production quotas for
placed in the DEA's public docket file. basic classes of schedule I and II
Please note that the Freedom of controlled substances by considering (1]

Changes in demand for the class,
changes in the national rate of net
disposal for the class. and changes in
the rate of net disposal by the registrants
holding individual manufacturing
quotas for the class; (2] whether any
increased demand or changes in the
national and/or individual rates of net
disposal are tempaorary, short term, or
long term; [3) whether any increased
demand can be met through existing
inventories, increased individual
mantufacturing quatas, or increased
importation without increasing the
aggregate production quola; (4) whether
any decreascd demand will result in
excessive inventory accumuiation by all
persons registered to handle the class;
and (5) other [actors affecting the
medical, scientific, research, and
indusirial neads of the Uniled States
and lawtul export requirements, as the
Administrator finds relevant.

In determining whether to propose
adjustments-to the 2012 aggragate
production quotas, DEA considered
updated information abtained from
2011 year-cnd inventories, 2011
disposition data submitted by quota
applicants, estimates of the medical
needs of the United Stales, product
development, and other information
made available to DEA after the initial
aggregate produclion quotas had been
established. The Deputy Administrator,
therefore, proposes to adjust the 2012
apgregate production quotas for some
schedule I and II contralied substances.
expressed in grams af anhydrous acid or
hase, as follows:

Praviously Praposed
Basic class established adjusted 2012
2012 quotas quotas
Schedule |

1{1-[2-Thienyl}cyclchexyllpiperidine tqg 5q.
1-{2-{4-Momholinyljethyl]-3-{ t-naphthoyljindote (JWH-200) ...t i s e st e 459 .ccvicemsennne. | O Changa.
1-Butyl-3-(1 -naphthoyllindols (JWH-073) ..ot 459 ... Na Change.
1-Methyl-4-phenyl-4-propionoxypiperidine ....... 2g No Change.
1-Pentyl-3-{1-naphthoyljindole (JWH-018) .. No Change.
2,5-Dimethoxyamphetaming ... 12 9.
2,5-Dimethexy-4-ethylamphetamine (DOET) .. 12 g
2.5-Dimathoxy-4-n-propylthicphenethlaming ... i e i 12 g.
3-Methylfentanyl ............cciveeeceessrcssinnenes No Change.
3-Methyithicfentany! .. Ma Ghange.
3.4~Malhyleneduoxyamphelamme (MDA) .. 3Dg
3.4-Methylenediaxy-N-methylcathinone (melhylone 12 g.
3.4-Methylenadioxy-N-elhylampheatamina {MDEA) 24 q.
3,4-Methylenadioxymethampheatamine (MDMA) ..oeiiiiiann 30 g.
3.4-Melhylenedioxypyrovalerone {NMDPV) - 249
3.4.5 Trimethoxyamphetamine 12 9.
4-Bromgo-2,5-dimelhoxyamphetamine (DOB) 12 g.
4-Bramo-2,5-dimelhoxyphensthylamine (2-GB) 12g.
4-Methoxyamphetamine ... . 88 g.
4-Methylaminarex ... i, 12 g.
4-Methyi-2, 5-d|melhoxyamph9lamfne {DOM) .. 12 g.
4-Methyl-N-mathylcathinone (maphedrans) .. g .. 12 g.
5+{1,1-Dimelhylheptyl)-2-[(1R,35)-3- hydroxycyclohexyl] phenol 68 g .. HNo Change.
5-(1.1-Dimelhyloctyl}-2-{{1A,35)-3-hydroxycyclohexyll-phenal .. 53g . No Changa.
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Previously Proposed
Basic class gstablished adjusted 2012

2012 quotas quatas
5-Methoxy-3.4-methylenedioxyamghetamine 129
5-Methoxy-N,N-disopropyliryptaming ..........cmeeveviivnne e [T I I R
Acetyl-alpha-methylfentan ..... . - «. | No Change.
Acelyldihydrocodeine ........ ... | No Change.
Acetyimethado! ...iieiinne « | No Change.
Allylprodine ......... . ... § Mo Charge.
Alphacetyimethadol No Change.
Alpha-ethyltryplamine ... 124.
Alphameprodine ......... No Change.
Alphamethadal ....... Na Change.
Alpha-methylfentanyd ... o Change.
Alpha-methylthlofentanyl .. . e e b e £ ka4 ok ok e b S £ e ek b Rt . { Mo Change.
Alpha- methyltryptamma IAMT) ............................................. . . . . 124.
Aminorex . . . . . .. |12g.
Benzylmorphme ... | N¢ Change.
Belacetyimethadol ................. ... | No Ghange.
Bela-hydroxy-3-methylfentanyl ... .. | No Change.
Bela-hydroxyfentanyl ... e 120 ... | Ne Change.
Belameprodine ... ... | Mo Change.
Belamethadol ..., . | No Change.
Belaproding .. o i s i No Change.
Bufotenine No Change.
CAMINONG 111 rereeirrsnarnsemrrsssars sercseras 124g.
Codeine-N-oxide . Mo Change.,
Diethyliryptamine 12g.
Difenoxin . . Na Change.
Dihydromarphing ..o ereeseeis e issmm e scnanins No Change.
Dimethyltryplaming ......... 18g. b
Gamma-hydroxybutyric acid . . | No Change.
[ L= 1 T YOS s | N& Change.
Hydromorphinol ............. Ne Change.
Hydroxypelhidine .......... .+ | Ne Change.
BOGAING ..o s . . ] .. . | No Change.
Lysergic acid dlelhyramu:le (LS D) ......... .. | No Chanige.
Marihuana . Neo Change.
Mescaline . 134g.
Melhagqualone ... s No Change.
Meihcathinone . . R I b3 )
Methyldihydramoarphing ..o No Change.
Marphine-N-oxide ....iiimmiiinns b R b i e . | Ne Change.
N-Banzylplperazing ........... 12 g.
N N-Dimathylamphetamine . 12 4.
N-Ethylamphetaming ... vonis s w|12g.
N-Hydroxy-3,4-methylenedioxyamphetamine .| 1249
Noracymethadol No Change.
MNorevorphanol No Change.
Normethadons No Change.
Narmarmphine No Change.
Para-luorofentanyl . No Change.
PHENOMOMEMAN woe e sisnisssicere seraranrcns seveass No Change.
Phaleoding ..o caneenes No Change,
Properidine . No Change.
PSUOCYDIN roirereecssmsrsrnmssmssssrissnes s sisanens No Change.
PSIOSYN oo eeressnarn e . No Change.
Tetrahydrocannabinols .. ... | No Change.
Thisfentanyl ..o e . ... | No Change.
Tilidine ....c...... ... | No Change.
BT T =T T 1 T O O S e | MO Ghange,
1-Phenylcyclohexylaming ...t o Change.
1-Piperdinacyclohexanecarpanitrile ... 27 g,
4-Aniling-N-phenethyl-4-pipanding {ANPP} ... ccnivanr e s eess e .. | No Change.
Allenlanil ... i 18,550 g.
Alphaprodine ... | No Change.
Amobarbital . No Change.
Amphatamine [for COTWarsion) ... . { 8,500,000 g
Amphatamine far sale}* e e b —— - . . e { 25,300,000 g ... | 33,400.000 g.
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Previgusly Proposed
Basle class established adjusted 2012
2012 quotas quotas

*DEA has determined Ihal the revised tolal quantity 1o provide for the estimaled medical, scientific, research, and industrial needs of the United
States, lawful export requirements, and the establishment and maintenance of reserve slock is 29,400,000 g. DEA has further determined
that an additional 4,000,000 g [s necossary lo provide for fulure research and develppment needs and unexpected emergencies that could
alfect market avaitahility.

Carfentanil .. X+ ——— - . &
Cocaine .. 216,000 g ......... | Mo Change.
Codeine (for conversmn) 65,000,000 g .... | No Ghange.
Cadeine (for sate) .. 39,605,000 g ... | No Ghange.
Dexlropropoxyphene . T v i No Change.
Dihydrocodeing .....eecvamnneresiassens 400,000 g .. No Change.
Diphenoxylate 300,000 g .. No Change.
Eegoning 830009 ... No Change.
Ethylmorphine ..... 29 cininenena. | Mo Change.
Fentanyl .......... 1,428/000 9 ...... | No Change.
Glutethimide ... 20 i No Change.
Hydracodone (for sale) . 55,000,000 g .... [ 63,000,000 g.
Hydromorphone ....... 3,455,000 g ...... 3,628,000 g.
Isomethadone ... .. | No Change,
Levo- alphacetylrnelhadol (LAAM) ... | No Change.
Levomethorphan .. e b e R RS e e bR e T s e e raa bk e bbb mrasrs b gnensasenayapsnioe | D@ verean ... | No Change.
Levorphanol .. ... | No Charge.
L1sde:amfetdmme ....................................... o | 12,000,000 g .... | No Change.,
Meperiding .. - No Change.
Meperidine Inrermedlaie A No Change.
Meperidine Intermediate-B . No Change.
Mepertdine Intermediate-C fo Change.
Mstazocine . g .. No Change.
Methadone {for sale} .................................................... e | 20,000,000 g ... | No Change.
Methadone Intermediate et errerrreies e e e e e pen werirecrm s | 26,000,000 g ... | No Change.
Methamphetamine 31300009 ... No Change.

{750,000 grams of [evo-desoxyephedrine for use in a nen-tontrolled, non-prescription product; 2,331,000 grams for mathamphetamine mostly for
conversion to a schedule Il producl; and 49.000 grams tor methamphetamine {for sale)]

Methylphenidate
Marphine {for conversion) .,

56,000,000 g .... | No Change.
83,000,000 g .... | Na Change.

Marphing {(Ior 5ale) ...aiuim i s e e e PO . < | 39,000,000 g ... | No Change,
Nabilona .. . . — - 120502 9 e No Change.
Ncruxymurpr'one (for convelsion} st saes e | 7,200,0009 .. No Change,
Noraxymorphone (ior sale) ................ .| 401,000 9 ......... | 1,981,000 q.
Opium (powder} .. - 63,000 g ..., 73,000 q.
Opium {tincture} .. 1,000,000 9 ...... No Change.
Qripavine ... 9,800,000 g ... 15,300,000 g.
Oxycodone (I‘or conuarsmn ...... 5,600,000 g ...... | No Change.
Oxycodone (for sale) .. . “ 98,000,000 g _... | 98,700,000 g.
Oxymarphone (for converston} ............................ 12,800,000 g .... | No Change.

Oxymorphone [ror sa!e) 5,500,000 g ...... | No Change.

Pentobarbital .. 34,000,000 g ... | No Change.
Phenazacing No Change.
Phencyclidine No Change.
Phenmslrazing .......uvvemia No Change.
Phenylacelong ..., , No Change,
Racemethorphan 29 .. No Change.
Remifentanil 25004 No Change.
Secobarbital 336,002 g No Change.
Sufentanil ..... 500049 ... | No Change.
Tapentada) .., . .« | 5,400,000 g ...... | No Changs.
LI T 1 P SOV VS 116,000,000 g .. | No Change.
Agpregate production quotas for all Comments raised. In the cvent the Deputy
other schadule I and 11 contralled Pursuant to 21 CFR 1103.11 and Administrator decides in his sole
substances included in 21 CFR 1308.11  1393.13, any interested person may discretion to hold such a hearing, the
and 1308.12 remain at zero. Pursuant 10 gyubmit wrilten comments on or Deputy Administrator will publish a
21 CFR part 1303, the Deputy ohjections to these praposad notice of any such hearing in the
Administrator may adjust the 2012 determinzlions. Based on comments Federal Register. After consideration of
aggregate production quotas and received in response (o this Notice, the  any comments and after a hearing, if one
individual manufacturing quotas Deputy Administrator may hold a is held, the Depuly Administrator will
allocated for the year. publie hcaring on one or more issues publish in the Federal Register a Final
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Order determining any adjustment of

the aggregate praduciian quota.
Dated: June 28, 2012,

Michele M. Leanhart,

Administrator.

[FR Doc. 2012-16396 Filad 7-3-12; 8:45 am)|

BULLING CODE 4310-05-P

DEPARTMENT OF JUSTICE
Drug Enforcement Administration

Importer of Controlled Substances;
Notice of Application; Myaderm

Pursuant to Title 21 Code of Federal
Regulations 1301.34(a), this is notice
that on May 9, 2012, Myodorm, 48 East
Main Street, Norristown, Pennsylvania
19401, made application to the Drug
Enforcement Acme:stratwn (DEA) for
registration as an importer of the
following basic classes of controlled
substances:

Drug Schedule

Amphetamine {1100) .....coimeaen | I
Lisdexamieiamine (1205) .. "
MethyIphenidate {1724) . il
Pentobarbital {2270} ... il
Nabilene (7379) ...... I
Codeine (8050 ... I
Oxycodene {9143} o 1l
Hydromorphone (91 50) 1
Hydrocodone {9193) ....... 1l
Lavometharphan (9210) . ]
Meperidine (9230) .. wo |
Methadone (9250) .. 1]
Methadone intermedlate {9254) I
Marphine {9300) .. w [N
Cxymorphone (9652} . | n
Fentanyl (3801) ...ceonciirinnn | N

The company plans to import the
listed controlled substances in finished
dosage form for clinical trials, and
research.

The import of the above listed hasic
classes of contralled substances would
be pranted only for analytical testing
and clinical trials. This zuthorization
does not extend to the import of a
finished FDA approved or non-
approved dosage form for commercial
distribution in the United States.

Any bulk manufacturer who is
presently, or is applying to be,
registered with DEA to manufacture
such basic classes of controlled
substances listed in schedule I or 11,
which fall under the autherity of seclion
1002(a}(2)(B) of the Act 21 U.S.C.
952(a)(2)(B) may, in the circumstances
set forth in 21 U.8.C. 958(i), file
comments or objeclions to the issuance
of the proposed registration and may, at
the same time, file a written request for
a hearing-on such application pursuant

to 21 CFR 1301.41, and in such form as
prescribed by 21 CFR 1316.47.

Any such written comments or
ohjectians should be addressed, in
quintuplicate, to the Drug Enforcement
Administration, Office of Diversion
Cuontrol, Federal Register Represenlative
(ODL], 8701 Morrissette Drive,
Springfield, Virginia 22152; and must be
filed no later than August 6, 2012.

This procedure is ta he canducted
simultaneously with, and independent
of, the procedures described in
21 CFR 1301.34(b], (c). (d), (e}, and (f).
As nated in a previous natice published
in the Federal Register on September
23, 1975, 40 FR 43745-486, all applicants
for registration to import a basic class of
any controlled substance In schedules [
or Il are, and will continue ta be,
required lo demonstrate ta the Deputy
Assislant Administrator, Office of
Diversion Control, Drug Enforcament
Administration, that the requirements
for such registration pursuant ta 21
1J.5.C. 958(a); 21 U.5.C. B23(a); and 21
CFR 1301.34(b), (c], (d), (e), and (f] are
satisfied.

Datod: June 28, 2012.

[oseph T, Rannazzisi,

Deputy Assistant Administrator, Office of
Diversion Control, Drug Enforcemeni
Administration.

[FR Doc. 2012-16493 Filed 7-3-12: 8:45 am]
BILLING CODE 4410-09-P

DEPARTMENT OF JUSTICE
National Institute of Corrections

Solicitation for a Cooperative
Agreemant—Curricula Review and
Revision: NIC Trainer Development
Series

AGENCY: National Institute of
Corrections, 1.S. Department of Justice.
ACTION: Sclicitation for a Cooperative
Agrreemant.

i

SUMMARY: The Nationial Institute of
Corrections’ {NIC) Academy Division is
soliciting proposals from organizations,
groups, or individeals to enler into a
cooperative agreement for the review,
revision, and/or development of
competency-based, blended modality
training curricula with the aim of
providing carrections agencies and
professicnals with the knowledge,
skills, and abilities needed to train and
develop their staff.

DATES: Application must be received by
4 p.m. (EDT) on Friday, July 20, 2012.
ADDRESSES! Mailed applications must be
sent to: Director, Nationa! Institute of
Correclions, 320 First Street NW., Room
5002, Washington, DC 20534.
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Applicants are encouraged to use
Federal Express, UPS, or similar service
to ensure delivory by the due date.

Hand delivered applications should
he brought to 500 First Street NW.,
Washington, DC 20534, At the front
desk, dial 7-3108, extension 0 for
pickup.

Faxed applications will nat be
accepted. Elactranie applications can ba
submitted via http://fwww.granis.gov.
FOR FURTHER INFORMATION CONTACT: All
technical or programmatic questions
concerning this announcement should
be directed ta Michael Guevara,
Correctional Program Specialist,
Mational Institute of Corrections. Mr.
Guevara can be reached hy calling 800-
995-5429, ext, 6617, or by email at
mguevar@hop.gov, In addition to the
direct reply, all questicns and responses
will he posted an NIC's Weh site at
www.nicic.gov for public review (the
names of those submitting questions
will not be posted). The Web sile will
be updated repularly and postings will
remain on the Web site until the closing
date of this cooperative agreement
solicitation. Only questions received by
12 p.m. (EDT) on July 13, 2012 will be
posted on the NIC Web site.
SUFPLEMENTARY INFORMATION:

Overview: NIC is revitalizing its
trainer development series with the goal
of helping corrections agencies and
trainers improve staff training and
develapment. NIC is interested in
updating some af its curricula,
including “Training Design and
Development,” "' Foundatian Skills for
Trainers,'” “Building Agency Success:
Develaping an Effective FTO/O|T
Training Program,” and “Training for
Training Directors.” NIC is also
interested in the development of a
model Training for Trainers template
that could be applied broadly, enabling
agencies to train trainers in existing
curricula,

All curricula will follow the
Instructional Theary into Practice (ITIP)
model and will incorporate blended
learning strategies. A copy of the “ITIP
Toolkit,” which may be uscful in
helping awardces develop acceptable
gurricula, is available on the NIC Web
site at hitp://nicic.gov/Library/024773,
An essential componenlt of this project
will be the incorporation of current
research on adult learning and
performance. The use of multiple
delivery technologies is required.

Buackground: NIC has priorilized
capacity building in cerreclions
agencies for decades. While NIC
frequently relied on traditional
classroom-hased training in the past, the
emergence of new technologies and the



)

)

)

Substance 2012" 30-50% inventory salt total e.f. base total Notes pd efforis 2011 axports
Alfentanil 0.487 0.243 Q.730 0.800 0.657 [most dispositions are exporls 2.760 5.833
Amphetamine 22,211.267 8,884.507{ 31,095.774 33,427.957 |mulliple salis 337.136 500.777
Cocaing.i..-s.. ¥u 46.054| . 13.816 58.870 ~ 0.850 53,285 0.005 0.228
Codeine 25,473,127 12,736.563] 38,209,690 0.860 32.860.333 45.131 1,216,533
Dihydrocodeine & " 89.749{- 2 448741 134.623 0.640| . . 86.159 0.000 0.003
Diphenoxylate 411.656 2{5.628 617.484 - 0.930 574.260|made into schedule § preps 0.000 41.852
Fentanyl 569.110 170.733 739.843 - 1.000 739.843 16.375 175,328
Hydrocodone s .3t 64,786.963]° -~ - 19,436.085{.184,223.052] ..... 0.610]. 51,376.062 .685.180 30.306
Hydromarphone 1.896.024 568.807 2,464.831 0.890 2,193.6909 209.098 550.175
LevorphandliZsrssly | & QX344 S LB 06720 o - #22.016] - “1.000[-" 0 " 2.016] 1 gl . D.coo 0.004
Lisdexamfetamine | 13,925,864 6,962.9321 20,888.795 {.580 12,115.501 532.500 0.195
MependineTus F53{ 2" 21{34,603 | 5nn ™ T 106 7:3411%... 3,202.024] ... 08707 22,7886 T it e 13.085 583.594
Methadone 7,443.038 2,232.911 9,675.949 0.890 8.611.595 85.600 390,134
Methamphetamine | 5% - 4,494 138 B, SeBid T nT24T{E - u21.741] .. - 0.800[ ¥ ' F 173932 ! . 0,082
Methylphenidate 20,563.448 6,169.034| 26,732.483 0.870 23,257.260 836.220 8,766.604
Morphine -.7 % &[] ,31.061.877] - —5 16,530.93815746:592 815 3:5~E15:0.760]3: - 34:944.6 11 L o Lo, . §405397 . - -.547.128
Nabilone 0.045 0.022 0.067 1.000 0.087 0.000
Opium -~ S8 558 -~ 4 81.843] =i - 40.921] . - 122 764 =0 o BEEN000 5. | s 22:764] - 3 S e QU000 st
Oxycodone 68,325,161 20.497.548| £8.822.709 _0.900 79,640.438 4,626.726 6.061.125
Oxymorphone: | .- 2479,282| 3vait H431,089.641];,-,3;268,923] 22 347870890 . 2,909.342] .0 #r, 0 - 2,566.825 ~18.191
Pentazocine 713.667 - _356.834 1.070.501 1.000 1,070.501
Pentobarbital AoiZlq ¥ e 4 (R0 Sl 3356562 4 8 L 106.6 71 [ fr ~=2+-0.010] . - 1 +97.071|mostly used in vet medicince - 51.999 5,247.353
Remifentanil 2555583 S5 133 550 287 i 20.566 .- 1.699].. 0.910] - & <1:546] s UE1.600] - 0.237
Secobarbital 16.680 8.340 25.020 0.920 23.018 0.000
Sufentanil .=; - ) SEEEeE 0067 )8R0 A ET0.0341 wuA w001 s, 0.670 O N T 0,673 - _1.502
Tapentadol 5,900.110 2,950.055 8,850.165 0.860 7,611.142)importation 0.000
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Billing Code 441009-M
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-363]

Controlled Substances:
Final Adjusted Aggregate Production Quotas for 2012

AGENCY: Drug Enforcement Administration (DEA), Department of Justice.
ACTION: Notice.
SUMMARY: This notice establishes final adjusted 2012 aggregate production quotas for
controlled substances in Schedules I and II of the Controlled Substances Act (CSA).
FOR FURTHER INFORMATION CONTACT: John W. Partridge, Chief, Liaison and Policy
Section, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield, VA 22152,
* Telephone: (202) 307-4654.
SUPPLEMENTARY INFORMATION:
Background

Section 306 of the CSA (21 U.S.C. 826) requires that the Attorney General establish
aggregate production quotas for each basic class of controlled substance listed in Schedules I and
I, This responsibility has been delegated to the Administrator of the DEA by 28 CFR 0.100. In
accordance with 21 U.S.C. 826 and 21 CFR 1303.11, DEA published in the Federal Register on
December 15, 2011, notice of the established 2012 aggregate production quotas for controlled
substances in Schedules [ and II (76 FR 78044). That notice staled that the Administrator would
adjust, as needed, the established aggregate production quotas in 2012 as provided for in 21 CFR
1303.13. The 2012 proposed adjusted aggregate production quotas were subsequently published

in the Federal Register on July 5, 2012 (77 FR 39737) in consideration of the outlined criteria.
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All interested persons were invited to comment on or object to the proposed adjusted aggregate
production quotas on or before August 6, 2012.
Analysis for Final Adjusted 2012 Aggregate Production Quotas

Consideration has been given to the criteria outlined in the July 3, 2012, notice of
proposed adjusted aggregate production quotas in accordance with 21 CFR 1303.13. In addition,
nine companies, eight DEA registered manufacturers and one non-registrant, submitted timely
comments regarding a total of 23 Schedule 1 and Il controlled substances. Comments received
~ proposed that the aggregate production quotas for 3,4-Methylenedioxy-N-Methylcathinone
(methylone), alfentanil, amphetamine (for conversion), amphetamine (for sale), codeine (for
conversion), codeine (for sale), desomorphine, dihydromorphine, hydrocodone (for sale),
hydromorphone, levomethorphan, lisdexamfetamine, methadone intermediate, methylphenidate,
morphine (for conversion ), morphine (for sale), noroxymorphone (for conversion),
noraxymorphone (for sale), ortpavine, oxycodone (for conversion), oxycodone {for sale),
oxymorphone (for conversion), oxymorphone (for sale), sufentanil, and tapentadol were
insufficient to provide for the estimated medical, scientific, research, and industrial needs of the
United States, for export requirements, and for the establishment and maintenance of reserve
stocks.

DEA has taken into consideration the above comments along with the relevant 2011 year-
* end inventories, initial 2012 manufacturing quotas, 2012 export requirements, actual and
projected 2012 sales, research and product development requirements, and additional
applications received. Based on all of the above, the Administrator has determined that the
proposed adjusted 2012 aggregate production quotas for 3,4-Methylenedioxypyrovalerone

(MDPV), 3,4-Methylenedioxy-N-Methylcathinone (tnethylone), 4-Methyl-N-Methylcathinone
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(mephedrone), alfentanil, amphetamine (for conversion), desomorphine, dihydromerphine,
gamma hydroybutyric acid, hydrocodone (for sale), hydromorphone, levomethorphan,
methadone, methadone intermediate, methylphenidate, morphine (for sale), oxycodone {for
conversion), oxycodone (for sale), and sufentanil required additional consideration and hereby
further adjusts the 2012 aggregate production quotas for those substances. Regarding
amphetamine (for sale), codeine (for conversion), codeine (for sale), mox;phine (for conversion),
noroxymorphone (for conversion), noraxymorphaone (for sale), oripavine, oxymorphone (for
conversion), oxymorphone (for sale), and tapentadol, the Administrator hereby determines that
the proposed adjusted 2012 aggregate production quotas for these substances as published on
July 5,2012, at 77 FR 39737 are sufficient to meet the current .20 12 estimated medical,
scientific, research, and industrial needs of the United States and to provide for adequate
inventories. Pursuant to the above, the Administrator hereby establishes the 2012 final aggregate
production quotas for Schedule I and I controlled substances, expressed in grans of anhydrous

acid or base, as follows:

. Final Adjusted
Basic Class — Schedule [ 2012 Quotas

1-[1-(2-Thienyl)cyclohexyl]piperidine 5g
1-[2-{4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWI1-200) 45¢g
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45¢
1-Methyl-4-phenyl-4-propionoxypiperidine 2
1-Pentyl-3-(1-naphthoyl)indole (JWH-018) 45¢g
2,5-Dimethoxyamphetamine 12 ¢
2,5-Dimethoxy-4-ethylamphetamine (DOET) 12g
2,5-Dimethoxy-4-n-propylthiophenethylamine 128
3-Methylfentanyl 2g
3-Methylthiofentanyl 2¢g
3,4-Methylencdioxyamphetamine (MDA) ¢
3.4-Methylenedioxy-N-methylcathinone (methylone) 30 ¢ |
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 24 g
3,4-Methylenedioxymethamphetamine (MDMA) 30¢g
3,4-Methylcnedioxypyrovalerone (MDPV) 20g
3,4,5-Trimethoxyamphetamine 12 ¢
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4-Bromo-2,5-dimethoxyamphetamine (DOB) 12g
4-Bromo-2.5-dimethoxyphenethylamine (2-CB) 12 g
4-Methoxyamphetamine 88 g
4-Methylaminorex i2g
4-Methyl-2,5-dimethoxyamphetamine (BOM) 12 g
4-Methyl-N-methylcathinone (mephedrone) 25g
5-(1,[-Dimethylheptyl}-2-[(1R,35)-3-hydroxycyclohexyl]-phenol 68 g
5-(1,1-Dimethyloctyl)-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 53g
5-Methoxy-3,4-mcthylenedioxyamphetamine 12¢g
5-Methoxy-N,N-diisopropyltryptamine 12¢
Acetyl-alpha-methylfentanyl 28
Acetyldihydrocodeine 2g
Acetylmcthadol 2g
Allylprodine 2g
Alphacetylmethadol 2g
Alpha-ethyltryptamine 12 g
Alphameprodine 2g
"t Alphamcthadol 2g
Alpha-methylfentanyl 2g
Alpha-methylthiofentanyl 2g
Alpha-methyltryptamine (AMT) 12g
Aminorex 12 g
Benzylmorphine 2g
Betacetylmethadol 2g|
Beta-hydroxy-3-methylfentanyl 2g
Beta-hydroxyfentanyl 2g
Betameprodine 2g
Betamethadol 2¢g|
Betaprodine 2g
Bufotenine 3g
Cathinone 12¢g
Codeine-N-oxide 602 g
Desomorphine 10g
Diethyltryptamine 18 ¢
Difenoxin 50g
Dihydromorphine 3,750,000 g |
Dimethyltryptamine 18 g
Gamma-hydroxybutyric acid 37,000,000 g
Heroin ' 20g
Hydromorphinol 54 ¢
Hydroxypethidine 2g
Ibogaine ) 5g
Lysergic acid diethylamide (LSD) 16 g
Marihuana 21,000 g
Mescaline 13g
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Methagualone 10g
Methcathinone 12g
Methyldihydromorphine 2g
Morphine-N-oxide 655 g |
N-Benzylpiperazine 12g]
N,N-Dimethylamphetamine 12¢
N-Ethylamphetamine 12g
N-Hydroxy-3,4-methylenedioxyamphetamine 12g
Noracymethadol - 2g
Norlevorphanol S52g
Normethadone 2g
Normorphine i8¢
Para-fluorofentanyl 2g
Phenomorphan 2g
Pholcodine 2g
Properidine 2g
Psilocybin 2g
Psilocyn 2g
Tetrahydrocannabinols 393,000 g
Thiofentanyl 2g
Tilidine 10¢g
Trimeperidine 2g

Basic Class — Schedule 11

Final Adjusted

2012 Quotas
1-Phenylcyclohexylamine 2g
1-Piperdinocyclohexanecarbonitrile 27¢ |
4-Anilino-N-phenethyl-4-piperidine (ANPP) 1,800,000 g
Alfentanil 29,002 g
Alphaprodine 2¢
Amaobarbital 40,007 g
Amphetamine (for conversion) 13,300,000 g
Amphetamine (for sale) 33,400,000g |
Carfentanil 5g
Cocaine 216,000 g
Codeine {for conversion) 65,000,000 g |
Codeine (for sale) 39,605,000 ¢
Dextropropoxyphene 7g
Dihydrocodeine 400,000 g |
Diphenoxylate 900,000 g
Ecgonine 83,000
Ethylmorphine 2p
Fentanyl 1,428,000 g
Glutethimide 2g
Hydrocodone (for sale) 79,700,000 g
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Hydromorphone 4,207,000 g
Isomethadone 4g
Levo-alphacetylmethadol (LAAM) 3g
Levomethorphan 10 g
Levorphanol 3,600 g
Lisdexamfetamine 12,000,000 g
Meperidine 5,500,000 g
Meperidine Intermediate-A 5g
Meperidine Intermediate-B 98
Meperidine Intermediate-C 5g
Metazocine 5g
Methadone (for sale) 23,100,000 g
Methadone Intermediate 29,970,000 g
Methamphetamine 3,130,000 g

[750,000 grams of levo-desoxyephedrine for use in a non-controlled, non-
prescription product; 2,331,000 grams for methamphetamine mostly for conversion
to a schedule III product; and 49,000 grams for methamphetamine (for sale)]

Methylphenidate 64,600,000 g
Morphine (for conversion) 83,000,000 g
Morphine (for sale) 48,200,000 g
Nabilone 20,502 g
Noroxymorphone (for conversion) 7,200,000 g
Noroxymorphone {for sale) 1,981,000 g
Opium (powder) 73,000 g
Opium (tincture) 1,000,000 g
Oripavine 15,300,000 g
Oxycodone (for conversion) 5,600,000 g
Oxycodone (for sale) 105,200,000 g
Oxymorphone (for conversion) 12,800,000 g
Oxymorphone (for sale) 5,500,000 g
Pentobarbital 34,000,000 g
Phenazocine 5g
Phencyclidine 24 g
Phenmetrazine 2¢g
Phenylacetone 16,000,000 ¢
Racemethorphan 2g
Remifentanil 2,500 ¢
Secobarbital 336,002 ¢
Sufentanil 6,730 g |
Tapentadol 5,400,000 g |
Thebaine 116,000,000 g

Aggregate production quotas for all other Schedule I and 1 controlled substances included in 21

CFR 1308.11 and 1308.12 remain at zero.
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Dated: Michele M. Leonhart,
Administrator

OC:

QoD:

OD/D:

ODX:

ODXS:

ODW:

oDQ:

ODQ:{PIE) |

Webcims #

(DFN#: 680-03 Drug control files - Manufacturing and Procurement quotas)
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copy from the Consent Decree Library
hy mail, please enclnse a check in the
amount of $3.75 (§.25 per page) payable
ta the U.S. Treasury ar, if by email or
fax, forward a check in that amount to
the Consent Decree Library at the
address given above.

Robert Brook,

Assistan! Chief, Environmenta! Enforcement
Section, Environment and Natural Resources
Division.

{FR Dag. 2012-22121 Filed 9-7-12: 8:45 am]
BILLING CODE 4410-15-F

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA-363]

Controfled Substances: Final Adjusted
Agaregale Production Quotas for 2012

AGENCY: Drug Enforcement
Administration (DEA), Department of
Justice.

ACTION: Notice.

SUMMaRY: This notice establishes final
adjusted 2012 aggregate production
quotas [or controlled substances in
Schedules  and 1T of the Controlled
Substances Act (CSA).

FOR FURTHER INFORMATION CONTACT: ]ohn
W. Partridge, Chiel, Liaison and Policy
Section, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, VA 22152, Telephane: (202}
A074654.

SUPPLEMENTARY INFORMATION:

Background

Section 306(a) of the CSA (21 U.S.C.
826) requires that the Attorney General
establish aggregate production quotas
for each basic class of contralled
substance listed in Schedules T and 11
This responsibility has been delegated
to the Administratar of the DEA by 28
CFR 0.100. In accordance with 21 U.5.C.
826 and 21 CFR 1303.11, DEA
published in the Federal Register on
December 15, 2011, notice of the

established 2012 aggregale productmn
quatas for canlrolled substances in
Schedules I and II (76 FR 78044). That
nolice staled that the Administrator
would adjust, as needed, the established
aggregate production quolas in 20112 as
provided [or in 21 CFR 1303.13. The
2012 propuosed adjusted aggregate
production quotas were subsequently
published in the Federal Register on
July 5, 2012 (77 FR 39737) in
consideration of the outlined criteria.
All interested persons were invited to
commenl on or gbjecl la the propased
adjusted aggregate production quotas on
or before August 6, 2012,

Analysis for Final Adjusted 2012
Aggregate Production (uotas

Consideration has been given to the
criteria autlined in the July 5, 2012,
nalice of proposed adjusted aggregate
production gquotas in accordance with
21 CFR 1303.13. In addition, nine
companies, cight DEA registered
manufacturers and one non-registrant,
submitted timely comments regarding a
tolal of 25 Schedute I and Il controlled
substances. Commenls received
propased that the aggregate production
guotas for 3,4-Methylenedioxy-N-
Methylcathinone (methylone),
alfentanil, amphelamine (for
conversion), amphelamine (for sale),
codeine (for conversion), codeine (for
sale). desomorphine, dihydromorphine,
hydracadone (for sale). hydromorphone,
levomethorphan, lisdexamfetamine,
methadone intermediate,
methylphenidate, morphine (for
conversion), morphine (for sale),
noroxymorphone (for conversion),
noroxymorphone (for sale), oripavine,
oxycodone (for conversian), oxycodone
(for sale), oxymorphone (for
conversion), axymorphone (for sale),
sufentanil, and tapentadol were
insufficient to provide for the estimated
medical, scientiflic, research, and
industrial needs of the United Slates, for
export requirements, and for the
establishment and maintenance of
reserve slocks.

DEA has taken into consideration the
zhove comments along with the relevant
2011 year-end inventories, initial 2012
manufacturing quolas, 2012 ¢xport
requirements, actual and projecled 2012
sales, research and product
development requirements, and
additional applications received. Based
on all of the above, the Administrator
has determined that the proposed
adjusted 2012 aggregate production
quotas for 3.4-
Mathylenedioxypyravalerone (MDPV),
3,4-Methylenedioxy-N-Methylcathinone
(methylone), 4-Methyl-N-
Methyleathinone (mephedrone),
alfentanil, amphetamine (for
conversion], desomorphine,
diethyltryptamine, dihydromorphine,
gamma hydroxybutyric acid.
hydrocodone [for sale), hydromorphone,
levomethorphan, methadone,
methadone intermediate,
methylphenidale, morphine (for sale),
oxycodone (for conversinn), axycodone
{for sale), and sufentanil required
additional consideration and hercby
further adjusts the 2012 aggregate
production quotas for those substances.
Regarding amphetamine (for sale),
codeine (for conversion), codeine (for
sale), morphine {for conversion),
noroxymorphone (for conversion),
noroxymorphone {for sale), aripavine,
oxymorphone ({or conversion),
oxymorphane (for sale}, and tapentadol,
the Administrator hereby doetermines
that the proposed adjusted 2012
aggregate production quotas for these
substances as published on July 5, 2012,
at 77 FR 39737 are sufficient to meet the
current 2012 estimated medical,
scientific, research, and industrial needs
of the Uniled States and to provide for
adequate inventories. Pursuan! to the
above, the Administrator hereby
establishes the 2012 final aggregate
production quotas for Scheduleland If
controlled substances, expressed in
grams of anhydrous acid or base, as
follows:

Final adjusled
2012 quotas
Basle Class—Schedule |

1-{ 12 Thieny eyl Raxy JPIPEIAING. it e e e ceaes e b b P £ RS 15 o e ot £E 2S£ S b LS LE R et s b e 51
142-(4-Morphelinyijethyi]-3-(1-naphthaylindole (JWH-200) 459
1-Butyi-3-{1-naphinoyliindole {(JWH-073) ..ccrvrrinmmrnn e 45 g
1-Meinyl-4-phenyl-4-propionoxypipeniding ... 219
1-Pentyt-3-(1-naphthoyl)indole {JWH-018} 45 g
2.5-Dimethoxyamphelaming ... i2g
2 $-Dimethaxy-4-athylamphetamine (DOET) .. 12¢g
2 5-Dimethoxy-4-n- pmpylihiophanethylamme feane e e s bt 129
3-Methylfantanyl . ... 29
3- Methyllhjafen!a.nyl ..................................... 29
3.4-MathylenedionyamphetamiIng (MDA it s e e b ST £ SR8 1R its b st s s em s et s 30g
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Fina) adjusted
2012 quolas

34-Melhylenedioxy-MN-melhylcathinone (METNPONE] .. it et e besse eearmne eeames ses sesn s e s snas semne o100 s pe e s 30g
3,4-Melhylanedioxy-N-elhylamphetamine (MDEA) ................. i 24 g
3.4-Methylenedioxymethamphetaming (MOMA) oo it e e s e 3q
3.4-Methylenedioxypyrovalerone (MDFV) ... . rae e 20 g
34,5 -TrimethOXyampPREAMING ........cooirieniiemrcmrssteeiasssessnes st s s e s ban s essmas seses 12q
4-Brome-2,5-dimethoxyamphetamine {DOB) 12g
4-Bromo-2.5-dimethoxyphenethylamine (2—CBI 1249
4-Methoxyamphelamine .., eeaea e neraaepmt et et engepmp s eea aAhemry earreeendppaasas rar e 83g
4:-Methylaminorex ... s 12g
4-Methyl-2,5-dimethoxyamphetaming {DOM)] ... i i i e bt 408 e e e b4 4648 dme e 48+ 48 e et e e b herme e e e ne s 129
4-Methyl-N-methylcathinane {MepPRedrone) ... s s e s v s 25q
5-(1,1-Qimethylheptyl}-2{{1R.35)-3- hydrolycycluhexyl] phenol ........................ 68 g
5-(1,1-Dimethylociyl]-2-[{1R,3S}-2-hydraxyeyctahexyl)- phenol ............................................................................ 53g
5-Methoxy-3,4- memylened:axyamphetanune i2¢g
5-Methoxy-N,N-diisopropyliryplaming .....eceien oo sesivosnn s s imiss s sioss 129
Acetyl-alpha-methylfentanyl .............. 2q
Acetyldihydrocodeine ........... 29
Acetylmethadal ..., 29
Allyiprodine ............ 29
AlphacetAmethAdol ... e e e 29
Alpha-ethyltryplamine ... 12g
Alphameprodine ... 29
Alphamethadol ......... . . 24q
Alpha-methylfentanyl ... e s 2g
Alpha- methylthmfentanyl .......... 2q
Alpha- melhyltryplamme CAMTY i sis s s csarie e 12g
Aminorex . [ 12g
Benzylmorphme ............ i e s s b 2y
Belacetylmethadnl 2q
Bela-hydraxy-3- melhy[fenlanyl ............................................................. 2¢g
Bela-hydroxyfentanyl ............... . “ 2g
Betameproding ... s s s s 2g
BetaMEthadol . it s et e et s s s 24
Betaprodine ....... . 2g
39

24

Cathinone ........ OO 1

Cadeine-N-oxide . . EEAE AL e b4 bR PRd e R SRSt R e S h AR SRS RE AR Sag R e Rr e en 602 g
DESOMOPPIINE L. i i s T4 TR S b 1049
DHBTRYINYPIBIMINE ..o i st i e e e e ass e s er e e s e s e se R s e en eSS eEa sb R e e b g ar e 00 1849
Difeno)in —............... 0g
DN AIOMOIERIMR ..o et ee ettt e e b1 £t rmme e bt S rneemeee s Pt EEe s oo semad 4083 se e s nra e e bESe e s £ rmns sda g s e et asm e snamnnne s 3,750,000 g
Dimethyltryptamine .......ccocemesininnniineans 18g
Gamma- hydroxybutync acid ... . 37,000,000 q
Heroin ....crre [ TR TS SR AR LS AT A 4SS e A 10 209
Hydromorpnmol ............. - e AL e e bR e e 5449
Hydroxypathidine . IR e a8 e 4 29
1BAGEING .....ovvoereecrasimiirne. .. 59
Lysergic acid dJethyIam:de (L 16 g
Marihwana .. e 21,000 g
LT T P 139
Melhaqualone . . 109
Metheathinone ... e bariRba e iraaR e e n e bbe s e arere b sraasens e 129
Methyldihydromomhine .. 2q
Marphina-N-oxida ...... 655 q
N-BanzyIpipBraZife ..o e ciecee v cess s sraimr messsevs bre e sesasns 129
NN-Dimethylamphelamine ... e ssmi e sanimsn s Lot e e b s e iR 08 12g
N-Ethylamphbetaming .....ccoceeeeeeee 129
N-Hydroxy-3.4-methylenedioxyamphelamine ... v s oo 12 g
Naracymethadol ... ... 2g
NefevorpRaRG! . i s s 529
NOMIBINAAONE .o e e e s e ke s easa e R b aeE e s e s Fe R4 RL e £es 4 KRR S 2n e e e R P02 4 eas e e e atas 29
Mormarphirg ....... . 18 g
Para-flucrofentanyl ......... O PP S ST 29
Phenomorphan . eereReARa raeadeteademEd S Ko 4mR R4S S SRR Lbe s padna b aa b L4 BRE LS ML S LS E SRS S St bF RS £ s 2q
PHOICOTING .. i iamrer e e ssrer v e samsne s 2q
Properidine . . . 29
Fa= 1o < o O R PTY ORI 29
Psilocyn ..o . 2qg
Tetrahydrocannabinels .. 333,000 ¢
Thiofentanyl .............. 249
THIINE wovirerisommrisariasmenner . R 1049
THMEPEMAING ..ttty eaeeeuraressnesorms e raroersesmscaragsssasosss seassbmssngsmmss sasdd 4ama b s s Bt sessesrs £ eh o s ms b (1S £ 080E 014518 LA EL AR RS0 00 1 ARS8 He e et 22t 20 2q
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Final adjusted
2012 quotas

Baslec Class—Schedule 1)

1-Phenyicyclohexylamine
1-Pipardinocyclohexanecarbonitrile ..
4-Aniling-N-phenathyl-4-pi peridlna (ANPP)
Affentanil
Alphaprodine ..
Amobarbital ..
Amphetamme (for mrwersnon)
Ampheiamme {for sale) ..
Carfentanil .. e
Cocaine .. .
Codeine (lor convers:on} LR R LR PR RS ISR RO AE R E b
Codeine (for sale) ......... .

- Dextropropoxyphene
Dihygdrocodeing ......ccccoveeeen.
Diphenaxylate .
Ecgoning ...
Ethylmorphine .
Fentanyl ......
Glutethimide ..............
Hydrocodone (for sale) .
Hydromorpghone ........
Jsomathadone ...,
Levo-alphacetylmethadol (LAAM) .....oveirar
Levomethorphan
Levarphanol
Lisdaxamfetaming
Meperiding ..
Meperidine Intermecllale a .
Meperidine Intermediate-B ..
Meperidine Intermediate-C ..
Metazocine .o vvereceena
Methadone (far sale} ...
Methadane Intermediate .. .
MethamphelamiNe ... o s wie

13,300,000 g
33.400.000 9
5g

216,000 g
§5,000,000 g
29,605,000 g

1,428,000 g
29
79.700.000 9
4,207,000 9
49

g

109

36009
12,000,000 g
5,500,000 g
59

9
5
5

wmng

23,100,000 g
29,970,000 g
3,130,000 g

[750,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 2,331,000 grams for methamphetamine mostly

tor conversion 1o a schedule [l product; and 49,000 grams for melhamphetamine (for salg))

Methylphenidate .
Morphine {for conversion) rrasronen
Morphine {(for S21E) ...ccevvre s srn e
Nabilong
Noroxymorphone (for conversion) ...
Noraxymorphone (for sala} ...
Opium (powder) .cecveeens
Opium (tincture) ..
Oripavine ...
Oxycodane (lor oonvers:on)
Oxycodone (for sale) —
Oxymorphone [for convarsion) ......
Oxymorghone (far sale) ...........
Penlobarbital ..............
Phenazocine ...
PRENCYCHTINE oo e i tisn s s et e
Phenmelirazine
Phenylacstone =.......
Aacemethorphan
Remifentanil ......,
Secobarbital ...ocveireceeee.
Sutentanil .....
Tapetadol .......ocoeievir s iisisin
Thebaine ..

54,600,000 g
83,000,000 g
48,200,000 g
20502 g
7.200000¢g
1,981,000 g
73,000 g
1,000,000 g
15,300,000 g
7,600.000 g
105,200,000 g
12,800,000 g
5,500,000 g
34,000,000 g
5g

24 g

2g
16,000,000 g
2g

25009
336,002 g
6,730 g
5400000 g
115,000,000 g
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Aggregate production guotas for all
other Schedule Tand Il contralled
substances included in 21 CFR 1308.11
and 1308.12 remain at zero.

Dated: August 31, 2012.

Michele M. Leonhart,

Adminysirator.

[FR Doc. 2012-22128 Filed 9-7-12; 8:45 am)
BILLING CODE 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA 353]

Final Adjusted Assessment of Annual
Neads for ihe List | Chemicals
Ephedrine, Pseudoephedrine, and
Phenyipropanolamine tar 2012

AGENCY: Drug Enforcement
Administration (DEA], Department of
Justice,

ACTION: Notlice.

SUMMARY: This nolice establishes the
Final Adjusted 2012 Assessment of
Annual Needs for the list I chemicals
ephedrine, pseudoephedrine, and
phenylpropanoclamine.

PATES: Effective Date: September 14.
2012,

FOR FURTHER INFORMATION CONTACT: IOhI’l
W. Partridge, Chief, Liaison and Policy
Section, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield. VA 22152, Telephone: (202)
3074654,

SUPPLEMENTARY INFORMATION: The 2012
Assessment of Annual Needs represents
those quantities of ephedrine,
pseudoephedrine, and
phenylpropanolamine which may be
manufactured domestically and
imported into the United States in 2012
to provide adequate supplies of each
chemical for the estimated medical,
scientific, research, and industrial needs
of the United States, lawful export
requirements, and the establishment
and maintenance of reserve slocks of
such chemicals. Section 308 of the
Controlled Substances Act (CSA) (21
U.5.C. 826] requires thal the Altorney
General establish an assessment of
annual needs for ephedrine,
pseudoephedrine, and
phenylprapanolamine. This
responsibility has been delegaled 10 the
Administrator of the DEA by 268.CFR
0.100.

On July 18, 2012, a notice entitled
“Propoased Adjustment of the
Assessment of Annual Needs for the List
1 Chemicals Ephedrine,
Pseudoephedrine, and

Phenylpropanclamine for 2012" was
published in the Federal Register (77
FR 42333}. That notice proposed to
adjust the 2012 Assessment of Annual
Needs for ephedrine (for sale),
ephedrine (for conversion),
pseudaephedrine (for sale),
phenylpropanolamine {for sale) and
phenylpropanolamine (for conversion),
All interested persons were invited ta
caomment on or object to the proposed
assessmenls on or before August 17,
20%2.

Comments Received

DEA did not receive any comments to
the proposed adjustment of the
assessmenl of annual needs far
ephedrine (for sale), ephedrine (for
conversion), pseudoephedrine (for sale),
phenylpropanalamine (for sale), and
phenylpropanclamine (for conversion),

Canclusion

In determining the adjusted 2012
agsessmenls, DEA used the calculation
methodology previously described in
the 2010 and 20111 assassmenl of annnal
needs (74 FR 60294 and 75 FR 79407
respectively). DEA considered changes
in demand, changes in the national rate
of net dispcsal, and changes in the rate
of net disposal by the registrants
holding individual manufacturing or
import quatas far the chemical; whether
any increased demand or changes in the
national and/or individual rates of net
disposal are temporary, shorl term, or
long term; whether any increased
demand cauld he met through existing
invenlories, increased individual
manufacluring quatas, or increased
importation withioul increasing the
assessment of annual needs; whether
any decreased demand would result in
excessive inventory accumulation by all
persoas regislered to handle the
particular chemical: and other factors
alfecting lhe medical, sciemtific,
research, industrial, and importation
needs in the United States, lawful
exporl requirements, and reserve stocks,
as found relevant.

Other factors that DEA considered
include trends as derived from
information provided in applications for
imgort, mannfacturing. and
procurement quotas and in import and
export doclarations. The inventory,
acquisilion {purchases), and disposition
(sales) data as provided by DEA-
registered manufacturers and importers
reflects the most current information
available to DEA at the time of
publication of this Natice. The
underlying data used to determine the
final 2012 assessment of annual neads is
the same as that used in determining the
propased 2012 assessment of annual

Vol. | Page 522

needs. as published un September 14,
2011, at 76 FR 56809,

In accardance with 21 U.5.C. 826(a}
and 21 CFR 1315.13, the Administrator
hereby orders that the 2012 assessment
of annual needs for ephedrine,
pscudoephedrine, and
phenylpropanolamine, expressed in
kilograms of anhydrous acid or base, is
adjusted and established as follows:

Final 2012
List  chemical aasrfnejas{':]ee':d?;
{kg}

Ephedrine {for sale) .............. 4,300
Phenylpropanalamine (for

SAB) e 5,800

Pseudoephedrine (for sale) .. 278,000
Phenyipropanalamine {fer

CONVEISIONY 1. ceveieere v e 26,200

Ephedrine (for conversion) ... 12,000

Daled: August 31, 2012.
Michele M. Leouhart,
Administrotar.
|FR Doc. 2012-22127 Filed 9-7-12: B:35 am]
BILLING CODE 4410-03+F

DEPARTMENT OF JUSTICE
Drug Enfarcemant Administration

Imporier of Controlled Substances;
Motice of Regisiration; Cambrex
Charles City, Inc.

By Notice dated June 18, 2012, and
published in the Federal Register on
June 26, 2012, 77 FR 38085, Cambrex
Charles City. Inc.. 1205 11th Street,
Charles City, lowa 506163466, made
application by reanewal to the Drug
Enforcement Administration (DEA] to
be registered as an importer of the
following basic classes of conlrolled
substances:

Scheduls
|

Drug

4-Anilino-N-phenethyl-4-piperidine
(8333).

Phenylacetong (8501} .ovvcnnnees ]

Opium, raw {9600 ... Il

Poppy Straw Concentrato (9670) | 1l

The company plans to import the
listed controlled subslances for internal
use, and 1o manufacture bulk
intermediates for sale to its customers.
No comments or objections have been
received, Comments and requests for
hearings on applicalions to import
narcotic raw material are not
apgropriate. 72 FR 3417 (2007).

EA has considered the factors in 21
U.S.C. 823(a) and 952(a). and
datermined thal the registratian of
Cambrex Charles City, Inc. to import the
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2012 Finat RN{

% Comments

Drug Company Comment Amount Propossd ATO Finel APQ Chanee
1 4-Mahienediory-N-Methylcathmare {mehyvlonz) {b){4) inerease APQ justified, increase APQ ¥ n _'m_.ﬁ
atfemianl imerease ARG 14,00 dustified, increase APQ 19,550 29002 Qa5
phetamine (e imcrease APD 13,000.000 justified, increase APQ %, 300,000 12,100.£00 4 80
inreass APD 7,800,000
; incresse APQ 2,000,000
amphetamine {{or sale) Lt APD) A AP sdequate, ng change 32,400,000 22,400 0y
jnegeree APQ 240,000
: i incrense APCH 6,955 000 .
| codeins {for conversion) p—T —-—-—%Iz 262 AR sdequate, ng change 63,000 000 45,000,000
| Lodeine {fof salg) inerease AMY 4 584 000 APQ adequare, aa change 39,605 000 39 604 fiodl -
desa e increase ARG L] iuestificd, increass APC) - 10 10
dindromonhine increass APD 446,000 justified increase APQ 3 F08 000 3 750 000 14:_@
intyease APQ 574,000
hydracodane {for tale) increase APQ 21,60 000 Justified, increase APQ 63000000 | ¢ 56,600,000 13,600,000
fncrexee APQ 153,000
e APQ 297,000
hydroe.crphone Frureaet APCYH 233,000 Justified, Jncrease APQ 2428000 4.207.000 579,000
rTeE APQ 39,000
mutexee APCH justified, increae APQ 5 T3] [
lisdexnmfemize EmTerss AP 1, 00 000 AP adesnare. no change 12,000,000 12 000,000 .
methzdome intempediare i 035,041 uytifige, jncrezse APQ 26,000 000 2T 3070004
methyiphenidite increnss AP 1,256,000 [ustifeed, docrease APG 56,000,000 68600000 £ 400,000
" - - i 000
merphine {for conversiva } v APO Y492 000 A adecuate, no change 43,000,008 BX,000,000 .
increass APQ 500,000
maming (for saleh [incee e APO | 7,285 500 justified, increase APQ 19,000,000 12,210,000 4,200,000
inteease AP 1 0k )
norexymarphens {lar comversion) imtwedze AP} 1,534 000 APQ adequare, i chanpe 7,204 000 3 H0 -
ngr h sl incteace ARG 1,981 000 APQ adeguine, poghange 1981 00 1981000 -
et increass L.064.000
oripaving irerease AT 2 970,000 AFQ) adequane, po chamge 15,300,000 15300, 000
- oxyeodme [for comversian] increase APQ 3,595,000 Tuslied, increxse APQ 3.600,000 7,500 000 2.000,000
1rease Al 45,000
nxyendone (far 3=z} [ 134 000 Justified, increans ATQ 45,700,000 104 300,000 6,500,000
inttrase APQY 15,000 00 .
onymerphane  for conversion) imcrease APQY 1,049,000 APQ adequate, no chanpr 12,800, 1111 12,200,000 -
¥ increass APQ 7 AP adequgte, no change 5,500,000 X.300.000 -
wfenmal | increase ARQ 2.5 junified, énereave APC] 5,000 [%in] 1,730]
fapentated 130,000 APQ sdequate, oo change 5,400,000 5400 00N -
Number of Campenies commentizg: v {one man-reqisirart)
b)(4) b)@) 1 2
Nomber of drups commented oa:. 25
Addiziaanl Considerations:
Thug Praposed Revited Change
3A-Mcthxlenedion vprrovalerone (MDPY) 12 2q
3. 4-Mebivlerediony-N-Mahy:eathinons fmahylane) 4 st above
byl -W-B lgath 12 15 13
Bt abwr
s abawe
47,000 DOO 31000000 410.000.000)
e ghov
hy dromephome 1gert | LA bt oo - sor ahave
had e 1553 comment - granted 7,983k 260.090,000 23,100,000 3,100,000

bzt was efigi

(0)(4)

b)(4)

I\_-gm__niﬂ Mg, bmt ap comments
oy

(b)(4)

(0)(4)
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2012 Final Revised table of changes

Drug Proposed Final APQ Change
APQ
3,4-Methylenedioxy-N-Methylcathinone (methylone) i2 30 18
3,4-Methylencdioxypyrovalerone (MDOPV) 12 20 8
4-Methyl-N-methylcathinone {(mephedrone) 12 25 13
alfentanil 19,550 29,002 9.452
amphetamine {for conversion) 8,500,000 13,300,000 4,800,000
desomorphine - 10 {0
dihydromorphine 3,608,000 3,750,000 142,000
gamma hydroxybutyric acid 47,000,000 37,000,000 | {10,000,000)
hydrocodone (for sale) 63,000,000 79,700,000 16,700,000
hydromorphone 3,628,000 4,207,000 579,000
levomethorphan 5 10 5
methadone 20,000,000 23,100,000 3,100,000
methadone intermediate 26,000,000 29,970,000 3,970,000
methylphenidate 56,000,000 64,600,000 8,600,000
morphine (for sale) 39,000,000 48,200,000 9,200,000
oxycodone (for conversion) 5,600,000 7,600,000 2,000,600
oxycodone (for sale) 98,700,000 | 105,200,000 6,500,000
sufentanil 5,000 6,730 {1,730
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Proposed Adjustment to the Aggregate Production Quotas for 2012 - Comments

Document DEA-2012-0003-DRAFT-0002
(D)(6)
(D)(4)

Increase Amphetamine (1100) — insure adequate year-end inventory to allow delivery of APl to
dosage form manufacturers in January 2013.

Document DEA-2012-00003-DRAFT-0003

b)(8) | '

b)(4)

Amphetamine (1100} — recently denied MQ based on insufficient available APQ —
needs additional 7200kg — believe increase of 8100kg is insufficient; scheduled a 600kg
validation campaign in 4Q 2012 — expect material to be unavailable for distribution and sale until
stability data customer qualification work is completed sometime in 2013

Noroxymorphone (9668) — believe they are the only firm 1o require any substantial amount of
quota — proposed adjustment from 401kg to 1981kg is more than sufficient; lowered volume for
2012, increased volume in 2013 because manufacturing activities will begin in 4Q 2012 and
continue into 2013

Document DEA-2012-0003-DRAFT-0004
b)(6)

|{b){4) |

Desomorphine (3055) — newly registered — no imitial quota — need 10g

3,4-Methylenedioxy-N-methylcathinone [Methylone] (7540) — newly registered — no initial
quota — increase to 12g; may nced up to 10g

Document DEA-2012-0003-DRAFT-0005

b)(8)

b)(4)

Hydrocodone for sale (9193)
Hydromorphone (9150}
Morphine for sale (9300)

. Methylphenidate (1724)
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Oxycodone for sale (9143)

Oxymorphone for converions (9652)

customer

. b
General comment for each substance — an aggregate increase based on
demand.

Document DEA-2012-0003-DRAFT-0006
(D)(6)

|(b){4) |

Levomethorphan (9210) — increase an additional 3g to cover possible increased yields on a
production batch that is planned for 2012, as well as for crude, non-specification product that
will come out of the synthesis batch.

Document DEA-2012-0003-DRAFT-0007
|{b){6) |

|{b){4) |

Amphetamine (for sale) (1100) — requested 240kg
Codeine (for conversion) (9050} — requested 32,000kg
Codeine (for sale) (8050) — requested 18,000kg
Dihydromorphine (9143) — requested 2,200kg
Hydrocodone (9193) — requested 28,000kg
Hydromorphone (9150) — requested 1,000kg
Methadone Intermediate (9254) — requested 11,800kg
Morphine (for conversion) (9300) — requested 54,000kg
Morphine (for sale) (9300) — requested 27,000kg
Noroxymorphone (for conversion) (9668) — 5,600kg
Oripavine (9330) — requested 6,300kg

Oxycodone (for conversion) (9143) — requested 8,000kg
Oxymorphone (for sale) (9652) — requested 4,000kg
Sufentanil (9740) — requested 5,000kg

Document DEA-2012-0003-DRAFT-0008
rb){S) |

. |{b){4) |
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Amphetamine (for conversion) — increase commensurate with lisdexamfetamine increase

Lisdexam{etamine — increase to 13,000kg to provide an adequate and uninterrupted supply of
Vyvanse for commercial distribution, exports to growing existing markets, and exports for

launch into 9 new markets.[P)® |supplies bulk manufacturers[P)®) land [®)) |
and dosage form manufacturers[0)® |to manufacture Vyvanse.

FedEx Comments
b)(8) |
b)(4)

Oxycodone — previously requested +322kg but were granted only +183kg duc to limitations of
the currently established APQ; 30% perceived manufacturing loss between the point the DEA
now requires[®® to count quota as consumed and the final saleable product; +322kg of
quota will only yield approx. 250kg (225kg as basc) of saleable product; request increase of at
least 139kg

|{b){6) |
(0)(4)

Alfentanil — increase by 14,002g
Hydrocodone — increase by 2,574,000g
Morphine (for sale) — increase by 500,000g
QOxycodone — increasc by 4,500,000g
Tapentadol — increase by 150,000g

(0)(6)
b)(4)

Hydromorphone - increase by 297,000g
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b)(4)

July 12, 2012

Drug Enforcement Administration

Federal Register Representative / ODL

8701 Morrissette Drive

Springfield, VA 221562 via e-mail: www.requlations.gov

Re: Dacket No, DEA-363
To Whom It May Concern:

This letter is in response to the Proposed Adjustments to the Agaregate Production Quotas
for 2012, published in the Federal Register on July 5, 2012 under Docket No. DEA-363.

o)) | is registered with the Drug Enforcement
Administrafion as a (Bulk) Manufacturer. We also hold registrations as an tmporter,
Exporter, Researcher, Chemical Importer, Analytical Laboratory, and as a Schedule 1
Researcher. Qur principal business with regard to controlled substances is as a bulk
manufacturer of Active Pharmaceutical [ngredients (APl). (0@ manufactures
apptoximately 30% of the bulk amphetamine (Drug Code 1100) produced in the United
States, and was recently denied a Manufacturing Quota increase due to insufficient
available Aggregate Quota. The proposed increase from 25300 kilograms to 33,400
kilograms of aggregate amphetamine (for sale} is of critical interest to our firm. While
supportive of the proposed increase, we are concemed whether the increase will be
sufficient to meet industry and subsequently consumer needs.

[P Jeurrently needs.a 7,200 kg Manufz~turing Quota increase of Drug Code 1100 by
the end of August 2012 to meet known customer dernand and allow for year end inventory
to better mitigate continued drug shartages to the consumer. We believe the proposed
aggregate increase of 8,100 kg is likely insufficient ta support our needs and those of cther
manufacturers. We encourage the Administration to critically review overall needs and
requests of the APl manufacturing communrty to assess whether a larger increase shouId
be finaiized for Drug Code 1100.

As(0)4)  |noted during our verbal comments at DEA offices on May 30, 2012 the lack of
time y |ssuance of sufficient quota in 2011 resulted in a shortage in year end inventory. As a
resuit we have had to ration material between our customer base further exacerbating the
drug shorlage situation in the consumer marketplace. This rationing still continues for
tand its custorer base. Our concern is the Manufacturing Quota increase as
proposed is too limiting and will extend this rationing of the supply chain into 2013,
b)(4) has already received metric ton forecasts from customers for January 2013 that
we can not support with the proposed level of an aggregate adjustment. We recognize the
balance that DEA strives to maintain between inventory buildup and the prevention of
diversion, but the drug shortages of 2011/2012 are unfortunately the outcome of too tight of

b)(4)
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a restriction on manufacturing quotas at the API level. A second subsequent increase to the
aggregate quota later in the year will likely be of no value to APl manufacturers as it will be
“too late to utilize any quota grants considering the lengihy lead times of our processes.

Finally for Drug Code 1100,[P™®  ]has scheduled a 600 kg validation campaign in fourth
quarter 2012 to qualify a new source of a key starting material. As you know with vaiidation
materials, that material will not be available for distribution and sale until stability data and
customer qualification work is completed, likely sometime in 2013, so it does not add to the
distribution channels for the consumer in 2012.

b)(4) would also. like to comment on the proposed increase to noroxymarphone (for
sale), Drug Code 9668. We believe.s the only firm to require any substantiaf

amount of quota for this product. If that is accurate, then the proposed adjustment from 401
kilograms to 1,881 kilograms is more than sufficient for our purposes. Due to vanous
factors,[P)4)  |has had to revise our production schedule such that our Drug Code 9668
manufacturing activities will begin in fourth quarter 2012 upon receipt of an adjustment in
manufacturing quota but then will continue into 2013. This lowers the volume of our
manufacturing quota need for 2012, but resuits in a corresponding increase in 2013 for Drug
Code 9668.

b)) appreciates the opportunity fo comment on the above propased adjustments and
understands the challenges facing DEA in preventing diversion while still ensuring adequate
drug supply ta the marketplace. We look forward to your finalization of the aggregale quota.

adjustments and are avaitable for any follow-up questions at )©) ~ Jfor [0)6) |
~—— Regulatory Specialist or|()©) Vice President Operations at|2)©) |

Sincerely,

66 '

| Regulatory Spedciaiist
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CONFIDENTIAL

24 July 2012

Drug Enforcement Administration

Afin: DEA Federal Register Representalive/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Comment on Proposed Adjusiment to 2012 Aggregate Production Quotas
Docket No. DEA-363 '

Decr Sir or Modam:

|(b){4) |is submitting this commeni in reference to the Proposed Adjusiment to the

2012 Aggregate Production Quotas published in the Federal Register under citation Vol. 77,
No. 129, pages 39737-39741, dated 05 July 2012. This is Docket No, DEA-363. This
comment is CONFIDENTIAL BUSINESS INFORMATION and relates to two controlled
substances.

b)) |is currenlly registered s a bulk manvfacturer for Desomorphine {9055)

ond 3,4-Methylenedioxy-Nmethylcathinone [Methylone] {7540}, These two substances were
recently opproved additicns o the company’s bulk manufacturing regisiration and, therefore,
no 2012 manufacturing quole has been assigned at this point. For Desomarphine, there was
no initiol aggregate production quote assigned. Therefore [PX®) is submitiing this
comment to reques! thot an aggregale quota be assigred to allow for[P@)  io obtain on
initiol manufacturing quota for the sitbstonce in 2012.

For Methylone, on inificl aggregate quota of 8 g was assigned. As pan of this publication,
DEA is proposing thot the aggregate quota for this substance be increosed to 12 g. Al the
end of 2011 ,provided a comment to DEA that indicated the company was in the
process of adding the substance as @ new bulk manufactured drug code to its registration and
that it would require @ 5 g monufacturing quota in 2012, 1t is unclear whether the ossigned
quoto for 2012 {or the proposed increase] actually covers[P®) Joreviously indicoted
need. Therefore, ol this time is submitting this comment. As port of this comment,
the company wauld like 1o re-iterate the need for a quota and indicates that it moy need up to
10 gin 2012, Since the compony previously submitied a comment indicaling a need for
2012, it will go ahead and submit a request for an initial quota in the near fulure.

Based on this infarmation, [P requests that the initiol 2012 aggregale production quota
ﬁ_b)H)

for the following two substances be adjusted as needed lo ensure thot anticipated
requirement in the amounts listed below ate covered:

(0)(4)
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Besomorphine [9055) i0g
3,4-Methylenedioxy-N-methylcathinone [Methylone] (7540, 10g

Should you hove any questions regarding this comment, please contact me at
ib)@

Sincerely,

b)(8)

Vice President
Regulatory Affairs

b)(4)
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01 August 2012

Drug Enforcement Administrotion

Atmn: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springlield, VA 22152

Subject: Comment on Propased Adijustment to 2012 Aggregate Producticen Quotas
Docket No. DEA-363

Dear Sir or Modam:

b)(4) lis submitting this comment in reférence to the Proposed Adjusment to the
20712 Aggregate Production Quotas published in the Federal Register under citafion Vol. 77,
No. 129, pages 39737-39741, daled 05 July 2012. This is Docket No. DEA-363. This
comment is CONFIDENTIAL BUSINESS INFORMATION ond relates to one controlled
substance.

@ |is currently registered as o bulk manufocturer for levomethorphan
[@2T0]. The propesed revised aggregate produciion quota for this drug code is 5 g.
b)(4) ould like to request an increase of 3 g tor this drug code o accommodate a

request that the compaony will submit for an increase in its 2012 manutacturing quota.  That
requesl will intended 1o caver possible increased yields on a production batch is thal is
planned for 2012, s well as for crude,. non-specificotion product that will come out of the
synthesis baich.

Should you have any questions regarding this comment, pleose contoct me of2)6)
(b)(B)

Sincerely, i
(b)(6)

Vice President
Regulotory Affairs
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July 3, 2012

Attn; John Pariridge

Chief Liaison and Policy Section
Drug Enforcement Administration
8701 Morrissetie Drive
Springfield, VA 22152

Re: Reference Docket No. DEA-363

b)(4)

Comments on “Controlled Substances: Proposed Revised Aggregate Production
Quotas for 2012, “Federal Register Volume 77, Number 129 (Thursday July 5, 2012);

Docket No. DEA-363”

Dear John:

I(b){4)

|herewit'h comments on a portion of the above referenced

Federal Register proposal, specifically, the 2012 Proposed Revised Aggregate
Production Quota for Hydromorphone {(drug code 9150). During 2012[b@ |
[0X4) | submitted a manufacturing allocation request dated June 1, 2012.
DEA was unable to process due to insufficient quantity remaining in the aggregate.

b)(4) received Hydromorphone quota for 410500 grams base for 2012.
will require an additional 297,000grams of hydromorphone base

to satisfy the demands of eur customers for 2012 (192000 grams) along with a yearend
inventory allowance of(18% Xor 2012 (105000 ?rams]. Manufacturers’ must have a
b

yearend inventory allowance to provide for 1

quarter demand for 2013.

The proposed adjusted 2012 quota for Hydrdmorphone displays a propased increase of
173000 grams base. The proposed adjustable quota should be increased by at least

another 297000 grams base to provide for[")*

The proposed aggregate should be 3925000 grams base.

Attached find the supporting documentation for the increase.

|customer requirements.

Thank you for your time and consideration in this important matter.

Respectiully submitted
b)(8)

Director DEA Compliance & Security

Attachments
rb){4)
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June 1, 2012

(0)(4)

Drug Enforcement Administration Headquarters
Drug and Chemical Evaluation Section {ODE)

8701 Morrissette Drive
Springfield, VA 22152

2012 Hydromorphone {8150) and Morphine {9300) Quota

Manufacturer DEA # FbJHJ;{bJ{?HE) |

Hydromorphone 2987000 grams bhase
Morphine 700000 grams base

Ladies and Gentlemen:

[0 |is requesting an increase of 297000 gms base of bulk
manufacturing quota of Hydromorphone and 700000 gms base Morphine.

Attached find the following supporting documents:

Hydromorphone sales thru May 31, 2012

Current APl inventory on hand May 31, 2012

Purchase Order requirements for June — Dec 20112

Quota for 2012
Sales and Pyrchase Orders for 2012

Quantity required to meet Purchase
Orders for 2012

247494 gms base

87711 gms base

354160 gms base

410500 gms base oo'h =
601654 gms base __:. (g 2003 w2
S
191154 gms base Temm
=, g )h \ ‘—)r\ ‘.‘)‘. o
-—\\\ﬁ;)’\“_,- v l,!l. i ; ..'{;',!' "-:

LT S
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Based upon the ahove figures and attached documents,[P® ] cannot fulfill their
Hydromorphone orders for 2012. [P’ |will be short 191154 gms base just to
meet the purchase orders for the remainder of 2012 and will run out of
Hydromorphone API by the end of September.

Manufacturers of an APl are allowed to have camryover inventory up to 50% of
quota at the end of each year. is requesting 105000 gms which represents -
approximately 18 % of quota for 2012.

Thereforerequires an additional 297000 grams base of Hydromorphone

and 700000 grams base of Morphine. The synthesis process uses 18750 gms

base of Morphine to produce 1 batch of 11000 gms of Hydromorphone base.

b)4) pheeds to produce 27 batches of Hydromorphone in 2012, which consumes
% 18750 gms (506250 gms) of Morphine base.

The addifional Marphine requested (193750gms} is required to be on hand at the
end of 2012 1o allow for production start up in January 2013.

[n 2010,[P®_]had to wait for the aggregate to be adjusted and had a difficult time
trying to produce enough Hydromorphone to get production done in the
beginning of 2011,

If you have any additional questions, please contact me at{®© lor email
(b)(4),(b)(6)

(0)(6)

Director DEA Compliance & Security
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2012 Quota Increase Hydromorphone

2012 Quota 410500 gms

Sales thru 5/30/12

Hydromorphone tablets 158325 gms
Dilaudid tablets/liquids 15711 gms

Exports 35900 gms
Hydromorphone API 37558 gms
Total 247494 gms

Purchase Orders for June — Dec

Hydromorphone tablets 226094 gms
Dilaudid tablets/liquids 24255 gms

Exports 81311 gms
Hydromorphone API 22500 gms
Total 354160 gms

Total Requirements for 2012

Sales 247494 gms
Purchase Orders 354160 gms
Total 601654 gms
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Hydromorphone Sales

Customers

Sales 1/1/2042 thru 5/30/2012
grams base/ -

(b)(4) T
[Export |[b)4).0)7)E) |
Dilaudid FG 35900.00
(b)(4)
[DEA Reg # [(0)4),(b)(7)(E)
Dilaudid Finished Goods Sales 15711.00
Hydromorphaone Finished Goods Sales 158325.00
Hydromorphane API 10858
(0)(4),(b)(7)(E) [ T
Hydromorphone AFI 26700.00
TOTAL SALES 247494.00
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[Sales gms base
Sales from 1/4/12 to 5/3112
HYDROMORPHONE HCL 2MG HUD 100'S 2mg HUD DAG002 40,874 7,276
HYDROMORPHONE HCL 2MG 100°S 2mg 100's DAG102 177481 31,592
HYDROMORPHONE HCL 4MG HUD'S 100'S 4mg HUD DAGDO4 8,738 3,111
HYDROMORPHONE HCL 4MG 100'S 4myg 100's DAG104 115,356 41,067
HYDROMORPHONE HCL 4MG 500'S 4mg 500's DAGS04 2,341 4,167
HYDROMORPHONE HCL 8MG 140'S amg 100's DAG108 99,878 71,113

tofal 158,325
Dilaudid oral liguid 1mg/ml 473ml 7,766 3,268
Dilaudid 2mg HUD 100 5,854 1,042
Ditaudid 2mg 1005 5,920 1,054
Dilaudid 4mg 500s 2,360 4,201
Dilaudid 4mg 1005 11,841 4,215
Dilaudid 8mg 100's ' ) 2,710 1,930

tolal 15,211
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2012 Purchase Orders . !—lydromorphone tablets

Gms Base

8373
32,448
1,068
41,959
2,002
138,156

| hurchase Qrders far Hydromorphona Tahlets _
Jun12  [dul 12 Aug 12 _ Sep-12 Qet-12 Nov-11]  Dec-12|Tolals 2012

HYDROMCORPHONE HCL 2MG HUD 100°S 2mg HUD DAGO02 5,880 5,880 11,760 5,880 5,880 5,880 5,880 47,040
HYDRQMORPHONE HCL MG 1008 2mg 100's DAG102 23,520 29,400 41 160 17,640 23,520 231,520 23,520 182,280
HYDROMORPHONE HCL 4MG HUD'S 100'3 |dmg-HU D DAGO04 a a 1] 0 3,000 a Q 3400
HYDROMORPHOMNE HCL 4MG 100'5 dmg 100's DAG 104 4] 17,640 17,640, 23,520 21,520 23,520 17,640 123,480
HYDRCMORPHONE HCL 4MG 500°S 4Amg 500°s DAGS04 ] 1175 0 0 1) 0 0 1,175
HYDROMORPHONE HCL BMG 100'S Amg 100'z DAG 108 53.500 53,900 21,560 16,170 16,170 16,170 16,170 194,040

total
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(b)(4)
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Total 25 kgs ) 25 has
Grama Haas FFi i 1138
(b)(4)

Lulea] Hgpkn 2013 forkees for 53413
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August 2, 2012

DEA Headquarters

Attention: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-363 .

Dear Sirs:

I, [D@).0)6) | manufacturing
registration l{b){4)?{b){7){5)| am submitting this comment on the 2012 Proposed Aggregate
Production (Quota for various products as published in the July 5, 2012 Federal Register. We
consider the information in this first paragraph to be “PERSONAL IDENTIFYING
INFORMATION” and this information should not be rcleascd under the Freedom of Information

JAct per 5 USC Sec. 552(b)(4). I[n addition, the following information is “CONFIDENTIAL

BUSINESS INFORMATION”. The foliowing items’ manufacturing quota should be increased
by the identified quantity: (i) Alfentanii by 14,002 grams as base; (ii) Hydrocodone by 2,574,000
grams as base; (ifi) Morphine (for Sale) by 500,000 grams as base; (iv) Oxycodone by 4,500,000
grams as base; and (v) Tapentadol by 150,000 grams as base. As noted herein, this first
paragraph of this letter contains personal identifying and confidential business information and
should be redacted in its entirety from any public docket.

We feel the proposed quantities for the material mentioncd above are not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of the United States,
and for the lawful export requirements, and that the quotas should be increased to cover our
needs. For several of the fiems, quota requests were submitted and we are awaiting a response
from the Agency. For the remaining items an appropriate Llectronic DEA Quota Application
Form 189 will be submitted shortly pertaining to the items for which we are submitting
comments.

Very truly yours

o= 5% .8 5@
G2 Eos¥E fess o8 EE%
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August 2, 2012

DEA Headquarters

Attention: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-363

Dear Sirs:

1, [D@) | manufacturing
registration [P)O)XNE) | am submitting this comment on the 2012 Proposed Aggregate
Production Quota for various products as published in the July 5, 2012 Federzl Register. We
consider the information in this first paragraph to be “PERSONAL IDENTIFYING
INFORMATION™ and this informatior: should not be released under the Freedom of Information
Act per 5 USC Sec. 552(b)(4). In addition, the following information is “CONFIDENTIAL
BUSINESS INFORMATION”. The following items’ manufacturing quota should be increased
by the identified quantity: (i) D,L-Amphetamine (for sale) by 1,080,000 grams as base; (ii) D-
Amphetamine (for sale) by 920,000 grams as base; and (iii) Codeine (for conversion) by
12,601,282 grams as base. As noted herein, this first paragraph of this letter contains personal
identifying and confidential business information and should be redacted in its entirety from any
public docket.

We feel the proposed quantities for the material mentioned above are not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of the United States,
and for the lawful expornt requirements, and that the quofas should be increased to cover our
needs. For several of the items, quota requests were submitted and we are awaiting a response
from the Agency. For the remaining items an appropriate Electronic DEA Quota Application
Form 189 will be submitted shortly pertaining to the items for which we are submitting
comments.,

Very truly yours
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August 6, 2012

Deputy Administrator
Drug Enforcement Administration
Washington, D.C. 20537

Attn: DEA Federal Register Representative [Docket No. DEA-3631

This letter constitutes [P)) |comments on the Proposed Revised Aggregate
Production Quotas for 2012, as published in Federal Repister on July 5, 2012, FR. Volume
77, No. 129, pages 39737-39741. :

available aggregate quotas or DEA’s plannced allocation of dny aggregate,

requests that DEA make any adjustments to the aggregate quotas sufficient to safis
requests for increased manufacturing quotas, which are outlined below. Because this
comiment contains proprictary information on our manufacturing quota needs, we also
request that DEA treat this entire document as confidential.

In light of the fact that has no knowledge of either the amountis of an
_b){4)
! our

All requests below are stated in grams anhydrous base (“AA™).

1100 Amphetamine (for Sale)
equests that the revised aggregate be sufficient to include[P® ]
request for 240,000 grams AA of Amphetamine (for sale) manufacturing quota for 2012,
reference DEA online submission number 113164. - '

-

9050 Codeine (for conversion)

[P® " kequests that the revised aggregate be sufficient to include[P® ]
request for 32,000,000 grams AA of Codeine (for conversion) manufacturing quota for
2012, reference DEA online submission number 113135,

9050 Codeine (for sale)
requests that the revised aggregate be sufficient to include|[®)®) [
request for 18,000,000 grams AA of Codeine (for sale) manufacturing quota for 2012,
reference DEA online submission number 113134,
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9145 Dihydromorphine

(b)(4) requests that the revised aggregate be sufficient to include(®®

request for 2,200,000 grams AA of Dihydromorphine manufacturing quota for 2012,
reference DEA online submission number 113123.

9193 Hydrocodone
equests that the revised aggregate be sufficient to include

request for 28,000,000 grams AA of Hydrocodone manufacturing quota for 2012, reference
DEA online submission number 113136. :

9150 Hydromorphone

wrequests that the revised aggregate be sufficient to include
request for 1,000,000 grams AA of Hydromarphone manufacturing quola for 2012,
reference DEA online submission number 113124,

9254 Methadone Intermediate

(b)(4) requests that the revised aggregate be sufficient to include

request for 11,800,000 grams AA of Methadone Intermediate manufacturing quota for
2012, reference DEA online submission 113021.

9300 Morphine (for Conversion)

Mmqucsm that the revised aggregate be sufficient to include
request for 54,000,000 grams AA of Morphine (for Conversion) manufacturing quota for
2012, reference DEA online submission 113132.

9300 Marphine (for Sale)

Mrequests that the revised aggregate be sufficient to include
request for 27,000,000 grams AA of Morphine (for Sale) manufacturing quota for 2012,
reference DEA online submission 113074.

9668 Noroxymorphone (for Conversion)

b)4) equests that the revised aggregate be sufficient to include

request for 5,600,000 grams AA of Noroxymorphone (for Conversion) manufacturing quota
for 2012, reference DEA online submission 113133,

9330 Oripavine :
(B)(4) requests that the revised aggregate be sufficient to include[b)4)

request for 6,300,000 grams AA of Oripavine manufacturing quota for 2012, reference
DEA online submission 113138,
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9143 Oxycodone (for Conversion)
(b)4) requests that the revised aggregate be sufficient to include[P)® |

request for 8,000,000 grams AA of Oxycodone (For Conversion) manufacturing quota for
2012, reference DEA online submission 113140,

9652 Oxymorphbane (for Sale)
(b)4) requests that the revised aggregate be sufficient to include [(©)4)

request for 4,000,000 grams AA of Oxymorphone (For Sale) manufacturing quota for 2012,

reference DEA online submission 113141,

974(] Sufentanil ) '
[P@ ]requests that the revised aggregate be sufficient to include (P

rcquest for 5,000,000 grams AA of Sufentanil manufacturmg quota for 20 12 reference
DEA online submission 113022,

All other quota requests remain unchanged from [0)(4) original request.

Sincerely,
b)(6)

Supervisor, Controlled Substance Compliance
(b)(4);(b)(6)
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b)(4)
b)(4)
July 27,2012
Drug Enforcement Administration
Attention: DEA Federal Register Representative/ODL
Office of Diversion Control
8701 Morrisette Drivc
Springfield, VA 22152
RE: Docket No. DEA-363
FR Dac No: 2012-16396[C)4) Comments to Controlled Suhstances: Proposed
Adjustment to the Aggregate Production Quotas for 2012
|{b){4);{b){7){E) Iand |(b){4);{b){7){E) Ihave
previously submitted quota correspondence as st forth in the table below for the foliowing
manufacturing categories.[0)(®) requests that the correspondence provided 1o the Quota Unit,
which constitutes “CONFIDENTIAL BUSINESS INFORMATION™, be considered during the
- 2012 Aggregate Production Quota review.
Quota Quota Application . Date of .
Category Ref. # Material Name Correspondence Action Needed
] . 113090 Hydrocodone for Sale An egate increase based on
Manufacturing 113091 -9193 July 26, 2012 [o)@) i:ustomer demand
113092 ) An aggregate increasc based on
Manufaciuring : gggi Hydrogmlosrg hone July 26,2012 [0@® customer demand
. 113102 Meorphine for Sale — An aggregate increase based on
Manufactaring 113103 9300 July26,2012 5@ Fustomer demand
. Methylphenidate - " An aggregate increase based on
Manufacturing 113084 1724 : July 25, 2012 5@ eustomer domand
. 113098 | Oxycadone for Sale — : An aggregate increase based on
Manufacturing 113101 9143 July26, 2012 1B Jeustomer demand
] . 113099 Oxymorphone for 9 An aggregate increase based on
Manufacturing 113100 Conversion ~9652_| 19 262012 | ™o ustomer demand
Thank you in advance for considering these requests. If you have any questions regarding this
request, please do not hesitate to contact me at [0)(©)
Best regayds,
(b)(®)
S
Director, Process Engineering and Controlled Substance Compliance
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2012 Final Adjusted Aggregate Production Quotas

Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to
establish the production amount of each schedule I and II controlled substance. This
responsibility has been delegated to the Administrator of the Drug Enforcement
Administration (DEA).

DEA regulations aliow the Administrator o revise the annual aggregate production quota
(APQ) after review of pertinent information provided from various sources including DEA-
registered manufacturers and the Food and Drug Administration (FDA).

The attached Federal Register seeks to establish the final revised APQ for 2012. A table
summarizing the APQ and the changes made to the proposed revised values are attached for
reference.

OD is recommending an increase in the APQ for 3,4-Methylenedioxypyrovalerone
(MDPV), 3,4-Methylenedioxy-N-Methylcathinone (methylone), 4-Methyl-N-
Methylcathinone (mephedrone), desomorphine, and levomethorphan. The increase is
based on newly registered bulk manufacturers for reference standards and exempt
preparations.

OD is recommending an increase in the APQ for amphetamine (for conversion). This
increase is based on the conversion to lisdexamfetamine which was increased in the 2012
established APQ.

OD is recommending an increase in the APQ for dihydromorphine and hydromorphone.
The increase is based on increased domestic sales and export requirements of
hydromorphene based on registrant and IMS data and the conversion of dihydromarphine to
hydromorphone.

OD is recommending a decrease in the APQ for gamma-hydroxybutyric acid (GHB). This
decrease is a result of all manufacturers requesting material for validation efforts being
granted the necessary quotas.

OD is recommending an increase in the APQ for hydrocodone (for-sale). This increase is
due to an increase in sales; manufacturers requesting material for validation efforts per
FDA’s directive to lower acetaminophen concentrations in previously marketed products; as
well, as new product development efforts for a single entity hydrocodone tablet.

OD is recommending an increase in the APQ for methadone and methadone intermediate.
The increase is based on increased sales of methadone based on registrant and ARCOS data
and the conversion of methadone intermediate to methadone.

OD is recommending an increase in the APQ for methylphenidate. The increase is due to
increased domestic sales and export requirements as reported by registrants and verified by
IMS data; validation efforts for new suppliers; new dosage form manufacturers product
development efforts,

DEA/OD/ODQ 8/24/2012 Page 1 of 2

Vol. | Page 587



e QD is recommending an increase in the APQ for morphine (for sale). The increase is due to
changes in the domestic sales market as reported by registrants and verified by IMS data.

¢ QD is recommending an increase in the APQ for oxycodone (for conversion). This increase
is based on the conversion to oxymorphone which was increased in the 2012 cstablished
APQ.

s 0D is recommending an increase in the APQ for oxycodone (for sale). The increase is due
to increased domestic sales and export requirements as reported by registrants and verified by
IMS data; new dosage form manufacturers entering the market; validation efforts for new
synthesis methodology.

s (D is recommending an increase in the APQ for sufentanil. The increase is due to
validation efforts with large batch sizes relative to the initial APQ. All validation material
will be saleable in 2013 and the 2013 APQ will be adjusted accordingly.
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