CONFIDENTIAL

(b)(4)

'u‘yyl’gm

May 16, 2014

Ms. Christine A. Sannerud, Ph.D. s N

Drug Enforcement Administration * T8
Drug & Chemical Evaluation (ODE)

8701 Morrissette Drive

Springfield, VA 22152

Subject: [V CNNE) lrequests Reclassification of Codeine (for conversion) Inventory

Dear Dr. Sannerud:

[ | manufacturing registration [P@®NE) Jrequests
the DEA allow us to reclassify 694,518 grams as base of Codeine (for conversion) to Codeine
(for sale). :

We produce a material at the [P)@ ~ |site called codeine alkaloid

technical (CAT). The problem we have is the CAT produced at[P)) |cannot be used in

the production of Codeine Phosphate due to our DMF filings, so all CAT production for codeine
phosphate is produced in the[®)®) site. Our customermanufacturing registration
number has expressed an interest in purchasing Codeine Phosphate for a

andfathered codeine antitussive application, meaning we can use the CAT produced for
(o)) |site.

Between (P4 | we have a large ihwventory of material. In 2012 we
were producing CAT for conversion into Hydrocodone Bitartrate, and we planned on selling tons
of this material t0[”® Jas per our contract. [’® __ |backed off on ordering Hydrocodone
Bitartrate, leaving us with a large inventory. Because we are not producing any Hydrocodone
Bitartrate this year (or next year), we would like to take two batches of CAT in inventory at
hat is in the quota classification as Codeine (for conversion), and call it Codeine (for
sale). Once the DEA grants the permission, the reclassified CAT will undergo a purification
process and be converted into Codeine Phosphate.
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We request the DEA consider the information prcéented and allow [P)4) [to reclassify
up to 694,518 grams of CAT produced as Codeine (for conversion) to Codeine (for sale). This
will allow us to avoid production of Codeine (for sale) starting material and reduce our inventory

of the recently slow moving Codeine (for conversion) material.

Thank you for your consideration in this matter. Should you have any questions, please contact
me at “1{61

considers this commercial information pri\fileged and confidential. We believe the release
of this information will likely cause|?)*)|substantial competitive harm.

Very truly yours,
b)(8)

DEA Materials Control Manager

(0)(4)
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Substance 2011 2012 % Change 2013 % Change 2014 % Change

Amphetamine (D,L) 9,703.48| 10,938.95 12.73%1 10,928.20 -0.10%| 11,921.39 9.09%
Amphetamine {D) 10,597.70| 11,725.30 10.64%)| 11,597.10 «1.09%| 12,584.00 8.51%
Cocaine 48.53 44.03| -9.28% 39.63 -9.99% 37.17 -8.21%
Codeine 26,170.71| 22,758.28| -13.04%|21,716.68 -4.58%| 22,238.38 2.40%
Dihydrocodeine 107.21 75.02] -30.03%|  36.22 -51.72% 6.76 -81.33%
Diphenoxylate 462 .60 413.01 -10.72% 406.20 -1.65% 382.07 -5.94%
Dronabinol 110.82 106.13 -4.24% 110.92 4.52% 115.78 4.38%
Ephedrine - 1,635.52| 1,973.12 28.50%; 2,083.14 558%| 2,203.60 5.78%
Fentanyt 539.85 §75.07 6.53% 548.23) -4.67% 544.38 -0.70%
Hydrocodone 64,933.52| 63,163.25 -2.73%| 61,575.69 -2.51%| 59,479.05 -3.40%
Hydromorphone 167527 1,912.39 14.15%¢ 1,926.071 0.72%| 1,857.15 -3.58%
Levorphanol 0.32| 1.54| 378.02% 2.33 51.13% 2.53 8.41%
Lisdexamfetamine 12,336.18{ 14,001.29 13.50%] 13,653.65 -2.48%| 14,525.01 6.38%
Meperidine 2,303.07| 1,885.59| -18.13%) 1,537.31 -18.47%} 1,364.13 -11.27%
Methadone 7,639.42| 6,776.34] -11.30%| 5,804.38 -14.34%| 5,5631.24 -4.71%
Methamphetamine 13.86 14.40 3.87% 13.09 -9.11% 12.48 -4.65%
Methylphenidate 19,212.63| 19,534.84 -1.68%| 17,949.13 -8.12%! 18,613.58 3.70%
Marphine 30,435.83| 28,705.35 -5.69%| 26,266.30 -8.50%| 25,445.23 -3.13%
Nalbuphine 61.42 63.60 3.55% 42.02 -33.93% 39.88 -5.08%
Naloxone 391.27 430.32 9.98% 478.98 11.31% 497.20 3.80%
Naltrexone 4.56 0.00] -99.98% 0.00{ -100.00%| - 0.00 0.00%
Opium 84.96 81.02 4.63%| 7744 -4.42% 77.41 -0.03%
Oxycodone 70,885.82 66,702.94 -5.90%] 60,308.91| -9.59%| 59,796.79 -0.85%
Oxymorphone 2,655.74| 1,958.25| -26.26%| 1,865.58| -4.73%! 1,951.68 4.62%
Pentazocine 839.71| 698.43] -16.82%| 563.20 -19.36% 411.38 -26.96%
Pentobarbital 79.12 46.62| -41.07%| 24.25 -47.99% 29.66 22.34%
Pseudoephedrine | 104,476.73] 93,931.68f{ -10.08%] 83,125.29 -0.86%{ 100,386.58 7.80%
Remifentanil 1.05 1.11 5.83% 1.16 5.09% 1.20 3.53%
Secabarbital 20.78 15.67| -24.59% 11.98 -23.55% 10.48 -12.52%
Sufentanil 0.05 0.05 -2.53% - 0.05 -7.93% 0.04 -24.36%

*Estimates based on Jan-Mar 2014 Data

IMS Data 2011 - 2014 (est)
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Basle Clavy: srIro 2615 1nilial APQ Workshents

Toeal PQ Requesied: 1000 FDA Ext:
M3 Est:
Company DEANum 2013 Requested MQI 2014 Revined MG T012 Sales 2013 DEA MQ Saler % of 2013 Sales  Share of 2315 Tatat Q20034 ¥ 2014 Proy) dE 2014 Pro} Sates 2095 Prajected Evports 2514 Prajected bventory  Adj Avad Calc
(D)(4):(b)T)E) 2.000 2000 0.000 5.E36 000 0.000 0.000 0.000 0,000 0.500 0.000 1.500 1.500
: 12,370,000 140B0.00) 5,236,000 5836000 1.000 104,004 8.037.000 11,000,000 13,200,000 0.000 8.9368.000 17262750
MG Tatain: 12,322 000 14,082,000
2014 Final InHlal APG: 14,100,000
2044 Flna! Rovised APG: 0.000

FOA Ext (2014 Initial APS* 1 « FDA Emy: 14,100,000
IMS Est: {2014 Infial APQ " 1 + IM5 Esl): 14,100.000

2015 Prapasad kaftial APQ: 14.104.000
with 25% butfer: 17, 625008

ALFENTARNIL
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Hule Clans: 4020 2018 Initial APQ Workaheets
FOA Ew:

Tats! PO Requazied; 0000
145 Ent:

DEANum 2015 Requested WG 2014 Revised MO 2093 Sules 2013 DEA MQ 58l¢3 % &f 2013 Salas  Share of 2015 Total PQ 2043 Inventory 2014 Projected Expants 2014 Projected Shlea 23 Frojeeted Exports 204 Projected Inventody Ad) Avall Cake

i Company
|{b){4) (b)TXE) 2,000 2000 0.000 0.000 0000 0.000 o.000 0.000 0500 9.000 1500 1.50a
MQ Totals: 2,000 2.000
2014 Flna! Inkia! APQ: 2000
2014 Fina Ryvised APQ! 0.000
FDA E4k: (2014 tnhlal APG = 1+ FDA Enij: 2,000
{ME Est: (2004 Iniia] APO " 1 + IMS Ent). 2.000

ALLYLPRODINE
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Basc Clasay L EERE ]
Youal P4 Aaquesied;

Compary

5000

2113 inftial APQ Warkthewls

FD& Esk:
VS Ext

DEA Hum 30135 Requestsd MO X014 Reviaod W0 K12 Saiee 2073 DF4 MO 50K+ % of 2013 Seigs Shave of 2015 Total PO 2013 Inveniony 7014 Pupjacted EXparts 2014 Projected Sates 2015 @ralecind Epperts 2014 Projacist (epiory 24 DE A Penjactsd Rwontary ] Avall Sulc

(0)(4).(b)(7)(E)

. 5000
1

MO Totaly:

201 Fioal 1nibsl APO;

2014 Final Revised AP0

FDA Est: [2014 nrtlag APG* 1 + FOA Esll:
1MS Eat: [2014 Inltiat APG * 1 + IN5 Est);

10 Oy

15 m

15,008
15000

4,000 6000 & 000 G.ooa 4.000
5000 Q000 000 9.000 a6
10 Do

CARFEMTANIL
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Bombc Chane: 504 2018 Inttial APS Workeharis -
Tosal PO Raquestend: AT 005 SO FOAEsl:
M5 Ext:
Lompany DEA Mum 2015 Awgueeisd N wa 2093 Salea Z0TIDEA MG Sakes % of M3 Saks  Shara of 2015 Tawd PO 2002 Inventory 2044 Propcied Exparts 2014 Projected Sales 2011 Projecten EXparts 20 4 Frojectad Inveniony 2018 DEA Profacted thvaniry Ao Avali Cake
Fb){q_)-{b){?){a 5.000 0.000 0000 34250765000 0.000 0000 poe 6,000 5.000 B0 1000 Y- 2,000
! 320000000030 24 506500000 20,406 04 T.000 36,250, T65.000 0441 TAN NI TS OO0 0.000 0218, V18000 1000 4,750, 452000 VETOI000 24,031,070 250
K Tordy: J0.000 008 00D 74,908 599.000
214 Final nlal AP, 55,000,000 600
2014 Final Rardmed APGL: oo
FDA Exf: 2014 midal APQ * 7+ FOA Exlf: 25, D0G.0D0 000
1M Eet: (2014 Initisl APO * 7 « IM5 Est)l  5E 000,000 000
Meta et r daled May 15, 2044, wlatest that tray have mare AP on hand !mnmmﬂ e ol
S Pr Initiad AP0y 40,500, 00 BOD
with bwrfrer: 50,000, 000 000
b)(4)
b)(4)
.
COOEINE {FOR CONVERSIDN)
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Hasle Cliid: W

Total P2 Rowgues i
Comoany OEA Nuf
(0)(4);()T)E)
MO Totals:
2014 Flaal lniisl APO: 38, 500 Q0 D00
044 Final Aavived APQ: S.000

FOA Esty (2014 inial ARG " 4 » FOA Exty: 38,900, 500.000
M5 Eak | 2014 Indad APG - 4+ (ME Est) M 500,000 D00

2014 Proposadt sl APG!
with I9L b

o6, 125,000 000

24,730 793. 044

2045 Requestsd MO
5,000

0000
628,000,000

72, 000.000
11,800,000.000
24,761,000 090
1,000 0

4,575,000 000

A2 20T 08 000

Mo
A000

100060

o0

148,000 050
13,143,613 000
17,231, 565.000
1,500 000
2,554,514 000

33,081,197.000

2018 Inltia! APQ Warkshwrts

FOAEsL
M5 Eat

201555 2013 DEA MO Sales % of 2013 Sxes  Share of 2015 Taml PO 2013 Eventory 2014 Prorcued Saporis 2014 Piglected Sajen 2013 Projaces Exparky ZH4 Projacund lrrmntory 014 0EA Projectsd (nuentory  A4] Avall Cals

0000 WA AT

1.039 26,011,174 528

o Do WBoii17a 524

106 557600 WO ITE 52
12,022,449 000 26.011,118.524
11170419 0 26.011,178 528
133 28,014,178 528
TV4.641.000 I6.014,1TASI

0.000
0.000
&.000
4,004
0.a52
0505
Do
[:§r3 3
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0.0 1.800
oy LEY i
6600 1]
BHOEIBGM 456197000

AR MES0 5171281 200
T2060,691453 5,127,800 000

1L
GEL 911699

CODEINE [FOR SALE)
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000
0,000

b obo
0000
ao0a
0.000
150,230,000
¢l
0000
0.600

5000

7500
553,610,000
0, 000 003
10,505, <00 (00
18,717,000.000
1,000 D00
3,478,000 000

o00R

000
2000
0000
0.000
9.000
.00

1.000

104 093

£ 000
734297 000
5,82.152.000
8,596.000,000
0.000

147,310 030

1800 a0
11¥a0 Wewo
55,870,000 [+ .1
208357 000 453 THLTEC

TMIITE.000 V1137612000
2642365000 15760503750

amo 730,000
X1 08E.006  1,818,188,500



Bazic Claas: [ Fr-E.] 2014 innlal APQ Worksheats
Toui PO Requezisd; o4 Doo FOA Est:
WS Est

DEA Hum 2018 Roquesied MO 2074 Revisd MO 2013 Sakea 2043 DEA MO Salds %of j01) et Share of 2018 Todal FQ 2019 beverftory 2014 Projected Exports 2014 Projected Sabes 2018 Projected Enponts  Jtd Projacted brvantory 2014 DEA Progectod WY Adlj Avil Gair

b){4);{b){?){E) 5000 5,000 0o 1,872,158 507 o noa L 0.500 o000 4.000 0.000 L Y] 1,mm 3150
10900 10.600 0507 1,572,158 507 0.000 <000 6025 nBoS 1.000 4,000 14285 15.08 12.085
Mg Totals: ) " 13,000 15 000
1014 Finel M APD: 15.000
T014 Final Ravised 4PQ: a.boo
FOA EFY (20714 initiel APC " 4 + FDR Exti 15.000
M Ent; (3014 inkind APG* 1+ WS Est}: 15000
2015 Propsued Initial APG: 15.007
with 355 pufter: 18750
a

BEXTROPROPOXYPHENE, BULK (NDN
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Baske Chap: aizod

- 2015 inliiat APC Workshools
Total PO Requested: 0,112,000 FOA Es1t
INTS Eat:
Company DEANum 2595 Reguesied MG 2014 Revined MO 2013 Sujex 2040 DEANQ Sakes % 0l 2013 Sales  Shargof 2015 Total PO 2011 nventory 2014 Projected Exporis 2014 Projected Ssles 2015 Projecind Exports 1014 Projectedinveniory  Afj Avail Cak NG
b)(4).(b}7NE) S0b0 3.000 ocon 7588 754 0.000 0000 £.007 0002 B.00d [ 3 oi] 1.000 1150 1250
5000 5.000 e 7008754 0,000 DAY 5 0000 3.000 0.000 15046 W55 17.8%7
#0.000.000 BOO0O.DD0  7.087.000 780,754 1000 BG83 202472.000 0.000 50.250.000 0.000 B4 083000 211 917250 241 203568
1,000,000 250000 0 7. 508,784 D.o00 0228 136960 €.000 1,000,000 .00 L] 290 220 Bl15.825
MG Tokaks: 21.510.000 80,260,003 241 570078
2014 Final Inhish AP SD600.000
2014 Fina! Revisad APG: 0.000

FOW Est: {2014 Intlal APQ* 1 + FRA Est 80/600.000
IMS Est; [2014 INtial APDLT 1 ¢ WS ESIY  80500.000

2015 Propossd inAlsl APO; B1,100.000
with 25% bulter: 1 375.00Q

-
MHYDROCODEME
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Banic Clyss: 913040
Tatal POy Regquested:

Campany

DEANym 315 Requested MG 2014 Revised MG 2013 Salea 2043 DEA MO Gakes % of 2012 Saley

b){4);(b)7)(E)

90 Totala:

2074 Flnal inhial APQ:

1014 Final Revised APO:

FIUA Eat {2044 mitial APQ “ 1 + FDA Est];
1MS E3t: (2014 Initial APQ* 1 « IM5 Est)

1015 Propovad Initial APOr
with 25% bufTer:

0,600,000

n.000
10,600,000
BO.600.000

£1,190.000
101,375,000

2016 Initlat APQ Workshaats

7,580 764 0.000
7.966.764 0000
7986784 1.000
7.500.764 0.000

DIHYDROCQDEINE
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Baak Clean: LITE ]
Tolal PO Requested:

204§ Inltlal APQ Worksheots
1000 FOA Est:

™3 Egi

Company OEAMNUm  201EHsquapied MO 2014 Aevited MQ 2012 Saled 2043 DEA M Saks %of 0136ates  Sher of 2015 Total PQ. 2013 Inventarny 2014 Prajactes Exports 2014 Prajectud Sales 2018 Projecied Exports 2014 Projected kventory  A2j Aveul Calc

(0)(@):(D)(7)E) 3,000 2000 9.600 702,222,000 0.000 acoa 0,000 0.000 2500 2000 1.500 1.500
' 27500000 0000 485000 762,222,000 0001 aoe!  12.480.000 0.000 27,000,000 0.006 13485000 10118750

20,000,000 40,000,000 701,757.000 102,222,000 000 new 785008400 18,400,000 570,450,000 0.000 AMTEIO00  Ba8 470,150

M Tatai: 647,902,000 580,002,000

2044 Final inital APQ: 00,000,000 -

2044 Final Revised APQ: 0.000

FOA Eet: (2014 (nitla) APG * 1+ FOAEN) 800,000,000

S Eat: (2014 Intial APQ*1 ¢ IMS Bt 600,0¢0.000

015 Proposed Inidal AP
with 25% buffer:

1,0T0.000.000 based wn 2014 pending revised AFO knd

frutsa? iowe ceuest veloe Ja 2074
1,237 500,000

DIPHENOXYLATE {(FOR SALE)

Vol.| Page 726



Bapic Clazs; LIT1E

2015 lpitly APQ Workihoats

Tatal PO Redwested: 5.000 FDA Ews:
WS Eat
Company DEAMNum 25 Requestad MO 2014 Revizad MO 2013 Sales 2013 0EA MQ Saley % of 1013 Sakes Shace of 2015 Towzl FO 2013 y 2014 P} Ergons 2014 Profected Salee 2019 Projected Exportz 2014 Projected hwentery  Adj Avail Cale
|{b){4) :{b){?){E) 2.000 2.000 0.208 0208 1.000 5000 Q.14 0.000 0,800 €1.000 . 154 2053
MQ Tatahs; 2pa0 2000
2014 Finalinnial APQ: 2000 .
2044 Final Reviesd APQ: 6,000 ’
FDA Est: (2094 Inla] APG " 1 » FDA Exi): 2000
1S Exb: (2014 Inftin] APOQ = 1+ WS Estl 2000
N
ETHYLMORPHINE
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Basic Clans:

Totz) PO Requasted:
Company DEA Num
b)(4);()(7)E)
MO Totals:
2014 Final Infial APC: 1,5087.000.600
204 4 Final Revized APG: 0000

FDA Ext; [20%4 Initial APQ = 1+ FDA Ext): 1,537,000.000
PAS Ext: [2014 InMa) APR * | « SMSEs):  1,687.000.000

2015 Proposed Iniis APC;

wih Z5% buffer:

1,887.000.000
2,108,740.000

1,002.276,255

015 Requested MG
5000

260,000,000

2600

13,530,000
474,000,000
070,000,000
23,000,008

. 13.500.000

1,604 837002

2014 Revioed MO 2013 Sales 2013 DEA MG Salken % of 2013 Sales  Share of 2015 Tolal PQ 2013 brvertory 204 Projected

5000
151,000,000
2,000
14,151,000
&61,271.000
810,800,000
16,000,000
6,600,500

1,459,029.000

4000
36,960.000
0.538
9.002.000
245,042.000
645,033,000
4,450,000
0.000

2015 Inigal APQ Workaheets

#56.926.93 0.000 0.00¢
20,9269 o 37,083,524
©98,578.031 0.006 0.542
295,926,999 nou 5,112.451
998.926.971 0245 245,663,607
808,926,531 aeds 647.201.765
B3B.526.931 0.004 4ATAIH
995,926,531 0.000 0.000
FENTANYL
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FOA Ext:
M5 Est:

iR
£2,092.000
1.010
102000
230,543 000
798.8p6.000
17557000
0.000

000G
0.000
0000
0800
0,000
122,080 D00
0.000
0.000

4.000
200.000.000
QE00
13,330.000 ,
445,120,000
B5D.527.000
33,000,000
8,500,033

0,000
0.000

1.000
$0.000.000
1711
1,000,000
265.183.000
388,205 000
T2,000.000
7.214.500

Exports 2014 Projected Sakes 2015 Projected Exports 2014 Prefected Irventary Adj Avail Cate

b1
153,565 000
2258
10,690.500
18,855,000
231,514,500
25,167.750
4,950,000



Bagic Clasa: YA
Tolal P2 Rpquasied:

5000

2045 Requested MO 2014 Rurised MO 2013 Sqiax J01IGEA KT Sates K of 2012 Sales  Share of 2015 Total PO 2013 inventory 2014 Projecied Exparts 3014 Proivcled Sales 2015 Projacied Exponts 2034 Projacted Inveatory Adj Avag Caic

Company OEA Hum

©)@),0)(7)(E) 3000

104,000 B3

NG Totala; 101,005,000
2074 Flmal Wnitial APQ: 0.000
2014 Firal Revined APG: O.000
FOAEsl: {2016 IMILIAPG * 1+ FDA Est): 0,500
M8 Extz (074 Inftia) APO “ 1 + 1S Ext): 0.0
2015 Propoced lnith) APA: 110000000
with 25% butter 137,500 000

2015 tnitial APQ Worksheets
FOAEst;
192 Est

0.000 0.0 0.000 0.000
000 0.000 oot 0,000

HYDROCODONE [FOR CONVERSION)
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Bagic Claae: 1338
Tota! PO Rugquas b

Compary
(b)(4);(b)(7)(E)

MAQ Torals:
2014 Finad sl AP 72,700, Dk 500
2014 Final Revised AF 0 000

FOA Eat: (2014 intat AP G * 4 » FOA Est): 79,700,000 000
TME Exe (2004 Inltlal APQ " 1+ NS EBGD 79,700,000 000

-~

SXNITI6D AR

-~

%000

200,000 000
20000

388 600000
26,000,000 500
1,602,000,000
75,002,000.000
10,000, 000,000

* 11,600 500 000

B0,750,025.900

DER Hum 1S Requested WO 2614 Revieed O 2013 Sams

5.000 .00
39,400.000 0.000
200002 3573
11.019.000 5,742,000

12,274,155.000 T2 852.52¢6,000
1285910000  148,721.000
2295867000 10 0TA BN

Z00.715.000  £O3HLN0
6081532000 107 252.000
53.559,191.000

2015 Initn] APT Workshesls

2013 DEA WO Sabh % of 2017 Slan

45.008,169.358
45,069,168 355
45,088,153 455
&5,088,160.155
£8,064 159158
44 060,164.358
4%,008,159.355
45,064,069.355
45 OFA 165255

Vol. |

oA G
M3 Est:

Shaew of 016 Tolal PO 201 inventory 2014 Profocted Expams 2014 Projected Sames N6 Projected Exports. 2014 Projected bvertory  Adj dvad Calgy

0.000 2.000 0.851
6.000 0.000 6600
0.000 7967 74093
B.001 B oot 12258 000
0507 AT 0T 495004 T O NTe 00N
.0m 106,486 800 21071 UTg.000
o401 37250135090  3.659,035 600
om3 12470543 2,200,540.000
.00z 214010557 3 B45,502,000
hY
HYDROCODONE {FOR SALE)
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0 boa
0000
0.000
0.0
12200000
0.000
-]
L
Q000

4009
00040900t
5000
386,000,000
23,454, 731,000
2.180,000.000
29,004,000 000
HASE 00000
2150 000.000

0
000G

1000 1782
£0008000 4550000
6908 o
5000000 40,502,750

8,102.029.000 20261 SE2.780
1, 903,000000  2.638.410.000
5,368.000.000 18,960.302,174
£,600000000 1 295 354 250
110350000 £,120275.508

wa
o1
129,450.500

95 450
04300091
26,000 506 000
36 706,11
20,002,000.000
4167152429
8,120.278.850

57,796 433,530



Baxi Clava:

H1ED-0

Toasd PO Requabed;

241000 AT

DEA Num 2014 Paquestnd &0

CONTI R ATy

b)(4).(b)(7)E)

MO Tomic,

2094 Fonad initia] APDE 5.4 00,000 DO
2614 Final Revined ARG (L]
FDA Est: (044 njtial APLL " 1+ FOA Est): 5,400,000 D00
WIS Exk (0V4 il APG * 1 # S Ext):t  5,4D5,000.000
2045 Propeted nttial APQ: 5,000,000 000
with 25%, batter €, 250,000 000

5000

&4 B30 B0Q
30 Dba

116 000,00
B ATADOG
356,000.000

4701293000

! 5000 0.000
78700000 ©.000
20.000 2R21
78,000.000 0.050

315998000 GMRS283M
AE000000 234,715,000
170810000  957.252.000
1674 010000 1385805 400
LT 44542000

4088072000

2015 Initial APQ Warksteats

1574, TIATY
ISHTTACTS
1574775079
ISH TSN
15H.TI5.0M
LETTHS0N
ISTITSOTD
3SHITS0T
35M.TT5.07

Vol. |

0.003
0.000
0.000
0000
a1
LX)
oara
03ny
001z

0000
1.000

4287

6.004
908 b 55
491290329
1461781532
263995831
64,37R.169

HYORCMORFHONE
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FOA Bsr:
W5 Egl

0000

o pon

LL-2 T
C.000
2031 b 0¥
251,602,000
182,855,000
858,997 450
3.198.500

4.bod
50000000
14000

V12 ATh.060
W0 14,000
356,000 000
BAT N0 1000
2,055,000.000
133,500 500

[ F
o000
0.000
a.pob
6,000
o000
0,000
©.000
0.000

M4 Ravized MG 2043 Sakcs 2913 DEA NG Sales % ol 2003 Sakes  Share of 218 Yol PO 2013 lnyentory 2014 Projacyed Exparts 300 Projecied Sales 2015 Projacted Expeets  T044 Projecied Inuventnry

1000
74,000 000
331
0.000
130,000 800
261,600,000
534,639,000
24,000.000
64,000,000

24 Poruil Cake
37580
ST.524.000
59.524
55.500.000
SBE20M
Er- AL
14T 501,10
1458101663
WATI.00

NG

5000
64,080, 0500°
30,000
116,600 D00
553, 344.000
356,000,000
1,180,000 500
L.063,000.000
10750461

4,435 209 C51



Bayke Clagn: -0 2015 Inktinl APC Werkahaely

Total PO Reguestod; 0000 FDAEst
- M5 Ext
Company DEA Num 2615 Requested MQ 2014 Revisad WO 2013 Salus 2013 DEA MO Sakes % of 2043 Salen  Sham of 2048 Telal PO 2043 Imventory 2014 Projected Exporta 2014 Projected Salea 2018 Projected Exports 2014 Projected bwentory Adj Avail Gl MO
(D)(4);(b)(7)E) 2,000 2000 0.000 0.000 0.000 0.006 a.0on 3,000 8,500 0,088 1.500 1500 1,500
MO Totala: 2.000 2000 4 1.600
2044 Firal [nil) APQ: 4,006
2014 Fina) Ravived AFC: 0000
FOA Es\; (2014 Initlal APQ " 4 + FDA Bl A 000
IMS Est: 2014 Intial APG " | « IMS Ent): 4000
ISCMETHADONE

Vol. | Page 732



Basle Claga! TAD 2016 lnitlal APQ Worksheeis

Total PO Regquasted: 0.pa3 FOA Est:
N5 Exst:
o parny DEA Hum 2015 Requested G 2014 Revised MO 2013 Sakea 2073 DUA MO Sales % of 2013 Sakes  Share of 215 Tawl PO 2093 Inventory 2014 Projectad Exports 2014 Pro) d Sales 2015 Projected Exporty 2014 Projected Inwentory Adj Avail Cale Mo
(b)(4).(b)(7)E) 2000 2,000 0008 6.000 0.000 0.00¢ + pode 0.000 ose0 0.000 1512 1508 1.500
MO Tomls: 2.000 2000 1.500
2014 Flnal 1ntist AP 3000
2014 Fink! Revised APQ: 0.000
FODA Est: (2014 tnHial APG* 1 » FDA En} .00
M5 Eat: (2014 Inftial APQ " £+ IMS Extp: 3000

LEVO-ALPHACETYLMETHADOL (LAAM

Vol.| Page 733



Basic Clase: RI10-0 2045 bnitlal APQ Warkshecly

Total PG Requeatad: ©.000 FDA Esn:
M5 Exi:
L ] 2015 Requesied MO 2014 Revited MO 204) Seign 2013 DEA MO Sales % of 2013 Salyr  Shaoe of 2046 Towd PG 2013 Inventory 2014 Projecied Exports 2014 Projected Sakea 2015 Projectad Exponis 2014 Projected inventary Adj Avail Calc W3
|(b){4) (DNTHE) 2000 2000 o130 A 1,000 o000 2.0M a.000 1.500 0.000 1,554 3827 25m
MQ Toeals: 2,000 2000 2538
2044 Fina! Inttial APQ: 144000
2044 Final Revivod APQO: £.000
FDA Fct: (2014 1ARL APQ * | + FOA E12) 156 020
IMS Esi; (2014 Initia) APQ = 1 + IM3 Est): 156.000
2045 Preprastd Intelal APG: 4000
with 25% buffer: 5000
B
LEVOMETHORPHAN

Vol. | Page 734



Buaatc Clasy: Piitd
Total PO Reqasbed:

Coypany DEA Hum
(0)(4).(b)(7)E)

MG Tatah:

2014 Finull Inltlal APQ: 1,000,000
2014 Final Revised APG: 0.000
EDA E1L: (2014 Inkial APQ* 1 + FOA EXE 1,600,000
WS Ex0; {20146 inhial APQ “ 1 + IM5 Est); 1,500 000
2095 Propozed initlal APG: 2,700.000
with 25% butfar 3AT5 000

2015 Initlal APQ Warkaheetn
FDAEst.
S Ear

4,197 000

2013 Requectad W 2014 Ravised B 2041 Sxlex 2017 DEA 40 Ssler % of 23 SaWe  Shans al 2015 Tots! PO 2003 Inventary 2014 Prepecind Exparts 2014 Grojectad Sakes 2015 Projectied Exportc 2074 Projected Invendory A Avad Cafe WG
2.000 3 ac oot ' 1,907,000 o00g 0000 a 000 0000 0500 0000 500 %00 zooo
2,600,000 1580000 1.907.000 1.907.000 1.000 41 ET.000 42,000 6000 2,094 000 a0 1219 Q06 1,230,000 2 600,000
602,000 1,600,000 2,603.000
.
LEVORPHANCL

Vol.| Page 735



Laui; £laxy: Wawul

2015 Initial APQ Waorksheets

Tatal PO Aequasted: 1,692 004 707 FDA Ext: .

5 EAL: =143
[ OEAMm_ 2015 Requested MO 2014 Revized MO 1801 Sabes 3013 DEA WO Salas  %of 3513 Salen  Shore of 2015 Tokal $Q 2013 lnvintory 2014 Projected Exparts 314 Projected Rales
b)(4).(b}7NE) 5000 5000 0.00d 2500073 540 0008 Qo0 0500 008 4,500
5000 5000 1548 2 500,073 540 %1 M2 479 ac0g 1,000
130500000 0.000 0.000 2,500,012 540 0000 0000 o000 0L00 104,450 000
1,150,000 009 T10,00C.000 329,154,000 2,500,073.540 0312 FZ2TEIATA I OE2000 o000 1,600,000.900

MG Tatals:

1280.510.000 110,010,000

2014 Final inkisl APG: 5,000 400,000
2074 Final Rewvised AFG: [11e]
FOMEst: | 2014 niti! AP * 1+ FDAEst]: 5000000000
IS Est; (2014 Inikial APQ 1+ WS Es1f; 4438 500000
r ConSiceratone .
has nat submitted requast as of 5-1.14_ laft vod d £-27-14 requesting update of busl plans in 20015
530 med 2015 Apphicati pedidion request = 4,000kq, will leave APQ set from 2014
(b)(4)

(0)(4)

MEFPERIDINE

Vol.| Page 736

2015 Projected Eaports 2014 Project=d tnwentory  Adj Avail Gale "]
0.0 100 arse 0250
8.00 ER 7341 LY.L
0000 52.200.000 0000 104, 400000
.00 2000000 602311500 G5ZATZANY

T47,202.429



Baike Gl 2320
Tatal PO Requesied:

-

Q.000

2016 Initial APQ Workaheets

FOM Exr:
145 Eat:

EEA Nem 2015 Requeated MO 2014 Ruwoned MO 200] Sabs 2073 DEA MO Saks % of 2013 Sajms  Shargof 2015 Towl PQ. 2013 kmveniary 2004 Projecled Exports 2014 Projesied Seies 2015 Projected Exports 2014 Frojecied lnventory  Adj Aval Cale

[(0)(4).(O)T)E) 3000 o0 00X
MG Totals: 30m 1000
2044 Final inklat APG: 5000
2214 Final Ravised APG: t.000
FOA Ex: (2014 loial APQ " 1+ FOA Eaty: 3000
M5 EaL {2014 lnithal AP * 1 + S Ex): 5.000

0,000

OG0 b0t

0,000

MEPERIDIMNE-INTERMEDIATE-A

Vol. |

Page 737

0.000

0.200

0.000

000

225

NG
LB00

2.800



Bayr Class: nud
Total PO Reguestad;

ny GEA Hum
FR)4)-(b)NTHE)
¥a Totals:
1014 Final InHis] AP0 9000
2044 Flonl Reviyad APQ: 0,000
FOM EsL (2014 [nhls) APD Y » FIAEN: 9.000
M5 Ents (3014 inkial APQ* 1 & 13 Bt} [ -]

2016 Initlal APQ Wirkaboels

1015 Requasted MO 2034 Revieed MG 2013 St JO1IDEAMD Salwt "% of 2013 Gakes

3000

4000

T.000

7000

TR

0577

1.000

FOMEnl:
TS Eat:

Share of 2015 Total PO 2077 Inverntory 2074 Projactad Expusts  Z014 Projectad Sales 2095 Projected Exporta 2014 Prejscted Invedory  Ad] Avad Cakd

1.000

.03

MEPERIDINE-INTERMEDIATE-B

Val. |

Page 738

1.000

.51

V523

400

o



Eaile Clanas MY 2016 InHinl APQ Wornaneets

Taotal PO Rque Biad: 0500 FORA Ext:
S
2 2015 Requesied MQ 2014 Revised MO 2012 Sakes 201 DEA WO Sabrs % of 2013 Gales Share of 2005 Tolal PO 2011 Inventory 2014 Projected Exports 2014 Projected Saies 2015 Projected Eaparms 2014 Projected inventody  Ad) Avadl Cakc [ {-]
D)(4);(b)7T)(E) 3000 3000 0000 8000 2000 0000 " 0000 .00 0200 o000 2500 1350 2800
MG Totals: 1. EY - 2800
2014 Fina! Initlal APQ; 5000
2014 Final Ravised APQ: 0.000
FOAEEL (20%4 lnala| APQ* 1+ FOA Ext): 5.000
WS Est: (2044 Inftial APO " 1+ 043 Exl); 5000
-
MEPERIDINE-INTERMEDIATE.C : -

Vol.| Page 739



Baric Class: A24L0
Youn! PO Aequested:

Compary

DEA Mum  J01E Requaited MQ I014 Acvised MG 2012 Saist 203 GEA MO Saes % of 2013 Sales  Share of 3018 Tolal PG 2013 wnventory 3014 Rrojected Exports 20147

b){4);(b)(7)(E)

NG Toldls:

2014 Final Infeisf APG:

2014 Final Rovined APQ:

FOA Ext: (2014 Initinl APQ " 1 + FOAE81);
e Est: (2014 Inktlal APQ " 1+ IMS Ect):

13 000

15.000
15000

5.000

5,000 $.000
5.000 5.600
10.000 10.00¢

Q000
.00

2015 Inltlak APQ Workahants

0.080 0 003 0,000
0,000 L] o0

METAZCCINE

Vol. | Page 740

FOA Eu;
IMA Ent:

.00}
4008

Q000
0.000

Saktn NG P

£,000
10080

Exports 2094 Projectad Invmitory  Adj Avall Cale MG

B.000 1.000 37150 oazsn
£.000 4000 335 doon
429



Baskt CHAEA! 2500

2913 thindul APQ Warkehos!s

Q.00
D000
0000
©.000
L]

T.000

1
44,500.000
6.097.352.000
021,150,000

Towl PG Reqursist: 18 34 TET BA7 FO& Enl
IMS Esk N
Companr OEAMUM IS Requastsd MO Z0I4 Revised MO 2013 Sales 2013 DEA MO Saks % of 2013 Sales  Shareof 2013 Total PG 2013 inventory 2034 Projected Expons 2314 Projecued $31 2074 Projested Caports 3094 Projeciad livartory
(b)(4).(b)(7)E) T s 1] €.000 18,975,150 454 £6.000 o Dot 0.000 €.000 5 Q00
' 10500 10 00D 1.454 48,975, 158.454 oo 1338 L153] agoo - 5000
£ 000.000 139,395 000 65,9158 000 1ZAFSTERASA , [ 60501126 0047000 om0 a1y 500 DO
WHM 000NN 10155194000 11,196.605.000 19575758 454 LT 10,460,799 245 3,356,715 000 41,630 000 14,105 610 D0G
A,540,000.000 ATELITL000 D 225.435.000 19 ATIIS0A54 6182 2561253954 S45472.000 0000 3,345,400 GO0
MO Towmle: 0166015000 15,006 AT4 OO0
2014 Find Intlal 2P0 25,500,000.000
2074 Finl Parvised APO: 0.000
FOA Eat (20704 InfHal APQ =1+ FDA Eslk 25.500,000.000 N
|5 Eat: (2014 Indtiad APG =1+ IN5 EBt) 24, 790550.000
et conskderations.
bi(4) s closing Bs Inclies ol the end of 2014
2014 MG 6,376 000.000
2013 MO 6,32, 000 09
ha peew supplnrs) for their customar|(h (4 ) ¥ b0l Bppare 4 of Ihis Ume:
cales [n 2077 bor|
ARCOS 5815000 100 (b)(4)
HAS 3,700 B00.Dou
204 PO SETI TS 00T
2013 PO 551710 000
ARCHS 2014 top distrduncrs recalying pq
[ T I | I I I ! . |
L] P DAl Enernmors o e pmtors Crely i 3. CraTythmary. Tow
(" L Doaz Mg . Cay P B AL - 1] Cuamy
1| THEDSHERIGA) | fb){4) {b){_{){E) s NFE IRR +Laan 1,786 320,323
L 2| ETrAGe ' L Wi Tati, 530,005,045
: 2 METHRDO E el oM DETAT SO LA SX9041.758
2,845,497 555
-
METHADOKE

Vol.| Page 741

A fuell Calc
L]
12631
252111500
10.204,931.750
3,649,064,750

®a
5000
RERF]
762 452457
15,004,000.000
JICD 45 T4

8254 BET TS



Methadere,

Measure : Tot Kg (Absoclute)

Tot Kg Tot Kg Tot Kg

CalYr/12/2011 | CalYr/12/2012 | CalYr/12/2013
b)(4) 3,764.8 4,115.1 3,100.0
3,856.7 2,542.8 2,399.3
0.0 98.8 281.7
10.9 13.1 15.3
6.9 6.5 7.9
0.1 0.1 0.1
0.0 0.0 0.0

© 2006 IMS Health, All rights reserved. Page: 1-1

27/05/14
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Basie Class: 92540
Total PO Requested:

Company DEA Num
(b)(4),(b)(7)E)

MQ Totals:

2014 Final initla! APCE: 31,100.000.000

204 Final Ravized APQ: 0.000

FDA Esl; (2074 Initial APQ " 1 + FDAEst}:  31,100,000,000

[MS Est: [2014 InMial APQ* 1+ IMS Est):  31,100,000.000

2015 P d (nitlal APQ: 27.500,000.000
(0)(4) % butfee: 34,775.000.000

Dther considacations:

gr 2014 or 2015
Zaro

0.000

215 Roquested MQ 2014 Ravised MQ

10.000 10.000
1,148,000.000 822.975.000
16,200,000.000  11,928.645.000
4.560,000.000 £,070,739.000
22308,000.000  17,8227269.000

~

2015 Initial APQ Worksheets

2013 Sales 2013 DEA MQ Sales
0.000 22,247,508 000
194,755.000 22,287,908.000
10,780.245.000 2,267,908,000
4,002,558.000 22,267, 908.000

bustomers, o add 505 of their 2013 quola to proposed APQ

4% of 2013 Sales
0.000
0009
D.434
0,180

METHADONE-INTERMEQIATE

Vol. | Page 743

\

FDA Est:
IMS Est:

Share of 2015 Total A0 2043 Invontory 2014 Prefected Exports

£.000
0.000
0.000
0.600

0.000
66.287.000
2,170,972.000
1,258,126 000

0.000
0.000
0.000
Qa.000

)

Adj Avall Cale Ma
1.500 5.000
BEEME.500  1,025,700.000

10,574,712.750  16,200,000,000
4,745,648 750  4,960.000.000

22,155,705.000



Bati Class:

1300-A

Total PO Rsguasted:;

Conupary DEA fumn
(b)(4).(L)(T)(E)
2014 Firad inzuad APQ: 13,000,000.000
704 Final Ravised APQ: 0.000

FD& Ext (2014 indtial APG* 1+ FOAEsty: 73 000,000,000
[AS Est (2014 initial APQ Y 1+ IS E¥:  73,050,000.000

1,069,153 200

2045 tnilal APQ Wo tkkheets

FDA Ewr
13 Esl:

245 Requented MG 2014 Rermed M0 2013 Saley 2013 DEA MG Sajes % of 2013 Sakes  Share of 218 Toal P 2013 nwentary 2094 Projeeted Expera 2014 Projected Sales 2015 Projectud Expocts 7014 Projectad wentory  ded] dyad Caic

5.000
749,000,000
4,400,000.090
17,000,000.506
Z2,001,000.900
20000
£.500,00 000

64,052.003.000

a.004 0000
4. a0y
350000000 11BN
44.000,003.000 35,554.458.000
19430.762.000 TATTTR4.000
2875000 164.000
1.960.004,000 LE. ]
€1.142.637.000

428007808
47,802, 753.801
47,803,753 400
47800353 801
A7 A0, 753801
A7 B09, 751 801
47,000,753 81

0000 0000 0.000
0.000 o0 6066
007 T4 638 697 24,301, (0D
oThS BIA 23 E21 12,804 510.000
0183 B4 07 245 2070
0.000 2560 E3.210
LY oesa [T

MORPHINE {(FOR CONVERSION)

Vol. | Page 744

0.000
D000
3,040,000 000
0400
[
0.00%
[ R )

8,500
749,000.000
348,000 800
7,123,902 000
30,783,000 000
2,600 000
4,504,000 000

0.000

anod 000
o000 0,000
05408, 301 D00 4 0L FIT 250
9,961.700.000 42678 642,500
4.400.000.000 5661 476,730
6,000 2206158
A000 1,470,000 b0

Mo
5000
Ta9,200.000
ATIALATL
20552561
10209 B82.628
347 Ta0
1,030,000 000

FazTa0 gD



Hatic Glans: ot a
Todnl PO Aegquattad:

Company DEA Hum
(b)(4).(L)(T)(E)
iy Tokals:
2004 Fonud vithal AP O 30, £x000, 000, D0
2014 Final Revicad APO: 'nm
£OA Exk: (X4 InFial AP0 " 1+ FOREgy):  50,000,000,000
IMS vz {2014 Tl APQ ™ 4+ (U5 Ext)y,  28,435,000.000

42841348 397

016 Requested MO
5.000

100.000
218,000,000
4,700.000.000
£3,800,000,000
1,006,000

20 02,000,000
7.0060.000,000
450,500 100

54, 169,105,000

FO14 Reviasd MO
5.000 0nod
100,000 2165
0,000 LY
4 TTS 67000 3274287000
14.244,008.000 12,610,584 000
1,000,000 0350
19.393,576.000 15,047,145.000
4.200,600.000 5.00¢
o000 0o
42.553.564.000

2015 Initia) AFQ Workshgets

15,757 656 €24
18757656 638
33,757 646,015
35 T5T 556635
35,747 656631
AT 658834
35,757 656,634
35957656 638
35,157 656,838

nay

0.004 400
0004 263
0000 .00
L E ] 1N A02
. 15,463 B2k D3
9,000 [ ]
LR 19.006,1 40.492
0,004 2000
4.000 -5 ]
MORPHINE (FOR SALE)

Vol. | Page 745

FOA Ext:
S Esl

Lo
130578
.00
71,327,500
5,194, 456.000
1,000

5,729 ,675.000
0000

0,000

k]

013 54kr  OTIDEA MG Sak: Kot N1 Sams  Share of 2016 Tood PO 2013 Wvmrtory 2044 Projectad Exports

0000
0500
000K
o000
819250 poa
E.000
600
0o
oo

2016 Projecied Sales 2318 Projectet Expars 2074 Projected bieendoty  Ad) Avsdl Cake

4000
" znn00
216,000,008
4,700,000.000
12,2909 750,000
1.000.000
1,183,000.604
600,000,000
450,000 L00

0000
o600

100¢ £3 )
201,518 nsu
0e - atw

T1E600 © 1,638,395 500

" 6A02350.000 14,582 596,500
9000 150,000
3350,000,000 19547853350
1,200.000.000  3,150,000.000
0,004 0,000

wa
024
243,208
216,000,600
2242843307
17,592 297 029
Z5051y
23 5 883 1E5
3.850,000 0o
438,000 600

52037456502



Batic Clany: %100

Tolad PO Raquested:
Company DEA Num

b)(4);()(7)E)

N3 Towb:

2014 Faal Inftisd APG: %00.000.000
2014 Flaal Revtad APQ: 0000
FOA E¢1: (2014 {nMlal APQ * €+ FOAES:  500,000.000
DS Fat: (2214 Initla) ARG, * 1 + WS Exi): 500,000 000
2013 Proposwd Lnitlal APQ: £50.000.000
with I8% buller £47,500 000

1,5M005.000

2015 Requested WO 2014 Revised M0 201 3 Sas 7013 DEL WO Saket % of 2091 Sabes

5450000 15000000 21,054,000
450,000 000 430,000,000 365,600 000
40.000.000 0.000 0000
543,450,000 485,000,000

2016 Inttial APQ Warknheets

FOA 31
W3 Esl

8,854 000 0454 B1530.788 14352000 0000 18,000 000
BLE554.000 0049 LOENATEZIZ  172,187.000 0,000 444000000
JE.554.000 £.000 0.000 0,000 0.000 40:000.000
'
OPIUM TINCTURE

Vol. | Page 746

0.000
0.000
o000

Share of 2015 Total PO 2013 ventory 2014 Projected Exports 2014 Projectad Sakes 2015 Projecind Ergurts 2014 Projecisd imewntory  Adj Avail Cake

19,000,000
21014000

ot -

Ma
AT TI1L485
452 390750 1 27A.905 765
D000 40,000.00)

L34 TS0



Bazic Claty: (131 5]
Total PQ Requerlac:

Cy DEA Mum
(b)(4).(L)(T)(E)
Mo Tetals:
2044 Flnal itk APG: B4 000,000
2014 Final Revised APD; D.000
FOA Est: (301§ Inttlal APQ “ 1 + FDA Evtk 4,000,000
M5 Ext: (2014 Inttial APQ * 1 + (M5 Est): ¢,000.000

68,134 000

56 000000

56,000,004

3B, 711000 51,184 000

50.271.000

2045 Inttlal APQ Workaheets

31,164 000

1.000 64, 124.000

OPIUM, POWDERED

Vol. | Page 747

FOA Ert:
IMS Exi:

93000

2.000

17.000.000

A4.000

39,000,000

2016 Requeated MQ 2014 Reviced MG 2013 Sales 2040 DEA WD Seies % of 2010 Sales  Sherw of 2018 Toet PG 2013 Inventory 2014 Projected Exports 204 Projected Sates 2015 Projecusd Exports 2044 Projected laventary Adj Avail cale [¥Te]

1. 713.000 58,358 750

£5.3450.150



Batl: Clags: -0
Tt PO it Liesbid s

Company TEANm

b)(4);()(7)E)

MG Totahi;

20T Final Inttisd APG: 18,200,000.500
2014 Flaai Ravisad APO; L]
Est) 18, 20,008,000
M5 E£E (2014 inithel APQ 1 + WIS Exth:  18,20C,000.000
2005 Proposked Inial ARG; 27,200 0040000
with 29% butfer: 4, 125,000.000

1251,005.000

w3 2013 Sales
5000 apnn
1100000000 B39,450 000
167410000 170507000

10.7312.308.000 1014513500
JIA1 650000 2555244 £BO

812500000 o000
430 0001 500 b0
17,832,731.000

e
43,631,761 483
1821, T8 4bD
11,631, 7d1 48T
TR T M0
13421741 240
12,821, 761.482
43601 a1 480

Warktheels

ot 2N Saes  Share of 2015 Ta! PO

apcd
QT
ae1l
3L H
DAEA
0.000
-1 =)

Vol. | Page 748

FiOuk Est:
S Ead:

mventary 2014 Progecusd Euports 2014 Projected Sewn 2014 Projecie) Erpois 7014 Projrebed invenkory 1018 DEA Projectsd Inventory

0.000 .00
15208 8 387,000
41601751 25348400
2ALSET RS A 762 000
BIBTIS 151000000
0000 XM 3040
L] ] 0,000
ORPAVINE

A0
[ Jui)
0.500
00
oo
(R
0000

4000
1,200,000 600
1,131,000 000

1877 770000
2.842,000.000
1,000 D0 D00
1,863.000 200

0000
D008
2000
0000
4000
-]
Do

0.000
0.5

0000
17600
1,345 000,000
1,400,000.000
23,000 BOD

po0q
50,633,008
6 142,008
7578,198.00¢
42,750 00C
320,000
473 000 o

Ad| Avadi Cakc L]
1750 £.000
BZLNS250 1 200,000,000

1445051500 1,127,000.000
B.191,185.000 19,000,000 000
ZSTROGISN 070000000
702,573 000 1,000,000.000
372306000 1,000,000.000

AT 297 005 000



BASIC CLASSE:

Lampd ry:
Request:

Current Year MO
Year end inveniony

Cakulsilons

‘hydromorphone

oripavine

arpavine fbuprencrphine derhpth
aymorphone [Wle)
arymoiphone [Conv)

bastay

wial peedad
RITIAL MG
enend

WMo

Tota! Initial MOs:
Total Ms:

FURTHER CALCULATIONS

Proposed Intlal ARG

2015 1nitlal Quota Weorksheets Qripavine 9330
(b)(4)
1200.0 11310 150020 [SES K] TOC TR
10060 16740 [buprerarphine pd] 107328 31849 6125 430.0
3.2 535 1578 1007.0 3240 {FQ inventory] EFrfs]
amt reeded  svblince MO ylekd ami needed  1ubtance MG yleld amt peeded  qubttance MO yiekd amt rended  substance MQ yield amtpeeded  substance MO yield amireeded  subtance MG
45 2893258 2060 D00 D712 428511 200.000
1.000 (ref suds)
1200 600 llu- 000,000 500.000 0500
JIE3 B89 1641000 0A50 1656657 700,000
21948052 15500.000 0770
1071.000
1200000 . 1135657 HB 052 1965258 1000.000 5. 23R
1771 B33 1573348 T 2B538.303 AFF05TI 1079.12% 235N
1200000 1127600 190600.040 3970000 1000000 1000000
27297000 + uthers 0.005 e 27257.00%
22300
'
oripavire
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

Ragquest ID.[L13726 Date Bubmitted | OL-MAY-14 |
G only_1 psr DEA-1839)
- ___,,__I L ! 2
- gigtrank Drua Code $330-0
(b)(4) buota Year 2015
bEA Registration Numbax](D)(4),(b)(7)(E)
Th1\(6) | Pax, No (b)(®)
ajl Addre D)(4).(b)(6) | o,
WOTE: All guantities srfe te ha Ewprasesd io Oramo of Anhydrous hedd, Pags, or klkaloidinot 66 Salea}.
otag Previously Tsoued by DEA .
Yuota Eletozy 2013 2014 2015 Quata Eaquapted
1,400,900.0 1,100,9094.0 0.0 1,200,000.0
Production Data 2nd preceding Year let Precading Year Eatimate for Egticate far Year
Current Year Requested
Inventory as of Dec 31 — .
a.Bulk Cortrolled Substance/List 1 Chemical... 3.16;.3 ::‘ gg 32
b, In-Procesd Material. ..o vuivacs e R o‘o o.o 0'0 0'0
c. Contalned in FINISHED Dosage FOIMS......... 3.187.0 0.0 o. d o.a
msl’“i““;‘sal”w““’“““ 641,054, 2.9 1,200,000, 1.200, 090.0
a.Dowmeetle. . i e Crree e - 7.0 2.0 e 7.4
bExports........‘........ ..... P T §40.054.9 .0 1,200,000, 1.200. 0000
hcquisition/Productlon
731,560.4 0.0 1,200, 000.0 1,200,000.9
a.0omeatic SOUFCEE. . i uiiciariunrrarnns 731, 548.0 0.0 1280, 000,00 1,200,000.0
ff (ho Purpcoe is to Manufacturg Ancther Substance(s), Purninh the Following Information:
Hame of Hew pubstance brug | Amaunt U-%—{ % Yisld
| 2012 I 2013 2015
¥roduct Developmaat Dosage Form Strangth | Unlta/Hakch | ¥ af Bakchas l Bateh Purposs [ Est, Quantity [Ht- Canglation Tice
fracafer Aegistrant Rxplaneticon of Tranofer
Tata of Dastructicn | ) Bxplenation
Fackaging Froduct tams Stxwogth | OUnitafERg l 4 of Tkga Purpane Toral Quantity
amA T e \
bripavine mig quota L8 requested t¢ convert oripavine to a Buprenczphine Titermediate Eor[(b)(4) | As there ies no specitic’
Hrug ccde the the Intermedlate guota is being requeated for oripavine as we have been instructed in- the past. 1200 ke
reflects modest graweh for rhe product ovar 2014,
"
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' AFPLICATICH FOR INDIVIDUAL MANUPACTURING QUOTA

Request ID,[118650 Date Submitbed|  26-MAR-14
f£_Basic Claee or List 1 Chemical (only 1 per DEA-189)
LRAVIHE ichedule/Liat Humbexr 2
rapn of Beglatrant ruag Code : 9330-0
(b)(4) huota Yeax 2015

bEA Registration Numbarlh)(d):(0)(7)(E)

linyay | ax., No b)(6)
Erall address [inia\inva | hona No.

NOIR1 All Quantitioc are to be Expressed in Oreme of Anhydroug hpid, Ewswe, or Alkmloid(not ap Salts).

: Cuotas Previogualy Tasucd by DER
ucoka Hiatoary 2011 2014 2015 Quata Regueated
1,467,0349.0 1,674,3146.9 g.0 1,131,000.0
Production Data Ind Precoding Year lae Preceding Year Zorimaca for Epcimate for Yeax
l’j [ <urrent Year Regueatad
lnventory as of Dec 31 ki 0
a,Bulk Controlled Subatance/List 1 Chemiecal.., 251.484.00 o g7 0.0 : 9.0
b Tn-broo u 1al - 0.q i <00 L. 6.0 0.0
In-Proocega Materdal, . ... i aaa i a4 ™ .0 0.4 7.0
¢, Contalned in FINISHED Dosage FOIMS......... 253,404 .0 0.0 9.4 & .4
Di‘“““"’;'s“e'"‘U“i“m“‘m 164,933.0 .9 1.131,000.4 1.131,000.0)
a.Dameptle. ., 0.0 a. 0 Q. 2.9
b Bxporta...... 164, §43.0 0.0 }.131,090. 1,131,000, 0
poquiaition/Praduction
:unme“l: Seurces 154, 630. 0 0.7 1,131,000.9 1,135, 000,90
. i ed e ab A ey 151._6_9_0.0’ 0.0 1,131,069.q - 1,131, 000.0
If the Purpose is to Manufacture Another Substancaeis], Furniph the Pallewing Information:
Woma of Now Subetensa Drug | unt UYsed for thia Furpons [ % viold
N . 2012 2013 | 2015 e
HYDRONORPHONE  “2.c\ , 2.\ d 7 | r) s150-0 ) [) 116,000 ¥ 45.00
DXYMORFHONE {FOR SN’..EL_' ey $9652-B 15,451 17,237 1%&, 000 / 45.00
Product Davalopmant Dasage FoIm t snr-ngeh | ool ka/Batch i i of Batches I Patch Yurpope I Rar, Quantitcy ’Elt. Complation Time
Praosfer Ragistrant I Explanation af Tranefer
pete of Destrucetion | Bxplenation
Packaging Froduct Name strength [ Unite/Pke ¥ of Pkas PUTpOKR Total Quantity |

Femarko

Juota ie far gupply of 500 Xg t°!{b]{4]i{b]{7]{E] !{b]m]:'aill also use Uripavine for internal coaversicn to
Dxymorphone and Hydromorphone. && SUDpoELing B via emall for sales breakdown.
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APPLICATION

POR INDIVIDUAL MANUPACTURING QUOTA

haqunst ID.IllQSOG bal:e SuhmittadI 29-APR-14
Hame o B : ax DEA-169)
R1PAVINE Eﬂfm‘t’m" I 2
MNere and A . 9330-0
(D)(4),(b)(7)E) uota Year 3015
bEA Registration Wumber|(b)(4),(D)7NE)
h(AY ] AX. No (b)(6)
& b)(4).(b)(6) | Phone No.
HOTR1 All (uanticias are to bo Dxpropacd in agrape of Anhydeous Acid, Base lkalpidinot as Salta).

Quotas Previsualy Isaued by DEA

Pruota Aigtory 2013 2014 2915 Quota Requedted
10,400,000.0 10,732,298.9 Q.0 19,000,000.0
Production Datks nd Freceding Year 1ot Pracedlng fesr Bacimate for Eptirate for Year
Current Year Requested
Inventory as of Dec Il
a.Bulk Controlled Substance/List . Chemical... 59‘“:": :g 316'1“'3 316.1?:.00-
b.In-Process Materdal.........cuveievninaneans o oo g‘o oo
¢, Containesd in FIKISHED Donage FOrma. ....ouvs 59,282, 0 a0 216.179.40 316,179.0
msp:a:‘no?'tsalﬁ”u“nz“im 0.0 7.0 18,977, 776.¢ 18,797, 998.0
:.aeatxc..........‘...‘.‘............... 7 e 7. T
EXPOLtM. v v rasrmaanas Casia e ra e i.d 7.0 19,777, 776.¢ 18,777, 778.0
poquisitlon/product ion 0.4 0,4 19,000, 000.¢[ 19,400,000, 0)
. F = Y - - : * - = * =
3.Domestic Seur 0. d 6.9 19,800,000.¢0 19.000,090-0
If the Purpose ino to Manufacture Ancther Substance(a), Furnlah the Following Informatiom:
‘Mama of New Auhatance trug | Amount Used Cor this Purpasa % Tield
) ! 2012 2013 2015 1
PYEYMOAFHONE {FOR CONVERSIOK) 9652-A 1,530,345 7,854,778 18,717,778 77,00
*
1, 8712 T nd) (o, 30,ED
Product Davelopment Dosage Form I Serangeh I Tnits/Batch # of Batchas Batch Purpose | Eft, Quantity [zn. Carpleticn Tize
Arauofor Reglstrant ] Explanaticn of Tysnafer
Dato of Dearruction | Ewplanation
Pacxnging Froduct Rama Strength [ Onlta/Fha l {4 af Tkga | Purpase ] Total Quantlty

[ ama rica
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, AFPLICATION FPOR INDIVIDDAL MANUFACTURING QUOTA

Rogquest ID.|119630 bate Submicted [ 0l-MAY-14
1cal fonlv 1 wer DEA-189)

AVINE e e e ax 2
A and nddrasa of Reagiarrant g Code $330-0
(b)(4) huota Year 2015
DEA Reglstration Numbarfb)(4),(b)(7)(E)
Contact ParsonlDIG] I ax, No (b)(6)
[Bmail Addrass |b)(4) DY6) | hone Ho-
KWOTZ: All Quantitier srs to be Expromped i X [ 4 Tous id, Baas, or Alkeslcid(not sw Ssles) .
Quotas Pravigualy ZTsaued by DER
Qucta Hiatory 1613 1014 2215 Queta Raguested
3,126,000.0 3,283,650.0 Q.0 5,151,000.9
Production Data 2rd Preceding Year let Preceding Year Eqtimate for Bgtimate far Year
. Curcent Ywar Raguecseted
Inventory as af Dec 31 5 T G55 1558
. ., 0 1, i . : i -
a.Bulk Controlled Subetance/List L Chewlcal... 51 1004 o0 o d T H
b.In-Process Material.,....... . sccccearemnnnnn 0.4 7.0 T » .0
c. Contained in FINTSHED Dosage Forms, ....... B 151, 100.0 0.4 1,339, 000.¢C 1.335,000.0
Disposiclo;\tSale)J’Ur.l.lizar.i.on T C7c 554 73 7 857 990.4 2.892,906.0
A, DomBATIC, L ari s s v.075 7. d 7.0 7.4
=% T = - S X, 676,78 7.4 2,992,000.0 7,852,000, 0)
Aoquislcion/Produgtion
2,003,510.4 o.d 5,151, 900.¢ 5,151, 000
a.0omeatic BOUYCeB . iasaarirereinainranns T 503 5100 | . 151, 000.0 5.151.000.0
[Lf the Furpose fa to Manufactute Another Suhstange{a), Purnlsh cthe Following Infommation: i
Hama of Naw Substance brug | Amsunt Tsad for ealc Furpaas % Yliold
[ 2013 I 2013 [ 2015
hivoromoRpHONE . a150-4 1,140,220 1. 965,400.34 2,060,000 R 71,20
= %’ s
550800
Fraduct Dovalop [-] gs Form | ftrangth l Ucite/Batch I "4 of Babtghas Batch Furposa Eat. (Quantiky [!lt. Coxpletion Tiae
Transfer Raglstzent I Explonpticon of Tranefar
Dake of Deptzuction | Explanakian
Packaging Product Hamg I Serangth Unita/Pkg l & of Phye I Furpogw ToLal Quantity
[Remarks . -
B,892,00C grama for conversicn Lo hydromorphone, losa on production estimatad ar. 1,071,000 grams 1,000 grams for oripavine
reference standards/converaisa to hydromarphane for reference otandards
i
1
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APPLICATICH FOR IWDIVIDUAL MANUFACTURING QUOTA

quest ID.[119606 pate submitted]|  30-APR-14
( _ ' Bchadula/liae Wunkar 2
e DpEvg Code 89330:-0
(b)(4) ucta Year 2015
DEA Regletration Numbet|(D)(4)(D)7)E)
) I ax. _Ho (b)(6)
1 (b4 (MR ] phona_No.

NOTE: ALl Cuentitiss ara %o be Exprepsed in Grane of Aohydrons Acid, Baaw, ar Alksloid{not ss delts).
 Guotas Previgusly lssued by DEA

Cuota Hiatary 1013 4014 2015 guata Raguaatad
T90,000.0 612,500.0 0.0 1,0040,000.0
Production Data dnd Preceding Year 1st Progediang Year Eetimate for Eat{nate for Yeax
Current ¥oaz Requasced
[nventory ae of Dec 11
a.Bulk Controlled Substance/List 1 Chemleal... ]2"26:'2 g: 1’400'003' 1.:&_92,002.2
b.In-Process Material...oovivevneinennoonn, . oo N 0‘0 0.4
c. Contajnad In FINISHED Dosage Forms......... 324, 264. 7.0 1,400,000, { 1,400,000 0
i icd
o Sp;” tion(Sale) /Ucilization %7.0 5.0 1,660, 000,90 1,000,000.9
a.Damestic.. ... i i iais st v s 0.0 9.0 0.0 o.d
B EMPOrLE. v vr e s e mra s i T O 4.0 1,000, 000.4 : 1,000, 000.0
phogquieltion/Producticon
. 327, 5814 0.4 1,000,000 4 1,000,000.0
a.0omestic Sources.......... 337, 560.0] 0.0 1.000,000.0 1.000, 000,10
ff the Purpose ls to Mapufacture ancther Subetance{a), Furnish the Following Infcrmation:
¥ama of New Subptmnce Drug, Amount Uaed far thia P cad % Yisld
l 2012 2013 2015
Euprencrphline baae [+13:1: 1 .3 L] 4] 540,000 50.00
Puprenarphine KG1 2043-0 9 o 500, 400 54.40

Froduce. Davalapmant basaga Form Burenghh
g .

! Uoita/Hatch l ¥ arf Batchan

Batch Purpoan

Eot. fuantity

Bet. Complation Timo

Tranofer Raglateant

Explanatlon of Tranefar

Data gt Dn;_:g_:.-_t!.anl

Explanatcfian

Peckaging Product Hanae Ztrangth

[ Upits /¥Ry ]

4 of Fkga [

Purposs

Total (uaptity

" Remarks

HCl againar manufacruring quota,

Pulcistep conversion of Lntermediate purchaced from a CMD againsc procurement quota Lo BuprenoXphine base and Buprenorphine
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APPLICATION FOR INDIVINUAL MANUFACTURING QUOTA

Bate Submitted i

27-MAR-14 |

mical {only 1 pDer DEA-189)

Ec_hm}_ﬁ.mwar 2
rug_Cods 9330-9
uokta Yoar 2015

DEA Ragistration Numbar(b)(4),(b)(7)(E)

Contact_Peracn|h)(6) I Pax, No (D)(6)
Email Address Kb)(4):(b)(6) ] Phone No. |

I
KOTB: All Quantitises arw ta ba Expracasd in Uzwes of Aphydyous Acld, Base, o Alkaloidinob se Salew).

fuotap Previcunly lagued by DEH

Quctas Bistory 101) 2014 2015 Quota Ragquastsd
9.0 430,000.0 0.1 1,000,000.0
Production Data 2rd Preceding Year 18t FPregeding Yeuar Entimate far Racimate far ¥ear
Curranc Yesar l!:quem:cd
Loventory as of Dec Il
a,Bulk Controlled Subatance/List 1 Chemical... gg :'g '23.002.3 23‘002'2
b.In-Proceas Materdal.......ov0vveenns o.d — .4 .9 5.4
¢, tontained {n FINISEED Dosage Forms......... 0.0 %m Q.4 23, 000.0 23,000.0
£
Dispzsin:ilsalal!Ur.!.lizar.icm 0 o 1203 0009 T T
a.bomas L = dras s Ear R RN ' 0.0 0.0 3.0
b EXPOLEa. . viarearmaann s . a. e, 0 1,303,000, 1,403,000, 0
hcquiaition/Froduction
[ | a.q 1.000,000.9 1,000, 00G.9
Sourcea...... s B .
a.Domegeic Sources 0.4 0.0 1,800,000.4 1,000,000, d

't the Purpase 1o to Mawulactura Ancther Subatanca(s), Furniah the Fallowing Infcrmaciocu:

Hans of Neow dubstance

Brug Amount Taed for this Purpose 4 Yield
Z012 1013 1 3us

Praduct Davalopmant Dosags Form i dtrangth | Untta/Batch | ¥ of Batchas I Batoh Purpoes [ £at, Quantity [Eﬂt. Completicn Timal

Tranafar Reglobzant l

Explanation of !:_lnl!l:

Bate of Deptructico |

Explapation
Peckeging Product NAma | Strangth l Unlte/Pkg [ ¥ of Pkga | Furposs “[ Totml Quontity

/\\

£,
(1

Hemn

n63, 0009 is pianned Eor use in Hydromorphone and 1,100,000g is planned for use in Oxymorphone.
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Bazic Clays: HAlA

2018 mnitial APQ Workeheeots

Tatal PO Requasted: 4000 Fouk fa1:
3 Est:
Lormpany DA Num X8 w MO 200 Revisad MO 2001 5aies 7011 DEA M) Sakea % of 7131 Salas  Share ol 2015 Tota! PO 2013 mivendory 2014 Projected Exports 2074 Projected Babkes 201§ Projected Exparts 2014 Prejected hmhr;' Mdj Al Sale [ 3-]
{b){q.) :{b){?){E) 000 0000 0,600 5524, 222000 0.000 0000 2000 a.000 4000 o0a 1000 0.0 4000
' 1600, 00000 B157R9.000 5624, 372.000 3624122000 1.000 - sDoo ST2ETSON - ©.000 1.A403,509.000 2] 1ALT20000 ST 888500 1500000000
W Totats: 1600005000 &,157,639.M0 1,500,004.000
2044 Fanal sl APG: T 404,000 000
2014 Final Revised AP 0.00e
FDA Eal; (2014 Wtial AP * 1 + FDA Eat}: 7400000, 00F
NS Evt {2014 Inklal APQ* 1 ¢ ING Exg: 7,400.009 Do
2015 Propaed Indial ARGE 6 580,000 000 N
with 25% tarjer: 8,250,000.000
Qe considerations:
loched of historical AP, requasied MQ, gronted MO o dularming avg
APQ Requested MO Granied MO
2010 5600600000 5.800,000.000 5,600,000,000
201 5200000000 5.120.000.000 £,120.000,000
2012 T.600,000.000 6 .003,000.000 7,542, 000.00Q
200 £200,000.000 9,600,000 000 5,840,045.000
2014 7400000030 7,400,000 000 6,157.639.000
- 6,600,000.000  7.154,000.000 6,051, 936.800
€678 645,600

OXYCODONE (FOR CONVERSION)

Vol. |
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BASIC CLASS:
Company:
Request:

Current Year MQ:
Year end inventory

Calculations
oxymaorphane (sale)
total needed
INITIAL MQs

est need

MQ:

Total Initial MQs:
Total MQs:

FURTHER CALCULATIONS

‘Proposed Initial APG

~

2014 Initial Quota Worksheets

(0)(4)

2000.0 [will change after APQ pub)
6157.6
9429
amt needed substance MQ  yield
2462.296 1403.509 0.570

2462.296

3674.401

3700.000 0.005

.3700.005 + othars

6680 used historical avg

Vol. | Page 757
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APPLYCATION FOR INDIVIDUAL MANUFACTURING QUOTA

Raqiest ID,]115514 Date Submitted| 29-APR-14
=189)

wM_CQHVERSIONl X /]

£ lotrapt ryq Coda 9143 -2
b)(4) ota YeRr 2015

bEh Ragletration Numbszi(D)(4);(0)(7)(E)

Coptact Personfh)if) ax. No b)(6)
Email Address {b)(4)(b)(6) | hone No.

NOTE: All Quancitiss mre ko be ZExpiv

Fucta Bletery

2012

2014

Sred An Orams of Aobydrous Acid; Bago, or Alkaloidimat me Salte).
Quetas Previowaly Iosved by DER

i015

Qustn Requestod

5,840,045.0

6,157,639.¢

g.0

T1,600,000.0

Freduckion Data

2od Preceding Year

let Preceding Year

Eatlrata for

Eatimage for Year

CUETenT Year Aequesced

Inventory as of Dec 31 3 T

a.Bulk Controlled Subarance/Lisc 1 Chemieal... :ii’;igg g'o 1,101, zgg 1.101,723.2

b.In-Process Materlal.. ..o vvririirnniiniinny } - o:o U:D o:u o‘.n

¢, Contained in FINISHED Dosage FOrms,........ 7 972,673, 0 7.0 1,108, 720.0 1,101,726, 0)
D i !

“I’:“““T[s‘““m"n"’“-t?“ 0.0 9.0 1,403,509, 1) 1,403,500.0 -

a.Dommstle. .. ... ... ons PR o 0 70 70 oo

B EXPOTED. . cvucvsrrsracrataarasrantasrsnns 0.0 7.0 1.403.509.0 1,403,505, 0
Reguisition/Production

0.0 o.q 1,600,000.00 1,500,060, 0
. blc SourCea. o vvrrrarrrrrarrnrrran L L
a.Domestic Sources 0.4 o.d 1,600,000.0 1.600,000.0

€ the Puxpose is to Manutacture Another Substancefn), Furniah the Following Informakion:

¥abt of New Hubotaneo [ Aacunt Uaed for thin Purposo [ % ¥ield
2012 2013 I 1015
PXYMORPHONE [FOR SALE) 9652-B 5,835,612 §, 537,600 1,403,509 57.00

Produck Davelopwent Dosaga Form

Ftrength

[ tnics/Batch i + of 3atches

Batch PUXpose I Est. Cusntity |¥st, Conpletion Tima

Freosfer kegiacrant ]

Explonation of Traosfer

Tate of Paptruction | Explanatieo
Fockaging Freduct Name ' Btrangth | Undew /PRy l i of Pkge J Purpose I Total Cuuntity

damarke

Vol.
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Bavic Clags: Hilo

Tou! £O Requuated;

0211704850

LGownpany DEA Num 2015 d MG

(b)(4).(L)(T)(E) a0

60.000

424 £00 000

2.700,000 DOO

13500, 000 020

63,002,200 000

2.50000

111,906,000

1, 900,000,000

WA Totaty: 10T 265,070,004
2014 Final Initid APLY 119,500,000,000
2014 Final Revised APQ. Q.0
FOA Bak (2014 intisl APD 4« FOAER  119.500.000,000
S Bt (014 InHiad APG 1« M5 Extl: 110 404.250.000
2018 Propased Infial ARG 110,000, 000,004
wiih 29% buffor +37.,500.000,000

2014 Reviead MO
5004 15
ED.O0a 2EZE
1315570000 46,042 DOG
1,345,000,000 %3 405 D00
24.000,000.000 14 835,041 00
B4, 131,400,003 48,700,030.000
1000003 BEEISS IR
24,000,000.000 18,658 888 000
THEIOY 190403000

(12.637.630.000

2013 Init) APQ Workxhesta

78,501,295.584
78,894,285 584
T4.591 255 504
o591 255 504
TAINZH 304
455 250584
pLELIF- LR L]
TS 235584
T80 25550

0.000
0.000
o000
L
AL
4581
con
e
b

FDAEst
1S £z

To12% 2000
[ 3 g LALE.
41,152.000 23138000

221213936 T 040000
11241 266 £33 14,301, 892,000
40030014447 T3.161,350.000

TT4.004, 708 $2,405.000
14,801,321 334 11,182 043 000

1rhiTesr: 53T 01000

OXYCODONE [FOR SALE)

Vol. |

Page 759

7ova Sakes  I013DEASND Saks %Nof 2003 Sakes  Shawe of 2016 Total PG 2013 brverriory 2014 Projected Exparts

<000
00
0200
0.000
D000
0.000
5,000
4 804,000,600
0.000

2014 Frojocted Eales  BHEProjocied Exparts 2014 Projecied inventory  Adj Ave'] Cale

0000
0.003
0.000
nem
n.o0a
0,000
0.000
0,000
o.0oa

1000
Kl0m08
24,000,006
06, F21.000
2,997,1346000
16,122,000.00¢
0.008
A537.000.000
402752000

3250

LA ]
1,018,843 850
1515436150
20,726, 390.500
65469717000
T0.054.400
25388510740
P91 505,008

ha
a4t
BiISAY
34515662008
1293, 740 44
40510653
H6T6562.550
a6 I4134
5099506942
LR -

AT 354 355 484



Baske Clasas (YIS 7Y
Totsd PO Requetisd;

Coumoany

GiS om

(0)(4);()T)E)

WG Tolats:

2014 Finad inbitad RPOr
2014 Farald Rravvisad APG):

FOA Est: [Z074 Inelal APQ 1 » FOA Et¥]:

IM5 Est: (2014 Initisl APQ " { » 145 Esl):

2015 Proposed inbbial APQ:
weith ZEK huffer

20.000.000,000

000
000,000,000
20,310 560,000

17,500,000 600
21,275,000 600

6,226 003,000

2016 Roquested MO 2014 Revtted MO 7902 Snhes 2011 OEA MO Saled % of ZHISakd  Shas of 2018 Tolal PG 2013 Imvemery 2036 Projected Exponia 2914 Projocted Sales  201E Projected Expodts 200 Profectod Invatanny

§000 oo apan

16,500 000 000 $4.200,000.800 6 300,568,000
451,000 000 2BOTACL OO0 3,491 210024
1,004 000 21000 0.000

17252,005000 12,907 569,000

2019 Inttlal APQ Workaheets

FOA Est
15 Esk:

Ad] Al Cae Ma
7.793,700.005 o100 0.000 2,000 £.000 4000 £ 00 1000 0000 4000
7793, TAL 000 DAz BLIRAESATT 1319, 752,000 (-1} : 18,832,103.000 [11011] 1717623000 5630.A21 500 13,068.790347
7,195 TR 0D 01532 1402045823 54 BAn.000 000 311,000 000 0000 624 000000 2497 801 TS0 3551004 A2
7,763,788 000 0000 0000 2000 0.000 1,000.000 0.000 enoo 8000 1,000,000

14,675 828 BED

OXYMORPHONE (FOR CONVERSION)
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~

BASIC CLASS:

Company:

Request:

Current Year MCL:

2013 Year end inventory

Calculations
noroxymerphone (conv)
noroxymorphone {sale)
total needed

INITIAL MQs

est need

MaQ:

Total Initial MQs:

Total MQs:

FURTHER CALCULATIONS

Established Initial APQ

2015 Initial Quota Worksheets

,.’

~

Cxymarphone {conversion) 9652-A
5)4) |
16500.0 451.0 1.0
11300.0 2607.5 0.0
1579.0 269.7 0.0
amt needed substance MQ  yield amt needed substance MQ yield amt needed substance MQ  yield
16825.397 10600.000°  0.630| 451.000 (fo nal-drugs] 1,000 ref stds
10.645 6.707 0.630
16836.043 451.000 1.000
22291.054 945,947 1.250
16900.000 451.000 1.000

17352.000 + others

17500

oxymarphone {conversion}
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[ APPLICATION FOR IWDIVIDUAL MANUFACTURING QUOTA

Requeat ID.[119507 Date Submitted|  29-APR-14
Hame of Bag AR ; {onlv 1 per DEA-1839]
PXYMORPHONE (FOR CONVERSION) 4 0
AmE 2 ; :I: galatrant Drug Code 9E52-4
b)(4) Qucta Year . 2018
DEA Regimtration Numbar|(D)(4),(D)7)E)
Contact Pexson|(b)(6) | ax, No __1b)6)
Bmall Addxess [()(4) (b)) ] hope No. |
HOTB; ALl Quantitisa aza ta bn Expraecod in Grase of Anbydvous Acld, Baas, or Alkaloidinot e Halen] .
otar Previocugly Isgul DEA
Cucte Hiptory 2013 2014 ] 2015 Cuota Requastad
5,400,000.90 11,300,090.40 0.0 16, 900,400.0
Producticon Data and Preceding Year 1ok Preceding Year Fatimate for Botimare for Ycar
turrent Year Raquested
Anventory as of Deg 31 5T TEd P T 55T ;,” =75
4.Bulk Controlled Substance/List 1 Chemical... o d o 1009 000 1 T-000 000
b.In-Procera Materfal...... ... .. iaieaiiinienns o 0.0 | o 4
¢, Containad ln PFINISHED Cosage Forms.......s. 1.579,762.0 .0 1,737,631, 0 1,737,633 .4
Dippoaltion(Sale) fucilizatien G 7 TE635 105 0 TR
a.pomeatic, ... .0 P e eaaean 0.0 0.0 TG 0
.‘:_)Z:xporta...“.... ...... hea e .3 oo 16,632,103.0 16,832, 163.0
pequisition/Production
a.Domeetic SOUYCER. ... covinnni i 6.9 0.9 16,900,000.0] 16, 999,0900.9
e e 0.4 0.0 18,900, 006. 9 1€, 500, 060,

L the Purposa im to Manufacturs Anorher Subscance{s), Furnish the Follawing Information:

Hame af Hew Subatnncsa Trug Amount Used for thin Purposs % Yield
2012 2013 2015
FOROXYMORPHORE (FOR SALE) k11 111 -] 1] &,707 61.00
FOROXYMORPHOVE (FOR CONVERSIGR) SE6H-A 1,326,9%2 4,%211,91% 16,835,396 61.00
Product Davalopment Domsge Porm { Btrebgth [ Oalts/Basch [ i of Batchos Batch Purpods { Rat. Quentity }Esr.. Corpletion Time
Transfer Ragistrant [_ Explenstion of Transfer
Nats of Destruction | Bxplacsticn
R
Packaging Product Haoe { Strength I Uolca/Pkg [ {1 of Ikge Purpass Total Cusntity
Remarke
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AFFLICATION FOR INDIVIDUM. HANTOFACTURING QUOTA

Request ID.[119708 Pate Submitred| _ 01-MAY-14
ame _qf Baslc Claps or List 1 Chemical fonly 1 per DEA-183]
E (POR CONVERSION} [schedulo/Liot Nusber 0
g Raglotrant rug Code -
(b)(4) jucte Yaar 2015
LEA Regletration Number|(b)(4)(b)(7)(E)
: | Y | 2%. No (0)(6)
Pmajl Addrass Fh\A\(hiiA) | hobe Ne.

WOTE: All Quancities ©fe To ba EXpra

osed in Gremp of Anhydrous Acid, Base, or hlksledd{noc as Salts).
Quctas Previously Jggued by DEA

[

2012

Amount Taed for thia Pu_rp_?nn

Quota Hlistory 2011 2014 1015 Quota Requnasted
1,030,649.9 2,607,549.4 b.o 441, 600.0
Froduccion Data 2nd Precadisg Year lot Precoding Yeaz Sotimate far Esclrace for Year
Current Year Hequented
Inventory as of Dec 31
a.Bulk Controlled Subptanca/List 1 Chemieal... “9'“3'2 g'g 6“"'03'2 s“'“:‘z
L.In-Process Materlal, . .ovvarve i iarasaaanns 7.0 7.d o0 o
c. Containad Iin FINISHED Dosage FoIme......... 269,680, 4.0 §24.000. 0 524,000,
i
P "p:’i“:::s’l’]Nunza“"“ 77,017.0 9.4 513,000.0 513,800, G
:-E:meﬂ P I e I T IS I R RO e 1,416,201.0 0.0 o, d 0.4
== 1 = T T 1,453,218.0 7. 513.000.0 515,000, 0
ARequisition/Production
B Oomeatle SOUICCE.. . cousranar ananiininnn 1,317,098 o.d 451,000.0f 451,000.9
: 1,317,098.9 a.q 451, 000.49] 451,00C.4
Ff che Purpose ie tw Manufacture Bnether Subscaece{s}, Furnish the Fallowing Informacion:
Hace of Hew Subatanca ] & ¥Yiald

2013 2015

Fradust Davelopment Caosage Form gtrength I Tnita/Patch ' ¥ of Aatchem I Batch Turpons I Bot. C(usatity [ﬂlt- Cepletlon Tima
Hranster Registrant I Explanution of Tranafer
[Tats of Degtzuction] Explunation
Packeging Product Nemn Btrangth Yolte/Thg J 4 of Frgs Firpooa 1 Total Quantity

Rezarks

Production loas estimabed at 2,000 grams 1,000 grams o support reference standard busineas
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Owymorphy aniE

| T2 Quota Carreal Apr1s ]
5L [¥TY) 1%
RIH FLomI
260K )
) [
[T] 3,500
] [
Wik |
Current |Additear! Carganl
2014 OMH laveatory Calemlathess Quets | Gramd 104 OMG1 loven tory Cubenlntions |_Qmots
2013 Enchog Lnvenieny FH 1ii 2014 Endipg nvordon [TH
o el eabic macerie] T E ' _Devehopores| mudarial ]
1013 Available Lud 1av. FH] FI] 2014 Avallable End lay. [{T]
14 P Qo (] 978 1T AP G 3500
T el ol wauded s - ]
S04 Dhpositions,_ — [ i igeeees
Salo 591 i H Sales LT
Presecing Tobcca _m [ ] L1351)
: Walidatiw | 314
2014 Endio f Iwresivey 115 i 2815 Lacing Laveniv
Convirted Lo % Yearrad 4% 1% Converted 1o % Yraresd ALA%
[T [T T™
133 592
[ 1377
XB1 [
40 467
Wk Wite ]
Curreny | Additianal " Carrand
2014 COMA Mooty Caleaduibon Quots | Grawt 1015 COMA Eroentery Calealitiont Quoals,
2013 Eaenp rvewey 3 2014 Yndwy Tventany [T
Teah abebie madorial 1 o calewhibe muend a
2011 Availabde End fuy. ) 16 14 Availatie End inv, 45
014 AF QE: 2.608 1,095 2014 AP Queda 450
1034 Tlevelmvment Cuedy dnoy 1A Sy [31]
201§ Dupar vons 3018 Mhepui
il A [ 1L St 111
Frocxinag Lot Feremng 1 rettot 2
Mewranbeahds S dud 3 Pory Dhat} Valnd Iy o Ji
20LJ Lacing [nyerary 2015 FeSug lmicatary [r!]
Convertad la % Yearrpd Converied to Y Vedroad A5 A%
[T N T™
1416 [T
1268 514
L2 [
] £0% imcolory ALlow Lot 523
ESTIMATE ON REMAINING
ACTUAL YEAL TO DATE QUOTA WITH DVCREASE 013 Quela Cale
CI-A0A| Fruois Nt sntpui] CPADA Nl armrprct That axtpact B CPEaADA] Process et caktpist
Decamriptiue Inpin Yield MW of st 1sput MR ofitep | Enput ko Stp MW i nicp Deanipine Lopat Yild MWL w rep
[CPRAOA L Cals Chamorphone 1 Lnnwrnon [} avd% | a3 [] 1108 1o | Io0e \Fariy [T B [CPS-ATIA 1 Crude Ontvmantpbone (nf Comverma [ &% | 10ilF 450
CPS-AQA 1o Crade oy Salr 418 6% 113 1 dod 798 1674 5711 13 a1 9 |ERSAOA w € e Crormorplhioe fox Sale 48r? ek | 1mpay | 1800
Imm!. CP-ALA 414 A5 [0 TOTAL CPY-AUA EXLY) :
N 2013 Crarin Cuke
TETINGTE OH FERAINING Tapcta | Freoem oefpal] Lot By |
ACTUAL YEAR TQ DATE QUOTA WITH INCREASE. i Suep Yild | MWC | ofvep e
Dprw | Precw B put] Loasby | Lopatcs | Ouipatol Oopon of | Lwex by
Shep Vield M¥C of atag Tep Sup | Siep | levabreup] IapoiseSup Stap L.
o0 % [ [T [
] 3% 1.0na0 n n AW A% LhE [ESEN [ E] )
L] L] 3
— Z | wiss | 1iai: WAL W
5% [T IRNETE 10} [ 517 [T 2] 2 350G 0% N9y XL Ty}
£ ssov | oeeln [ rE 391 [ T E ani nm 1 i T e [
- k0 LI NFIF) (1.0 T [TT) 3 kL] Wk | Torn | Leme [SIT]
[N T T [ — ] [ W QEM
AL [2TF]
b)(4) safidential apiny1018 Page 1
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| 3011 Ending [rvesiary

£
Current |A

21014 CPSlulpardue o entary Cabenlulbogs Qrucla Cruat

1013 Endng Inventray FEL) g

sy ud e vt ad o n
2003 dvuilabds Fod Isv, ) ™
200 AF) Quots 5 LU
N4 Dyeportiewm:
Forpe for Comeruon - AT
YT b fiog b o Ml |
Oymoehione fot Sl 113 13
[}

Caavirend la % YVearrnsd

A1%

Crymarghe }enu

2/30/2014
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Coorerted ts %o Yeatrowd

—wm
Lurrent
2015 C¥S-Oriparion Iorcotars Cujulstions . Quuts
2014 Encing fraarony 1504
M palealile mavny [}]
AL Avulluhiv End. tar. 15
2018 AFI Qs T
2003 Phapimbsont;
Morptime for Comnvermn .
Chorphone frat Cohvoroon 1)
oy free e Sle )
70)3 Eysiing Tuvawinry [EH
%

Page 2



. " APPLICATION FOR INDIVIDUAL MANUFACTURING QUGTA
Pate Submitked |  0Z-MAY-14

n-189)
[schadule/List Mumber o
yug Code 9652 -A
[Quota Year 2015

EA Regletration Number{D)(4).(b)(7)(E)

Contact Peraonfb)(f) ] ax, No b)(6)
BEmail dren b){4):(b){(B) !_ Fhone NHo,
: HOTEr All Quantitics are Lo ba Exprassed ip arams of ous Asid  Ra T Alkalpidinot we Selts),
guatas Previeusly Iapusd by DER
Cucta History ' | 2013 2014 2013 GQuots Regueatad
. a.0 c.o p.0 1,000.0
Froducticon Daka Znd Precedind tear 1at Preceding Vear Ewtimate for Estimatg for Tear
Current Year Requested
Inventory as cf Dec 31
a.Bulk Controlled Substance/Lisc 1 Chemical. .. g:g g'z g‘z :'g
b.In-Process Materfal. ... oo T &.0 o .0
¢. Cantained in FINISHED Dosage Forms.. G.0 7.0 . 7.0
Pispoaition|Sale) fUtilizatign o o 15000 1,060.0
Frrrrmrrers G.0 Q.4 0.3 Q.4
trosmmemne 0.0 0.0 1,000.90 1,600.0
poquisition/Production
o.g v.a 1.000. 1,000.0
n.Domestlc SoUrees. ... . et ri i o.d od 1,000.% ITH

Tf che Purpobe is Lo Manufacture Ancther Substance (s}, Furnigh the Following Informatlon;

Hame OF How Substance I Lrug | unt Uawd for this Sue % Tield
| 2012 2013 | 2015

Praoduct Davalocpmeat Dowage Foro Stzwngth l Unlta/Batch l § of Satchee l Batch Purpoan | Eat. Quantity |8lt.-Cunplltl.on Tine

Transfor Regtntsm:l Explanation of Trapefor

_

[ Datw of Dostruction | _ Explanaticn -
Packaging Produck Haoe 'l Brrongth rlrausf?hg 1 of Pkge FuTDaNe I Total guentivy
Romarka

to support refecence standards busipess
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Bakc Clase. "8

Yolal PO Raquasd:
Company DEA Hurm
(b)(4).(L)(T)(E)
MG Totaks:
2014 Finsl intial APQ); 5205000000
2014 Final Revized APC: £.000
FOA Est: (2094 S APO* { + FOA Exg:  6.:200,000 bod
M5 Ext (2014 Wnitial APG " 1+ IS Exgj: 5465, 440,000

3 ME441.0TY

1FReqrtad MO
£.000

60,000

154,000,000
15,000,000
$00,000.030
4,600,000

3,451 000,008
1.020.000,006

6.105,065 000

2013 millal APG Worksheets

FDA Est
I3 Ext:

2014 Revisad MG 2013 Saiys 2043 DEAMC Sylea ¥ of 2013 Salet  Shawe of 2018 Total PO 2613 imvertary 2014 Projected Exports 2014 Frojecied Saick 2315 Projecd Expors 2014 Projecied kventory  Adj Avall Cale

2000

60.000
143,000 084
11 238,000
4010, 298.000
3,000,000
B85.564.000
110,000.600

4, B35 BE 5,000

-1

aan
4,470.000
413413 o0a
2,804 130000
41,950,080
330,493,000
1538 000

360 592 0T ©.000 X 4,007
1,504 502 0¥ 0009 3.5079 15868
2604 492011 1= BAMIN  Z18MZ00
1g04 29201 0415 34009739 211218000
2504 80201 anz 2,601 ABT.00 1,432,491, 000
3604 59T aT aai2 34 57T ART 34,500, 00
3504 ST OV .o 306 BF5A5 MO, 7)9.000
2604 552 011 0. JO17EAS TRSAIN000
OXYMORPHONE (FOR SALE)
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0000
.o
0.000
0000
0.000
0000
& 500
LX)

& 000
10.000
164,000,000
523,600,000
$40,061.000
3,000,500
1,277,000.000
515,259,000

0.0%0
L EE
LE )
4008
0.0a0
6.000
a.004
Q.00

1.00%
238260
5,000,000
5 541,000
473,694 000
0,00
167,000,000
273,630,000

3]

a0d B0
12351150
617,142,000
2.4%7,391.750
FLEY ~Bal ]
493471250
170071000

1Y
034
ol
45,303.420
AT 56T
AT256425
14,410 368
683270318
171 £54 056

AL ATaIn



Baile Clss: LIFTR ] 2016 Initlal APQ Worksheets

Tota! PARaguatind: 0000 FOA EaL
¥ Est:
Campay- CEANpm 2015 Requasted MG 3014 Aeviced MO 2243 Sales 20110EA MO Sakwy % of 2013 Salrs  Shace of 2045 Tolal PO 2019 Invantory 2014 Frojecied Expaiis 2004 Froje n‘_-d Saley Z0TS Projcied Ewports 2014 Piceted imnendory  Ad) Avall Cale 1=}
Fb){q.);{b){?){E) 2,000 2.000 0000 0.000 0.000 ©.000 0000 0.008 0.500 .000 1500 1.500 1500
M4 Totals: 2.000 2000 1.500
2014 Flnad Inithal APQ: 2000
2014 Final Aaviiod APG: 0,000
FOA Eat: (2014 (akial AP * 1 # FRA Enl]: 2004
NS Ext (2014 InRiat APQ* 1 + NS Esik 2000
RACEMETHORPHAN )
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Gatic Claza: 17199

2046 Lritial APQ Warksheeta
Total PO Requentad: 2317476 FOAEN: .
WS Ear 0358
Company OE& puam 2005 Aequakted MO 2004 Revised MO 2013 Sehes 2017 DEA WO Sabet % of 2007 Sales  Share of 2018 Total PO 2013 seantory 2014 Propected Exports 2014 Projected Sabee 2013 Projecied Caports 2014 Profectsd ivemory A Avill Cale
(D)(4).(b)7)NE) 5000 5.000 a0 [ 1.5 0.000 0.000 0.000 B0 . 1800 0.500 4,000 3150
1 820000 1.620.000 0,008 068 0.0x 0000 2321600 0o 1 820000 0.000 2723000 3407250
1,000 000 1,165,000 0,000 0,833 8 Do 0008 0.000 0.008 500000 Q000 1,000 000 &13T50
MO Teralx: 2825000 2,990,000
2014 Final lnklsl APG: 4,000 X0
2014 Fina! Revisad APQ: 0000
FOA Exk: (2014 uitinl APQ " 1 + FOA Ext) 1,000,000
48 Est (2014 bnbia) APQ ™ 4 + S ExE): 3105900

REMIFENTANIL
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4.004
212000
E55 000

3372000



Bask Clasn: LR
Total PO Requesied:

DEA Nym 35 Requested MO 2004 Revised MO 2413 Sams 2013 OEA BO Sabes % of 7011 Sales

Compeoy

(b)(4).(L)(T)(E)

MO Totals:

1014 Final inftia! APQ; 5.004 000
2014 Fmad Rwvisad APG: Q800
FOA E5t: {3074 Initis) APQ " 1+ FDA Ext): §.004.000
IMS Ext: [2014InRial APG * | + NS Ext): 2150

>

TT4604 350

1.000.000 1,000,000
2.000 2000
700.000 650,000
2.500.000 228000
4202000 3,858,000

AD4 700
©000
261.000
2348000

81100 043¢

2015 Inltial APQ Warksheaots

106,52453
2931700 0,690 2.000
2031700 a0 Te2ea?
280 100 [ SE3,410:500
SUFENTAMNIL

Vol.| Page 770

FLuk Exi:
W Fal: =244

Share of 2015 Tetal PQ 204D knworiovy 2014 Prpecied Caports

BAT 400 0,000
Q.000 0,008
121,000 0.000
2,204 000 1,805,000

2014 Projected Saiin 2018 Projecied Enports 2014 Projecied brentony  Adf Availl Cake

00000
o500
548 000
1.T4.000

. L0600
- 000

0900
Q000

200000
1.500
384 i
1,753,000

1.378.050
1,500
242750
333,300

Mo
1.000.000
2060
F.000
2.500.000

#, 202,008



Baiie Chis: o

Total PQ Requonied:
Crvmpany DEA M.

b){4);(b)(7)(E)

WO Tetals:

014 Firad Iniial APQ: 14,000,000 X0
2044 Final Revized APQ: 000
FOA Eat: 24 R APQ - 1 » FOAESY: 14,000,000 000
™E Eut (200 nital APQ 1+ RS Ext: 14,000,000 000
2018 Propound dniklel APQ: 10,000,000 500
wefth 5%, AT 12800, Bl 000

14,527 431 000

T018 Requeaset MG
256.000.000

10,000

345,000 000
1,000,000

8 500, 00 000

5,104 010160

Zoia Revfasd BO
258,000.000
10.000

349,000 500
0.000

1,702,721 000

21,305,711 000

20415 it lal APQ YWarkshewis

FOAEst:
N3 Est:

2013 8aks NI DEA MO Saln Wof Z138a%s  Share of 2015 Toml PQ 2043 beremony mﬂ'mpcwtm 2014 Proyectad Sawd 2016 Projecied Daports  M14 Frojacted ivemtory g Avall Cake

16,272 &08. 760

8.000 W12 Eh4mADO0

0000 16372 AQA 760 0.000 0000 16

0000 19,372 404 360 2.000 0,006 0.000

10265, 900 560 10,212 400 Te0 0.9 14370686294 1013057600

£40000 18,372 408,160 Q.00 1176491 20267 X0
TAPENTADOL
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2,000
bo0d
B.00d
£.000
0.000

258 008 000
6000

45 5100 000
1,006,000
7,300,000 000

[ 1+
oo
0,000
0000
0D

o
T892
LEi
o000
1.221,006 000

Tt B 500
AR
238930000
1,261 .500.T00
142241008

ua
58,7820 28
A
16,250,000
10,959,7113.263
5004, 162 881

17,140,923 248



Baxke Clrts: 100

Towd PO Raquarytad;
Eornip ny DEA Mum

b)(4);()(7)E)

MO Totah:

2014 Finad vl APQ; 116,000,000 000
2014 ¥l Reviead AP 9.000
FOA Est: (2014 Initia APQ= 1 » FOA Entl: 118,000,000 000
A4S Ext: {2014 Initisd APG " 1 + M5 Exf]: 115,000,500 060
2018 Propaced Intial APO; 100,000,500.000
with 15% bufher 125,000,500.604

4, 400,110,000

2018 Requestad MG

60,523.030.000

2014 Revived B3

5000

aro.o0e 007
25000
2,171,000,000
A3.960.019.00
2000080
16812013000
19,068.050.00¢

4,050,152 600

N
N1 Srws  MIIOEAMQ Skt %ol 2013 $oles  Shaws of XK Tatd PO 2013 knventory 2014 Projecred

4000
21,1850
2604

M0

17099340064
HEN

B 200,784 000
11,74, 00,000

T 2093 Initin] APQ Workshaats

S8,114,802324 2,000
A1 802 204 004
8,014,802 204 0500
4,114 BE1L.TM 00t
ELRLEN [+ 3~ ' A6
Marexd 0,000
LERMINEF A 0,160
SA1I4 8022 [ . - )

POk Est:
[LER ALY

0,000 L] ]
16,454,543 HB.416.000

azm SL.E50
1,542,759 48,305 000

2437218719 163271 412000
s 43, 977.500
815616158 2971 510 0
1,033,003.730 10,842,000 000

THEBAINE
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Exporta 2004 Projwcted Saks 2015 Projected Exports 2044 Projected bventory

4000
15,000,000
5000
963,600,000
22,521,004.000
1,000,600
7.400,000.000
16.200,000.560

2.000
0.000
9,000

1000

0.000

LZEL
50,000:000
11,732,623.000
0.00q
4,351,000.000
7,000.000.000

A Avall Cake
1
783,812,004
[IREN]
1584 ATETH)
44358 548230
38300128
4,15 487 250
22,413,962 500

“a
LY.
154418
™ma
AZHTITI b
8571 653719
46000 824
6,39,359.17%
12TAT 43130

56,380 759 42



.

2015 Proposed Established Annual Assessment of Needs and Aggregate Production Quotas

Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish
limits on the production of each basic class of schedule I and II controlled substances and for the list
[ chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, This responsibility has since
been delegated to the Administrator of the Drug Enforcement Administration (DEA), who has
redelegated to the Deputy Administrator, '

The attached Federal Register notice, prepared for your signature, proposes to establish calendar
year 2015 aggregate production quotas (APQ) for each basic class of schedule I and II controlled
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine,
phenylpropanolamine, and pseudoephedrine for which the United States has medical, scientific,
industrial, export, and reserve stock requirements,

As stated in the 2013 Federal Register Notices DEA continues to add an additional 25% to the APQ
for schedule I substances and schedule I substances that are used to produce drugs that have a
medical need (specifically, GHB and tetrahydrocannabinols) in an effort to prevent potential drug
shortage issues.

The Federal Drug Administration (FDA) has not yet responded to DEA’s annual letter, sent on
February 18, 2014, which requests information on new, continuing, and discontinued drug products
containing schedule II substances. Therefore, this information could not be considered in the
analysis for the current proposed adjustments : : :

An expedited review and publication is requested to ensure an uninterrupted supply of schedule [
and II controlled substances and the list I chemicals ephedrine, phenylpropanclamine, and
pseudoephedrine for medical, scientific, industrial, and export requirements of the U.S.

e The folldwing points provide brief explanations for some of the proposed AAN & APQ values:

Schedule I substances

The APQ for betamethadol is proposed as an increase from zero for 2014, based on one registrant
application received as of May 21, 2014. Applications can be received throughout the year and
those received during the comment period will be considered at that time.

The APQ for morphine-n-oxide is proposed as an increase from 2014. The change is based on
receiving requests from bulk manufacturers for this substance. The manufacturing of this substance
will be used for analytical standards, reference, and research material.

The APQ for marihuana is proposed as a decrease from 2014, but not zero becamse-to accommodate
a bulk manufacturer with a new synthesis route for manufacturing API for dronabinol. -

The APQ for tetrahydrbcannabinols is proposed as an increase from 2014 to accommodate a new
bulk manufacturer that will supply dosage form manufacturers conducting product development
efforts to formulate FDA approved generics to dronabinol.
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Schedule II substances

The APQs for amobarbital, dihydrocodeine, diphenoxylate, ecgonine, levorphanol, and opium

(timeture) are proposed as increases to accommodate changes in registrant requirements and

domestic market demands.

The APQs for amphetamine (for conversion) and lisdexamfetamine are proposed to accommedate
increased registrants’ requirements based on brand holder exporting to new markets overseas and
changes in domestic market demands.

The APQs for oripavine and noroxymorphone (for sale) arc proposed as increases to
accommodate the change in synthesis and growing domestic demand for nal-drugs, and specifically
Narcan, by legislators, police, and paramedics in states with rising heroin deaths.

The APQs for amphetamine (for sale), codeine (for conversion), hydromorphone, methadone
intermediate, methamphetamine, methylphenidate, nabilone, oxycodone (for conversion),
oxycodone (for sale), oxymorphone (for conversion), phenylacetone, tapentadol, and thebaine
were proposed as decreases from 2014 based on registrant applications received as of May 21, 2014. -
Applications can be received throughout the year and those received during the comment period will
be considered at that time.

List ] Chemicals

The AAN for ephedrine (for conversion) is proposed as a decrease from 2014 based on registrant
applications received as of May 21, 2014. Applications can be received throughout the year and
those received during the comment period will be considered at that time.

The AAN for phenylpropanolamine (for sale) and pseudoephedrine (for conversion) were
proposed based on registrant applications received as of May 21, 2014. Applications can be
received throughout the year and those received during the comment period will be considered at
that time.
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BILLING CODE 4410-09-P
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-393]
Proposed Aggregate Production Quotas for Schedule I and II Controlled Substances
and Assessment of Annual Needs for the List I Chemicals Ephedrine,

Pseudoephedrine, and Phenylpropanolamine for 2015

AGENCY: Drug Enforcement Administration, Department of Justice.

ACTION: Notice with request for comments.

SUMMARY: The Drug Enforcement Administration proposes to establish the 2015
aggregate production quotas for controlled substances in schedules I and II of the
Controlled Substances Act and assessment of annual needs for the list I chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine.

DATES: Interested persons may file written comments on this notice in accordance with
21 CFR 1303.11(c) and 1315.11(d). Electronic comments must be submitted, and written
comments must be postmarked, on or before [INSERT 30 DAYS AFTER
PUBLICATION IN THE FEDERAL REGISTER]. 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-393” on all electronic and written correspondence. The DEA encourages that all
comments be submitted electronically through the Federal eRulemaking Portal which

provides the ability to type short comments directly into the comment field on the Web
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page or attach a file for lengthier comments. Please go to http.//www.regulations.gov and
follow the online instructions at that site for submitting comments. Paper comments that
duplicate electronic submissions are not necessary. Should you, however, wish to submit
written comments, in lieu of electronic comments, they should be sent via regular or
express mail to: Drug Enforcement Administration, Attention: DEA Federal Register
Representative/ODW, 8701 Morrissette Drive, Springfield, Virginia 22152.

FOR FURTHER INFORMATION CONTACT: Erika Gehrmann, Office of Diversion
Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield, Virginia
22152, Telephone: (202) 598-6812.

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments received in response to this docket are considered part
of the public record and will be made available for public inspection online at
http://'www.regulations.gov. Such information includes personal identifying information
(such as your name, address, etc.) voluntarily submitted by the commenter.

The Freedom of Information Act (FOIA) applies to all comments received. 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 made publicly available, you must include the
phrase “PERSONAL IDENTIFYING INFORMATION” in the first paragraph of your
comment. You must also place all the personal identifying information you do not want
made publicly available in the first paragraph of your comment and identify what

information you want redacted.
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If you want to submit confidential business information as part of your comment, but
do not want it to be made publicly available, you must include the phrase
“CONFIDENTIAL BUSINESS INFORMATION” in the first paragraph of your
comment. You must also prominently identify the confidential business information to
be redacted within the comment. If a comment has so much confidential business
information that it cannot be effectively redacted, all or part of that comment may not be
made publicly available. Comments containing personal identifying information or
confidential business information identified as directed above will be made publicly
available in redacted form.

An electronic copy of this document is available at http.//www.regulations.gov for
easy reference. If you wish to personally inspect the comments and materials received or
the supporting documentation the DEA used in preparing the proposed action, these
materials will be available for public inspection by appointment. To arrange a viewing,
please see the “For Further Information Contact™ paragraph above.

Legal Authority

Section 306 of the Controlled Substances Act (CSA), 21 U.S.C. 826, requires the
Attorney General to determine the total quantity and establish aggregate production
quotas for each basic class of controlled substance listed in schedules I and II and for the
list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This
responsibility has been delegated to the Administrator of the DEA pursuant to 28 CFR
0.100(b). The Administrator, in turn, has redelegated that authority to the Deputy
Administrator, pursuant to 28 CFR pt. 0 subpt. R, App.

Analysis for Proposed 2015 Aggregate Production Quotas and Assessment of

3
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Annual Needs

The proposed year 2015 aggregate production quotas and assessment of annual needs
represent those quantities of schedule I and II controlled substances, and the list I
chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, to be manufactured in
the United States in 2015 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 stocks. These quotas include imports of ephedrine,
pseudoephedrine, and phenylpropanolamine but do not include imports of controlled
substances necessary to provide for the medical, scientific, or other legitimate needs of
the United States.

In determining the proposed 2015 aggregate production quotas and assessment of
annual needs, the DEA has taken into account the criteria that the DEA is required to
consider in accordance with 21 U.S.C. 826(a), 21 CFR 1303.11 (aggregate production
quotas for controlled substances), and 21 CFR 1315.11 (assessment of annual needs for
ephedrine, pseudoephedrine, and phenylpropanolamine). The DEA proposes the
aggregate production quotas and assessment of annual needs for 2015 by considering: (1)
total net disposal of the class or chemical by all manufacturers and chemical importers
during the current and two preceding years; (2) trends in the national rate of net disposal
of the class or chemical; (3) total actual (or estimated) inventories of the class or
chemical and of all substances manufactured from the class or chemical, and trends in
inventory accumulation; (4) projected demand for such class or chemical as indicated by
procurement and chemical import quotas requested in accordance with 21 CFR 1303.12,
1315.32, and 1315.34; and (5) other factors affecting the medical, scientific, research, and

4
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industrial needs in the United States, lawful export requirements, and reserve stocks, as
the Deputy Administrator finds relevant. Other factors the DEA considered in
calculating the aggregate production quotas, but not the assessment of annual needs,
include product development requirements of both bulk and finished dosage form
manufacturers, and other pertinent information. In determining the proposed 2015
assessment of annual needs, the DEA used the calculation methodology previously
described in the 2010 and 2011 assessment of annual needs (74 FR 60294, Nov. 20,
2009, and 75 FR 79407, Dec. 20, 2010, respectively).

The DEA also specifically considered that inventory allowances granted to individual
manufacturers may not always result in the availability of sufficient quantities to maintain
an adequate reserve stock pursuant to 21 U.S.C. 826(a), as intended. See 21 CFR
1303.24. This would be concerning if a natural disaster or other unforeseen event
resulted in substantial disruption to the amount of controlled substances available to
provide for legitimate public need. As such, the DEA proposes to include in all schedule
II aggregate production quotas, and certain schedule I aggregate production quotas
(gamma-hydroxybutyric acid and tetrahydrocannabinols), an additional 25% of the
estimated medical, scientific, and research needs as part of the amount necessary to
ensure the establishment and maintenance of reserve stocks. The resulting established
aggregate production quotas will reflect these included amounts. This action will not
affect the ability of manufacturers to maintain inventory allowances as specified by
regulation. The DEA expects that maintaining this reserve in certain established
aggregate production quotas will mitigate adverse public effects if an unforeseen event
resulted in substantial disruption to the amount of controlled substances available to

3
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provide for legitimate public need, as determined by the DEA. The DEA does not

anticipate utilizing the reserve in the absence of these circumstances.

The Deputy Administrator, therefore, proposes to establish the 2015 aggregate

production quotas for the following schedule I and II controlled substances and

assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows:

Proposed
Established
Basic Class 2015
Quotas
(2)
Schedule I

(1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone 5
(UR-144)
[1-(5-Fluoro-pentyl)-1H-indol-3-y1](2,2,3,3- 5
tetramethylcyclopropyl)methanone (XLR11)
1-(1,3-Benzodioxol-5-yl)-2-(methylamino)butan-1-one (butylone) 15
1-(1,3-Benzodioxol-5-yl)-2-(methylamino)pentan-1-one (pentylone) 15
1-(1-Phenylcyclohexyl)pyrrolidine 10
1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) 45
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45
1-[1-(2-Thienyl)cyclohexyl]piperidine 15
1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45
1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 45
1-Hexyl-3-(1-naphthoyl)indole (JWH-019) 45
1-Methyl-4-phenyl-4-propionoxypiperidine 2
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45
1-Pentyl-3-[ 1-(4-methoxynaphthoyl)]indole (JWH-081) 45
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2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 30
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30
2-(4-Bromo-2,5-dimethoxyphenyl)-N -(_2-m.ethoxybenzyl)ethanamine 5
(25B-NBOMeg; 2C-B-NBOMe; 25B; Cimbi-36)
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30
2-(4-Chloro-2,5-dimethoxyphenyl)-N -(.Z-m.ethoxybenzyl)ethanamine 5
(25C-NBOMeg; 2C-C-NBOMe; 25C; Cimbi-82)
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 30
2—(4-]0d0-2,5-dimethoxyphenyl)-N-('2-mlethoxybenzyl)ethanamine 5
(251-NBOMe; 2C-1-NBOMe; 251; Cimbi-5)

2-(Methylamino)-1-phenylpentan-1-one (pentedrone) 15
2,5-Dimethoxy-4-ethylamphetamine (DOET) 2
2,5-Dimethoxy-4-n-propylthiophenethylamine 25
2,5-Dimethoxyamphetamine 25
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 30
2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 30
3,4,5-Trimethoxyamphetamine 25
3,4-Methylenedioxyamphetamine (MDA) 55
3,4-Methylenedioxymethamphetamine (MDMA) 50
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 40
3,4-Methylenedioxy-N-methylcathinone (methylone) 50
3,4-Methylenedioxypyrovalerone (MDPV) 35
3-Fluoro-N-methylcathinone (3-FMC) 15
3-Methylfentanyl 2
3-Methylthiofentany! 2
4-Bromo-2,5-dimethoxyamphetamine (DOB) 25
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25
4-Fluoro-N-methylcathinone (4-FMC) 15
4-Methoxyamphetamine 100
4-Methyl-2,5-dimethoxyamphetamine (DOM) 25
4-Methylaminorex 25
4-Methyl-N-ethylcathinone (4-MEC) 15
4-Methyl-N-methylcathinone (mephedrone) 45
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4-Methyl-alpha-pyrrolidinopropiophenone (4-MePPP)

15

5-(1,1-Dimethylheptyl)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 68
5-(1,1-Dimethyloctyl)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 53
(cannabicyclohexanol or CP-47,497 C8-homolog)
5-Methoxy-3,4-methylenedioxyamphetamine 25
5-Methoxy-N,N-diisopropyltryptamine 25
5-Methoxy-N,N-dimethyltryptamine 25
Acetyl-alpha-methylfentanyl 2
Acetyldihydrocodeine 2
Acetylmethadol 2
Allylprodine 2
Alphacetylmethadol 2
alpha-Ethyltryptamine 25
Alphameprodine 2
Alphamethadol 2
alpha-Methylfentanyl

alpha-Methylthiofentanyl

alpha-Methyltryptamine (AMT) 25
alpha-Pyrrolidinobutiophenone (a-PBP) 15
alpha-Pyrrolidinopentiophenone (a-PVP) 15
Aminorex 25
Benzylmorphine 2
Betacetylmethadol 2
beta-Hydroxy-3-methylfentanyl 2
beta-Hydroxyfentanyl 2
Betameprodine 2
Betamethadol 4
Betaprodine 2
Bufotenine 3
Cathinone 70
Codeine methylbromide 5
Codeine-N-oxide 200
Desomorphine 5
Diethyltryptamine 25
Difenoxin 50
Dihydromorphine 3,990,000
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Dimethyltryptamine

35

Dipipanone 5
Fenethylline 5
gamma-Hydroxybutyric acid 70,250,000
Heroin 25
Hydromorphinol

Hydroxypethidine

Ibogaine

Lysergic acid diethylamide (LSD) 35
Marihuana 21,000
Mescaline 25
Methaqualone 10
Methcathinone 25
Methyldesorphine 5
Methyldihydromorphine 2
Morphine methylbromide 5
Morphine methylsulfonate 5
Morphine-N-oxide 350
N-(1-Adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48) 15
N-( l-Ami!lo-S,B-dimethyl- 1-oxobutan-2-yl)-1-pentyl-1H-indazole-3- 15
carboxamide (ADB-PINACA)

N-(1 -Amino_-3-methy1-l -oxobutan-2-yl)-1-(4-fluorobenzyl)- 1 H-indazole- 15
3-carboxamide (AB-FUBINACA)

N,N-Dimethylamphetamine 25
Naphthylpyrovalerone (naphyrone) 15
N-Benzylpiperazine 25
N-Ethyl-1-phenylcyclohexylamine 5
N-Ethylamphetamine 24
N-Hydroxy-3,4-methylenedioxyamphetamine 24
Noracymethadol 2
Norlevorphanol 52
Normethadone 2
Normorphine 18
Phenomorphan 2
Psilocybin 30
Psilocyn 30
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Quinolin-8-yl 1-(5-fluoropentyl)-1H-indole-3-carboxylate (5-fluoro-PB-

22; SF-PB-22) i3
Quinolin-8-yl 1-pentyl-1H-indole-3-carboxylate (PB-22; QUPIC) 15
Tetrahydrocannabinols 497,500
Thiofentanyl 2
Tilidine 10
Trimeperidine 2
Schedule II
1-Phenylcyclohexylamine 5
1-Piperidinocyclohexanecarbonitrile 5
4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,687,500
Alfentanil 17,625
Alphaprodine 3
Amobarbital L
Amphetamine (for conversion) 21,875,000
Amphetamine (for sale) 37,500,000
Carfentanil 19
Cocaine 240,000
Codeine (for conversion) 50,000,000
Codeine (for sale) 46,125,000
Dextropropoxyphene 19
Dihydrocodeine 101,375
Diphenoxylate 1,337,500
Ecgonine 174,375
Ethylmorphine 3
Fentanyl 2,108,750
Glutethimide 3
Hydrocodone (for conversion) 137,500
Hydrocodone (for sale) 99,625,000
Hydromorphone 6,250,000
Isomethadone 5
levo-Alphacetylmethadol (LAAM) 4
Levomethorphan 5
Levorphanol 3,375
Lisdexamfetamine 29,750,000
Meperidine 6,250,000
Meperidine Intermediate-A 6
Meperidine Intermediate-B 11
Meperidine Intermediate-C 6
Metazocine 19

10

Vol. | Page 784




Methadone (for sale) 31,875,000
Methadone Intermediate 34,375,000
Methamphetamine 2,061,375

(1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription
product; 750,000 grams for methamphetamine mostly for conversion to a schedule

111 product; and 61,375 grams for methamphetamine (for sale)]

Methylphenidate 83,750,000
Morphine (for conversion) 91,250,000
Morphine (for sale) 62,500,000
Nabilone 18,750
Noroxymorphone (for conversion) 17,500,000
Noroxymorphone (for sale) 1,475,000
Opium (powder) 112,500
Opium (tincture) 687,500
Oripavine 22,750,000
Oxycodone (for conversion) 8,350,000
Oxycodone (for sale) 137,500,000
Oxymorphone (for conversion) 21,875,000
Oxymorphone (for sale) 7,750,000
Pentobarbital 35,000,000
Phenazocine 6
Phencyclidine 19
Phenmetrazine 3
Phenylacetone 9,375,000
Racemethorphan 3
Remifentanil 3,750
Secobarbital 215,003
Sufentanil 6,255
Tapentadol 12,500,000
Thebaine 125,000,000
List I Chemicals
Ephedrine (for conversion) 1,000,000
Ephedrine (for sale) 3,000,000
Phenylpropanolamine (for conversion) 44,800,000
Phenylpropanolamine (for sale) 8,500,000
Pseudoephedrine (for conversion) 7,000
Pseudoephedrine (for sale) 224,500,000

11
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The Deputy 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
remain at zero. Pursuant to 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of
the relevant factors, the Deputy Administrator may adjust the 2015 aggregate production
quotas and assessment of annual needs as necessary.

Comments

In accordance with 21 CFR 1303.11(c) and 1315.11(d), any interested person 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. 21 CFR 1303.11(c) and 1515.11(e). In the
event the Deputy Administrator decides to hold such a hearing, the Deputy Administrator
will publish a notice of the hearing in the Federal Register. After consideration of any
comments or objections, or after a hearing, if one is held, the Deputy Administrator will
issue and publish in the Federal Register a final order establishing the 2015 aggregate
production quota for each basi(‘: class of controlled substance and establishing the
assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine. 21 CFR 1303.11(c) and 1315.11(f).

Dated:

Thomas M. Harrigan,
Deputy Administrator.

12
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Federal Register/ Vol. 79, No. 127 /Wednesday, July 2, 2014 /Notices

INTERNATIQONAL TRADE
COMMISSION

[USITC SE-14-023]
Sunshine Act Meetings

AGENCY HOLBING THE MEETING: United
States International Trade Commission.
TIME AND DATE: July 11, 2014 &t 11 a.m.
PLAGE: Room 101, 500 E Street 5W,,
Washington, DC 20438, Telephone:
(202) 205-2000.

STATUS: Open to the public.

MATTERS TO BE CONS!DERED:

1. Agendas for future meetings: Nona,

2. Minutes.

3. Ratification List.

4, Vote in Inv. Nos. 701-TA-515-521
and 731-TA-1251~1257
(Preliminary](Certain Stee! Nails from
India, Kgrea, Malaysia, Oman, Taiwan,
Turkey, and Vietnam), The Commission
is currently scheduled to camplete end
file its determinations an july 14, 2014;
viaws of the Commission are currently
schaduled ta he completed and filed on
July 21, 2014,

5. Cuistanding action jackets: None.

In accordance with' Commission”
policy, subject mattor listed abovs, not
disposed of at the scheduled meeting,
may he catried over to the agenda of the
following meeting.

By order of the Commiss{on:

" Issued: June 30, 2014.

william R. Bishop,

Supervisory Heorings ond fnformation
Officer,

[FR Doc. 2014-15679 Filed 6-30-14; 4:15 pm]
BILLING CODE 7020-02-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No, DEA-353]

Proposed Aggregate Praduction
Quotas for Schedule | and 1l Controlled
Substances and Assessment of
Annual Needs for the List | Chemicals
Ephedrine, Pseudoephedring, and
Phenylpropanolamine for 2015

AGENCY: Drug Enforcement
Administration, Department of Justice,
ACTION: Notice with request for
commernts,

SUMMARY! The Drug Enforcerment
Adrministration proposes to establish the
2015 aggragata productian quotas for
controlled substances in schedules Iand
Tl of the Controlled Substances Act and
assessment of annual needs for the list

[ chemicals ephedrine,
pseudoephedrine, and
phenylpropanalamine.

DATES: Interesled persons may file
writien romments on this notice in
accordance with 21 CFR 1303.11{c) and
1315.11(d). Electronic commenlts must
he submitted, and written comments
must be postmarked, on or before
August 1, 2014. Commenters should he
aware that the alectranic Federal Dacket
Management System will not accept
comments after midnight Eastern Time
on tha last day of the comment period.

ADDRESSES: To ensure proper handling
of comments, please raference “*Docket
No. DEA=-393" on all electronic and
written correspondence. Tha DEA
encourages that all comments be
submilted electronically through the
Federal eRulamaking Portal which
pravides the ability to type short
comments directly into the commont
field on tha Web page or attach a file for
lengthier comments, Please go to http:
Hwww.regulations.gov and tollow the
anline ingtructions at that site for
submitting comments. Paper comments
that duplicate electronic submissions
are nol necessary. Should you, however,
wish to submit written comments, in
lisu of electranic tomments, they
should he sent via regular or express
mail to: Drug Enforcement
Administration, Attention: DEA Federal
Register Representative/ODW, 8701
Morrissette Drive, Springfield, Virginia
22152,

FOR FURTHER INFORMATION CONTACT:
Erika Gehrmann, Office of Diversion
Contral, Drug Enforcement
Administration, 8701 Marrissette Drive,
Springfield, Virginia 22152, Telephone:
(202) 508-6812.

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments
receivad in response to this docket are
considered pari of the public recard and
will be made available for public
inspection online at hitp://
www.regulations.gov. Such information
includes personal identifying .
information (such as your name,
address, etc.) voluntarily submitted by
the cominenter.

The Freedom of Information Act
(FOIA) applies to all commoents
received. If you want to submit personal
identifying infarmation (such as your
name, address, ele.} as part of your
comment, bul do not want il tn be made
publicly available, you must include the
phrase “PERSONAL IDENTIFYING
INFORMATION" in the first paragraph
of your comment. You must also place
all the persenal identifying information
you do not want made publicly
avallable in the first paragraph of your
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comment and identify what information
you want redacted.

If yau want to submit confidential
business information as part of your
comment, but do not want it to be-made
publicly available, you must include the
phrase “CONFIDENTIAL BUSINESS
INFORMATION? in the first paragraph
of your comment, You must also
prominently identify the confidential
business information te be redacted
within the comment. If a comment has
so much confidential business
infarmation that it cannot he effectively
redacted, all or part of that comment
may not be made publicly available.
Comments containing personal
identifying information or confidential
business information identified as
directed abave will be made publicly
available in redacted form.

An electranic copy of this document
is available at http://
www.regulations.gov for easy reference.
If you wish to personally inspect the
comments and materials received or the
supporting documesitation the DEA
used in preparing the proposed action,

. these materials will be available for

public inspection by appointment. To
arrange a viewing, please see the FOR
FURTHER INFORMATION CONTACT
paragraph above,

Legal Authority

Section 306 af the Controiled
Substances Act (CSA), 21 U.S.C, 826,
requires the Attorney General to
determine the total quantity and
establish aggregate praduction quotas
for each basic class of controlled
substance listed in schedules I and 11
and for the list I chemicals ephedrine,
pseudaephedrine, and
phenylpropanolamine. This
responsibility has been defegated to the
Administeatar of the DEA pursuant 1o
28 CFR 0.100(b). The Administrator, in
turn, has redelegated that authority to
the Deputy Administratar, pursuant to
28 CFR part 0 subpart R, App.

Analysis for Proposed 2015 Aggregate
Praduction Quotas and Assessment of
Annual Needs

The proposed year 2015 aggregate
production quotas and assessment of
annual needs represent those quantities
of schedule T and 1l cantroiled
substances, and the list [ chemicals
ephedrine, pssudosphedrine, and
phenyipropanolamine, to be
manufactured in the United Stales in
2015 to provide for the estimated
medical, scientific, rescarch, and
industrial ngeds of the United States,
lawful export requirements, and the
establishment and maintenance of
reserve stacks. These quotas include
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imparts of ephedrine, pseudoephedrine,
and phenylpropanolamine hut do nat
include imports of controlled
suhslances necessary to provide for the
medical, scientific, or other legitimate
needs of the United States,

In determining the proposed 2018
aggregate production quotas and
assessment of annual needs, the DEA
has taken into account the criteria that
the DEA js required Lo consider in
accordance with 21 1.5,C. 826(a), 21
CFR 1303.11 (aggregate production
quotas for controlled substances), and
21 CFR 1315.11 {assessment of annual
needs for ephedrine, pseudnéphedrine,
and phenylpropanalamine). The DEA
proposes the aggregate production

uotas and assessment of aunual needs
for 2015 by considering: (1) Total net
disposal of the class or chernical by ail
manufacturers and chemical importers
during the current and two preceding
years; (2) trends in the national rate of
net disposal of the class ar chemical; (3)
total actual (or estimated) inventories of
the class or chemical and of all

substances manufaciered-from the class -

or chemicel, and trends in invantory
accumulation; (4} projected demand for
such class or chemical as indicated by
procurement and chemical import
guotas requested in accordance with 21
CFR 1303.12, 1315.32, and 1315 34; and

{5) ather factors affacting the medical,
scientific, research, and industrial needs
in the United States, lawful export
requirements, and reserve stacks, as the
Deputy Administrator finds relevant.
Other factors the DEA considered in
calculating the aggregate production
quotas, but not the assessment of annual
needs, include product development
requirements of both bulk and finished
dosage form manufacturers, and other
pettinent information. In determining
the proposed 2015 assessment of annual
needs, the DEA used the calculation
methodalagy previously described in
the 2010 and 2011 assessmant af annual
needs (72 FR 60294, Nov. 20, 2009, and
75 FR 79407, Dec. 20, 2010, ’
respectively).

The DEA also specifically considered
that inventory allowances granted to
individual manufactorers may not
always result in the availability of
sufficient quantities to maintain an
adequate raserve stock pursuanl to 21
U.5.C. 826(a), as intended. See 21 CFR
1309.24. This would be concerning if a
natural disaster or other unforeseen
event resulted in substantial disroption
to the amount of contralled substances
availabla to provide for legitimate
public need. As such, the DEA proposes
to include in all schedule 11 aggregate:
production quotas, and certain schedula

I aggregate production quotas (gamma-
hydraxybutyric acid and
tetrahydrocannabinals), an additional
25% of the estimated medical,
scientific, and research needs as part of
the amount necessary to ensure the
esteblishment and maintenance of
reserve stocks, The resulting established
aggrepate production quotas will reflect
these included amounts. This action
will not affect the sbility of
manifacturers to maintain inventory
allowances as specified by regulation.
The DEA expects that maintaining this
reserve in certain estahlished aggregate
production quotas will mitigate adverse
public-effects if an unforeseen event
resulted in sbbstantial disruption to the
amount of controlled substances
avallable ta provide for legitimate
public need, as determined by the DEA,
The DEA does not anticipate utilizing
the reserve in the absance of these
circumstances.

The Deputy Administrator, therefore,
proposes to establish the 2015 aggregate
production quotas for the following
schedule 1 and II controlled substances
and assessment of annual needs for the
list I chemicals ephedrine,
psendoephedrine, and
phenylpropanolamine, expressed in
grars of anhydrous acid or base, as
fallows:

Proposed es-
Basic class {ablished 2015

quotas {g)

Schedule |

{1-Pentyl-1H-indol-3-yI)(2,2,3,3etramethyteyclopropyl)metnanong (UR-144) ... rcnnssnt st i s 15
[1-(5-Fluors-pentyl)- 1H-indo!-3-yl](2,2,3,3-letramethyleyclopropyl) methanone (XLR1 1) 15
1-(1.3-Benzodioxc!-5-yl)-2- -(methylamino}butan-1-one (butylone) . 15
1-{1,3-Banzodioxol-§-yl)-2{{malhylaminc)pentan- t-one {pentylona) 15
1-{1-Phenyleyclohaxyl)pyrroliding «......occiniimsasnmsnisssme 10
-(5 Flucropentyl)-3-(1 naphthoyl)mdole {AM2201) : - 45
1-(S-Fluoropentyl)-3-{2-iodobenzaylindola (AMBIA) ...r...ciimrii mseseirs s s s st et b s b b et e e - - 45
1-[1-(2-Thianyljcyctohexyllpipanding ..ot it ; 15
1{2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole {(JWH-200) ...oevieiceeenne. 45
1-8ulyl-3-(1-naphthoyl)indole {(JWH-073) 45
1-Cyclohexytethyl-3-(2- melhoxyphenylacotyl)mdola (SH 18 and RCS- 8] 45
1-Hexyl-3-(1-naphihoyljindola (JWH- 019} ............... 45
1-Methyl-4-phenyl-4-propionoxypiperidine . U y 2
1-Pentyl-3-(1-naphthoyl)indole. (JWH-018 and AME?S)’ . rnt ea et epe e ot e et H AT O£ R0 LTS 1m0 A 1A g A PR ma b AP £ y 45
1-Panlyl-3-(2-chlorephenyiacetylindole (JWH-207) .. 45
1-Pentyl-3-{2-methoxyphenylacetyliindcle (JYWH- 250) 45
1-Pentyl-3-{4-chloro-1-naphihoyl)indote (JWH-398) ..ot it 45
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) ... &5
1-Pentyl-3-[{4-methoxy)-banzoytlindele (SR-19, ACS-) .riiicisians &5
1-Pantyl-3-[1 -(4-methoxynaphthoyli]indole (JWH-0B1) i et e 45
2-(2,5-Oimethoxy-4-n-propylphenyliethanaming {(2C-P) ..o i picciniseisnari senanans 30
2-(2,5-Dimethoxy-4-ethylshenyl)elhanamine (2C-E) 30
2-(2,5-Dimethoxy-4-melhylphenyllethanamine (20-0) ....... 30
2+(2,5-Dimethaxy-4-nilro-phenyljethanamine (2C-Nj .. kd]
2-(2,5-Dimathoxyphenyljethanamine (2G-H) 30
2-(4-Bromo-2,5-dimethoxyphenyl)-N- (z-mathoxybanzyllmhanamrn ( SB NBOMe; 2C- B NBOM& 2 15
2-{4-Chlora-2,S-dimethoxyphanyljethanaming (2C-C) w..coimeiinn 30
2-(4-Chlore-2,5-dimethoxyphenyl)-N-{2- memoxybenzyljethanamina {25C-NBOMe; 26-C- NBOMe, 250 Clmbl 82) 15
2-{4-lpdo-2,5-dimethoxyphenyl)ethanamine (2C-1) .. - 30
2-(4-tndo-2, 5-dimethoxypheanyl}-N- (2-methoxyt:anzyl)alnanamma (25I-NBOMg; 2C-1-NBOMe; 25i; Cimbi-5) .. 11 g

2-{Methylaminio)-1-phenylpentan-1-one (peniodrona) ..
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Proposed es-
: . Basic class fablished 2015
. R quotas (g)

2,5-Dimethoxy-4-ethylamphetamina (DOET) ... 25
2,5-Dimethoxy-4-n-propyilniophensthylaming ... 25
2 5-Dimathoxyamphetamine 25
2:[4-(Ethylthio)-2,5- dlmemoxyphenyllethanamine (2C-T-2) 30
2-[4-(Isoprepylthio)-2 5-d|mamoxyphsnyllathanamme {2¢C- T-4] ....... 30
3,4,5-Trimalhoxyamphelamine . 25
34- Mathyiensdmxyamphetamma (MDA] 55
3 4-Mathylenedioxymethamphetamine (MDMA} .......... 50
3,4-Methylanadioxy-N-ethylamphatamina (MDEA) .. 40
3.4-Mathylenadioxy-N-methylcathinone (malhylone] 50,
3 .4-Methylenadioxypyrovalarona (MDPV) ...cnnene s i 35
3-Fluora-N-mathylcathinone (3-FMC) -~ 15
3-Mathylfentanyl . A A ded e bbb R SRR SRR e R 2
3-Meathyllthiofentany! ... 2
4-Bromo-2 S-dlmethoxyamphetamme {DOB) e “ 25
4-Bromo-2,5-dimethaxyphenathyl2ming (25CB) ..o et ettt vt st b bt e 8 25
4.Fluaro-N-methylcathingne (4-FMC) oo, 18
4-Mathoxyamphetamine ......... 100
4-Methyl-2,5-dimethoxyamphetamine (DOM) ... 25
A MERYIAMINOTEX 1 11svenrmcassarssnninsssessuioonnersesstisset brs ot nos s daas 100240 b LA 4341444 b LT 1028 40 H 1P TS0 R s 25
4-Methyl-N-athylcathinone (4-MEC) 15
4-Methyl-N-methyleathinone {mephedrone) 45
4-Methyl-alpha-pyrolidinopropiophenons {4-MePFP} 15
§:11,1-Dimethylheptyl)-2-{{1R,35)-3-hydroxycyclohexyl]-phenol . €8
. 5-[1,1-Dimelhylocty)-2-({1R,38)-3-hydraxycyclohexyl}-phenal (cannabmyclohaxanol or CP-47,497 C8- hm-nolog) 53
5-Mathoxy-3.4-methylenadi oxyamphatamma 25
§-Methoxy-N,N-diisopropyltryplamine ... 25
S-Mathoxy-N,N-dimelhyltryptamine . 25
Acetyl-alpha-mathyifentanyl . 2
Acetyldihydrocodeine R 2
ACBYIMENATOl Lo ss i e st s e s b i i 2
Allylprodine 2
Alphacetylmathadol 2
AlPNA-ERYHIYDIAIMING oiresirseertisssssomeinaaissnmsnrsses ors s et ss s sdaeor 4R png st s b bbb AR LY TR S 25
Alphamepradine | 2
Alphamethado! 2
alpha-Methyilentanyl 2
alpha-Methylihiofentanyl .... 2
alpha-Methyltryptamine (AMT) 25
alpha-Pyreolidinobutiophenone (a-PBP) 15
alpha-Pyrolidinepenticphencne (u—PVP] 15
Aminorex’ 25
Benzylmorphina 2
Betacatyimethadol .......... : 2
bela-Hydroxy-3methylfentanyl ... AL i e A A e R R P PR AR AR Y 2
bata-Hydroxyfantany! 2
Betamepradine 2
Betamethado! 4
Betaproding ...z 2
BUEOIOTHIEE 1 oeeecisceeasor e scems camrasss bt as sevas s b msmnranamans V2441042 om s 10483 0000 b P42 SE S Do bty Hae e 3
CAEMITIOME veuvsnssarssssssrasinssmemeserasssssssismses stsssmenates sebes b L8RP ALsmas 4109828 1os o0 s e 4448 4o s bin L it B A4 L7580 P71 PRS BT 122 M AT BE 520 1b1 P41 0 AT ERS S0 0e 70
Codeire memylbromnde 5
Codeing-N-0x1de ..o 200
Dasamorphing .. ccennissrisis vaaes 5
Diethyllryptarine ..., 25
Difanoxin 50
DINYAIOMOIPHINIE ...\ eceecerecseencantrsssmmssss sesmmsasmsts b brasaryass i sue st st shsen st K A0 4 A4 A4 AR P88 SEE TR S et s e s 3,950,000
Dimethyllryptamine R 35
Diplpanane .. g
Fanelhyling ... etk eeepeSaeatesoes o eee e un st ees e s e bk A4S AR LR e R AR AR e RA bbbt SR e 5
gamma- Hydmxybulync acld .................................................................... 70,250,000
Harain . 25
FHYOIOIMIOIPIINOI ..oocrvmerrersscsiasrasarsssss sesrsersssssesest ek s 1ot o6 4 E84 270 7m 48714+ 28147117 140 AL A0 RS 120 Lm0 2
Hydroxypethidine 2
Ibogaine 5
Lysergic acid diethylamide (LSD} ....... a5
MAGUANZA cuvovriissinssistrarsisrssnsssesnessnt lomesseansbesapsn snmssisnsdd Fhsnasmbb 8 RAVESE SRS S s £ sms 1AnaE 21,000
IIOECRIIME 11mearsiereersemserensesmtetesassssmtebas argosas s meb b4 44 b 640 EE PSR4 5400490 110 70505 mA ST EE A2 ms V4R 141 B F 5 £ 1 LIRS0 L p L4020 b 4 S A kb4 414 B L AR IS0 e 25
Methagqualane 10
MOBINCAThINONE .iivins sesrmrarmsessmenisanssssnasanranass se 25
Melhyldasarphine 5
, Methyldinydromorphine 2
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Propased as-
- Basic class taklished 2016
quolas {g}
Morphinéd methylbromide ........... 5
Merphing MEthYISUTONALE .....c.coeccee i s sssis s s s asss e e e ase s 5
Marphing-M-0Xide ... mimmmons 350
N-(1-Adamantyl)-1-penty indazole- 3-cartoxanide (AKB48) 15
N-{1-Amino-3,3-dimelhyl- 1-oxobutan-2-yl)-1-penlyl-1H- indazole-3-carboxamida {ADB-PINACA) .. 15
N-{1-Amino-3-methyl-1-oxobutan-2- yl} -1-{4-fluprobanzyl}-1H-inda zote-3-carboxamide (AB FUBINACA) 15
N.N-Dimelhylamphetamine .. - 25
MNaphihylpyrovalerone (naphyrone) 15
N-Benzylpiperazine ... 25
N-Elhyl- 1-phenylcyclohexylam|ne 5
N-Etylamphelaming ... i eneaenben s e e e e 8 s bt LSRR AR S RSP PR PR E e 24
N-Hydroxy-a, 4-melhylanedooxyamphetamlna : 24
NOTACYIMBINBOOL 1ruivvaviemresresemessrersss bas 1 1o testab seayeresen saebs eaess seon e eeda 20 e A LR R ek S LA A LML 0014 IS8 s LT TR P 2
Norlevorphanol ........eiessneerions 52
Normathadeone ... 2
Nomaorphine ... 18
PREMOMOMPNGN 1v.evemsrsrarseressscanrssraes esrtes 1181+ shest 44108 E32mm o251 19540 14106686451 1o L0m 4440 LS4 BAL S 4L A4 401 1R ELETFET LA 400104 S0h LTS r SIS TSRS 1R 2o s 2
Pslloaybin a0
PSIOCYI 11vierrrnrecesanansnseerutesmt e am 48410 b rkd F404 4S04 LTRSS ARS8 0604 H 4292708 7404 KT PO AL LARRA AT L8 L SN R bR 00 30
Quinclin- a-yl 1 (5 ﬂuoropentyl} 1H mdo!e-s carboxylate (§- ﬂunro PB 22, 5F F'B 22) 15
Quinolin-8-y! 1-pentyl- 1I-i indole- B{arboxylate (FB-22: QUPIC) .. JPTTTIRIN 15
TOUENPArOCANNADINOIS ...tites o ieirisniisresbr mrasessash s e 20s s 140 P IE L0344 PR PR AR PP S AR5 4IRS 1 et TSRS 00 b s 497,500
Thicfentany! ...... 2
THIGHIIE o etovscurrrenrmeosarenesesns seesmessamas sbms asns basse sisanraassreasssseasrassnsesos nsbd <80i LE4PRLEE o1 mtsos neHp 5 unwmsnsof be 404 B w00 L4448 L4448 Hh 4440 14 R BE SE SRR R se T s 10
TrMEPBATING «ocreeesvecrecrrice e e s rms s e 2
Schedule (I " .

1-Phenylcyclohexylamine .. 5
1-Piperidinocyciohexanecarbonitrile ... 5
4-Aniling-N-phenethyl-d-piperiding (ANPP) oo s et e e eaB e SR oo 2,687,500
AUBOTANIT viins i sriesnsesiseereeaeras res s s srams bbb e b 10w 17,628
Alphaprading ...... 3
Amabarbital ... e 25,125
Amphetarmine (for canvarslion) 21,875,000
‘Amphﬂtamina tfor- sa!a) 37,500,000
Carfentanil .. 12
Cocaing ., 240,000
Codsing [for oonvarsmn} 50,000,000
Codaina {far sata) 46,125,000
Dextropropaxypheng 19
Dihydrocodaine .. 101,375
Diphenoxylate . 1,837,500
Ecgoning ..seresines 174,375
Eihylmorphine 3
Fenlany! 2,108,750
[0 [117- 1311 1= - R —— 3
Hydrosodone (for conversion) .. . 137,500
Hydrocodona (far sale) ... e e 99,625,000
Hydromarphone ... 6,250,000
isomethadene ........ 5
levo-Alphacetylmathadol (LAAM) 4
Levomethorphan 5
‘Levarphanol .. 3,375
Lisdexamfetamine 29,750,000
Maperidina 6,250,000
Meaperidine Intermediate-A .......... 6
Mapseridine Inlermediate-8 ... 1
Maperidine Intarmadiata-C ]
Metazecing 19
Methadona (for salg) ......... 31,875,000
Methadons Intermediate 34,375,000
Methamphotamine .. 2,061,375

11,260,000 grams of lavo-desoxyaphedrine for use in a non-controlied, non-presesiption praduct; 750,000 grams for methamphetamine mostly lor

conversion to a schadule |l product; and 61,375 grams lor mathamphata.mma {for sale)].

Methylphenidate
Morphina (for conversion)
Marphine {for sala) ......
Nabikine .
‘Noroxymorphone {for convarsion) ..
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83,750,000
1,250,000
62,500,000

18,750
17,500,000
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Proposed es-
Basic class tahlished 2015

quiatas’(g)
MNoroaymotphona (for sal8) ... SN O P O P O O P P PN IO P TP I 1,475,000
Cplum (powder] ..., 112,500
Cplum {linclura) . 667,500
Oripavine 22,750,000
Oxycodene (for conversicn) e 8,350,000
Oxycodane (for sale) i 137,500,000
Oxymorphona {for Conversion) ... 21,875,000
Orxymorphone {for sale) . 7,750,000
PEREOBADIAL |..oovercrmerimsresesrsnans sannnsavominsassrastss iaans 45,000,000
Phenazocine 6
PROBEYOIAING 1.evivssrmesvesressrissssirss im0 0082 e ot £ 48R L s LA LTI S s it e 19
Phenmatrazine .. . 3
Phenylacatone ... 9,375,000
Racemethorphan .. 3
FLEMHBNEANI Lvriverescensisaiirarssrasss raems ssrediansesanonseas sesas shesepanss pases 13ssdabbambas 4sheases omssbhebddom b L4L 44 4N e 44404 4TS EIE AP PR T A F e s a8 - 3,750
Sacobarbital ... aeeseneee e 215,002
Sufentanil ..... 6,255
Tapentadd ... 12,500,000
Thebaing ... 126,000,C00
List | Chemlcals

Ephedring [far conversion] ........ 1,000,000
Ephedrina ({far sale) 3,000,000
Phanylpropanolamine (for conversion] .. 44,800,000
Phanylpropanolaming {{or 5218} .. ieserss s s e 8,500,000
Pseudoephédrine (far conversion) -....... 7,000
Pseudoephadrine (far sale) ............. ere e 4R £ Sa e nm e £ 84AEE LR E s 2 n 24 LT ARABY S8 RS 48 SRR nmr san AN 1400 224,500,000

The Deputy Administrator further
proposes thal aggregale production
quotas far all other schedule Iand I
conlrolled substances included in 21
CFR 1308.1t and 1308.12 remain at
zero, Pursuant to 21 CFR 1303.13 and 21
CFR 1315.13, upon consideration of the
relevant factors, the Deputy
Administrator may adjust the 2015
aggregate production quotas and
assessment of annual needs as
Tecessary.

Comments

In accordance with 21 CFR 1303.11(c)
and 1315.11(d), any interested person
may submit wrilten 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. 21 CFR 1303.11(c] and
1515.11(g). In the event the Deputy
Administeator decides to hold such a
hearing, the Deputy Administratar will
publish & natice of the hearing in the .
Federal Repister, After consideration of
any commants or objections, or after a
hearing, if one is held, the Deputy,
Administrator will issue and publish in
the Federal Register a final arder
astablishing the 2015 aggregate
production quota for each basic class of
controlled substance and establishing
the assessment of annual needs for the
list T chemicals ephedring,

pseudoephedrine, and
phenylpropanolamine. 21 CFR
1303.11(c) and 1315.11({f).

Dated: June 268, 2014.
‘Thomas M. Harrigan,
Deputy Administralor.
IFR Doc. 2014=15549 Filed 7-1-14; 8:45 am|
BILLING CODE 4410-0$-P -

OFFICE OF MANAGEMENT AND
BUDGET

Draft 2014 Repart ta Congress on the
Benefits and Costs of Federal
Regulations and Unfunded Mandates
on State, Local, and Tribal Entities

AGENCY: Exccutive Office of the

" President, Office of Management and

Budget.

AGTION: Natice of availabilily and
request for comments.

‘o

suMMaRry: The Office of Management
and Budpget (OMB) requests comments
on.its Draft 2014 Repnrt to Cangress on
the Benefits and Costs of Federal
Regulations, available at: http://
www,whitehouse.gov/omb/inforeg_
regpol_reporis_congress/. The Drait
Report is divided into two parts, Part [
contains two chapters. Chapter I
examines the benefits and costs of major
Federal regulaticns issued in fiscal year
2013 and summarizes the benefits and
costs af major regulations issued

Vol. | Page 791

between Octaber 2003 and September
2013, It also discusses regulatary
impacts on State, local, and tribal
governments, small business, wages,
and economic growth, Chapter Il offers
recommendations for regulatory reform,
Part Il summarizes agency compliance
with the Unfunded Mandates Reform
Act.

OMB requests that comments be
submitted slactronically ta OMB by
September 2, 2014 through
wivw.regulations.gov.

DATES: To ensure consideralion of
comments as OMB prepares this Draht
Report for submission to Gongress,
comments must be in writing and
received by September 2, 2014,
ADDRESSES: Submit comments by one of
the following methods! )

» wwiw.regulations.gov: Direct
comments to Docket ID OMB--2014-
oan2

= Fax:[202) 1957285 .

« Mail: Office of Information and
Repulatory Affairs, Office of
Management and Budget, Atin: Mabel
Echals, NEOB, Room 10202, 725 17th
Street NW., Washington, DC 20503. To
ensure that your comments are received,
we recommend that comments on this
draft repart be electronically submitted.

All comments and recammendations
submitted in respanse to this notice will
bie made available to the public,
including by posting them on OMB's
Web site. For this reason, please do not
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Daue Comunany Cn V] Amount Response Propowed ARG | Falalilished AP {Chanape
250-NBOMe (b)(4) |_increass APO 3 _APOQ sufficient 15 4 -
23C-NBOMe N AP 3 _APQ sufficient [k .
25L-NBOMe |_increass APC [ AFQ su(figient E 15 -

k% 2.% incpase ARD [ APQ suffacient b 5 =

4-FMC - ingrease AP 5 APQ sufficient 5 _

- . A4-M | increase APO 5 APQ sufficient 5 18 -
4.MecPPP increatc APO 5 APO rufficien F g -

__5.Fluore-PH-3} | increas= AP i APO sulficicnt 5 : -

AR-FLURMNACA | increase APO 5 APQ pofficiem - 5 1S : -

ADD-PINACA inceasc AP 5 —APD suffigiem 3 F =

alphs-PBP | increase APD 3 APD suficient E S =

alpha PVP | increass APO L1 AFD suflieienl : 5 -

- amphetamine (far zale) |_incroase AP | APQ sufficient 30,000,000 -

ANEP incase ALY 1120000 APQ) sfficient - 2,150,000 3,150 000 ,

bunylone jmcrease AV 5 APO suificient 15 . 15. = y/
codeine (for saley [increase APO 25,501,000] _justified, increase APQ) 36,500,000 39,600,600 0.
: dihydmegdeine [ igciease APOH | goaaol - justificd. increass AP g[.]00 81,100 100,000 | "
- diphenoxyate [ increses APO | : APO sufficient 1.0T0,000 070,000 -
- fentam] increase APCY mooc[ justified, jncrgase APCY 1,687.000 | 720,600 33000 | v
drocadone (fat sale | increase APO 32302, APO sufficient 79,700,000 29,700,000 -
hydiomommhoas i Justfied, ingrease 506,600 5,600,660 00000~
levamhanol increase APQ) _5 justified, inerease AP 2100 5700 3. e
marihuans [Cincrease APOY | - justified, increase APQ 71000 123600 - 164,000 | -
P morphine (for conversion) | increase APO ) APQ sufficient . 73,000,000 1,000,000 .
rachyrone | increase AP 5 APQ suflicient 13 18] s -
 _ onipavipe incroase APQ £ 231000 Tustified, inorease APQ 13700000 28,000,000 9800000 ] L
oxyondone (far conversion) increase APO) 3 000,000 APO syfficient 6,680,000 6 680,004 -
. pxymopphons (for canyersian) | incresise APDY | jugtified increase APQ -~ 17,500,000 22,200.000 700,000 |
j - oxvmorphore ({57 sale) . i 1.600.000 APQ suflicient [ L0 £, 200000 -

PR-22 jrcreace APO 5 APQ sullicignt F16 15 =
rentedrane | increacs APD APQ nyffictent - 5 15 -
pentvlane | ircrense APO % ) AT suffitient 5 13 -

Numbrer of repisteants/ 5
MNumber of drups ¢ a1 a3
| CAFA Chemical 1 C [ ¢ ] A t Hesponse \ Py A AAN.| Eatahlivh AAN l - Chanee l
[ I I 1 | I :
Namber of eepl fentith o
Number of List 1 chemical o
Additione] Drupg Considerations:
Dirus B . Prannswed APO | FEsioblched APO Chaneg
Aferaml i hstifted ba i i 14,100 a6
_cocaine inerease instified basedan increosed demand 192,000 220,000 28 090] v
codcing-noside increase ustified hased on rewistrnt aoplications : 200 0 v
Additional Chemical Conslderations:
Dirus B B A AAN] Feotabliched AAN |
chedsine {fot saie] reviewed ficel AAN for 2011-2014, ave gLAAN 3.000.000F 4,000 900 ﬁ:\l‘ 900,000 v/
_ ] -



s July 31, 2014 )
Actmg Deputy Admmlstmtm o T

Dlug Enforcement Admlmstt'atlon : ‘ | S
Washmgton,DC 20537, | BT

(b)(4)

: Attn Dl:A I‘edelal RengtCI Remescntatzvc [Docket No. DEA 393]

This letter constitutes [b)(4) [comments on the Proposed Initial Aggregate
Production Quotas for 2015, as published in Federal Register on July 2, FR Vol. 79, No.
127, pages 37772-37776. In light of the fact (hathas no knowledge of cither

the amounts of any available aggrepate quotas or the planned allocation of any aggregate,

[P kequests that DEA make any adjustments to the aggregate quotas sufficient to

satisfy its requests for increased manufacturing quotas, which are outlined below. Because
this comnent contains confidential business information on its manufacturing quota needs,
we also request that DEA treal this entire document as confidential.

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

8333 4-Anilino-N-phenethyl-4-peperidine (ANPP)

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

1,320,000 grams AA of 4-Anilino-N-phenethyl-4-peperidine manufacturing quota for
2015.

9120 Dihydrocodeine

M1 equests that the initial aggregate be sufficient to include its request for
180,000 grams AA of Dihydrocodeine manufacturing quota for 2015,

9170 Dlphcnoxylatc

vequests that the initial aggregate be sufficient to include its request for
740 000 grams AA of Diphenoxylate manufacturing quota for 2015.

Contains Confidential and Proprietary Information
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b)(4)

RE: 2015 Revised Initial Aggregate Quota Requests for [P)4).(0)7N)E)
9801 Fentanyl ‘

P& Jequests that the initial aggregate be sufficient to include its request for
940,000 prams AA of Fentanyl manufacturing quota for 2015,

9220 Levorphanol

(D)(4) requests that the initial aggregale be sufficient to include its request for 5,600
grams AA of L.evorphanol manufacturing quota for 2015,

9143 Oxycodonc (for conversion)

b)(4) requests that the initial aggrepate be sufficient to include its request for
3,000,000 grams AA of Oxycodone (for conversion) manufacturing quota tor 2015,

9652 Oxymorphone (for sale)

(@) frequests that the initial aggregale be sufficient to include its request for
1,600,000 grams AA of Oxymorphone (for sale) manufacturing quota for 20135.

All other quota requests remain unchanged from [P)4) loriginal
request.

Sincerely,

b)(8)

Supervisor, Cantrolled Substance Compliance

6)6) |

B)@).0)6) ' |

Contains Confidential and Proprietary Information
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b)(4)

July 30, 2014

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODW
8701 Morrissette Drive,

Springfield, Virginia 22152

RE: Docket No, DEA-393

@ " Comment to Federal Register Volume 79, Number 127 (Wednesday, July 2, 2014) -
Notices Pages 37772-37776 FR Dac No: 2014-15549

Dear DEA Federal Register Representative:

’ [o)4) | herewith comment to a portion of the
L_ above referenced Federal Register proposal, Specifically, (©)4) believes that Proposed 2015
Aggregate Production Quotas for Schedule I and Il Controlled Substances and Assessment of
Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine

for the listed drug codes below may not be adequate for the medical, scientific, research and
industrial needs of the United States.

Drug Drug Code
"Codeine (%) 9050
Morphine for Conversion 9300
Oxymorphone for Conversion 9652
Hydrocodone (-{<) 9193
Oripavine 9330
Hydromorphone 9150
_Recards .
(b)(6)

Director, Controlled Substance Compliance

-
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Amphetamine {D,L)

IMS Data 2c’f)2014 (est)

12.73%

-0.10%

1 £l

7.80%

9,703.48 10,938.98 10,928.32 11,781.22
Amphetamine (D) | 10,594.66| 11,725.36 10.67%| 11,597.18 -1.09%| 12,428.08 7.16%
Cocaine 48.53 - 44.03 -9.28% 39.63 -9.99% - 37.76 -4.73%
Codeine 26,170.71| 22,758.421 -13.04%{21,717.57 -4.57%| 20,712.17 -4.63%
Dihydrocodeine 107.21 75.02| -30.03% 36.22 -51.72% 4.33 -88.04%
Diphenoxylate 462.60 413.01| -10.72%| 406.21 -1.65% 387.76 -4.54%
Dronabinol 110.82 106.13 -4,24% 110.93 4.52% 115.72 4.32%
Ephedrine - 1,635.52] 1,973.12 28.50%) 2,083.35 5.59%| 2,175.64 4.43%
Fentanyl 539.85 575.08 6.53% 548.24 -4.67% 536.96 -2.06%
Hydrocodone 64,934.12| 63,178.66 -2.70%| 61,628.67 -2,45%| 59,076.69 -4.14%
Hydromorphone 1,675.27| 1,912.79 14.18%| 1,926.37 0.71%] 1,828.21] -5.10%
Levorphanol 0.32 1.64| 378.02% 2.33 51.13% - 2.61 11.65%
Lisdexamfetamine | 12,336.18| 14,001.30 13.50%] 13,653.66 -2.48%| 14,195.78 3.97%
Meperidine 2,303.07| 1,885.75] -18.12%| 1,537.43 -18.47%| 1,296.65 -15.66%
Methadone 7.639.42| 6,776.37| -11.30%| 5,804.95 -14.34%| 5,358.57 -7.69%
Methamphetamine 13.86 14.40 3.87% 13.09 -9.11% 12.33 -5.82%
Methylphenidate 19,212.63] 19,534.89 1.68%} 17,949.19 -8.12%| 17,989.12 0.22%
Morphine 30,435.83| 28,705.57 -5.68%| 26,267.70 -8.49%| 25,007.07 -4.80%
Nalbuphine 61.42 63.63 3.60% 42.05 -33.92% 39.10| -7.01%
Naloxone 391.27 430.32 9.98% 478,98 11.31% 502.16 4.34%
Naltrexone - - 4.56 0.00] -99.98% 0.00]: -100.00% 0.00 0.00%
Opium 84.96 81.02 -4.63% 77 .44} -4.43% 76.79 -0.84%
Oxycodone 70,885.82| 66,;703:74 -5.90%| 60,313.66 -9.68% 58,971.27 ~2.23%
Oxymorphone 2,655.74| 1,958.25( -26.26%| 1,865.59 -4.73%| 1,936.85 3.82%
Pentazocine 839.71 698.43] -16.82%| 563.20 ~19.36% 412.71 -26.72%
Pentobarbital 79.12 46.62( -41.07%| 72425 -47.99% 22.90 -5.55%
Pseudoephedrine 104,476.73| 93,933.95| -10.09%]93,208.94 -0.77%| 92,381.64 -0.89%
Remifentanil 1.05 1.11 5.83% 1.16 5.10% 1.21 4.14%
Secobarbital 20.78 15.67| -24.59% 11.98 -23.55% 11,26 -6.01%
Sufentanil 0.05 0.06 -2.53% 0.05 -7.93%| 0.04 -11.50%

*Estimates based on Jan-Jun 2014 Data
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Basic Classy;
Total PQ Rag.
Company DEA Mum
b)(4);()(7)E)
MQ Tolals:
2014 Final Initis] APG; 2,450,000.000
2044 Final Revived APQ: Q.00

FOA Ext: (2014 Initial APQ " 1 « FDA Extp: 2,182 250.000
INS Eak; {2014 InMaf APQ * 1+ IMS Ext]: 2,105, 110.000

APQ sulfigiant, fie 2 djustmet requined

2015 InTtlal APCE" L) .
FOA Em: ms

326,100,000
IMS Bxt -0
{used fanizmd %)
2015 Requasied HQ 2014 Revived MG 2013 Sakes 2013 OEA MQ Sales % of 2013 Salen Share of 2015 Total PO 2013 nweatary 2014 Projected Exporta 2014 Projacted S4lax 2014 Projected Invertary  Adi Avail Cake MG
1.320,000.000 1.040,000.000 F77 862 000 T11.B16.540 1.000 426,093 77 210,831,000 0.000 1,20%,129.000 520,039,000 S32E1Z3.250 $38,17A.3250
13,500,000 6 560,000 0.000 I AT6.540 0.000 0.000 0,000 0.008 9.000.000 4,105,200 4,920.000 4,620.000
1333500000 1,046,560.000 ' $43.063.250

4 ANILINO-N-PHENETHYL-4-PIPER .
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Basc Claaa;

2015 Inltial AP We

Total PQ Requ. 104,000 FDA Eat:
LES T
Company DEA Num 2095 Requaniad MG 2014 Revised MO 2013 Sales 2013 CEA MQ Sales % of 2013 Sakes  Share of 2015 Telal PQ 21| ¥ 2014 F
(D)(4).(b)7)NE) 2 000 2.000 £.000 5,838,000 D000 0.000 6,000
14,103.000 14080000 5835000 5,834,000 1.000 104 000 G937.000
MQ Totals: 14,102.000 14,052 000
2014 Final Inktis{ APQ: 14, 100,000
2014 Final Ravisad APG: 000
FDA Ent: [2014 lalnt APQ " 1 « FDA Ext): 14,100,000
WS Ext: (2014 tailal APQ* 1 + IMEEn); 14, 100.000
7015 Enlablish APG: 14,200.000
2016 Establish APQ with 25% buffer: 17,150.000
ALFENTANIL

Vol.| Page 798

d Exp 2014 Prof d Salaa 2814 Projected nvantory  Ad] Avall Cale Mo

0.000 0.500 1.500 1.500 1.500
0.00G 12,760 000 8,936,000 17,262,780  B.361.000
9,162,500



Dank: Class:

Total PO Raquear. P 20734235340

Compary DEA Num 2015 Raqueatsd WO

b)) (B)(T)E 5000

(0)(4);()T)E) e

E28.000 D00

206,000 (0

11,808 0d0 000

25,501,000 506

1,000,606

4,938,000.000

WO Totala: 43,181,1035.000
74 Finat niviad APO: 36.900,000,000
2014 Firit Revised APQ: 0.400

FD Est: 201 ktla] APGQ “ 1+ FDA Eati: 35,424 000000
NS Cat (2014 bnitiz| APD " 1+ MAS Ect): 35,202 600 000

201 Progased initlal APQ: 35,900,000.900
114 Eatublished APQ: 19,600,000.500
Extablizturd APD wf 15% butler: 44,500,000 50b

ngals %und ELL "8 d aapert il

2014 Pevized MO
5 oG

100 000

0.000

140,000 000
13,145613.000
1720 565.000
1000 08
2,554,914 000

33.081,157.000

2015 Inltia) APQ Workzhenots

2013 Sales  2ICEA MO Sakas % of 013 Skt

ogon
1019

0]
106,687,000
12022444 000
13,170,419.600
1.3

TLE 000

011118528
Fo T AR R ]
26.841.178.528
B01.17850
€001, 17850
204,178508
26.018,470.524
HWO1,178 50

Vol. |

2,000
.00
B.ood
L2 ]
0462
£.506
0 Dod
og2r

Share of 2015 Tolal FO
.00

1,744

4 o

e 12T

13 200,051 577

14 546,200,350

1.464

THE. 141 088

CODEINE (FOR SALE)

Page 799

FOA Est:
M3 Eail:

R ]

MV ipwentory 2014 Projected Enparts

+.300

43892

a.500
436,297,000
5,471.263.000
5127 200,000
00k

0,000

0000
0000
0.000
Q.000
150,720 Doty
D000
0.000
0000

5.000

265.000

558 574 &Ixd
296 L0 Odny
10,301,400 400
15,164, 000.000
1,004 600
1470000000

2014 Projecied Sakt 2014 Frojected tnvertody  Adj Availl Ca

1.000 L A1-4]
o409 wrgz
0000 9,000

23350000 451207750
5592152000 13,132 672000
2921000000 15 765 509 750

“ 1,004 750,000

IR 000 1,006.104.500

Cax Ushng CFR 60%
nremt [T
0354 5500
91458 100,000

SR ATD.0N E58.670.008
124, 104 841 296 000000
12524442331 11,090,000 000
90036698 10,303 026 558
51631 1.8000.000
254440027 3544 4908037

34503 292558
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APPLICATION FOR INDIVIDUAL KANUFACTURING QUOTA

equeat ID.[120268 Pata Submitted | 31-JUL-1%
ame of Banic Class or List 1 Chemical fonlv 1 oax DEA-1831
lschadule/List Mumber 0
rug _Coda 9050-B
(b)(4) Quota Yoar 2015
InFA Regletration Numbed(D)(4)(b)7T)E)
b)(6) [ ax. Ko (0)(6)
Emajl Address [hi4)(hi(R) ] Phone Ho,

HaTE: MAll Qumntitlies azrae Lo he Rz'nxeu-d. in Grams of Anhydecus Acid, Base, or Alkmloidingt aw Salta).

Quatas Praviausly Iasced by DEA
justa History 2012 2014 2015 Cuote Requeated
15, 730,716.0 17,231,565.0 4.0 2%.501,000.0
Production Dats ind Preceding Year Lat Proceding Year Eacimace for Fetinate for Year
Currenc Year Requasted
Inventory as af Dec 11 55 G TR
a.Bulk Controlled Subacance/Lisc 1 Chemical. 4';27'233'3 :'2 8'923’000'0 . . 0‘0
b.In-Procead Material. ... vvueriariarnanivaren o.d o0 o0 0.0
¢. Contained In FINISHED Dogage FOIMS........- 5,127, B00. 0 .0 B,523,000.0 B.523,000,0
i 1 3 H
Pispos :lo?{Salelthillzacioﬂ 195585150 e 19,166, 0000 19167, 9000
a.Domegkic. ... . i e Perearaan s 2,310,220, 0 6. d 5.0 0.4
D ERPOFLE. Luovaseinin e sreesearas 13,178, 835.0 .4 19,168,000.0) 19.168,000.0
Poequisition/Produccion
0.d 0.0 25,501, 00d. 26,501,000,
. ie 8 eeer e T r At Ea i aan *
a.fomestic Sources 0.d - 35,501,000.0 35,501,000,
Ef the Purpose is to Manufaccure Another Substance(al, Purniah the Following Information:
[ flana of Kew Suhatance [ orug Amocunt Taad o tw Purpome % Yiald
1012 2013 2015
Froduct Davelopment Dosaga Torm I Atrength I Palba/batch I # of Hatches [ Batch Purposs l Eat, Qusntity [za\'., Completian Tima
Tranpfor Regletrant I Explanntisn of Trenafar
Date of Destzucticn | Explanation
Packaging Product Hama gerengtch T Unlito/Pxg ¥ of Fkya ] mirposs 1 Total Quanclcy

Remarka

Production loas eatimated ac 2,291,000 grams
Referencel 119691

Coogrear Nk ac

1,000 grama to suppart reference standard business Replacea Applicaticn

201 pupolks = 1174
Zo I e:S.’r_ ey = LDOO
1T O\S ek ol =199%
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Tranal L0 T4
2014 Quots Grant Commend
CPS-ACA 250
T Logome 107 Sale |
Initiad gremn 17.231.565
1Godeins Far Sale (rmﬂ{b]{ﬂf]hm 1971 kgB
Tﬂﬁl{b){4) ICodmu Thoipkaic Inventony | With Carrent
Calgulari Quala
2013 Ending Inventan: 2521
Tian wleabic maena 1
201} Available End nv. IS0
1014 AFT Quota a9n
2014 Dispusiinns
Salcs Tt |
Processiag Losses 591,
2U14 Emding Invendary 1,135
Caarvenied 1o % Yenread £9.9%
- kpy, base
2013 Dispositiony 1,180
2014 Est. Dispositiont 4,755
Average 3,567
50%% Inveniery Allewince 1,304
ACTUAL YEAR TO DATE {JUNE.WI 1014) ESTIMATE UN
Ket output| Loss by [Input vo| Output [Lass by
Drezeripti Inpot 1o Siep | Provess Yield| ofutep | otep | Step |ofSlen| step
TPS-ALA to Codeine fat Sa'c 1375 L5345 Tuspi' 1436
Cedeine for Sale . i
Codeine(& CPS) to Cadeire Phasphetr iiit A8 5% 1o79 | am ) 1EE3 | 343F | 348
Codeing Phosphats: Fimished - $9.5% : [] #3517 [ 450 ) M
Tolal L it 0t
Wiih Cuerent |
1014 CPS-Codime 1 ¥ Calelnti Quata
2013 Ending baventan 1867
Non mjesblo marenal
201} Available End. Inv. 1 K57
2014 AP [EM.\ 6130
2014 Disposigoas:
Converted to ACA for Fale 3910
2014 Eading loventery 2247
Coaveed to Yﬂtnd 37.9%
| T bt |
201 3 Cizposibons 541
1014 Ext. Dispasai kY]
Avy 913
1% lavemtory Allowsnre il
(b)(4) ‘snfidental

Vol. |

Codeine from T wquirements
2015 Quata Apr-15 | Aug-15 Delia Comment
CPS-ACA 7300 | 15009 | 1509
Tutad Cadewne for Sale:
Codeine For Salc 5.0 11,040 5,303 25 500 kpB
101 b){4) ‘odeint Fhaspbate Inventery
Calewlati
1014 Ending Inventory 2,13
Noo caleable malenial 0]
1014 Avsilable End, Inv. 2115
1015 AP Quaia 11,004
2015 Dupositions;
Sales 799
: Praczesing Losees {L#16
1915 Ending Imveatary A6
Lonverted o % Yerrend &0 7%,
l kpo baar
4 751
59 ]
37
$0% Inyentary Allowance i
LS Queda Cale 1
Impet Lo | Frucens |[Netsatpod
| Deseniption Step Yidd of mep [Loxs by sty
CE5-ACA o Codrne for Salc 130754 34.1% 11000
Codeine for Sale .
Codeina(fr CPS) to Codzine Phusphate 11090 | ZE5% .M £1.1rdl)
Codeine Phorphate Finished Y| A% 9514 1141 -_—
Total] (530 fay 'X-Zq \ 3= L1
1015 CPS-Codrise |avimiory Caleslsvions
2014 Ending Trueatocy 2247 -
Non taleable malerial [ V2T e
2014 Avaduble End. lnv. 2247 -
015 AP Quats 15000
2015 i a8 BT ~
Converted to ACA for Salc 13076
__lolﬁndi" Taventory 4,171
Converted to ¥ Yesicnd 41.5%
kgt hase
XL
13078
_ 94N
2,841
2015 Forecast .
3
Tedal, kg a5
Cuvtomer DEAK S54lt  jTotul keB)|
b)(4) EXPORT| £900 5910
EXPORT| 2404 1 AED
EXPORT| 600 i o 0\ _@ s\
EXPUKE] 100 T4 Qo\lo(\ﬂ\'-\ — n “ e nel
o 7557 P 1 d K
. . U - 3
A \u , -fr L\ . LY
E ol
— 2 e
7#30/2014 Fage 1

Page 801.

lrw-‘}

25



- L
Codeine From A ’lequirements '
Tofal F0I3 | Addicanal April August
2014 Quata Grant 2014 Grant Comment T 2015 Queta Submissi revisinn Delta C
Morphine for Conversion for Cod for Sale 18,431 14,301 Morphine for Conversion 22 006 19,395 {2.605)
Marphine for C ion for 14-HM o 99 Muorphine for Conversion for 14-HM 0 6,855 4,55
Talal Morphine for Converaion 10,43 15500 Tatal Morphine for Conversion 21,00 16,150 4,250
Total Codeine for '
Sale Initia) grant ' Total Codeine for Sale:
Codeine For Sake {fiom Morpline} 12,160 17,231,565 k2B Codeine Far Sake 19,600 14,500 4,506 25,500 kgB
[T Florpiont for Lonveraion Inventory | Tmifal 2054 | Addinonal |
Calculati Graot 2014 Grant 2015 Marphine for Coovertion Inventary Caleulations
2015 Ending Tnventory 2434 2484 {14 Ending Inventory 2433
Mon taleable material 3 3 Mon saleable material P .
2013 Available End. Inv. 2451 . 2451 2014 Avaitable End. Jov. 1,533
2014 APl QGuota 10,431 14 501 2015 AP Cunea 26,230
2014 Dispositions: 2015 Disposithons;
Converted to Codeine 13,120 13,120 C 1 to Codeinc 15.516
Convened o 14-1{M 0 599 Convented o 14-HM 6,855
Processing Losses . - Processing Losses —
2014 Eading Laveniory =138 2,833 2015 Endiog Ioventory 6,712
Converted ta % Yearend -L1% 15.4%- Converted 1o % Yearend 30.0%
kgy, base . kgs, bace
2013 Drispositions. 7872 - 2014 Est. Dispositions 14 119
2014 Ect. Disposit 14,119 {315 Est Dispositions 42372
Averape 5 10,985 Avera . 18,245
50% Inveniory Allowance 5.498 50% Inventory Allowance 9,123
2014 Codeine Fhoophate from Morphine Cureeat 2015 Codeine Phosphaie feom Moerphine loveotory
Iaventory Calcnlalions Quoia Caleulations
2013 Ending Inventory 2,644 . 2014 Ending Inventory 2747
Mom saleable matenal 26 Non kaleable marerial []
2013 Available End. Inv. 1618 1014 Available End. lov. © 2747
2014 AP] Guota 12,260 2015 APl Quata 14,500
2014 Dispositi 2015 Disposilions;
Safes 11,360 Sales 11,176
Processing Losses {173 Processing Losies {1015}
1014 Ending lnventary 1347 1115 Ending Inveniory 5,056
Converted 1o % Yearend 34.8% Converted to % Yearend 44.9%
1, base 3, base
2013 Dispositions 10,761 2014 Ext Dispasitions 11,360
2014 Est. THspositi 11,360 2013 Es1, Digpasitions 11176
Averane 11,068 ﬁem&z ) 11,268
50% Inventory Allowance 5,530 50% Inventory Allowance 5633

b)(4) enfidential

743072014
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Cadaine From fw ’le quirements

M)

b)(4) Confidential

7/30/2014

Vol. | Page 803

Page 3

TETTMATE ON REMAIRING |
ACTUAL YEAR TO DATE (JUNE 10, 2014) QUOTA 2015 Quota Cale
Tnpui fo Net oulput| Loat by| Inparfa |Quiput of | Loss by - [Ret output of| Lo by
Deserintion Sie Process Yield| MWC| of ste Uep Step Swep Alep Dieseription tnput is Step | Process Yield | MWC ate step
CPS-AMA to Morphinc fac Conv 7,657 $5.60% &.354 4,529 1,876 CPS-AMA to Marphite for Conv 30 666 £5.60%% 25,250
Codeine for Sate _ — Codeine for Sale
Mocphine for Conv 1o Codeine for Safe 1478 £2.0% 1.05] 6988 5,642 5272 Meorphine far Conv ta Codeine far Sale 15,516 80.00% 1.05 4,500
Codeined fr Marph) to Codeine Phosphate 5220 93,60% 4,885 {334+ 5775 540 3T Codeine{f Maorph) to Codeine Phasphate 14,500 91.60% 3,572 1928
Codeine Phasphate Finished 5,414 &9, 36% 508 [Ex} 5490 £ 45 {35; Codeine Phosphate Finished 13,572 99.36% 3,485 (37
Total (307F) 1303) B Total i (1015
2015 Forccant
1015
2015 ‘Total, ke| Total,
C DEA & ___ Salt hpB Commend |
(b)(4),(b)(7)E) 1,500 1406 LV
00 22 | HM¥
58 [T [V
00 2 [ gk
300 pF) -
P s sty ~ 27
Generic 2_5 } e - ?__-1(;
12,00 | &sse nc?mus ZGZo— 1D
954_| RG TG vy
a5 B 1, 't
Tatal 15,103 1,176 |
COMBINED CODEINE INVENTORY (TASMAN AND MORPHINE CODEINE) )}
S,58% (hav )
Wik | —————
Coorent ‘ Yo T fees
1014 Torl Codeine Loventory Caleulafiom Quaia 2015 Tolal Codeine Inventory Calcuations L
2013 I':‘.nda:_’ Inmlog 5,166 201 Ending Inveniory 4 882
Mon aaleable material I8 Non salcabie malenial [1]
2013 Avsiluble End. lov. 5124 1014 Avalable End. Iy, 4,382
2014 AP Quata 17,233 2015 API Quata 25,500
2014 Dispasitions: 1013 Disp
Sales 15,114 Sales 19,]63___
Processing Losses {1,363) Processing Losses {2,291}
2014 Ending Invealory 4882 2015 Ending Inventory 8,923
Canverted to % Yeareod 33.4% Converted to % Yearend 50.6%
kgs, base kgs. baze
2013 Dispasitions 3.141 , 2014 Esr. Dispasitions 16,114
2014 Est. Dispesitions 6114 2013 Est. Dispositions 15,168
Averagc 4.628 Averape ’ 17,5641
$0% Inveatary Allowance 7314 £0% Inventory Alowance £.221



Baric Claas:
Total PO Requodh

Company
(0)(4);()T)E)

MO Tatals:

2074 Finsd Initla) APQ;

2014 Finad Rav]sed APG:

FOA Eab [2014 Inltiel 8P0" ¥ + FOAERt]!
1A% Est: {2014 Indtal APC " 4 » S Exi)

2015 Propoaed Exlbiah APQ!

205 Establivhod APQ:
wiith 25% balter:

2015 Initial AP Workaheers
$.113.00 "
g Eet:
Share of 2015
DEA Num 2015 Rrqueniad MO 2014 Revised MO 2003 Sales 2013 DEA MO Sahes % of 2013 Saka Total PO 301N Irventory 2014 Projecied Ecparts 2014 Prajected Sales 3044 Projecied Exports
- Som 5000 0.0 7488 76¢ o000 Q00 [ 0 oon 000 0.000
5000 5000 0 7FE4 7560, 14 D00 arz 14 S5 0o 3000 G008
184, D00 Db ADOOG.00G  7.557.000 1.500.TE4 1 000 410588 207 423000 0500 T84,250.000 0000
1000000 250858 0200 75848154 0.000 026 136 %0 o o) 1,000 000 0.000
181,610,000 80,260,005
80,600,000
0.000
20,500 000
B0, BOG 0O
#1,3D0.000
+ 41,100,000
To6.0T5 000

D{HYOROCQUEINE

Vol.| Page 804

Co'k Lixing CFR
2014 Projected nventny  Adj Avail Salo 0% il MO
4.000 arsa 1230 5000
15 HE 14938 14 606 50080
172 HT0N0 1A 66784 265 107,287 968
0.000 202X . GTRESE E15.625

1etees a1



Baiil Clasa:

2018 Initlyl APG Worksheats

205 Requedtid MO 014 Revraed MO 2013 Gales 201 DEA WO Suse % of 7013 Salin

Tol PO Requase 100
Company DEA Nurn
b)(4);(b)(T)(E) 2000
31,650,000
143 000 000
WO Totale: THES2.000
2014 Finat initla! AP0 €00,000,000
2014 Final Rovlurd APD; 1,071,900 00d

FOA Evk (20714 InHial AP * 1 + FDA Es); 06,000 &
W5 Eat (214 lnilial APG A » INS Eaf; 572, F50 o0

2015 Proposed Eatakiish APG: 1,030 00 H00

APQ sufficinnt, ho sdjustirent Megquired

2,000 0000
19000000 465 D00
B30,000.000 O 3Y7,000

$OG,002 000

TOLTZ2 oG
02,202ty
TO2 222 000

0,600
.06
1,002

DIPHENOXYLATE (FOR SALE)

Vol. |

[l 21

Shara of 2008
Todal PO

Page 805

0000
Q.000
14,40 000

4500
31,50 000
12,055 200

0000
a.000
060

1500
12,488 000
T026.000

I3 FreorioTy 2014 Projocted Evporis 2014 Projoctod Sales 015 Frogaionl Exporte J018 Progectsd lsvaniny Sd) Ausil Cele

1.500
4,366,750
281578750

Cake Uslng CFA 500
invant me
-1.000 2000
1BE1.00" MR TN
X201 748 T40 000000

764,364,750



Baslc Claws: 201£ Inhitat APQ Works
Total PO Aegqu 10072152538
Ehare of 2015
Com DEA Num 7013 Requasted MO 2014 Revised MO 2013 Sales 2013 DEA MO Salew 4 of 2013 Sajes Total 80
(D)(4).(b)7)NE) 5,000 5.000 n.gog 598,976 931 0.000 0.600
200,000 D00 181008000 35,960,000 998,926 939 a7 37.266.T03
2.000 2.000 [ 4]} w0AA26.601 D.00C 0.542
13,130,000 14,151,000 9.082.000 BEE.526 501 0003 8167365
600, 000000 461,271,000 245042000 958 626.911 0.24% 247075.415
40,000 SO0 A10,000 000 545 076.000 58 926631 0545 503 EN
31,004 000 16,000,000 4460000 896,628 91 0004 4 57010
13,500 800 5,600,000 6.000 5032050 DO o000
MO Tewls: 17949, 837.000 1.459,029.003
2014 Final InHial APO: 1667000000
2014 Flral Ravised APQ: 0.600
FOA Est: {2014 tnbial APG “ 1+ FOAEw]. 1, 112305080
M5 Est: (2014 Inftial APG " 1 » WS Est): 1652 247,200
APQ md|ystrvant made baszd on Zomve relan irom ANPP aod FOA extimate
2013 Establish APG: 1,720 000002
2015 Estatiesh APQ with 23% buffer: 2,450,000, 0:30
FENTANYL

Vol. |
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FOAESL:

015
MG Est: .1l
m y 2014 Proj p
D181 $.004
43,6582 500 4008
1.010 0000
103,000 0.000
230,548,000 0,000
258 686,000 158170000
17.991.000 0.000
0,000 0 A

2014 Projected Sales 2014 Profecied iovantory Adf Avall Catc

4500
200,000,000
a.500
13,330,000
500,000,000
000,111.000
33,000,000
§.500.500

1000
50,000,000
171
1,500,000
235,303,000
170,245,000
13,000,000
7214902

18%
153,665,000
2258
10,690,500
516,885 000
231.514.500
25,157.750
4,550 P00

Cale Using CFR
6% Lvant

Q4d
Tara157
+1.832
14,060 458
33232018
b5 084 501
9074 263
3.550,000

MO
5000
158 665.000
2,008
13.3%0.000
318,685 600
54,00, 000
25197750
4,950,000

1685 ME 750



Bayl; Class;
Totsl PO Awgumes.,

Comhpany

b)(4).(b)(7)E)

W) Teals:

2814 Final initial APCE 75,700,000 000
44 Final Revised APCE 0000
FOA Ext: (2014 Initial AP " 1+ FDA Es: 77,945, 500000
IS Ext; (2074 Initinl AP " 1+ IMS Estyr  T€,400,420.000

AP sufficicnt, na adiriThenl requined

05133408148

DEA Nurn 1015 Requars'od W10

5 oo
200,000 00
20600
34,000 000
£,500.000
£10,000.000
28,000,000,000
3602,900,500
52,502,000 ho0
40,000,000 100
11 600,000 000

B4,0%.525.000

5.000 LA
9540 000 0,003
20000 151
175015000 8HI000
TR0 105

3200000000 3.200,555.000
+9,374,159.000 22 857 826 000
1883040000 140,721,000
2 058 347,000 18,075 426 510
2984 119,000 605447000
6581 512000 103852000

55,766,511.00

2015 Inttinl AFC Workaneata

45,000,163 355
45,068 1659 555
45,060,155 355
45,068 163355
45.068.162.345
45,068 169,358
45,068 169355
45,058 169,145
45,068 169,155
AS DGR L6235
45 066, 169,355

D0
0.000
D00
0ot
O oo
ban
o507
-1-C]
o401
2y
oonz

0.000

0.0a0

734
£3,190.841
25,207,064
6.019,318.183
423940341
3431831
RERL TR A
12N 014 623
213210574

FOA Bt
S Eat:

0.0

B.000

THLG3
12254.000
o0
5,042,305 000
1744178 pOO1
TEM 0000
1635,625.900
2 2r B40.000
3,545 500 000

HYOROCODONE {FOR SALE)
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-022

2014 Revised MQ 2017 Safen 2041 OEA M0 Salet  %of 2013 Sskes Sharsof 2015 Total PO 2013 knvorlory 204 Proiected Exponts

000
£.000
0.000
0.000

2014 Peojected Suias 2014 Projected ventody  Ad) Avali Cale  Cak Uging GFR S0 Invenit

+4.000

20D 000 D00
5.0
386,000,000
5500600
519,000,500
23,464,731,000
3,160.000,000
20,060 000,000
6.456,000.000
£.150.000 500

1000 N

A0 000200 TAS550.000
55,054 .50
F000.000 140503740

0.000 54590000
1.993,402000 6182477250
B2 005 000 20 251,502,150
150300000 2,338,410.000
554,000,000 19,950 502,375
65M0,000.000 1295994250
1203600000 8120275500

018
125450000
“Teseh
TN
20018820
1.E9Q.844.729
54,575 560 04
45002488

25 BE9AL5 455
4205025 925
2,372,748

LI ]
000
1254.50.00¢
20003
Y2987
5500000
B14,000000
20,261,502 750
2800410008
32,302,000 060
205 025028
.120,275 500

GA 815450 204



Banle Clans: 2015 Indtlal APQ Work
Yoral PG Raqus 5507 506425
Share of 2015
[ DFA Num 2015 Requcated MO 2014 Revisad MQ 2013 Sajex 2013 GEA MG Salen % of 2011 Saks Total PG
b)(4).(b}7NE) 5000 5.000 0.000 3.50.175.079 v.0m C.o00
64,080,000 76,700,000 ©.000 3.574.T75.09 0.000 ©.000
30000 ¥ .000 291 3514775079 0.000 4,500
116,600 000 78,000,000 o.000 3,574, 715079 0.000 0,000
155,700 000 ZRO0EA 000 128462 530 15 T7E0T 0036 147,918,161
625,170,000 553298000 679,038,334 2574775074 £.190 1,047.556.353
£34,000.000 445000000 334,715,000 ISTATISONS o.0%4 515683272
1180000000 ATOH10000 99T252.000 BST4TISES [P 1,536.430.020
25P5000000  IAT4AIBIKG 1389 BOS 400 3574375079 0788 2.141.222.818
300,500,000 STTI 000 44542000 3574775079 Q012 EB.624.245
Ma Totals; 5560483000  4.337.436.000
2014 Final bnial APQ: 5.400,00.000
1814 Final Revisad AP €.000
FDA Eat: (2014 Inktisd APQ * 1 + FOR Estf: 761,800,000
IN S Esd: | 2014 Inial ARG * 4+ IMS B £,124.600,000
AP &d) based an | ’ d exper reg tor(D)(4)
215 Extatiliah APG: 5,500,000.000
stablish AP with 25% Buffer 7.000,000.000
HYDROMORPHONE

Vol. |

Page 808

FOA Eat: 267
M3 Esi: - 05
2013 y 2014 Proj 2 2014 F sales
0,000 0000 4000
0.000 0000 54000000
49447 0000 14000
0000 0.000 12,470,000
5,920 E% 0.000 164,700,000
209.210.03% 5,500.000 SRR 344000
251, 602.000 0.000 534.000.000
282,859.000 1,780,000 937,820,000
A55.997 550 000 2.425,000.00%
31,189,008 0.008 133.500.000

2014 Projecied
Invenlory
1.000
26,000,000
53048

0000 -

0.000
120,000,000
251,602,000
535,539.000
&77,000.000

£4,000.000

Ad] Avall Caic
. 3750
£1.4525.000

59,588

£8 500,00
168 120502
LT4 137 05
572,451 500
1,079,501.750

1 REE. 171 653
56 & 16,500

Cale Uuing CFR
S0% Invent

0254
1525000
52222
43,970,000
205,279,021
1.257,247.908
593,752,040
1.582.421.025
280417 474
VA BOB. 57

L]
5.000 .
A7, 525.000
¥0.000
74,000.000
185,700,000
ST4.0T.026
522.451.500
1476,601.750
1.898,111.663
114,808 051

4,590 255,695



APPLICATION FOR INDIVIDUAL HANUFACTURING QUOTA

Date submitted | 31-JUL-14

_ Chemical fonlv 1 per DEA-189)

Fshgdulﬂiu_m_er_ 2
e Coda 9150-0_
uota Yeaxr 2015
pER Reglmtration Kumbaz](D)(4)(0)(7)(E)

Eantact pezaon{DI0) !
al AV (h R |

Quoras Previocusly Isauad hy OBEA

ax, NO (b)(6)
Phone No,
HOTE: All Quactiklea are to be Expresssd in Grama of Anhydrous Aecid, prae, or Mlksloidinot we Saltse). B

uota Eiatory 2013 2034 2015 Quota Fegquested
1,940,000.0Q 1,674,818.0 a.q 2,58%,000.0
production Data ind Precadliog Year 1at Preceding yYeatr Eatirate for Estinare for Yeer
Cuerent Yeac Requented

Inventory ag of Dec 31 _

a.Buik Concrolled Substance/List 1 Chemical. .. 3‘“’”:2‘ 33 sw,oog.g 577'°°:'g

b.In-Prozess Material. . ... iuiovivnrinnarannn 0‘0 IJID 0‘0 0‘0

c. Contained in PINISHED Dosage FOYMB......-: 855,997, 55 o.0 §17,000.0 677,000, 0
DigposltioniSale}/Ucilizacian 520 092 73] a3 TR 33250009

a. Oomescic..... e 462, 7311.07 7.0 . 0.0

b Expartd., R A 1.390,823.79 0.9 2,426, 000.9 2,425,000.0)
nequiaicion/Production

€9,642.95 0.0 2,585, 000.9 2,585,000,

a,ComeAtlc SQUITES . v arrrrimr ssirsnannan FENTER o.d 685 000.4 37585 000.0

Tt the Purpose is to Manufacture Anacher Subgtancedis!, Furnish the Following Infermation:
Nama of Now Subastsnce arug Amcunt Uped for this Purpose % Yiald
- 2013 2011 2015

Product Devalopment Domage Farm Strength | Unita/Batah ] ¥ of Batchoes | Batch Purposn | Eat. Quantity ]E-t. Cezpletics Time
Pranafer Ragiatrant [ ) Explanaticn of Transfer

DEte of Dastrugticm | Ryplunsticn
Fackaglng Product Hamw Strangch [ Unics fiRg 1 of Fkge [ Purposa J Tokal Quantity

Remarxs

L3634

Production loss estimated at 3,000 grams 1,000 grams co supporh reference standard business Replaces

application reference#

Vol. | Page 809




Hydromarphone aru

Requ rements

TaTtial 7614 | Additonal 2014 ]
2014 Qeoia Grant Lot
CPS ADA 5139 5150
[Oripavine (TOR) 3 284 5950
(Hyd gh {HMH) 1675 21140
B Toitsal 1014 | Additional 2014
2014 {aventory Calculstions HMH Grant Grant
013 Ending Inventory (1] 274
Mon salenble 1 18 18
7613 Avadahle End Inv. [ 35¢
2014 APT Quota 1,675 Z,110
2014 Dispasilians:
Sales 2251 1151.%
Processing Losses [ELl 512}
2014 Eoding Inventory [T 510.9
Canverted 16 % Yearend 4.3% 24.6%
Lups, bate
2013 Dhzpotitions 1.1%1 ’
2014 Estimated Di spositions 1158
Avernpe 1,824
50% [aventary Alowance 912
ACTUAL YEAR TO DATE (/3171 4] REMAINING QUOTA ADDITIONAL QUOTA
Ket output | Loss by [Inpud 20| Owiput | Lo by [ Inpai to] Output of | Loss by
Descyiption Topul 1o Step | Procasa Yisld of step step Step | ofStep| siep ] Step Step itep
CPS-AQA Requirements
CPS-A0A 10 Technical Oripavine (TOR) 1917 $0.12%% 1782 1666 1 1502 2,182 1,66
Oripsvine
CPS-A0A to Techniesl Onipaviee (TORY 1,742 #.12% 1,606 1,502 1 1353 2,182 1966
[forte Dhtiydrocripavine (DHO) 1,606 87.30% 1,407 o | Las3 | 1R [ ciin 1966 | L1171 (25
DHO 1o Purified Dihydroocipavine {pDHO) 1,412 #2.50% 1165 {17 1 1171 975 £2i1%) 1,712 14146 (i
DHO 1o Punfied Dibydroodpavine (pDHO)
for Agsica 4 A2 50% 0 L] g q 4 4 ]
Tatal [EFIE] [ 15561
1,030 78 00" [iH) 117 | N 558 335
1,294 BT 1,292 [ 271 170 (31 415 415 [
Ei7 79.04% 571 [1RdY
Tolal {ER it i)
Iy Additiwoal J014
20141 lory Culeulations TOR Grant Grant
3013 Ending Inventary 161 16!
Non salexbls material 10 10
2013 Available End. [ov. £51 151
2014 AFI Quota 3384 5.250
20614 Dispositions:
Cenversign tg Hydrgmorpheme| 2,147 2705
Ex tolh)(4 [] i
Processing Loeses J {810} (L3830
1014 Ending Inveotary [T L3lé
Converted to % Yearend 1T4% 0% |
1
b)(4) onfideatial - 7/30/2014

Vol. |

Page 810

2015 Quots Aprel5 Aup-15 Delin
{CPS ADA 5139 7,004 1861
Qripavinc {TOR) 5150 6,230 1080
[I{_yhnrphoue (HVGD) 2,059 2,584 S5
20151 y Calealati
1014 Ending Inventory 53
HNon salesble ial {
3014 Available End Tov. SIL
2913 API Quola 2584
2015 Dispasitions:
Seles 1428
Frocessing Losses (3
2015 Eadicg loventory 77 .
Comveried 1o % Yeareod 18.9%
[ Lgy, bace
[2014 Estmated Dispositions 2258
201 Estimated Dispasitisfs 2415
[Averege 2,34
504 lmveniory Allowance A
2015 Quote Calc
Net aotput] Loss by
Descrigtion Input to Step [ Process Vield | ofutep | step
CES-AOQA Reguiremenis .
(CPS-ADA 1o Technical Cmipavine
(TOR) &.182 90.12% 3571
{Oicipavine
CPS-ATA 1o Technical Oripavine
{TOR) i 5571 90.12% 5,020
TOR 1o DHO 5,020 87,305, 4,363 633y |
DHO to pDHO 4,361 82.504% 15616 (16t
|OHO o Punfied Dihydroonpavine
DHOD) for {b){4) 303 B2.50% 250
" Total 11.395)
Hydeomarphase For Sale
330 78.00% 2583
7,584 B ET% 1,581 3t
1] T904Y - ]
Tatal [&])
2015 Inveotory Calonl TOR
2514 Ending Tnventa 1,116 .
hinn saleahl it []
1014 Available End. Lov. iM6
2015 AFI Quota 6.2}
3 2015 Disposibons:
Canversion o Hydromarphong 3616
Exported ta b){4 50
Processing Lodses [
2015 Ending Tnvento 176
Converted ta % Yearend 65.2%

Page 1



base
3013 Dispatinons 2,582
2014 Estimated Dispusitiony 2,308
Avera 3632
50%% [evensary Allowance 1317
YITTCI=Urpavine Taventary ] Towal J014 | A3dutenal 2017 ]
Calcudaliony Graal Grant
1013 Ending [nventory 786 T8E
MNan saleable 1al 2
1013 Available End. Inv. T4 184
2014 AP] Quota 3.13% 4 %50
2014 Dig! i
Converted 1o Qripavine 3,466 5460
2014 Ending laveniary 457 1,148
Converted to ¥ Vearcod 12 2% 31.3%
3, bimag
1013 Dispasitiane 2.004
364 Fxtimated Dispositiony i
Averaze ikl
30% Inventory Allewance 120

2014 Hydromorphane for Sale Forecast

1015 Total, kg | 2015 Todal,
Customer DEA # Sal ke B
(O)@) BXE) = &
31 R
130 116
11 10
541 452
1& 14
[{4] hl
E] ]
184 64
37 114
41 66
k] [Fi]
240 178
41 i7
2 2
5 1!
150 134
2% 25
47 12
[ 5
I 23
b)(4) onfidential

Hydromerphang am

7/30/2014

Vol.| Page 811

Ragulrerments

Lys, base
2014 Ectisated Dispasitiont 1705
2013 Estimated Dispositions 3965
Average 335
50% lnventory Allowance 668
2015 CPS-Oripaviee Inventory Caleulatiama
[ 2014 Ending Ervestory Liss
Won galeable manerial 1]
7054 Available End. Tmv. 1,162
2015 API Quate 7,000
201% Dispositions.
Canverted 10 Dripavine 6142
2015 Ending lovemtory 1.537
_Coaverted do % Yenrend Ad%
hys base
S5
[ALF:
824
30% Trventnry Allowance 1,747
1015 Hydromorphane for $ale Forecast
2015 Total, by | 2015
Custamesr NEA & Salt Total, keH
BY@),0)7)(E) %0 %
0 32
50 112
55 16
5410 481
[ a1 59
104 $3
15 13
2 2z
30 45
- § T
0 7
[7] B4
0 174
36 121
7 15
| Yatnl 23 2415
2015 Oripavioe for Sale Forecaal
30L5 Total, kg 1015
. Customer DEA# Salt Tatal, kg B
D)(4) EXPORT 350

Page 2



Basie Cluss; 2018 [nital APQ Warka!

Total PQ Requa 4,347,000 : FOA Eat: .
. IM5 Esl; A7
. Share of 2015 Calc Uning CFR,
Gompany DEA Num 2015 Requesisd MG 2014 Revised MO 2012 Sales 2013 DEA WQ Sales % of 2073 Sales Teotal PQ 213 1nventory 2014 Prajeciad Enports 2014 Prajecied Sates 2014 Projected Wnventory Adj Avail Cale 0V, Inrvent ma
(D)(4).(b)7)NE) 2000 2,000 0.000 1,807,000 0800 0,000 0.000 0.000 0.500 1,500 1,500 800 2o
5,600,000 21600000  1,567.000 1,597,000 1000 4,347,000 42,000 &.000 4.994.000 1,838,000 2,721,500 7,604,750 5.600.000
MG Totais: S 502,000 2,602,000 ’ 5,502,400
2014 Finat Initial APG: 1,600.000
2014 Flnal Revisad AP0 2,000

FOA Exl; (#014 InHial APQ “1 » FDOA Ex1):  1,800.000
IMS Eat: (2014 Jattlal APC = 1 + IM5 Ex1); 1,765.400

2012 Propowed Indlial APC: 2,700,003

2013 Estatdished APQ: 5,700,000
2015 Exrablishad APQ with 25% butfer: 7125000

LEVORPHANOL
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Eaale Claca:
Total PO Ragque

Compzny OEA Mum
b)(4).(b)(7)E)
M Tataly:
2014 Final Iritlal ”E'. 71,000.000,000
2014 Final Rervized APG: 0.000

FDA Est: {2014 InHic) APQ* 1 + FOA ES):  73,000,000.000
IME E5f: 2004 nitfal APQ™ 1+ IMS E=1):  75,600,000,000

AP no gdj imed

1382, 174.000

2016 Requasted MO 2044 R‘\difd MO
£.000 0.000

149,000,000 0,600
4800000000 5,350.000.500
ITEODLOCOO0  44.000,000.000
2,000 000 2275000
26.751.000000  15,500,004.000
4500000000 1.550,000.000

FAZ2 0056000 68612815004

2013 Sales
0.000
000
2335241000
6,564,554.000
160.000
7877764000
2.000

2016 inltfal APQ Work:

213 GEA MO Sales
47 803, 753.601
47803 7153000
47,803, 15380
AT A0 TSN
47,003, 752,800
47 503,753.801
4T 503, T52.801

FOA Est:
WS Est:
Share of 23

% of 2013 Sales Tatal PG 2093 imwenitory 2014 Projected Exports 2014 Prajecied Sales
0.000 000 0.000 Q.00 5000
0.000 €.000 a.ma 2.000 TAG.000.000
0070 5476000 24, 303300 1 A0 000000 3840 500000
o755 1057.669 414 12004 210000 noea 37,123,502 000
0.003 +£20 L1 Jal.} 0.3¢a 2,000 000
B1BS 227 BI1EES 2451207000 4000 2.3T1,000.060
o.000 0000 0.000 0.000 4.500.000.000

MORPHINE (FOR CONVERSION)

Vol.| Page 813

2014 Projected
Iervanibony Ad Awad! Catc
o0 2R+ i
.35 0.002

1044.301,000  4,010,727.250
£.083,206 000 42,870.882.500
£.000 2.208.150
6,712,000.000 13,402.405 250
D000 1.470,000.000

Calcusing CFR 30%
lowert

5.000

T49000.0C0

3,763, Te2.087

~TASH 921 808

219875

B.ATE B 082

3,030,000 000

wMo
500
T8, 000,000
00 (K. D00
37,000,000 000
2,000,000
19,857,202 425
3.030,000.C00

65,428 207,625



| APPLICATION POR INDIVIDUAL MANUPACTURING QUOTA
[bate Submitted]|  31-JUL-14
lachedule/Ligt Numbey Q
hrug Code 93004
uota Year 2015

bEA Registration Numbar|(b)(4)(b)(7)(E)

Co b)(6) |

ax, No (D)(B)

Email pddreaa {D)(4).(D)(6) }

Fhope Mo,

MOTE: All Quantitias are to be Exprassed in Gysss of Aobydrous Agid, Bsse, ok Alpaloid{not ss Salta).

Quetas Pravicuwsly Ipwued by DER

luota History 2013 2014 2015 I Quota Requeated
12,79, 000.0 1%,500,0C0.0 0.9 - 26,251,000.0
Froducticon Data ind Praceding Year lat Preceding Year Evcimate for Escimate for Year
— current Year Requeated

Inventory as of Dec 31
a.Bulk Controlled Substance/List 1 Chemical... 2’“1'202': g‘: E,Ti'z,nag.i 5,712, 00:'3
b.In-Process Materifal. . ... ... ... viviinrvannas 3.0 0.0 i 0
c. Contained in FINISBHED Dosage Forma......... 2,451,207, 0 5. 0] §,712,000.0 6,712,000,8
i 1 e i :

P 59;““‘“1”5“ el fteilization £,787.0] 7.9 32,371,000.0 72,371, 000.0
A.Dom0AELC. .. - s i s s r s 0.4 .o a. o o4
B EXPOYES. . uiureun e ' 5.787.0 0.0 72,371,000.0 22,371, 000.9

frequieition/Proaduction 0.0 o.q 26,251,000, 0| 26,251,000.¢C

.Dareatic S [ = - Lsnr = i L -
a.Domestic Sources | 6.4 26.251,000.0 26,251, 0000

If the Purpase ia to Manufacture Another Jubstance(s], Furnish che Following Informatien:

Nacw of Hew Subatance | Drig Amount Uged for this Purgasa 1 % Yiala
. 2012 2013 [ 2915 |

CODEINE (FOR SALE) 9450-B 10,278,611 7,400,980 14,500 93,45

Trodict Davalopment Dossge Torm I strength | Usaizs/Bakeh —l—i ot Patches I Patch Furpaae 1 Eee. Quaneity [Rat. Campletion Time

Fransfoz Reglptranc l

Explanstion of Transfer

Tats of Ceetreuction [

Explanaticn

Packaging Product Name Streagth

] Unite /Fig 1 8 af Txgs l . Purpoasn . Total Quantity

Rexarka

R2,371,000 grams for convarsion to codeine for sale, of which 6,855,000 grams for cenversion to 14-HM L, Q00 grams to support
ksferenca standacd pusiness Heplaces Application Referencell 119688

Vol. | Page 814
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Codeine Fram M }quiremenu

~

Vol.| Page 815

Tranal 2019 | Addiconal Aprl Aupust
2014 Quota Grant 2014 Grant Comment 2005 Quota Submissicn Tevidion Delta Comment
Muorphine for Convession for Cod for Sale 190,431 14501 Morphine for Canversion 22,000 19,305 {2.505}
Marphine for Conversian for 14-HM 0 999 Motphine for Conversion for 14-HM 0 6,855 £,835
Tatal Morphine lor Conversion 10,431 15,500 Total Morphine for Converion 12,000 26,250 4,250
Tatal Codeine for
Sate Initial grant Tatal Codeine for Sale:
Codeine For Sale {Fom Marphing) 12,260 17,231,365 kgB Codeine Far Sate 19,000 14,500 FERIY 25,500 kgB
[T Marpmne lor Canversion Inventory lmmm
Caleulations Grant 2004 Grant 2015 Morphine for Cunversion Inventury Calculations
2013 Ending [nventory 2454 2454 2014 Ending Inventory 2.433
Won szleable material 3 3 Wan saleable material a
2013 Avaﬂ_asllt End. Inv. 2,451 1,451 2014 Available End. Inv. Z|833
2014 APl Quota 10,431 14,541 * 2015 A™ Quala 26,250
2014 Dispositions; 2015 Dispositions: .
Converted to Codeine 13,120 13,126 Converted 1o Codeine 15516
Converied to 14-HM 1] 999 ) Converted to 14-HM 6,555
Processing Losses - - Processing Lotses -
1014 Endinng Inventory -134 1,813 M5 Endiog Ioventory 6,7[2
Camveried 10 % Yearend ~22% 25.9% Converted to %4 Yearend 30.0%
- kps, base ) Lgs, bave
2013 Dispasitions TAT2 2014 Est. Dispositions 14119
2014 Est. Dispositions 14,119 2015 Est. Dispoditions 22,372
Average 10,995 Averape 18,245
50% Inventory Allowance 5,198 ' 5% Inventory Allawance 9,123
L}
2014 Codeine Phosphate from Morphine Current 2015 Codeine Phoaphate from Morphine lnventory
B v Caleulafi Quota Caleulations
2013 Ending Inventary 2644 2014 Ending Inventory M7
Nomn saleable material 16 . Noa saleablc materiel (]
2013 Available Ead. [ov. 2418 104 Available End. lov. 1,747
_ 2014 API Quota 12,260 - 2015 APL Quota 14,500
2014 Dispositions: 2015 Dispositiafis:
Salex 11,36 Sales 11176
| Processing Losses {712 Procassing Losses (1.015%
2614 Ending Tnventory 2,747 1015 Foding Invento 5,056
Converded (o % Yeacend 24.8% Converted ta % Yearend H.9%
hase . - kps, hase
2013 Disy 10.761 2014 Est. Disy 11,360
2014 Est. Digpositions 11,360 2015 Est. Dispositions [Tk
A 11.060 Ay 11,268
£0% laventory Allowance 5.530 . 54 Javentory Allowance 5,634
b)(4) Coafidential 7/30/i014

Page 1



’ ! Cadeine Frem Mce 'q,uirem ents '

ESTIMATE ON REMAINING |
ACTUAL YEAR TO DATE (JUME 30, 2014) QUOTA 1S Quota Calc
Input ¢a Net autput | Loss by| loputte | Qurputof| Loss by B Net output of| Loss by
Deseription Step FProcesy Yield[MWC| afstep | step Swep Step atep Description Tnput fo Step | Frocess Yield | MWC arep step
FCPS-AMA to Mo_rehint fiar Canw 7657 £3.60% 6,554 4529 3 876 CPS-AMA 1o Momphing fox Conv 30,666 85.60%- 16250 .
Codeire for Sale Codeine for Sale
Marphine for Cony 1o Codeine for Sake 7478 83.0% 1.05] 6,988 5642 5,272 Morphine for Conv wo Codrine for Sale 15516 RO .00% 1.05 4,500
Codeins({F Momh] to Codeine Phosphate 5,110 53.60% 4. 886 {334y 4775 ADE 3T Codeineffr Morph) to Codsine Phosphate 14,500 93 60% 31472 1928y
Codeine Phosphats Finished 5,114 99.36% 5,081 (331 5,490 5,455 [EET Codeine Phosphate Finished - |- 13,572 99.36% 3,483 3h
Total (367) 4053 Total Lars)
2015 Forecast
pLFE]
2015 Towml, kg| Total
Customer DEAW Salt kB | _Comment |
b)(4);(b)(T)(E) 1,900, 1,406
08 22
158 117
300 222
oo 222
Todudes
Cenerit
fb)(‘l)
12,140 2,954
45 33
“Tatal 15,103 11176
COMBINED CODEINE INVENTORY (TASMAN AND MORPHINE CODEINE)
wim )
Current
2014 Total Codeine Inventary Calcedation Quata 2015 Tota! Codeine Inventory Caleud
2013 Ending Inventary 5,166 2014 Ending Invenlacy 4 881
Non saleable material 3z . Nan salcabie matenial 0
2013 Available End. Iov. 5128 2014 Available End. Inv. 4,582
2014 API Quota 17,37 2015 AP Quots 2% 400
2014 Dispositions: 2015 Dispositions:
Sales 16,114 Sales 19,168
Provessing Losses {1,363y Processing Lossts 2.291)
2014 Endiny Inventory 4881 . 015 Ending Inventory 8923
Canverted to % Yearend A% Canverted ta % Yearend 50.6%
ks, base , hase
2013 Dispositions 13,141 2014 Exl. Dispositions 15,114
2014 Est. Duspositions 16,114 ' | 2013 Esr Dispasitions 19,168
Average 14,628 Average . 17,641
50% Inventory Allawance 7314 - 50%e [oventory Allrwance 5821
(D)(4) onfidential - 7/3042014 Page 2
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3 e Tgr Com vz %11 A J50
e e
el | 2608 .00
VETRHOE
ﬁwﬁ 0 'R
L Arii P i EEECI—A)
4 i
1014 (DY Ci L (] Grant IW15 COMAd breeniery Cylowleriasd
2017 Eadurg Frventory P Fii 2014 Endinp lnwemtany &M
Hean wlceble myichol F] [] “Heors ualeobeo maLevial []
2013 Avallable End Tav. F.0 I7T) 14 Avaidalile End Inv 3]
' TOUE AT ks (AL
5 Dot ey
o 5150
Foranglove [t
“alalation Liiap Ly
1814 Ending avent 1
Tonnarted In Ve Fn% _Tﬁl_
i [ e
(K10 SR
1,508 . 120
[T 1159
R o]
. ACTUAL YEAR TO DATE GLOTA WITH INCREASE 215 Cronta Cake
CrrAUA | Fraccs el et [CP-AGA I'r!-.upu [T—1"] T CIEADAFreom ]
Diescri Lt WieWd MWC | altep Tags | MOWC | ofs Step MW wh g Dhesiti I, Yickh | vwic | ofc -
0 TT - ] One [on
ot gl [ &34 10 a 1. 1011 ] 2508 it LOL33 1ATR1 Zmvernian [ %i0] &4 | 10103 | 6150
— P ——
ACTUAL YEAR TG DATE (FUNE M, 004} QUOTA WITH NCREASE 2015 el Cale
ta | Freovie et autput] Lacy by [tnpet wa] Cuipart ol Tt 'IWp-'d'[Gb; Tnpul te | Firmts | Lers by
Dieseription Sip Vield MWe | stueg nep Skrp Sdap | Lasa by sbep Steg Elap ep Dlcoription Stepe ¥ichd | MWE | ofwimp | ulop
Crex rmrp et Far Coavenion [Cxvaorphews Fyr Camryrion
i o DO L] XEY () [ [] 1508 3,59 L 5 NI 1 (G0 10 DU ERE") LN W TR {3
Wl a L) 1 tfml [EI
| | -
T T iE Ty
20 14 CTSe(hripurboe L enlary s b 17 ]
Caiculadjens Goruinl G ract 1033 CF5-Origaviag laventery Cabculations -
I01) Epding Irvemon i) (2 FT] En% Inveniory 1,975
Hon oulesble ralenad [] A Non . sable maneran [
YY) Ein TAE 138 1514 Avalabl [nd. bev, 15
T018 APT IR | e FOHE AF] ?E [T
—mmﬁ‘\%'-..— 1 Ll Irb_4|
Morphin (o Comersion - 1,10 Mrphine for Canyerrion burormes b oo told ){ hich grado will e evdered for 3015,
Dby morphone lmf Canverson a0zl 1521 Creynwrpbone Lo Contarm (K1} iJh:lrnncCPSilqu vid proocss, ixing et as b for 2005,
Crovmonphtne kor Sele (X1 (M55 Chymmwphans K Sk LI -
014 Ending Imveniery A% K3 W15 Ending e T30
ol 1% 9% W%"H T nm:'a_ Ve
ETMTE3 Ap, base |
JAs4 ]
XX 10851
A 5 \T_b'r
1,377 - £I0
b)(4) onfidentisl A0
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Cmymerphong fort QU EmEnts

Tada X oaaT|
2014 Marphine for Do nies - 1004 Hu
Lrveulery Cabelasbani Grnt | Crst
1% EE Eodmg T1vestwy F5] FXEL]
udcable bl 3 E]
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= lvoa. -
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Proceitep Litars - -
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[T AT
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A%
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CFS A0 10 14 4 Y
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Urilieriod b Clodeine 15518 [Custamer s ot wld|
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Frctaimg Lkits
2015 Ending I-ME
Lkl ] £
LT
Bakch Bakh Tesl | Tor st kgl
Marmbeet af| Inger, | Precits| sutpos, | Lowsby |Inpal, (Outpint, | Totad Lasa | AMA bor
Dewrripihan Batches | Wgp | Vit | wgnt In KpB_| kgB 5| Camvenien
Merphine Far Cunveribes ]
CPE ADA o 14HM Fikil 197 | EA F) 0o | 724 455 |
Croxroorphons far Canve ln
1AM ho OO 2647 3] BAYE m suAF | 6150
T0RA o COM Ty FIRS) T3] o 313 e I )
- ¥alidation Loy carwacnty ]
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1HM o COM [] 12 | B9 [H] S [T} -
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Baslc Clasa: 2015 Initlal APQ Warkat
Tewl PQ Rogw 1,130,005.000 FCA Cot:
{M3 Eal:
Share of 2015 2014 Projettad
. Company DEANM 2015 Requested MO 2014 Revised MO 2013 Sales 2013 DEA MQ Sales % of 2013 Sales Total PG M3 nventary 2044 Projesied Exporit 2074 Proj Saks [/ ¥
{b){4) {b){?){E) 53,450,000 35000000 210540900 286 454 000 o054 61530788 14,352,000 1.000 20,000,000 19,000.000
' 450,000,000 430,000.000 365 6a0.030 5 654 000 0.846 1,068 474.212 173 1E7.000 0.000 440,000,040 204,814 000
40,000,000 £.000 9.000 366,654 000 Q000 ¢.000 0.0C0 0.000 40,000 i 0,000
MG Totals: 542,430 000 465,000.000

2034 Finatinial APdy
2014 Firal Revized APQ:

FDIA EAL [2014 Indtia] APD " 1 « FDA Esj:
IM5 Est: (2014 |nkt|g] APG * 1+ 1WS Ext]:

2015 Progosed Initlal APQ:

APQ

500,000.000

0.0D0
500,000.000
500,600,000

OPIUM TINCTURE

Vol. 1 Page 819

Ady Avall Cate
37,014,000
452 350250
0.000

Cals Usiog CFR 504
Inver

M MINLBE
1.279,905.765
45,000,000

Ma
37.074.000
450,000 060
43,000.000

527,014.000



Basic Clazs: 93300

Total P& Haguesied: 3.25%,0035.000

L DEA Nwm 7815 Requestad HO

b)(4);(b)(T)(E) §.000

1.200,000.000

1,14 ,000.000

15.000.000.602

6.251,000.000

1,000,000 000

1,000,000.003

M@ Tatahs: 29,562.005.000
2014 Final Initiat AFO: 1B.200,000.000
2014 Final Ravised APQ: 0,000
FOR Est: {2014 [nftial APQ* 1 « FOAEs1l: 18,454.990.000
WAS Est (2014 Inkind APQ* 1 + NS Evl): 10,080 £AQ.000
2015 Extabllah APQ: 28,039,000.006
201K Ectabllsh APG with 25% bufler 35,000, D00, DAY

2014 Revised MGy 2043 Salex

5.000 0.000
1,100000.000 B9 490.000
16874118000 ¥10,301.000

10,732,256 000 145,148,515.000
1281850000 2565244480

612,500,008 S.000
430,000,000 0.000
17802771000

APQ adjustmeend made based on Increased dispersicn of sl drugs 1o fad, staie, Inesl liw enlareement
{anma rationake for oxymesphane - (or convertion)

2015 Initial APQ Warkaheets

Stutrn of 2015
2011 0EA KA Ratas % of 2013 Satea Toral PO
131631, 761 480 0.000 0,042
11621, 181 400 o4t 152 872 340
11821, 781 480 0013 EFE S]]
12,621,791.480 0748 2421, 507.038
13,521,761 480 0,184 612,227.01%
13,621,761 480 0.000 0.000
11621767 480 0003 0000
QORIPAVINE

Vol. | Page 820

FOA Ear:
145 Eat:

A7 (avg naloxona + naltreacre dala)
48 (nalexans dala)

2013 invamery 2014 frojected Expords 2014 Frojected Satad

0,600
1,167,000
53,484 000
59,202,000
151,106,003
524 264, DO
€000

0000
a.000
0.000
0,003
350,000,000
) 0.600
0.000

4000
1.200,00: 00
1,131,000 500

18.7T7,718.000
2.955,000.500
1,900.000.000
1,402,000.060

20t4 Projecied
Invartary Adj Avadl Cale
0 oog 750

Q000 K27,375.250
0000 4,445.851.500

A STe.000 A101.185.000
2176000000 2,578,062.500
{ADOOO0COD  702.572.000
21000000 322,500,000

Car Using CFR S

tovent M
1250 5,000
562810632  1,200,000,000
SS24AT0MT 1,131,000.000
12,068, 269.823 13,080, 780.670
2ASTMTAM  1.783850,000
216,361.000 762,573,000
1,080560.000  1.000,000,000
21003497923



APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

Request IP.[1185650 pate Submitted| 26-MAR-14
t 1 Chemical fonlvy 1 per DEA-183)
4'g.chs.dnlﬂljia.§ﬂnhe_r 2
£ rug _Code 5330-Q
ote Year 2015
PEA Ragietration Number|(b)(4).(b}7)E)
on]D1(6) | ax, No (b)(6)
i hi4)V - (hWR) | Phone Ho,
KOTE1 A1l Quantities are to be Expressed in Gramg of Anhydrous Acid, Basn, or Alkmloidinot aw Balrs).
(uorag Preavioualy Teasued by DER
Quota Hintory 2913 2014 2018 Quota Requested
1,467,0359.0 1,674,316.0 0.0 1,131,000.0Q
Production Data nd Preceding Yesr 1at Preceding Year Sotimate fov Escirate For ¥ear
Cutrent Yeary Feguented
Invantory as of Dec 31
a.Bulk Controlled Substance/List 1 Chemical... 253'“:‘0 - 9.0 9.9 g:
b.In-Proceds Material....vcv.unonesnnonnansnns OE gg ::g O:U
c. Contained in FIKISHED Domage FOImd......... 253,464, T 0 0.0 0.0
Dl:p:::::::fa?e!{mi“’“i““ _ 151,943, T 1,131,000, 1,131.000.0
' Tt rerrrraer a, 0.0 9.0 0.0
b Exports..... ARRERN . 154,943 .9 [ 1,131,000.0 1,131,000.0
Acquisition/Production N
154,690.9 [ 1,131, 60¢.4 1.131,000.9
2.DOMEALLC SOUFEES . 1 rsrrsrerrran anainnss 151.890.4 0.q 1,131,000.9 1,331,000.9
Tf tha Purpcse i3 & Menufacturt Another Subatance(s). Furnish the Following Infarmatcion:
Hama of How Subgtanss Drug | Acount Udod foy this ona 4 Ticld
2012 2913 21015
HYDROMORFHONE 9150-0 a o 116,008 ¥ 45.00
PXYMORFHCHE (FOR SALE} 9652-B 35,053 17,237 166, 000" 45.00

Product Devalcpasht Dosage Farm I

Kerangth

Tnite/Bekeh { # of Batchen

Hatgh Furpoaa [ Est. Quancity II:sl:. Complation Tima

—

Mransfor Roglstraot

Explanation of Tranefoz

Date of Destructicm |

Explanaticn

Fackaging Fraduct Haze

I Strength

¥ of Pkge

|

Furpoge

I Totml Quantity

| Unite/Pka l

Remarke

iota is for supply of 500 Xg to|hi4)(hW7)F)
Pxymorphone and Rydromorphone.

Jip)4) pill aleo use Oripavine for incernal conversion ta
See aupporting documentatlon submitred via erail for sales breakdewn.

Vol. | Page 821



AFFLICATION FOR INDIVIDUAL MANUFPACTURING QUOTA

pate submitted]  pi-MAY-14
[Schedule/Lint Numbax 2
_prua Code - 9330-0
yota Year 2015
EA Reglstratlon Number{D)(4),D)(7)(E)
Peraanlib)(B) ] ax, Ho b)(6)
11 addraag [(h)4}(hVA) | hone Ng.

NOTE: ALl Quantitivs mrw to ba k.rn:urn_ugd_

uskag Previousl

in Qrame of Anhydroup Acid, Baso, or Alkeloidinot as_galta).

asuad by DER

Juots History 013 2014 24158 Quota Requested
1,000,000.4 L. 10Q,000,0 Q.4 1.,200,300.0
Froduction Data Ind Preceding Year tac Preceding Year Eatimate for Earlmate for Year
furrent Year Requested
Enventery as of Dec it
a,Bulk Concrolled Substance/List 1 Chemical... 3'“;': gg 29 . g:
B.IN-Process Materlal ...o.ivicasrsecviarnaran o . 5 o
¢. Contained in PINISHED Dogage Forms......... T.167.0 o 0. o d
pi 5 flizat!
“pis““;'é ale) /ueilization %40,694.0 0.0 1,200,000.0 1,200, 000.4
:.Eomest . 0.0 7.C 7. 0.0
b7 T-1-4 - WA P T I 40,0540 G 1,200,000, 1,200,000
Requisicion/Productian
731,568.0 6.0 1,200, 000.9] 1,200,000,
a,.Domesklec SOUXCED.. ... ..ot vr v v L L
° T31,568.0_ 0.q 1,200, 0¢0.9 1,200,000.0

If the Purpose ia ko Mamifacture Anather Substencels). Furnlish the Following Information:

Mama af Haw SubgtAnce Drug | Amcunt Used for this Purpeas & Yigld
2012 1413 2015
Product Covelopzant Deasge Form Atrength I Unite/Batch I # of Batchesn I Batch Purpoce r Eot, Quanticy Jf‘u. Canplation Tioe

Trapafar Hagistcant l

Explanstion of Trenafer

Dats of Dastractlon

Explanaticn

wackeaging Product Mawo ferangth

um.:-m;g i ¥ of Pxgs l

Fuxpoca

Toral Cumpcity

Reznrke

reflects modest growch for the produck over 2014.

e
pripavine mfg quaka is vequested to convert oripavine to a Buprencrphine Intermediate for ED)H) |As there is no specifie

Arug code the the Intermediate quota is belng requested for oripavine as we have been Inatructe N the past.,

1200 kg

' Vol. | Page 822




| APFLICATION FOR INDIVIDUAL HANOUFACTURING QUOTA

bate Submitted | 29-AFR-14
fichedula/Ligt Number 2
prus_coda 9330-0
[uota Yeax 2015

bER Regilstration Number)D)(4)(b)(7)(E)

i1 (b)(4).(b)(B) } Fhone Ko,

DB | Bx, NO (b)(6)

KOTR: ALL QuARtitlon are to DA Exproessd in gdrams af Anhydrous Acid, Baoe, or Alkuloidi{not aw dslra).

Quotsp Peeviounly losued by DER

Cucts History

2013

2014 2015

Guata Ragquented

10,40C,000.4

10,732,258.0

0.0

19,400,000.0

Froduskion Data

ind Peeceding ¥oaz

1at Preceding Year

Catirate for

Estimace for Year

Curxent Year Requested
laventory as of Dec 1l 63,282 3.0 116,178.0 316,17
a.Bulk Cantrolled Substance/List 1 Chemical... ‘ 0'0 O.B = o'o - ' z?}
b.In-Proceas Haberial..........coevimvirnnnrss ﬂlﬂ 5o 7o o
c. Centained in FINISHED Dosage Forma......... §9.262.0 o.4 315.175:0 316, 179.¢
Disposition(Sale) /Utilization 5 d 7 Y IEEIETI T8 377 7580
8. DOMBIEIS. oyt e oo i — — 0‘0
D OEXPOEES v u v nmnsmnsmiiniataanrnnnns 3.4 5.4 18,797, 716.0 18,777,718, 0)
Aegquisition/Preduction
n.Comestic Sources.... e . 0.9 0.of 15, 000,000.9] 19,000,000.0
e 0.0 0.0 1%, 000,600, 0 15,900, 0¢0.0

HE the Furpoee is ta Manufacture Another Subetancels). Furnizh che Followitg Information:

Hame of MNew SuboCance

l brug Az pad Zor this Furpona % Yield
3012 2013 | 2015 ,

DXYMORPHORE {FGR CONVERSION| 9652-A 1,530,345 7.8%4,778

Py 0o ol

u"‘q:_ﬂm,?'n,ﬁa 77.00
1.""0-—_

Product Dovalepment Dasage Porm Stxength I Unita/Bakch i # af Batehas

Batch Puspomd [ Eat. Quantity inu.. Camplation Tizo

frrancfar Regletzant I Explanstien of Iransfer

| Dato af Dontwctlénf Explanation _
Packaging Product Mama Stxength ] Ooica/FRy [ ¥ of Pkaga Farpos e Total Quantity

[Remarkn

Vol. | Page 823




APPLICATION FOR INDIVIDUOAL MANUFACTURING QUOTA

Pate Submitted| 31-JUL-14

quesc ID.[120282
age_ox Liet 1 Chamical {only 1 per DEA-183)

2
_Prug Coda 9330-0
uota Year 2015
DEA Reglotration Numbex|(b)(4)(b)(7)(E)
an)(0)(6) | Fax, No (b)(6)
al b4V -(hWA) - hone No.
MOTE: Akll Quuntitise mre to be hp:onaad in Grams of Anhydrous Acid, Pass, or Alkalpidinot as Swhiip),
_ Quaras frevigusly Isqued by OER
ucta Higkary 20611 2014 2018 Quota Regquastad
3,12€6,000.0 3,281,650.4 6.0 6,231,000.0
FProduction Datn Ipnd Preceding Voar Lo Preceding Year Entimace for Eetiraty for Year
curront Yaar Requenced
Inventory as of Dec 31 3 T7e 5
a.Bulk Contralled Subatance/bisl: 1 Chemical. .. 150 mg.n o'o 2'176'003': + - Oz.u
b.In-Brocena rj!ar.erial..... ...... e raeean ‘e a.0 7.4 5.0 0.0
©. Cantained in FINISHED Dosage Forms......... 151,100.0) 5.0 3.176,000.0 3.176, 000, 0
1 el
Dispos ti.m;(sale]f lization 4,.5676.70 a.0 3.616.000.0 31,616,004,
:.Domest [ DI b dane st i e e 0.07 . d 350,000, 0 350,000, 0
EXporta.....ovemeuen ALt ar At e E e e 1.675.7d 0. 3,966, 000,01 1,966, 000.0
Aoquisicion/Production
2,003,5160.8 0.4 5,151, 000.4 5,151, 000.10)
D PRI I AR i -
a.Domestic Squrqes . 3,003, 5104 o0 5,151, 0000 5, 151.004.0
It the Purpmae ia to Manufacture hnather Subatancaie), Furnish the Following Infarmation:
Mana of Hew Subatance Drug Amount, Used for this . % ¥iold
) 2012 -2013 20145
HYDREOMORPHONE §150-0 1,140,220 1,965,400.34 2,584,000 & 38.00
2 oo

(5] \,{(j o %A—- YR

Froduckt Developrant Doouge Form l ftrength l Toits/Batch ¥ of Batches Patéh Purpoan j Eat. guaniicy [Est, Complokion Tiks
Fransfor Registzsat L Explanation of Tranafazr -

Data of Degtructicn | Brpianatisg
Peckoging Product Nama i Strength | Unice/Pkg ¥ of Pkgw Purpaas '_'] Tokal (uantity

Rezarka

3,616,000 grams for conversion to hydromorphone, Loez on -production estimated aC 1,405,000 grame 1,000 grams Ior oripavine
referance standardsfconversion to hydromorphone for reference standards Replaces application reference# L185630
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APPLICATION FOR INDIVIDUAL MANUPACTURING QUOTA

Raqueat ID.[119606 bats Submitted| __30-APR-14
Name of Bas ass or Liet ) Chemical {oplv 1 ver REA-189)
DRIBAVINE Schedule/Liat Numbor 2
5 3 L Diug Coda $330-0
b)(4) uota Year 2015
pEA Reglstration Numbex|(b)(4)(b)(7)(E)
bi)(6) ] ax. No (b)(6)
hong MNa.

Fggil Address |(N\(4) (hA) ]

MOTE: All {Quantities are to ba Expra

susd_in Grama of Anhydrous Acid, Buse, or Alksloid{fac ad Jelts].

guetas_ Previously Tasued by DEA

Quotn Hiotory 2012 2014 2015 Quota Raguested
T00,00D.0 £12,500.0 0.0 1,000,000.0
Production Data dud Preceding Vear 10t Preceding ¥Year Eotimate for fntlmate for Year
Current Year Bequeated
Inventory ac of Deec 31 T T
4.Bulk Controlled Substance/List 1 Chemical... 224, 264.9 3.2 1'”"'“3': 1,400, 2";
b.In-Procena Makerlal. . .i.iverurrrrmr rarnsnan 2.0 o.d 0.0 G
. Cantalned in FINISHED Dosage Forma,........ 324, 264. 0 a.d 1,160,000, 0 1,440, 000. 0}
Dxapzsiti:;(ﬁalel}ur.il!.zat!.on R od LTI 1,665,000
4a.Lomes L ~JPEPEP B R L I A I RN T. O o.d o‘o 0. U
D ENpOXED. v vur s v asrn st v aanes e 7.0 9.0 1, 000,000.0 1.008,000.0
Fequislitlon/Production
327,581.0 0.0g 1,000,000.49 1,000,000.0
a.Pomesti 2 e
stic Sourc 327,381.0 0.d 1,000,000.9 1,000.000.0
If the Purpoze is to Manufacturs Anncher Substanceds), Forniaeh the Following InformaCion:
Hana OFf Maw Subotanca Drug _ Anount Uaad 4 Yinld
- 2012 2011 20158
Puprensrphine hase qoob-a 540, DoU S0.00
Bupyancrphine HCL 6000-04 1] q SO0, 300 50,00

- Froduct Davelopmant DCosago Form strength I Ynire/Bateh |I % of Aatehan ‘ Batdh Furpone 1 ¥st. Quanciey 1!:1:. Cemplaclon Time
Pransfar Rnglnt:mt—l Esplanaticn of Transfer

Dato of Destruction | Explupsation

Packaging Froduct bFame Strength ] vnica/Pig | 1 ot Fkga ] Purpoao Total Quantity

Remarks

Hel againat manufacturing qucta.

Multlstep conversion of intermediate purchased from a OMJ agalnst procuremsnt gquata Lo Buprenncphine base and Puprenorphine
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA
Requegt ID.[118630 . . bate gubmiered] 27-¥AR-14
Matma of Ba 3 iag 1 Chemical (onlv ) per DEA-~189)

ORIPAVINE Eshgﬂ.uhLuu_ng_r 2
Hame and A 12 F Raqlptranb rua, Coda 2330-9
(b)(4) bucta Year 2015
ISm\ Reglatration NumberlD)(A),0)(7)(E)
Fantact PecasdlD)0) [ [Fax._To B)©)
Emall Address yhi4)(hi6) ] Fhone Mo, y
HOTE: ALl Quaptitios are to ba Expropged in Gramse of Arnug Acid, Anpa, or Rlkaloidinct od Sulte).
tas Praviocusly Issued by DER
Kuota Higtary 2411 2014 2015 , Quota Requented
9.0 430, 000.0 0.4 I 1,000,000.0
Produccion Data ind Procediny Yesr lat Precedipn Year Estlmato for Entinate for Year
furrant Year Requested
Inventory as of Dec 31
a.Bulk Controlled Substance/List 1 Chemical... 6.9 g.9 23,000.0 23,000.0
b.In-Process Material............ g:g g:g gg - :g
¢. Contalned in FINISHED Dosage Forma.,....... 0.0 o0 33,000, 23, 0000
m:":;:;::s’mNu“““"“ ‘ 0.0 8.0 1,493,000.7 1,102,000.4
e e Ay 0.0 . 0. 9.0
b PMpoTLA.......... A 0.4 9.0 1,403,000, 0) 1.403,000.0
Acquisiclon/Production
A.Domentic SOULCES. iuvivsissniriar rrinnna o.q 0.9 1,000,000.0 1,00¢,060.9
a.q 0.¢ 1,000,000.0 1, 000, 009,09

TE the Purpose is to Manufacturs Another Substance(s], Purnish the Following Information:

¥opa of Naw Substanca Dyvg | Amount Onaed for this Furpose % Yield
[ 2012 | 2013 I 2015 l

Pzroduct Develepment Dosage Porm | gtyangth | Unite/Eatch | 4 af Batchee I Botch Furpoam I Eak. Guanticy IE::. Coxplatian Time
2
fzansfer Ragistrant Explanpeion of Transfer
Date pf Demtruccion | - Bxplanation
Packaging Product Nume Strength | Unika/phy I ¥ of Pkga : Purpoaa ] Total Quantity

Ramarks . - I'//

K0).000g La planned for use in ‘Hydromeorphone and 1,109,0009 is planned for wse in Oxymorphone.
? =,
...A‘)D\Gf)
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Basiz Clans:

Total PO Requ
L —DEAMum
(D)) (b)(T)E)
Ma Tatabs:
2014 Finul Initlal APC: T.400.000.000
2014 Final Ravised APG: 6.000

FDA Ext: [2014 Inithal APQ ™ 1 + FDA Eft):  7,400,000.000
IMS Cat: [2014 Inital APQ " 1 + [MS Est):  7.400,000.000

APG sufficient, oo sdjustment refuired

- 2015 Initisl APD Wa
S.000 FDA Ew:

M35 Eax:

2015 Regquested MO 2014 Revised MO 2043 Sslex 2012 DES MG Sakes % of 2011 Sales
5.000°

$hareof 245 Tow| PQ 2013 invenlosy 2014 Projected Exponts 2014 Projecied Sakes  Adj Ava¥l Cak Gk Using CFR 50% Inwant

©.000 Q008 5624 322,000 ©.000 0000 D.000 [+10 0] A DO 0.000 409
3.000,000.000 6, 157,635,000 5,624,377 004 5524 322 000 1,000 5.000 572,879.000 0.000 2,807.048.000 547 BBA.500
3000005000 6157530000

OXYCODONE [FOR CONVERSION)

Vol. I Page 827 :
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Basic Chisa: L TR
Total PO Acguesied:

. Company DEA Hum
(b)(4).(L)(T)(E)
M2 Tetals:
2014 Firal {nitlal APQ: 20 003,000 H00
2014 Final Revised APQ: 0,000

FDA Bt (3014 llal APG* 1+ FDAES): 21,390.000.000
M5 Est: [2014 Inftial APQ= 1« (MS Evl)  20,964,000.000

1013 Estatdlsh APQ;
w 289, buffer;

23,300,000.600
29,000,000.000

6,226,005 000

2015 Raguasted MO 2014 Raviasd MO

5000 406060
£6.000,000,000  11,300.0d0.000
1.000.000 0.500
6,151.000.000 2.751.0005.000
7052005000  14,051,000,000

2011 Sales 012 DES MG Saled % of 2013 Salea

0.000
5,300,584 000
0.000

1493214000,

APQ wdjuatmant made bazed on Insreased disparsion of nad drugs to fad, siate, tocal law enforcament

[same ralionaba far ordpavine)

2015 Inktla] APG
Waorksheels

7,762,788.000
2,74, TeE, 000
7.793,766.000
7.793.768.000

FDA Ext:
144 Ew:

07 {avg valoxans + narrmcon data)
048 (natoxona dati)

Shary of 2015 2014 Projeerce
Tetal PG 2611 inwsdery 2014 Projectad Exports 2014 Profecied Saks Inventory
G000 a.000 £.000 o000 4,000 1,000
6e0d 5033159477 1570762000 0.000 16.832,103.000 1.FITE3.000
0,000 0.000 0.000 G.b00 1,000.000 Q.000
0152 1190845523 269680000 0,000 5,130,000.000 1,662,004 000

OXYMORPHONE {(FOR CONVERSION)

Vol. |

Page 828

Ad| Avall Cate
0.000
9.659,821.500
@000

2265 610.000

Cale Using CFR
0% vl
4000
13.086.720.347
1,900,000
4248126503

Mo
4 pon
13,088, T90.347
1,000,000
£.288,126.903
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! APPLICATION POR INDIVIDUAL MANUFACTURING QUOTA

Request ID.[119507 lpate Submitted| 29-APR-14
i al _fonlv_ 1 per DEA-1§9)
M ) ___._Echedulg@_u_t._mmr a
i trant g Code 3652-3
(b)(4) pucta Year 2015
PER Registration Number|(b)(4)(b)(7)E)
Contack  Fersonlhi(4) (h1(A) I Fax, No (D)(B)
] Phone No,

Fail Addreas |(D)(4)(D)6)

¥O*By A1l Quaacieias Axe to ba Expregeed in Qrims of Aohydrous Aeld, Bass, ar Alkzlaid(not se Aalea] .

Quotas Previcual

Luota History

2013

2014

Isauad by OBA

2015

guot2 Requestod

§,400,000.0

11,340,0090.0

a.o

16, %00,000.4

[Producticn Data

2nd fPreceding Year

lac Pzeceding Year

Estimate. fovr

Batimace ter Year

Jurrane Yeok Asquested
frventory as of Dec 31 1,579,762.4 a0 737.633.90 737,633 .0
LBulk eralled Subat Li 1L - L - - : - < -
: :u-p Con ’°H E 1”1" ance/Lisc 1 Chemical 0.4 9.9 1,000,000.0 1,000, 000,
e | IroCEeEds Ia BXlALl. . i ra s s r i T E 0.0 8.0 .0 0.0
c. Contalned in FINISHED Dosage Forms......... 1,679, 762.4 0. T, 737, 633.0 1,737,633, 0
5 xp fued el
msp:““ii’:; ale}/ucilizaction 5.9 9.0 Te, 832,103, 16.632,103.0
:'E"““’ T 0.4 0.0 9.9 0.0
KPOFEB. vrveiaeionnnn 0.4 [ 16,832,103.0 1€, 853,103, 0
cquisition/Production
P 2. Domestic Sources L 0.4q a.q 16,904,000, 9] 16, 500,000 g
' T Tt 0.4 .4 16, 904,900, 0f 16,900, 4900.0,
i the Purposs i3 re Mapufacture hnathcr Subatancaeie), rurnlsh the Follewing Information:
¥amo of Hew Fubptance Drug | Amaunk Uaed far this Puspoas [ % ¥isld
| 2042 | 2012 I 20135 1
ORCXYMORFHONE (POR SALE) 2668-B 1] 4] &,707 3,00
COROXYMORPHONE (FOR CONWERSION) 96668-A 3,328,952 4,333,519 16,825,394 §3.00

Fradust Davalsphent Doaage Form strangth L Tnica/Bateh ¥ of Batchad l Batch Furposa I Eac. Quaneity |Ese. Cozplatien Tioae
Tranafer Regletrant Explanetion of Trangfor

Date of Deptzuction | Explanation
packaging Product Name { tzength l tnito/Pkg ] ¥ of Pkga Purpoas l Tokal Quanticy

Pemarke
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APPLICATICN

FOR INDIVIDUAL MANUFACTURING QUOTA

Pste Submirred|  29-APR-14
h-1891]
: ar 0
rua Coda . | 966B-7
jJuota Year 2015
DEA Raglatration Numbar|(b)(4).(b)7)E)
wﬂ{b](m | Bx, No (b)(6)
iL A (B){(4).(b)(6) Fhona_ Ng,

Quotas Previsualy Tasued hy DEA

HOTR1 Al Quaenciciad ars Eo ba lhrprc;nd Ln Grams of Ankydrous Acid, Baww, or Alksloldioot ss Seltwel.

Ruota History

013 014

2015

guots Requasted

5,471, 701.4

a4,568,557.¢0

0.4

10, 600,000.0

Predustion Date

2nd Preceding Yaor

1nt Preceding Year

Botimate for
Qurzent Yaar

Eatirate for Year
Redquaated

Inventory ag of Oec 31

b. In-Process Material........

a.Bulk Centrolled Substance/List 1 Chemical...

. Cantained in FINISHED Dasage Forms..

Diaposition(8ale) fUutilization
a.Comeatic.,......
b Exporea,......

Foquisielan/Praduction
a.Domestic Sources.. ..

745, 549, 7.4 1,230,032, 0 1,230,032, 0
316,505, ) 0.4 L,314,035.0 1,31¢,035,0
0.0 0.4 0.0 0.0
1,064,034 0] 6.1 4,544,067, 0 2.544.067.4
0.4 (R 6,174,000, &, 170,000, 0

2.9 0.d 0.4 [

.4 0.0 8,170,000, 8, 130,000.0

[ | 0.0 10, 404G, 000.0 10, 600,009, C

0. 0.0 10,600, 000.¢] 10, 600,000, ¢

[tE the Furpese is to Manufacture Anorcher Subatancels), Furnish rhe Fallewing Infasmation:

Wame of Hew Subatanca Drug | Ooped for this Purposn k Yiald
[ 2012 i 2013 [ 24418
HALAUPHINE (EXCEPTED) 0ango-a 9 q 575,300 70.40D0
NALTREXONE (EXCEPTED) daoo-0 1] 1] 6,687,381 85.400
RALOXONE {EXCEPTED) 0gob-a [1] q 06,738 76.00
O+
B, 110k, |
Prod Doval Doasga Form Atrangth Units/Hateh # of Datchans I Makch Purpase I Est. Quantity [E-:. Ceapletion Time

[Trannfor Roglatrane

Explanation of Traaafur

Date of Dancruction |

Sxplonation

Fackaging Product Melas

I Strsugkh l Unite/Pkg

1 of Fkge l

Porpomn

l Tokal Cuanticy

Remarka

Vol.
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APPLICATION YOR INDIVIDUAL MANUPACTURING QUOTA

Request ID.[L19509 Pate Submittad]| 29-APR-14
Hame B RA-1BS)
JOROX ax Q
pme &f Reoglatrant Drug_Code 49664-H
b)(4) [uota Year 2015
DEA Registration Mumberx|(b)(4)(b)(7)E)
G I 2, No (0)(6)
a 888 [h1(4).(b)(6) ] hone No.
WOTE; All Quantitias onre to be Expressed Ip Grams of Anbydrous Acid, Eaan, or hlksioid{nst as Salts).
N Quotis Previgualy Tasusd by DEA :
Duota History 2013 2014 2415 Quaka Ragueeted
2,618.0 2,364.0 0.0 3,000.0
Production pata ind fraceding Year 1at Preceding ftear Estimate for Earimate for Year
Surrent Year Raquastad
Inventery ag of Dec 31
a,Rulk Controlled Bubatance/List 1 Chemical... "Mo‘: :‘: ”i': 31:‘2
b.In-Procass r:!al:erlal..‘..‘................... 7.4 0.0 3 o.d
¢. Cantainad in FINIZSHED Doaage FOIMA......... 203.0 0.9 378, O 378. 0
Disp;sitio?(SaleifUtilizaclon T 7 d T 5%.d 39500
B DOMEREIC . v s s i 1.0 5.0 .0 0. 0
hExporl:s...-‘ ....... .0 .0 3. 620.0 3,020.0
hequisition/Production
10,0 0.4 3,009.9 3.000,9
a.Domegbie SOUrCeR. .. v ivrarrarrarraransn 16,8 | 3.000.0 3.000. 9
Lf the Purpoaes 1a to Manufaceure Anothar Subatance(s), Furnlah the Following Informaticn;
Nomo of Hew subotanca * I orug | Amount_Ussd for this Purpeae T % Yield
| 20132 | 2013 2015
Prod Devalop Dosage Porm ; Serangth l Units/Dbatch l 1 o(. T l Batch Furpaee I [TTH Quancit} |Bﬂ.. Cazplation Tima
[Translfox Reglatzunt Explanstion of Trannlar -
Date of Destzuction | Rxplanakion
Fackaging Froduck Hame Serength Unita/Phyg % of Pkgo Purpesa l Total gquantity

Hemarke
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| APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

Pate submitted|  02-MAY-14
nly ] ner DRA-189)
chedule/tLisgt Numbey 0
ame g ; 5 rug Code . 9652 -}
b)(4) buota Year 2015
PEA Reglotration Wumbex](D)(4)(b)(7)E)
Contact Peraon)b)(6) | :;iIX- E: (b)(6)
ajay:] 9.

Emall hddress §p)(4).(b)(6)

]
HOTEI Al Quantltlas sze to Ee Expressad in Grams of Anhydrous Aoid, Fawe, or Alksloid{not am Salks],

Juotan Previocaly Insucd by CZh
Quots Hiamtory 1813 2014 2015 QJuota Requeatad
0.0 9.0 ¢.a 1,6G00.0
Produetion Data — 2nd Praceding Yeazr 18C Procadlrg Year Eacierate far Egriracs for Year
Current Year Requeatod
Inventory as of Dec 31 3 0 g
a.Bulk Contiolled Substance/List 1 Chemical... g': g.o 0'0 e‘g
b.In-Process Material.. .- vrivnnvrivrinnanas 7.0 7.9 0.0 0.0
., Contalned in FINISHED Dosage Forms....... .. 5.4 0.0 7.4 0. d
Mispositica{Sale) fUrilization 7 T d T 5090 1.000.0)
a.Domestic.....ovnvnei 0.4 0. d .3 W
b BExporte.. ... .c0-0nn e 7.0 o.d 10000 15054
hequisition/Production _
:Iun““uf_, Scurces [ | a.q 1,000, 9] 1,000.0
. ieee e o.d G| 10000 1.000.4

fZ the Purpome Lla to Manufacture Runother Substance{a), Furnish the Pollowing Infarmation:

Drug £ tood for this Furpoac |« ¥iald
2012 1013 [ 2015 1

Hame of Maw Subgtacce

Froduet Developrant Cosage FOIm 3trength I Tnits/Becch l ¥ of Batchas l Batch Purposa l Bst. Quantity _IBIC. Completion Time
[fzranafor Reglotrant Explanatlion of Trancfor

Tate of Destructioo | Explunnticn

Packaging bProduct Hamae Bereagkh Unlea/Fkg I ¥ of Fkga . Purposa Tokal Quentlty
Remrka‘ |

to supporc reference mtandarde bualneas
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] APPLICATION FOR IHDIVIDUAL MANUPACTURING QUOTA
Date Submitted]  31-JUL-14

gehedule/Liat Hurbor ¢
rug Coda_ 9552 -A
uocta ¥ear 2015

bEA Reglstration Numbaxlb)(4)(b)(7)E)

(b)(6) | ' gx. No b)(6)
(D)(4):(b)(B) | hona Ha.
FETE, AT GuentlIles 7R to he Bxprassad in Orsma of oup Acld, Bame, or Alkeloidinoc ao galts).

[
Quctas Previously Iasued by DEA |
Quota Higtory 1013 2014 2015 [ Quota Raquested
3, 010,645.00 2,751,960.0 0.4 | 5,151,000.0
roduckion Data ingd Preceding Year lar Preceding Year Evcimate for Earimate Far Year
Current Year Requeated
tnventory az of Dec 31 5 ‘1 T T T3 4
a.Bulk Controlled Substance/tlat 1 Chemical... 269'632‘%{ g'u 1663, 00'0 2 ‘ou:’ﬂ
b.In-Process Material. .. ... i iuarnnanannss | 5.0 o0 T o
¢. Contalped in FINISHED Dosage Forms......... 269, 600,00 a. 0 1,663,000.0 T.£63,000,0
|
Di“p;jin":ts‘ﬂe’ {teilizacion 37.417.0 0. 138, 0000 %, 130, 060.0)
a.E?nest - JON T.116,201.0 2.0 o0 5.0
b Exports..... Tresneeeeen 1,493,218 0.0 " 5,130,000, 0 5,130, 000.0
Acquieltien/ Production )
2. Domeatic Sourges. .. L . 1,317,096.9 a.q €,151,000.0 6,151,000.0
’ Tty 1,317,098 0] 0.4 6,151,000.0 6,151,000, 0
F the Purpese i3 to Manufacture hnother Substange{s), Furnigh the Following Information:
Wane of Naw Hubptancs trog | ABgunt Uged for this Purpase | % Yiald
. 1 2012 2013 2015
Product Davelopmeot Dosego Perm Stxongth [ Unita/Eaceh ¥ of Batchea ! Batch Purposa J Eat. uuutiéy lnu. Completion Tima
Tranofar Redistrasat r Explanation of Transfer
Dats of Dedrruction | ' j Explenation
Fackaging Praduct Nace | Atrangth I mite/Pkg r % of Dhga Furpcss I Total Quaneity ]
Fexarke

Froduccion losg estimated 'at 31,000 grams 1,000 grams Lo support reference standard busalneas Replages applicacion rererer.cﬂ
L19708
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Cxymarphane n Requiremency

I 1) 2018 Grwda Apr-14 11‘“ Dalta
PSC-ADA PSC=mCEA 513% [H
jime: 1w Corvernon ire Fog Coveyion 2 D6 150 ) AW
mmerial et Comuer 1o 450 o150 | 1700
c e o
Pt {Develapmer B 3 ]
1 COMA Lovoni sy Ui houbel s 3013 COMd Lymptary Calcularions
013 Erding tvetony ¢ 1 Ly [
bion w!cabbe eratom]
7014 Avalmbiw End Inv. W ] | Fad. o,
| — A s e, 7
2074 AF| 2,508 ) 015 APE uota [XET]
Lpama [hor
| included in mvearievd 571
| 2004 Daypresiiaor.s: i 2001 % Dhrottobaoma
Say L Selsa e
Proceycing Loss hmssing Lorws [+1)
Tor -salzabie 1 Sorl rad ko Rew Dhet W wlanion I o
TH 14 Enaliog bavendory T933 Ending Levin, 1043
Cawrrrd W "4 Yakrend T thcd 18 0 Taarend ]
a et
38%
TR )
15%
€35
iy S
ACTUAL YEAR TO DATE QEE T WITH INCREASL 2915 Quents Cakc
) IWWWO& Nruq-nl ] ot twa gl 129 L o
Dhocripaient Wield AW of sap Laposd | MWC | o sep Sirp MWC L1 ] . Dy Inpud YhMd | MWC | wifal
o
vessian G4 10132 ] 3708 " (10133 ey Lk LOLI ] akico] B743 Bz | 1OLAY ) B
ACTUAL YEAR T DATE [TLINE 14, 2004 TA WITH INCREASE 915 Qwsta Cake
Tapmi tx | Frore (1=~ d T |in Trpms ta | ORripedt of T Trput s |Freecn TF=t mepd| Lot by
Shep Vicld MW Sep Sbwp L] Desvcr iption Sat Yiew | MWE | afaup L )
[T For Caneriom
[ Wav | loom i 1A [] COM e COV [A] D55% | LW00 | & EIF LT
1 Tadal [0
1
TaTSal JAddianal] -
2014 CPS-Oripavins Iovemtary w4 o
Cakculations Crant Gt L 3 Lnwwniery Ca kombathes
7003 Enting Tove iory 750 15 2014 Ending [nvendors 1575
Hon ik lcabla ol era [1] o on calvable rmdicrial 1]
I0LY AiaIaklkr End Tar. 354 ™ TOIA Avalahie Frd lav. 197
2114 AFT B !ullo\l‘l!& 10
onE: s p——
W phis [ Comverym Fiorpliios fx Courpaon e Bas ot ol 2] 0 ) (4) [ty vl U mero) G 2005,
Umymovpiacs oy Carverpen Crormorphons [ Convamon LIS St oare TP [ ey id macon, ueng Lt ¢ betis for 2045,
Doovmerpione for Saly rymarrhens fir Sl l.la
1014 Ending lovowieny [F 1378
- o Al ik L1
hawr
TAR B
560
45
1L
b)(4) ontidential 7 njama
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Anafal A
2014 Marphion fer Camneraiem i toia
T vty Cabrn Lol bit Gl Crum,
F013 Trcieng Inveniare 2t FYI]
Hor: aateable mateig ] 3
013 Avsiubie End lny. 1431 A8
¥34 AP (s PEYETR LT
ORI GO E
Canverted (o Caxdernz 1,130 13,120
Coaverud o HAM % (ol
—
37
A%

Ony madDhongy

:|{b){4);{b){7){E)

Contidentlal

b)(4)

T
g, Lg®
Totd Lana | ne AA dar
Dicut Mot Cumrrrvian
Morphing For Comn cruen
Cr8 ACHS, o 1AHM 4
=)
arrenerelnl -
1178 0N 1 ] 5% 1M 159 (5]
T 1o GO, Dry ) LY 121 o) IEEE il .
Valldatbon Fargul rerment
Tiryrmrp o Var Sole Valiaator -
Blng |
WM to COM [ (EEN D) ik 1_.- -
COM w OfdH [hy © I [T) o - - -
¥R i de] AP [ [T (1] 6_5‘ - - -
Onered Todaby -
2814 Dy, Jar € wrersiow Farconal
Cunlornt DEA® ]
1
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Hiafa01e

Requirmenla

045 Marpiing for Conversisy Jnventery

Crbeulstinm
Ty ——— T )@
Hen sk ble peaterial ]
IN1{ Avmilabit Fad. Iov. 1838
ﬁ_'; AP Quos FERECH
apoutamn, —
Convered 1o Codeire 15,396  JCumoemer has nat Lold bhich guedr will e ordered for 015,
Crawernd ta (8100 [T [ i iz for oo cerren shaskd the bew ek b regoctal
P!unnna Lomary .
JULS Eding Lavend [N
Camvried ba EZY_ﬂI'_m —‘11',."';.1
Iy '
14,115
22702
5]
9,127
LL
Banch Batch To! | Tetnd wetpend, b gB
YMuraber of| Lapet, | Pracea | meput, | Lats by |[aps, [Ouipm, | Teta] Lans | a3 AMA for
T ripdion Balches B | Yidd B B Ko h | Convaraim
Ma Fer Comvarsiah
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‘ - 2015 Establish Adjusted Aggregate Production Quotas and Annual Assessment of Needs

+ Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to
establish the production amount of each basic class of Schedule I and II controlled substances
and for the List I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This
respansibility has been delegated to the Administrator of the Drug Enforcement
Administration (DEA), and redelegated to the Deputy Administrator.

= DEA regulations allow the Deputy Administrator to revise the established annual aggregate
production quota (APQ) and assessment of annual needs (AAN) after review of pertinent
information provided from various sources including DEA-registered manufacturers and the
Food and Drug Administration (FDA),

» The attached Federal Register notice, prepared for your signature, reflects the calendar year
2015 established aggregate production quotas (APQ) for schedules I and II controlled
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine,
phenylpropanolamine, and pseudoephedrine for which the United States has medical,
scientific, industrial, export and reserve stock requirements,

» As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to
the APQ for schedule II substances and those schedule I substances that are used to produce
drugs that have a medical need (specifically, GHB and tetrahydrocannabinols) to prevent

L potential drug shortage issues.

» Expeditious review and publication of this notice is necessary to ensure an uninterruptable
supply of schedule I and II controlled substances as well as list [ chemicals ephedrine,

phenylpropanolamine, and pseudoephedrine for the legitimate medical, scientific, industrial,
and export requirements of the U.S.

+ The following points provide brief explanations of the changes from the proposed revised
AAN & APQ values:

List | Chemicals:

¢ OD is recommending an-increase in the AAN for ephedrine (for salé) The increase is
based on increased domestic salcs and import requlremcnts from registrant applications and
projected demand for allergy and flu season.

Controlled Substances:

¢ 0D is recommending an increasc in the APQ for alfentanil. The increase is based on the
increased domestic sales and exports. -

» OD is recommending an increase in the APQ for cocaine. The increase is based on the
increased domestic product which leads to the production of cocaine as a by-product.

‘  ODis recommendmg an increase in the APQ for codeine (for sale) The increase is based
on the increased dormestic sales and exports.

DEA/OD/ODQ 8/12/2014 - Page 1 of 2
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" * OD is recommending an increase in the APQ for cedeine-n-oxide. The increase is based on
the increased domestic sales and the need for increased reference standards.

s OD is recommending an increase in the APQ for dihydrocodeine. The increase is based on
the increased domestic sales.

e (ODis rccommendingxan increase in the APQ for fentanyl. The increase is based on the
increased domestic sales and product development efforts,

* OD is recommending an increase in the APQ for hydromorphone. The increase is based on
the increased domestic sales and exports,

» 0D is recommending an increase in the APQ for levorphanol. The increase is hased on the
increased domestic sales.

e OD isrccommending an increase in the APQ for marihuana. The increase is based on the
requirements from bulk manufacturers to supply cannabidiol or other marihuana extracts to
dosage-form manufacturers conducting product development activities with the objective of
receiving FDA approval of their products.

e OD is recommending an increasc in the APQ for oripavine. The increase is bascd on the -
) increased domestic sales and exports of hydromorphone and the non-controlled substances
( naltrexone, naloxone, and nalbuphine which utilize oripavine as the starting material,
» 0D is rccommending an increase in the APQ for oxymarphone (for conversion). The
increase is based on the increased domestic sales and exports the non-controlled substances

naltrexone, naloxone, and nalbuphine which utilize oxymorphone (for conversion) in the
route of synthesis.

DEA/OD/ODQ 8/12/2014 Page 2 of 2
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Billing Code 4410-09-P
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No, DEA-393]
Established Aggregate Production Quotas for Schedule I and 11 Controlled Substances and
Assessment of Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2015
AGENCY: Drug Enforcement Administration (DEA), Department of Justice (DOJ).
ACTION: Notice.
SUMMARY: This notice establishes the 2015 aggregate production quotas for controlled

substances in schedules I and II of the Controlled Substances Act (CSA) and the assessment of

annual needs for the list 1 chemicals ephedrine, pseudoephedrine, and phenylpropanolamine.

FOR FURTHER INFORMATION CONTACT: [P®) ~ |Executive Assistant, Office

of Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springﬁeld,

VA 22152, Telephone: [P)©)

SUPPLEMENTARY. INFORMATION:
Legal Authority

Section 306 of the Controlled Substances Act (CSA) (21 U.S.C. 826) requires the
Attorney General to establish aggregate production quotas for each basic class of controlled
substance listed in schedules I and H and for ephedrine, pseudoephedrire, and
phenylpropanclamine. This responsibility has been delegated to the Administrator of the Drug
Enforcement Administration (DEA) through 28 CFR 0.100(b). The Administrator, in turn, has
redelegated this function to the chuty Administrator, pursuant to 28 CFR pt. 0 subpt. R, App.

Background
- The 2015 aggregate production quotas and assessment of annual needs represent those

quantities of schedule T and II controlled substances and the list I chemicals ephedrine,

1
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pseudoephedrine, and phenylpropanolamine to be manufactured in the United States in 2015 to
provide for the cstimated medical, scientific, research, and industrial needs of the United States,
lawful export requirements, and the establishment and maintenance of reserve stocks. These
quotas include imports of ephedrine, pseudoephedrine, and phenylpropanolamine but do not

include imports of controlled substances for use in industrial processes.

On July 2, 2014, a notice titled, “Proposed Aggregate Production Quotas for Schedulc |
and T1 Controlled Substances and Proposed Assessment of Annual Needs for the List I Chemicals
Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2015,” was published in the Federal
Register (79 FR 37772). That notice proposed the 2015 aggregate productio;l quotas for each
basic class of controlled substance listed in schedules I and II and the 2015 assessment of annual
needs for the list | chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. All
interested persons were invited to comment on or object to the proposed aggregate production

quotas and the proposed assessment of annual needs on ot before August 1,2014.

Comments Received

Five comments from DEA-registered manufacturers were received within the published
comment period, offering comments on a total of 32 schedule I and II controlled substances. No
comments were received for the list [ chemicals ephedrine, pseudoephedrine, and
phenylpropanolamine. Commenters stated that the proposed aggregate production quotas for 1-
(1,3-Benzodioxol-5-yl)-2-(methylamino)butan-1-one (butylone), 1-(1,3-Benzodioxol-5-yl)-2-
(methylamino)pentan-1 -one (pentylone), 2-(4-Bromo-2,5-dimcthoxyphenyl)-N-(2-
methoxybenzyl)ethanamine (25B-NBOMe), 2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-
methoxybenzy!)ethanamine (25C-NBOMe), 2-(4-Iodo-2,5-dimethoxyphenyl)-N-(2-
methoxybenzyl)ethanamine (251-NBOMe), 2-(Methylamino)-1-phenylpentan-1-one

(pentedrone),-3-Fluoro-N-methylcathinone (3-FMC), 4-Fluoro-N-methylcathinone (4-FMC), 4-

2
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Anilino-N-phenethyl-4-piperidine (ANPP), 4-Methyl-N-ethylcathinone (4-MEC), 4-Methyl-a-
pyrrolidinopropiophenone (4-MePPP), alpha-Pyrrolidinabutiophenone (a-FBP), alpha-
Pyrrolidinopentiophenone (a-PVP), amphetamine (for sale), codeine (for sale), dihydrocodeine,
diphenoxylate, fentanyl, hydrocodone (for sale), hydromorphone, levarphanol, marihuana,
motphine (for conversion), N-(1-Amino-3,3-dimethyl-1-oxobutan-2-yl)-1-pentyl-1 H-indazole-3-
carboxamide (ADB-PINACA), N-(1-Amino-3-methyl-I-ocxobutan-2-yl)-1-(4-fluorcbenzyl)-1 H-
indazole-3-carboxamide (AB-FUBINACA), naﬁhthylpyrovalcrone (naphyrone), oripavine,
oxycodone (for conversion), oxymorphone (for conversion), oxymorphone (for sale), Quinolin-
8-yl 1-(5-fluoropentyl)- 1 H-indole-3-carboxylate (5-Floure-PB-22), and Quinolin-8-y1 1-pentyl-
1 H-indole-3-carboxylate (PB-22) were insufficient to provide for the estimated medical,
scientific, research, and industrial needs of thé United States, export requirements, and the

establishment and maintenance of reserve stocks.

Determination of 2015 Aggregate Pfoduction Quotas and Assessment of Annual Needs

In determining the 2015 aggregate production quotas and assessment of annual needs, the
DEA has taken into consideration the above cormnents along with the factors set forth at 21 CFR
1303.11 and 21 CFR 1315.11, in accordance with 21 U.8.C. 826(a), and other relevant factors,
including the consideration of 2014 manufacturing qﬁotas, current 2014 sales and inventories,

' 2015 export requirements, industrial use, additional applications for quotas, as well as
information on research and product development requirements, Based on this information, the
DEA has determined that adjustments to the proposed aggregate production quotas and
assessme.nt of annual needs for alfentanil, cocaine, codeine-N-oxide, codeine (for sale),
dihydrocodeine, fentanyl, hydromorphone, levorphanol, marihuana, oripavine, oxymorphone

(for conversion), and ephedrine (for sale) are warranted. This notice reflects those adjustments.

3
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Regarding 1-(1,3-Benzodioxol-5-yl)-2-(methylamino)butan-1-one (butylone), 1-(1,3-
Benzodioxol-5-y1)-2-(methylamino)pentan-1-one (pentylone), 2-(4-Bromo-2,5-
dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine (25B-NBOMe), 2-(4-Chloro-2,5-
dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine (25C-NBOMe), 2-(4-Iodo-2,5-
dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine (251-NBOMe), 2-(Methylamino}-1-
phenylpentan-1-one (pentedrone), 3-Fluore-N-methylcathinone (3-FMC), 4-Fluoro-M-
methylcathinone (4-FMC), 4-Anilino-N-phenethyl-4-piperidine (ANPP), 4-Methyl-N-
ethylcathinone (4-MEC), 4-Methy!-a-pyrrolidinopropiophenone (4-MePPP), alpha-
Pyrrolidinobutiophenone (a-PBP), aipha-Pyrrolidinopentiophenone (a-PVP), amphetamine (for
sale), dihydrocodeine, fentanyl, hydromorphone, levorphanol, marihuana, N-(1-Amino-3,3-
dimethyl-1-oxobutan-2-yl)- 1-pentyl-1 H-indazole-3-carboxamide (ADB-PINACA), N-(1-Amino-
3-methyl-1-oxobutan-2-yl)-1-(4-fluorobenzyl)-1 H-indazole-3-carboxamide (AB-FUBIN ACA),
naphthylpyrovalerone (naphyrone), oxycodone (for conversion), oxymorphone (for sale),
Quinolin-8-yl 1—(5-ﬂu0r0pentyl)-1H-indole-}carboxylate (5-Flouro-PR-22), and Quinolin-8-yl
1-pentyl-1 H-indole-3-carboxylate (PB-22), the DEA has determined that the proposed aggregate
production quotas are sufficient to provide for the 2015 estimated medical, scientific, research,
and industrial needs of the United States, export requirements, and the establishment and
maintenance of reserve stocks. This notice ﬁn.alizcs these aggregate production quotas at the

same amounts as p_r0po_scd.

As described in the previously published notice proposing the 2015 aggregate production
quotas and assessment of annual needs, the DEA has specifically considered that inventory
allowances granted to individual manufacturers may not always résult in the availability of
sufficient quantities to maintain an adequate reserve stock pursuant to 21 U.S.C. 826(a), as

intended. See 21 CFR 1303.24. This would be concerning if a natural disaster or other -

4
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unforeseen event resulted in substantial disruption to the amount of controlled substances
available to provide for legitimate public need. As such, the DEA has included in all proposed
revised schedule II aggregate production quotas, and certain schedule I aggregate production
quotas, an additional 25% of the estimated medical, scientific, and research needs as part of the
amount necessary to ensure the establishment and maintenance of reserve stocks. The resulting

. revised established aggregate production quota will reflect these included amount's”. This action
will not afféct the ability of manufacturers to maintain inventory allowances as specified by
regulation. The DEA expects that maintaining this reserve in certain established aggregate
preduction quotas will mitigate adverse public effects if an unforeseen event results in the
substantial disruption to the amount of controlled substances available to provide for legitimate
public need, as determined by the DEA. The DEA does not anticipate utilizing the reserve in the
absence of these circumstances.

In accordance with 21 USC 826, 21 CFR 1303.11, and 21 CFR 1315.11, the Deputy
Administrator hereby establis.hes the 2015 aggregate production quotas for the following
schedule I and II controlled substances and the 2015 assessment of annual needs for the list I
chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, expressed in grams of

anhydrous acid or base, as follows:

- Established
Basic Class | 2015 Quotas
@
Schedule I
(1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone s
UR-144) - .

[1-{5-Fluoro-pentyl)-1fl-indol-3-y1](2,2,3,3- 15

tetramcthylcyclopropyl)methanone (XLR11)
1-(1,3-Benzodioxol-5-yl)-2-(methylamino)butan-1-one (butylone) 15
1-(1,3-Benzodioxol-5-yl)-2-(methylamino)pentan- 1 -one (pentylone) 15
{-(1-Phenylcyclohexyl)pyrrolidine _ 10
1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) _ 45

5
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1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694)

45

1-[1-(2-Thienyl)cyclohexyl]piperidine 15
1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45
1-Butyl-3-(1-naphthoyl)indole (JWH-073) _ 45

*1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and

RCS-8) R _ 45
1-Hexyl-3-(1-naphthoyl)indole (JWH-019) 45
1-Methyl-4-phenyl-4-propionoxypiperidine "2
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45

- 1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45
1-Pentyl-3-[(4-methoxy)-benzoyllindole (SR-19, RCS-4) 45
1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45
2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30
2-(2,5-Dimethoxy-4-methylphenyl)cthanamine (2C-D) 30
2-(2,5-Dimethoxy-4-nitro-pheny!)ethanamine (2C-N) 30
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30
2-(4—Brom0—2,S-dimethoxyphenyl)-N—(?-methoxybcnzyl)ethanaminc 15
(25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36)
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30
2’-(4-Chloro-2,5-dime_thoxypheny1)~N—(?-mf:thoxybenzyl)emanamine 15
(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82)
2-(4-lodo-2,5-dimethoxypheriyl)ethanamine (2C-I} 30
2-(4-I0do-2,5-dimethoxyphenyI)-N-(2-methoxybenzyl)ethanamine 15
(251-NBOMe; 2C-I-NBOMe; 25I; Cimbi-5)

2-(Methylamino)-1-phenylpentan-1-one (pentedrone) 15
2,5-Dimethoxy-4-ethylamphetamine (DOET) 25
2,5-Dimethoxy-4-n-propylthiophenethylamine 25
2,5-Dimethoxyamphetamine 25
2-[4-(Ethylthio)-2,5-dimethoxyphenylJethanamine (2C-T-2) 30|
2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 30
3,4,5-Trimethoxyamphetamine 25
3,4-Methylenedioxyamphetamine (MDA) 55
3,4-Methylenedioxymethamphetamine (MDMA) 50
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 40
3,4-Methylenedioxy-N-methylcathinone (methylone) 50
3,4-Methylenedioxypyrovalerone (MDPV) 35

6
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3-Fluoro-N-methylcathinone (3-FMC) 15
3-Methylfentanyl 2
3-Methylthiofentanyl

4-Bromo-2,5-dimethoxyamphetaminc (DOB) 25
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25
4-Fluoro-N-methylcathinone (4-FMC) 15
4-Methoxyamphetamine . ' 100
4-Methyl-2,5-dimethaxyamphetamine (DOM) 25
4-Methylaminorex - 25
4-Methyl-N-ethylcathinone (4-MEC) - 15
4-Methyl-N-methylcathinone (mephedrone) 45
4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 15
5-(1,1-Dimethyiheptyl)-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 68
5-(1,1 -l?imethyl octyl)2-[(1R,35)-3-hydroxycyclohexyl]-phenol 53
(cannabicyclohexanol or CP-47,497 C8-homolog)
5-Methoxy-3,4-methylenedioxyamphctamine 25
5-Methoxy-N,N-diisopropyltryptamine 25
5-Methoxy-N,N-dimethyltryptamine 25
Acetyl-alpha-methylfentany! 2
Acetyldihydrocodeine 2
Acetylmethadol 2
Allylprodine 2
Alphacetylmethadol 2
alpha-Ethyltryptamine 25
Alphameprodine 2
Alphamethadol . 2
alpha-Methylfentanyl 2
alpha-Methylthiofentanyl 2
alpha-Methyltryptamine (AMT) 25
alpha-Pyrrolidinobutiophenone (a-PBF) 15
alpha-Pyrrolidinopentiophenone (0-PVP) 15
Aminorex ' 25
Benzylmorphine 2
Betacetylmethadol 2
bera-Hydroxy-3-methylfentanyl 2
beta-Hydroxyfentanyl 2
Betameprodine 2
Betamethadol 4
Betaprodine 2

-
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Bufotenine 3
Cathinone 70
Codeine methylbromide 5
Codeine-N-oxide 305
Desomorphine 5
Diethyltryptamine 25
Difenoxin 50
Dihydromorphine 3,990,000
Dimethyltryptamine 35
Dipipanone 5
Fenethylline 5
gamma-Hydroxybutyric acid 70,250,000
Heroin 25
Hydromorphinol 2
Hydroxypethidine 2
Thogaine 5
Lysergic acid diethylamide (LSD) 35
Marihuana 125,000
Mescaline 23
Methaqualone 101,
Methcathinone 25
Methyldesorphine 5
Methyldihydromorphine 2
Morphine methylbromide 5
Morphine methylsulfonate 5
Morphine-N-oxide 350
N-(1-Adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48) 15
N-(1 -Amino'-3 ,3-dimethyl-1-oxobutan-2-yl)-1-pentyl-1 H-indazole- 5
3-carboxamide (ADB-PINACA)

N-(1-Amino-3-methyl-1-oxobutan-2-yl)-1-(4- ﬂuorobenzyl)-lH— 05
indazole-3-carboxamide (AB-FUBINACA)

N, N-Dimcthylamphetamine 25
Naphthylpyrovalerone (naphyrone) 15
N-Benzylpiperazine 25
N-Ethyl-1-phenyleyclohexylamine 5
N-Ethylamphetaminc 24
N-Hydroxy-3,4-methylenedioxyamphetamine 24
Noracymc_thaddl 2
Norlevorphanol 52

8
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Normethadone 2
Normorphine 18
Phenomorphan. 2
Psilocybin 30
Psilocyn _ _ 30
Quinolin-8-yl 1-(5-fluoropentyl)-1 H-indole-3-carboxylate (5-fluoro- 15
PB-22; 5F-PB-22)
Quinolin-8-yl 1-pentyl-1H-indole-3-carboxylate (PB-22; QUPIC) 15
Tetrahydrocannabinols 497,500
Thiofentanyl 2
Tilidine 10
Trimeperidine 2
Schedule IT
1-Phenylcyclohexylamine 5
1-Piperidinocyclohexanecarbonitrile 5
4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,687,500
Alfentanil 17,750
Alphaprodine 3
Amobarbital _ 25,125
Amphetamine (for conversion) 21,875,000
Amphetamine (for sale) 37,500,000
Carfentanil ' 19
Cocaine 275,000
Codeine (for conversion) 50,000,000
Codeine (for sale) 49,500,000
Dextropropoxyphene 19
Dihydrocadeine 226,375
Diphenoxylate 1,337,500
Ecgonine 174,375
Ethylmorphine 3
Fentanyl 2,150,000
Glutethimide 3
Hydrocodone (for conversion) 137,500
Hydrocodone (for sale) 69,625,000
Hydromorphone 7,000,000
Isomethadone 5
Levo-alphacetylmethadol (LAAM) 4
Levomethorphan 5
Levorphanol 7,125
Lisdexamfetamine 29,750,000
Meperidine 6,250,000
Meperidine Intermediate-A 6
11

Mecperidine Intermediate-B

9
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Meperidine Intermediate-C ' ' 6
Metazocine _ 19
Mecthadone (for sale) , 31,875,000
Methadone Intermediate 34,375,000
Methamphetamine ' 2,061,375
[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-
prescription product; 750,000 grams for methamphetamine mostly for.conversion to
a schedule 111 product; and 61,375 grams for. methamphetamine (for sale)]
Methylphenidate =~ ' 83,750,000
Morphine (for conversion) ' 91,250,000
Morphine (for sale) - | 62,500,000
Nabilone 18,750
Neroxymorphone (for conversion) 17,500,000
Noroxymarphone (for sale) 1,475,000
Opium (powder) ' 112,500
Opium (tincture) 687,500
Qripavine 35,000,000
Oxycodone (for conversion) _ 8,350,000
Oxycadone (for sale) 137,500,000
Oxymorphone (for conversion) . _ 29,000,000
Oxymorphone (for sale) 7,750,000
Pentobarbital 35,000,000
Phenazocine ' 6
Phencyclidine 19
Phenmetrazine 3
Phenylacetone ' 9,375,000
Racemethorphan 3
Remifentanil 3,750
Secobarbital 215,003
Sufentanil - o 6,255
“Tapentadol 12,500,000
Thebaine 125,000,000
o List I Chemicals ‘
Ephedrine (for conversion) 1,000,000
Ephedrine (for sale) ' 4,000,000
Phenylpropanolamine (for conversion) 44,800,000
Phenylpropanolamine (for sale) 8,500,000
Pseudoephedrine (for conversion) ‘ 7.000
Pseudoephedrine (for sale) . ' 224,500,000

The Deputy Administrator also establishes aggregate production quotas for‘ all other schedule I
and I controlled substances included in 21 CFR 1308.11 and 1308.12 at zero. Pursuant to 21
CFR 1303.13 and 21 CFR 1315.13, upon consideration of the relevant factors, the Deputy

10
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‘ Administrator may adjust the 2015 aggregate production quotas and assessment of annual needs
as needed. -

Dated: ‘ | Thomas M. Harrigan,
: Deputy Administrator

11
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equipment manufacturers, separation
systam designers, and end vsers,

Patricia A, Brink,

Director of Civil Enforcement, Antitrust
Division,

[FR Dog. 2014~-21286 Filed 9-5-14; B:45 em)
BILLING COBE P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA-393]

Established Aggregate Production
Quotas for Schadule | and Il Controlled
Substances and Assessment of
Annual Needs for the List | Chemlcals
Ephedrine, Pseudoephedrine, and
Phenylprapanolamine for 2015

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

ACTION: Notics.

SUMMARY: This notice establishes tha
initial 2015 aggregate production quotas
for controlled substances in schedules I
and 11 of the Controlled Substances Act
(CSA) and the assessment of annual

needs for the list I chemicals ephedrina,

pseudoephedrine, and
phenylpropanclamine.

DATES: Effective date: Effective
September 8, 2014,

FOR FURTHER [INFORMATION CONTACT!
Imelda Paredes, Executive Assistant,
Office of Diversion Control, Drug
Enforcement Administration, §701
Morrissette Drive, Springfield, VA
22152, Telephone: (202) 598-6812.
SUPPLEMENTARY INFORMATION:

Legal Authority

The Drug Enforcement
Administration ([DEA) implements and
enforces titles Il and Il of the
Comprehensive Drug Abuse Prevention
and Contral Act of 1970, as amended.
Titles [I and III are referred to as the
“Controlled Substances Act” and the
“Controlled Substances Import and
Export Act,” respectively, and are
collectively referred to as the
“Cantrolled Substances Act” or the
"CSA" for the purpose of this action. 21
U.5.C. 801-971. The DEA publishes the
implementing regulations for these
statutes in title 21 of the Code of Federal
Regulatians (CFR), parts 1300 to 1321,
The CSA and its implaementing
regulations are designed to pravent,
detect, and eliminate the divarsian of
cantrolled substances and listad
chemicals into the illicit market while
providing for the legitimate medical,
scientific, research, and industrial needs

of the United States. Controlled
substances have tha potential for abuse
and dependence and are controlled to
protect the public health and safety.

Section 306 of the Controlled
Substances Act (CSA) (21 U.S.C. 828}
requires the Attorney Genieral to
establish aggregate production quatas
far each basic class of controlle
substance listed in schedules 1 and 11
and for ephedrine, pseudoephedrina,
and phonylpropanslamine, This
responsibility has been delegated to the
Administrator of the DEA through 28
CFR 0.100(h}). The Administrator, in
turn, has redelegaled this function to the
Deputy Administrator, pursuant to 28
CFR pt. 0 subpt. R, App.

Background

Thes 2015 aggregate production quotas
and assessment of annual needs
represent those quantities of schedule [
and II controlled substances and the list
1 chemicals ephedrine,
pseudoephedrine, and
phenylpropanclamine to he
manufactured in the United States in
2015 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 stocks. Thess quotas include
imports of ephadrine, pssudoephedrine,
and phenylpropanolamine but do not
include imports of controlled
substances for use in industrial
processes.

On July 2, 2014, a notice titled,
“Propaosed Aggregate Production Quotas
for Schedule [ and II Controlled
Substances and Praposed Assessment of
Annual Nseds [or the List I Chemicals
Ephedrine, Pseudoephedrine, and
Phenylpropanclamine for 2015" was
published in the Federal Register. 79 FR
37772. Thig natice proposed the 2015
aggregate production quotas for each
basic ¢lass of controlled substance listed
in schedules [ and II and the 2015
assessment of annual needs for the list
I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine. All interested
persons were {nvited to comment on ar
abject to the proposed aggregate
production quotas and the proposed
assessment of annual needs on or before
August 1, 2014. :

Comments Received

Five comments were received from
DEA-registerad manufacturers within
the pu}.ﬁished comment period, offering
comments on a lotal of 32 sehedule I
and II controlled substances, Nons of
the respondents commented on the list
I chemicals ephedrine,
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pseudosphedrine, and
phenylpropanolamine, Commenters
stated that the proposed aggregate
production quotas for 1-(1,3-
Benzodioxol-5-y!)-2-{methylamino)
butan-1-one (butylons), 1-(1,3-
Benzodioxol-5-yl)-2-(methylamino)
pentan-1-ocne (pentylone), 2-(4-Bromao-
2,5-dimethoxypheny!)-iV-(2-
methoxyhenzyl)sthanamine (25B-
NBOMe), 2-{4-Chlora-2,5-
dimethoxyphenyl)-N-(2-
methoxyhenzyl)ethanamine (25C-
NBOMe), 2-(4-l0do-2,5-
dimethoxyphenyl}-N-{2-
mathoxybenzyl)ethanamine (251
NBOMe], 2-(Methylamino)-1-
phenylpentan-1-one (pentadrone), 3-
Fluoro-N-methylcathinone (3-FMC), 4-
Fluaro-N-methylcathinone (4-FMC), 4-
Anilino-N-phenathyl-4-piperidine
(ANPP), 4-Methyl-N-sthylcathinons (4-
MEC), 4-Methyl-o-
pyrrolidinopropiophenone (4-MePPF),
alpha-Pyrrolidinobutiophenone (o-
PBP). elpha-Pyrrolidinopentiaphenone
(a-PVP), amphetamine (for sale),
codeine {far sale), dihydrocodeine,
diphenoxylate, fentanyl, hydrocodone
(for sale), hydromorphone, levorphanol,
marihuana, morphine (for canversion),
N-(1-Amino-3,3-dimethyl-1-oxobutan-2-

1}-1-pentyl-1F-indazole-3-carboxamide
ADB-PINACA), N-(1-Amino-3-methyl-
1-oxobutan-2-yl)-1-{4-fluerohanzyl)- 1H-
indazole-3-carboxamide (AB-
FUBINACA), naphthylpyrovaierane
(naphyrone), oripavine, oxycodone (for
canversicn), oxymorphane (for
conversion), oxymorphone (for sale),
Quinolin-8-yl 1-(5-fluoropentyl)-1H-
indole-3-carboxylate (5-Flouro-PB-22),
and Quinolin-8-yl 1-pentyl-1H-indole-3-
carboxylate (PB-22) ware insufficient to
provide for the estimated medical.
scientific, resoarch, and industrial nesds
of the United States, export
requiramants, and the establishment
and maintehance of reserve stocks,

Delermination of 2015 Agpregate
Production Quotas and Assessment of
Annual Needs

In determining the 2015 aggregate
producticn quetas and agsessmant of
annual needs, the DEA has taken inlo
cansideration the above comments
along wilh the factors set forth at 21
CFR 1303.11 and 21 CFR1315.11, in
accordance with 21 11.5.C. 826 (a), and
ather relevant factors, including the
cansideration of 2014 manufacturing
quatas, current 2014 sales and
inventories, 2015 export requirements,
industrial use, additional applications
far gquotas, as well as infarmation on
research and product development
requirements, Based on this
information, the DEA has determined
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that adjustments to the proposed
nggregate praduction quotas and
mssessment of annual needs for
alfentanil, cacsine, codeine-N-oxide,
codeine (for sala), dnhydrocudeme.
fentanyl, hydromorphone, lavarphanol,
marihuana, oripavine, oxymarphone
{for conversion), and ephedrine (for
sale] are warranted. This notice reﬂects
those adjustments.

Regarding 1-(1, :]-Banzodmxol -5-yl)-2-
(methyleming)butan-1-one (butylone],
1-(1,3-Benzodioxol-5-yl)-2-
{methylamino)pentai-1-ane, (pentylons),
2-(4-Bromo-2.5-dimethoxyphenyl}-N-(2-
mathoxybenzyllethanamine (258-
NBOMzs), 244-Chlorn-2,5-
dimethoxyphenyl)}-N-(2-
methoxybenzyl)ethanamine (25C-
NAOMe), 2-(4-I0da-2,5-
dimethoxyphenyl)-N-(2-
methoxybenzyl)ethanamine (251-
NBOMe), 2-(Meathylamino}-1-
phenylpentan-1-ong (pentedrone), 3-
Fluore-N-methylcathinone {3-FMC), 4-
Fluoro-N-methylcathinone (4-FMC), 4-
Anilino-N-phenethyl-4-piperidine
(ANPP), 4-Methyl-N-ethylcathinone (4-
MEC), 4-Methyl-a-
pyrrolidinopropiophenone (4-MaPPP),
alpha-Pyrrolidinobutiophenone (o-
PBP], alphae-Pyrralidinopentiophenone
(c-PVP), amphatamine (for sale),
dihydrocodeine, fontanyl,
hydromorphone, levorphanol,
marihuans, N-(1-Amino-3,3-dimethyl-1-
oxabutan-2-yl}-1-pentyl-1H-indazole-3-

carhoxamide [ADB-PINACA), N-(1-
Amino-3-methyl-1-axobutan-2-yl)-1-(4-
fluorobenzyll-1H-indazole-3-
carhoxamide (AB-FUBINACA),
naphthylpyrovalerone (naphyrone),
oxycodone (for conversion),
oxymorphone (for sale), Quinolin-8-yl 1-
(5-fluoropentyl)-1H-indole-3-
carboxylate {5-Flouro-PB-22), and
Quinolin-8-y] 1-pentyl-1H-indole-3-
carboxylate (PB-22), the DEA has
determined that the proposed apgragate
production quotas are sufficienl to
provido for the 2015 estimated medical,
scientific, research, and industrial needs
of tha United Statas, export
requirements, and the establishment
and maintenance of reserve stocks. This
natice finalizes these aggregate
production quotas at the same ampunts
as proposed,

As described in the previously
published notice proposing the 2015
aggregate production quotas and
assessment of annual needs, the DEA
has specifically considered that
inventory allowances granted ta
individual manufacturers may not
always result in the availability of
sufficient quantities to maintain an
adaquate reserve stock pursuant to 21
1.5.C. 826(a), as intended. See 21 CFR
1303.24, This would be concerning if a
natural disaster or other unforeseen
event resultad in substantial disruption
to the amount of contralled substances
available to provide for legitimate

public need. As such, the DEA has
included in all astablished schedule IT
aggregate production quotas, and certain
scheduls 1 aggregate production quotas,
an additional 25% af the estimated
medical, scientific, and resaarch neads
as part of the amount necessary to
ensure the estahlishment and
maintenance of reserve stocks. The
resulting astablished aggregate
production quota will reflect thesa
included amounts, This action will not
affect the abllity of manufacturers to
maintain inventory allowances as
specified by regulation. The DEA
expects that maintaining this reserve in
cortain established agpregate praduction
quotas will mitigate adverse public
effacts if an unforeseen event results in
the substantial disruption to the amaunt
of controlled substances available ta
pravide for legitimate public need, as
detarmined by the DEA. The DEA does
not anticipate utilizing the reserve in
the absence of these circumstances,

In accordance with 21 U.S.C. 826, 21
CFR 1203.11, and 21 CFR 1315.11, the
Deaputy Administrator hereby
establishes the 2015 aggregate
production quotas for the following
schedule I and Il controlled substances
and the 2015 assessment of annual
nesds for the list [ chemicals aphedrine,
pseudoephedrine, and
phenylprepanclamine, expressod in
grams of anhydrous acid or bhase, as
follaws:

: Estabilished
Basic class 2015 quotas (g)
Schedule |

{1-Pentyl-15-indo!-3-yi){2,2,3.2-tctramethylcycloprapylmathanone (UR-144) ..t scsbssssos nnasas reepass 15
[1-{5-Fluoro-pentyl}-1 Hindol-3-y1}(2 2,3 G-letramethylcyclnpropyi)methanone EXLRTT) comrrsres st rensmaemseresresssre e sesmss soesi 15
1-(1,3-Banzodioxal-5-y1)-2-(methyla rruno)butan -1-one {butylone) .. 15
1-{1,3-Benzodioxo!-5-yl)-2-{methylamino)pentan-1-one {penlylona) 15
1(1-PhenyloycloNexyl)PYITONAINE oo e i as v ecsteniss ot cr st sanis e e b ot b 258 e d A e bbb B ot st Wbt b2t err i b 10
1+{5-Fluoropentyi}-a-{1- naphlhoyl)mdole {AM2201) - 45
1-{5-Fluoropentyl)-3-(2-icdabenzoyiiindole [AMBES4) 45
1-{1-(2-Thienyljcyclohexyllpiperidine .. 15
1+[2-{4-Morpholinylyethyl]-3-{1 naphthoyl]mdole [JWH 200) 45

1-Butyl-3-{1-naphthoyliindala (JWH-073) .. 45
1-Cyclehexylettwl-3-{2- rnelhoxyphenylacetyl]mdole (SFM& and HCS 8} 45
1-Hexyl-3-{1-naphihoyi)indole {(JWH-019) ..o s e s amtassn et 1400 45
1-Methyl-4-phenyl-4-propionaxypiperidine 2
1-Pantyl-a-(1-naphthoylindole (JWH-01B and AMBIB) ..wsorerns 45
1-Penlyl-3-(2-chlorophenylacetyljindole (WH-203) M 45
1-Pantyl-3-(2-methaxyphenylacetyllindole (JWH-250} ......cocoiviecmevesmecuisans 45
1-Penlyl-3-{4-chlora-1-naphthayl}indale (JWH-398) ..ceriveeeeiiains 45
1-Pentyl-3-(4-methyl-1-naphthoyiiindole (UWH-122} ..o e s it s sesass et e s eaienns 45
1-Pentyl-3-[[4-methoxy)-benzoylfingola (SR-19, RUS-4) ...oricrri irerc et et besmtbies snas s saras v pessse e s sass £ 1n4ass s srasiona 45
1-Peniyl-3-[1-{4-methoxynaphthoyllindole (JWH-0B1) ...... 45
2-{2.5-Dimethoxy-4-n-propylphenyljetnanamine (2C-P) ...... 30
2-(2,5-Dimethoxy-4-ethyiphenyl] ethanamine (2C-E} a0
2-(2,5-Dimethoxy-4-methylphenyljethanamine (2C-D) ........ 30
2-(2,5-Dimethaxy-4-nitro-phenylethanamine (2C-N) .. 30
2+{2,5-0Imethoxyphenyl]elNANAMINE {2G-H) ..o vt i meees st ssssnemsriosss sess st esss st et semsess st b atrissas it sras sisnan . - 30
2-{4-Bromo-2,5-dimethoxyphenyl)- N»(2-methoxyhenzyt)elhanamme (258 -NBQMe; 2C.B- NBOMe 25B; Cimbi-36} ... — 15
2-(4-Chlora-2 5-dimethoxyphenyljethanaming (2C-C} wureicmsiisssana, 0
2-(4.Chloro-2,5-dimethoxyphenyl)-Ak{2- methoxybanzyl)ethanam!na (250 NBOMs; 2C-C- NBOMe 25C; Cimb1-82] 15
2-(4-lodo-2,5-dimethoxyphanyl)ethanamine {2C-1) .. VIR ORI 30
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: Eslablished
‘ Basic class 2015 quotas {g)
2-{4-lodo-2,5-dImethoxyphanyl)-N-(2-methoxybenzyijetnanaming (251-NBOMa; 2C--NBOMe; 25l; Cimbi- 5) 15
2-{Methylamino}-1-phenylpentan-1-one (pentedrone) ... 15
2,5-Dimethoxy-4-ethylamphetamine (DOET) .o 25
2 5-Dimethoxy-4-n-propylihiophenathytamineg ... 25
2,5-Nimethoxyamphetamine ... 25
2.[4-{Ethylthio)-2, Sdimelhuxyphenyllethanamme (EG-T-E] .............. 30
2-[4-(Isopropylthio)-2,5-dimethoxyphanyllethanamine {2C-T-4) . 20
3,4,5-Trimathoxyamphetamine . 25
4.4-Melhylenedioxyamphetamine (MDA} . 35
3,4-Methylonedioxymethamphetamine (M DMA) ........................... 50
3,4-Methylgnedioxy-M-ethylamphetlamine (MDEA) . 40
3,4-Me1hylenadioxy-n.tmelhytcathlnone {mathylone) ...... 50
2,4-Melhylenedioxypyrovalerona {(MOPV) a5
3-Fluoro-f\r-malhylcalhinone [B-FMC) creerivsirrssssnssmsraan s 15
3-Methyltentanyl .., 2
3- Mathylthlolenlanyl 2
4-Bromo-2,5-dimethoxyemphetamine (DOB} 25
4-Bromo-2 5-d:melhoxyphanethylamme (2-08) 25
4-Fluoro-Ameathyleathinone [(4-FMC) .. 15
4-Msthoxyamphetamina 100
4-Methyl-2,5-dirmethoxyamphetamine (DOM) 25
4-Methylaminoerex ... 25
4-Methyl- Nethy]calhinone (4 MEC) 15
4-Methyl:Md-melhylcathinone {mephedmne) A5
4-Methyl-a-pyrrolidinopropiophenone (4-MePPF) 13
5-11,1-Dimethylheptyl}-2-[(1 A,35)-3-hydroxycyclohaxyl-phenol ... 68
§-{1.1-Dimethyloctyl}-2-[(1 R,38)-3-hyd roxycyc!ohexyl] phenal (cannablcyclohexanol or CP- 4? ~97 CB homolog} 53
S5-Mathoxy-3 4-methylanedmxyamphe!amma 25
5-Mathoxy-N. N-diisopropyiteyplamine ... 25
§-Methoxy-N,N-dimethyltryptamine 25
-Acetyl-alpha-methytfentanyl ... 2
Acatyldihydrocodeina 2
Acstylmethadol ...veiverreinnn 2
Allylprodine 2
Alphacetylmethadol ........ Rt ias s amas e e E TR e . 2
alpha-Ethyftryptamineg .....veeeees PO PO PRI PP 25
Alphameprodine ; U 2
Alphamethadol “ [P 2
Alpha-MethylTenlany| ... e s s e s i R 2
aipha- Methyithmlenlanyl - PP —— 2
alpha-Methyltryptamine (AMT) ... 25
alpha-Pyrrolidinobutiophenong (a-PBP) .. e eheas e s e b i1 15
alpha-Pyrrolidinopantiophenone {«-PVP) b s e bt e " 15
AMIRDTIOKR 11ncnrreesmsinamsessensssimesaas ranarmn nnsanen 25
Banzyimorphine ; 2
Betacetylmethadal P 2
bata-Hydroxy-3-maihyllentanyl ... [ 2
Bbata-Hydroxyfentanyl FeAr T AR EA SR g b s n b b d b 2
Batamaprodine . 2
Betamethadol . 4
Betapradine 2
Bufotening .......cveevismisenressnmannn 3
Cathinene ... 70
Codeine methylbromide revsa ey et p e 5
Codeine-N-oxide . . 305
Desomorphing 5
Diethyltryplaming ....ciciissmimn 25
Difanoxin S0
Ditydromarphine ....... 3,980,000
Dimethyitryptamine ... a5
Dipipanong .. 5
Fenethylline ]
gamma-Hydroxybutyric acid . 70,250,000
Hergin ...... 25
Hydromorphinol 2
Hydroxypethidifg ... s, 2
tbagaine .. 5
Lysergic acld dlethylamde (LSD) 35
Marihuana 125,000
Mescaline .. [ 28
Molhaqualona 10
Meihcathinone 25
Methyidasorphing g



Federal Register/Vol. 79, No, 173/Monday, September 8, 2014/ Notices 53219
Established
Baslc class 2015 quotas (g)
AEENYIINY G FOITORPINIIE 1evoeiseessvnrenescessuanssiomrmstssss arass et e b g s oo 4ok 444084 454 ST S0 RS 8 eS0T T e R 0 2
Morphine mathylbromide ... . 5
Morphing MethylSUTONALE ... et e 5
Morphine-AN-oxide ... et e e e 350
N-{1-Adamanhyl}-1-pentyl-1 H-indazale-3-carboxamide (AKB43) 15
AN-{1-Amino-3,3-dImathyl-1-oxobutan-2-yl)-1-pentyl-1 Hindazole-3-carboxamide (ADB-PINACA) 15
N-(1-Amino-3-methyl-1-oxobutan-2-yl)-1-{4-flucrobenzyl)-1H-indazole-3-carboxamide {AB-FUBINACA) 15
NADimelhylamphetaming e 25
Naphthylpyrovalerone {naphyrone) 15
N-Benzylpiperazing ... s e 25
N-Ethyl-1-pheaylcycishexylamine 5
N-Ethylamphetaming ..o veereeessonronn, 24
M-Hydroxy-3,4-methylenadioxyamphetaming ..o veene R4 R ed L EE b 1 e e A bk bbb bR 24
INOTROYTIBINIEAGAN 1evvrarersessrrasearsssasesrsnisssssssssmsssssssshers bestsases casesanssmassbnsssesansessssenssmbbbLERE 1rd 4441411444104 1SR PRSE RSP e ars p sy b L tn 2
Norlpvorphanal .. §2
NOITIBEIAIDNE wovecevisisiamrirsesmrarss rasms srvmsns rares sadeek 48 4418587 E 4440045 08 210235 #8004 32000 £r0nd 40408 HENP EAEOE 20 g sndom s b SmErm s AT oL LA L AR bt b 10 2
Normorphine ... 18
PRENOMOMIIAI L oeueieisveasmnrarmressstss sanis e sin i area s bemg s s sranbeanon sesms s b4 486 A4 4T 44 A4 PR PSS 270k 34T s s s 2
Psilocybln et e dant e RS R R 4404 e 4B SRR B AR LR e 30
Bsilocyn — et AL ehabL RS baeb it R an e 30
Quinclin-8-yl 1-(S-flugropentyl)-1--indole-3-carboxylate (5-fluoro-PB-22; SF-PB-22) .... 15
Quinolin-8-y 1-pentyl-1H-indole-3-carbaxylate (PB-22; QUPIC) . 15
TetrahydrDCANMADINONE _...ii.issersssirinictesustssans sians sars e ms s 1as eses e smaam st smsrR e s e s s ana s gm0 s 497,500
Thiafentanyl [P 2
Tilidine «vvsmreem e 10
Trimaperidine .. 2
Schedule 11

1-Phenylcyclohexylamine 5
1-Piperidinocyclohexanecarbonitrils .......cumesenimiiienninsniian 5
4-Anllino- N-phenethyl-4-piperidine (ANFP) 2,687,500
Altentanil 17,750
Alphaprodine 3
Amabarbital 25,125
Amphataming (for conversion) ... 21,875,000
Amphatamine.{for sale) 37,500,000
Carfentani .....ccoummueimirenn 18
Cocaine 275,000
Codelne (for conversian) 50,000,000
Codeine (for sale) ............ y 49,500,000
Dextropropoxyphene 13
Dihydrocodeine ... P — 226,375
DiphenoXylale wrcromerorsrsens 1,337,500
ECGOMIME 1. ce.ctittsemnpsasmes sasts stats sarns simress aans biass i mrese vmeb e e n g e e se e Em 4 mr s s avn a0 TSI LR s a1k s et 42d 174,375
ELNYIMOTDIINE 1eenvirrnaimrnsos vasssssresssanes soums 0non rsanssshand BHE 0L gapes b bad EER IERRES: 1R mm e B bbb 4 L4 P T i 144 DI TR TY TS H R 32 RS s 3
Fentanyl e A b e LR e e iR R pn Y1 s e e 2,150,000
Glutethimide 3
Hydrecodone {for conversion) 137,500
Hydrocodone (for sale) ... 59,625,000
Hydromorphone 7,000,000
Isomeihadone 5
Levo-alphacetylimethadol (LAAM) .......vieimemsmion s s raasnes st seaes 4
Levomathorphan e cveisie s cniainns 5
Levorphanol 7.125
Lisdexamfetaming ............. TR RO TS 29,750,000
Meparidine 6,250,000
Meperidine Intermediate-A .......... 6
Meparidine Intermediale-B 11
Meporidine Intermediate-C 6
Melazoting . cecocrrmrrsssnnsns 19
Mcthadone (far sale) ........ 31,875,000
Methadone Intermedlata ... 34,375,000
Methamphataming 2,061,375

(1,250,000 grams of favo-desoxyephedrine fof use in a non-controlled, non-preseription product; 750,000 grams for methamphelamine mostly

for conversion to a schedule- |l product; and 61,375 grams for methamphetamine {far salaj]

Methylphenldate
Morphine {for conversion)
Momphine {far sale)
Nabilone
Norowymorphone (for conversion) .,
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83,750,000
91,250,000
62,500,000

18,750
17,500,000
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Established
Baslc class 2015 quotas (g}

Noroxymorphone {for sale) .. 1,475,000
Oplum (powder) ......... 112,500
Qpium {tincture) 687,500
Qripavine 35,000,000
Oxycodone (lor cORVErsion] ..o 8,350,000
Oycodane (for satd) ............ . " 137,600,000
Oxymanphone {for conversion) ... 29,000,000
Oxymorphone (for sale} .. 7,750,000
Pantobartltal .o e s 35,000,000
Phenazatine ... [
Phencyclidine ....... 19
Phenmetrazing | 3
Phenylacetong ... 9,375,000
Aacemetharphan ... 3
Aemifentanil ..... 3,750
Secobarhital .. 215,003
Sulenianil ...... 6,255
Tapentade! .o 12,500,000
THEDAINE vrererecmsarevsars semstssnsnairas ses seps sems 125,000,000
Ephedrine {for CONVEISION] v eeciesiisisissismissenimessin s 1,000,000
Ephedrne {for sale) ... 4,000,000
Phenylpropanclaming (for conversion) ... 44,800,000
Phenylpropanclamine (for sal8) ... 8,500,000
Pseudoephadrine {for cenversion) . 7,000
Pseudoephedring {for salg) ... 224,500,000

The Deputy Administrator alsa
ostablishes aggregate production quotas
for all other schadule 1 and II controlted
substancas included in 21 CFR 1308.11
and 1308.12 at zera, In accordanca with
21 CFR 1303.13 and 21 CFR 1315.13,
upon consideration of the relevant
factors, the Deputy Adminlstratar may
adjust the 2015 aggregate productian
quotas and assessment of annual needs
as nseded.

Dated: Sepiember 2, 2014.

Thamas M. Harrigan,

Deputy Administrator,

[FR Doc. 2014-21280 Filed 8-5-14; 8:45 am]
BILLING CODE 4310-t9-P

OFFICE OF SCIENCE AND
TECHNOLOGY POLICY

National Nanotechnology Coordination
Office

Nangscale Sclence, Engineering, and
Technology Subcommittee; Committes
on Technology, Natlonal Sclence and
Technology Council; Meeting

ACTION: Notice of public meeting.

suMMARY: The National Nanotechnology
Coordination Cffice (NNCO), on behalf
of the Nanoscale Science, Enginearing,
and Technology (NSET) Subcommittee
of the'Committes on Technology,
National Science and Technology
Council (NSTGC), will hold a technical

interchangs meeting entitled “Realizing
the Promise of Carbon Nanotubes— -
Challenges, Opportunities and the
Pathway to Commercielization™ on

September 15, 2014. Tha meating will - -

be spansored by the National
Nanatechnology Initiative (NNI) and co-
sponsored. by the Naticnal Aeronautics
and Space Administration (NASA). The
objectives of this meeting are to identify,
discuss, and raport the technical
barriers preventing the production of
carban nanotube-based materials with
electrical and mechanical properties
approaching theoretical values, and to
explore ways to overcame these barriers,
Dbstacles preventing the full
exploitation of the multifunctional
nature of carhon nanotube materials will
alsa be discussed, This one-day meeting
will assemble soma of the Nation’s
leading experts in carbon nanotube
research and development, as well as
executives and experts from the Federal
government, academia, and private
sBctor,

DATES: The technical interchangs
meeting will be held Monday,
September 15, 2014 from 8:00 a.m. unti
5:15 p.m. .
ADDRESSES: The technical interchange
mesting will be held at the National
Aeronautica and Space Administration
(NASA) Headquarters, 300 E Streat
Southwest, Washington, DG 20548,
FOR FURTHER INFORMATION, CGONTACT: Dr.
Tarek Fadel, 703-292-7926, tfadel@
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anco.nane.gov, NNCO. Additional
infarmation is posted at: http://
nano.gov/2014CNTTechlnterchange.

Registration: Registration opans on
September 8, 2014, Due ta space
limitations, pre-registration for the
technical interchange meeting is
required. Writtan notices of
participation by email should be sent to
dpetreski@nnco.nano.gov or mailed to
Diana Petreski, 4201 Wilson Blvd.,
Staffard II, Suite 405, Arlingtan, VA
22230. Please provide your full name,
title, affiliation and email or mailing
address when registering, Registration is
on a first-came, first-served basis until
capacity is reached. Written ar
electronic comments should be
submitted by email to dpetreski@
nneo.nane.gov until close of business
September 10, 2014,

Meeting Accommoadations:
Individuals requiring special
accommodation ta access this meeting
should contact Diana Petreski at 703—
292-7922 at least five businass days
prior to the mesting so that appropriate
arrangements can be made.

Ted Wackler,

Deputy Chief of Staff and Assistant Director.
{FR Doc. 2014=21201 Filed 9-5-14; 8:45 am]
BILLING CODE P
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management strategies for Fire Island
National Seashore for the next 15 ta 20
years to support the pratection of
important natural resources and
processes; significant recreation
resources; cultural resources of national,
state, and local significance; and
residential communitiss,

The park is composed of two distinct

units—the harrier island that runs
parallel to the south shore of Long
Island and the 613-acre William Floyd
Estate situated on the scuth shore af
Long 1sland near the east end of Fire
Island. To address the specific needs of
these two distinct units, the Draft GMP/
ElS includes two sets of alternatives.
One addresses park-wide alternatives
for Fire [sland National Seashore with a
primary emphasis on the barrier island
and includes a no-action alternative and
two action alternatives. The ather set of
alternatives focuses specifically on the
William Flayd Estate and includes a no-
ection and a single action alternative,
The Draft GMP/EIS also incorporates
plans for the Otis Pike High Dunes Fire
Island Wilderness and includes a draft
Wilderness Stewardship Plan far public
review concurrent with the Draft GME/
EIS.
FOR FURTHERA INFORMATION CONTACT:
Ellen Carlson, NPS/Northeast Region, 15
State Strest, Boston, MA 02018, Phone:
(617) 223-5048. Email: Fire_fsland_
GMP@nps.gov.

Dated: juna 1, 2015.

Michael A, Caldwell,

Regional Director, Northeast Region, Nationai
Park Service.

1FR Doc, 2015-14927 Filed 6-16-15; B:45 am)
BILLING CODE 4310-WV-P

INTERNATIONAL TRADE
COMMISSION

finvestigation Nos. 701-TA-456 and 731~
TA-1151-1152 (Beview)]

Citrlc Acld and Certaln Citrate Salts
From Canada and Ching

Determination

On the basis of the record ' develaped
in the subject five-year reviews; the
United-States Intarnational Trade
Commission ("Commission'')
determines, pursuant to the Tariff Act of
1930, that revocation of the
countervailing duty order on citric acid
and certain citrate salts from China and
the antidumping duty orders on citric
acid and certain citrate salts from China
and Canada would be likely t¢ lead to

1The record is defined in snc, 207.2() of the
Cnmnission's Rules of Practice and Procaduze (19
CFR 207.2(0.

continuation or recutrence of matetial
injury to an industry in the United
States within a reasonably foresecable
time,

Background

Tha Commission, pursuant to section
751(c) of the Tariff Act of 1930 13
U.5.C. 1675(c)), instituted these reviews
on April 1, 2014 (79 FR 18311) and
determined on July 7, 2014 that it would
conduct full reviews (79 FR 42049, July
18, 2014). Notice of the scheduling of
the Commission's reviews and of a
public hearing to be held in connection
therewith was given by posting copies
of the notice in the Office of the
Secretary, 1.5, International Trade
Commission, Washingtan, 0C, and by
publishing the notice in the Federal
Register on November 14, 2014 (79 FR
68299), The hearing was held in
Washington, DG, on March 26, 2015,
and all pecsons wha requested the
oppartunity were permitted to appear in
person ar by counsel,

The Commission made thege
determinations pursuant to section
751(c) of the Tariff Act of 1930 (19
U.5.C, 1675(c)). 1t completed and filed
its determinatians in these reviews on
Jume 11, 2015, The views of the
Commission are contained in USITC
Publication 4538 (June 2015), entitled
Citric Acid and Certain Citrate Salts
from Canada and Chine: Investigation
Nas. 701-TA—456 and 731-TA-1151-
1152 (Review).

By order of the Comrnission.

Issued: June 12, 2015,

Liza R, Barton,

Secretary to the Commission.

PR Nac. 2015-14863 Filed 6=16-15; 8:45 am]
BILLING CODE 7020-02-8

DEPARTMENT OF JUSTICE

Drug Enforcerent Administration
(Cocket No. DEA-392]

Manutacturer of Controfled
Substances Registration; Siemens
Healthcare Diagnostics, inc.

ACTION: Notice of registration.

SUMMARY: Siemens Healthcare
Diagnostics, Inc. applied to be registered
as a manufacturer of certain basic
classes of controlled substances. The
Drug Enforcement Administration
{DEA) grants Siamens Healthcare
Diagnostics, Inc. registration as a
manufacturer of those controlled
substances.

SUPPLEMENTARY INFORMATION: By notice
dated January 9, 2015, and published in

Vol. | Page 874

the Federal Register on January 26,
2015, BO FR 3982, Siemens Hezlthcare
Diagnostics, Inc., Attn: RA, 100 GBC
Drive, Mailstop 514, Newark, Delaware
19702 applied to be registered as a
manufacturer of certain basic classes of
canttalled substances. No comments or
objections were submitted to this notice.

The DEA has considered the factors in
21 U.5.C. 823{a) and determined that
the registration of Siemens Healthcare
Disgnostics, Inc, to manufacture the
hasic classes of controlled substances is
consistent with the public interest and
with United States obligations under
{nternational treaties. conventions, or
pratacals in effect on May 1. 1971. The
DEA investigated the company's
maintenance of effective controls
against diversion by inspecting and
testing the company's physical security
systems, verifying the company's
compliance with state and local laws,
and reviewing the campany's
background and history.

Therefore, pursuant to 21 U.S.C.
B23(a), and.in accordance with 21 CFR
1301.33, the above-named company is
granted registration as a bulk
manufacturer of the basic classes of
controlled substances listed:

Controlled substance Schedule

Telrahydrocannablnols (7370) ... | |
Ecgonine {9180} ....ccmrireene . 1]
Marphine (9300) ... v | 11
Thebaine {9333} wceiaresinnsimiin |

The company plans to produce the
listed controlled substances in bulk to
be used in the manufacture of reagents
and drug calibrator controls which are
DEA exémpt products,

In reference to drug code 7370 the
company plans to bulk manufacture a
synthetic tetrahydrocannabinol. No
other gctivity for this drug code is
authorized for this registration.

Nated: June 11, 2015,
Jaseph T. Rannazzisl,
Deputy Assistant Administrator.
[FR Dac. 2015-14912 Filed 6-16-15; 8:45 am|
BILLING CODE 4410~05-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA—411F]

e TaE laal

AGENCY: Drug Enforcement
Administration, Department of Justice.

Action: Final order.
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SuMMaRY: This final otder establishes
the adjusted 2015 aggregale production
quotas for difenoxin, diphenaxylate {for
conversion), and marijoana,

DATES: This order is effactive June 17,
2015,

FOR FURTHER INFORMATION CONTACT: John
R, Scherbenske, Qffice of Diversion
Control, Drug Enforcement
Administration, 8701 Marrissette Drive,
Springfield, Virginia 22152, Telephona:
(202) 598-6812.

SUPPLEMENTARY INFORMATION:

Legal Authority

The DEA implements and enfarces
titles Il and 1l of the Gomprchensive
Drug Abuse Prevention and Control Act
of 1870, as amended. 21 U.5.C. 801-971,
Titles. Il and III are referred ta as the
‘‘Controlled Substances Act'' and the
“Controlled Substances Import and
Expart Act,” respectively, and are
collectively referred to as the
“Cantrolled Substances Act” or the
“CSA" for the purposes of this actiom:
The DEA publishes the implernsnting
regulations for these statutes in title 21
of tha Code of Federal Regulations
[CFR), Chapter II. The CSA and its
implementing regulations are designed
to prevent, detect, and eliminate the
divetsion of contralled substances and
listed chemicals into the illicit market
while providing for the legitimate
medical, scientific, research, and
industrial needs of the Unitad States.
Contralled substances have the patential
for abuse and dependence and are
controlled to protect the public health
and safety.

Section 306 of the Contralled
Substances Act (CSA) (21 U.5.C, 526)
tequires the Attorney General ta
astablish aggregate production quotas
for each basic class of cantrolled
substance listed in schedules I and 1
each year. The Attorney General has
delegated this Runction to the

Administrator of tha DIEA, 2B CFR
0.100.

Background

The DEA sstablished the initial 2015
aggregate praduction quotas and
assessments for annual need on
September 8, 2014 (79 FR 53218). That
notice stipulated that, as provided far in
21 CFR 1203.13 and 21 CFR 1315.13, all
aggregate production quotas and
assassments of annual need are subject
to adjustment. Based on unanticipated
medical, scientific, research, and
industrial needs of the United States,
the DEA proposed to adjust the
established 2015 aggregate praduction
quotas for the schedule I and I
controlled substances difenoxin,
diphenoxylate (for conversion), and
marijuana to be manufactured in the
United States in 2015. The notice of
proposed adjustment was puhlished in
the Federal Register on Wednesday,
April 8, 2015 (80 FR 18867). All
interestod persons were invited to
comment on or abject ta the proposéd
adjusted aggregate production quotas on
or belore May 8, 2015.

Caomments Received

Two companies, one institution af
higher education, and five private
citizens submitted timely comments in
response to the proposed adjustment of
theze thres controlled substances. The
comments from the institution of higher
education and one aof the private
citizens wers in support of the praposed
increases for these three controlled
substances. The two companies and one
privata citizen supported the proposed
adjustment and requested further
increasss tothe APQs to support
research, additional product
development offorts, and increases in
manufacturing demands. Further
comments received fram three private
citizens wers outside the scope of the
proposed APQ notice. The DEA

appreciates the support for this adjusted
2015 aggregate production quota for
difenoxin, diphenoxylate (for
conversion), and marijuana, which is
intended to provide for the estimated
scientific, research, and industrial needs
of the United States.

Datermination for Adjusting the
Apgregate Praduction Quotas for
Difenoxin, Diphenoxylate [for
Canversion), and Marijuana -

In accordance with 21 CFR 1303.13,
the DEA has taken inio consideration
the above comments elong with the
relevant 2014 year-end inventaries,
inltial 2015 manufacturing quotas, 2015
export requirements, actual and
projected 2015 salas, research and
praduct development requirements, and
information derived from additional
applications for manufacturing quota
teceived since the April 8, 2015
publication of the notice of proposed
adjustments to the agpregate production
quotas for difenoxin, diphenoxylata (for
conversion}, and marijuana. Upon
consideration of the above, the Acting
Adrministrator has determined to
increase the 2015 aggregate production
quotas for difenoxin and marijuana
beyond that which was previously
proposed. Regarding the aggregate
praduction quota for diphenoxylate (for
conversion), the Acting Administrator
has determined that the proposed
aggregate production quota adjustment
for this substanes is sulficient to meet
the current 2015 estimated medical,
scientific, research, and industrial needs
of the United States and to provide for
adequate reserve stock.

Pursuant o the abave, the Acting

* Administrator hereby establishes the

2015 aggregate production quotas for
difenoxin, diphenoxylate (for
canversion), and marijuana, expressed
in grams of anhydrous acid or base, as
follows:

Praviauﬁrxc(l Adjusted
. eslablishe
Basic class—schedule | 2015 guola 2015(gqiuota
)]
Difenoxin R—— 80 11,000
MEAJUANEG 1 iivirirees e vemeresseere raras rrse st o srnes s er s st bie st nsamtn s ens AR 125,000 658,000
Freviously Adjusted
. establishe
Basic class—schedule 11 2015 queta 2015(g(§uota
fs)]
Diphenoxylate (for CONVErsion) ... i 0 75,000
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Dated: June 11, 2015.
Chuck Rosenberg,
Acting Administrator,
[FR Doc. 2015-14910 Filed 6-16~15; 8:45 am)
BILLING CODE 4419-09-

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-410F]

Controlled Substances; 2015
Estabtished Aggregate Production
Quotas for Three Temporarily
Cantrolled Synthetic Carnablingids

AGENCY: Drug Enforcement
Administration, Department of Justice.
ACTION: Final order.

SUMMARY: This final order astablishes
the initial 2015 aggregate production
quotas for three lemporarily controlled
synthatic cannabinoeids: N-(1-amino-3-
methyl-1-oxobutan-2-y1)-1-
(cyclohexylmethyl)-1H-indazole-3-
carboxamide [AR-CHMINACA). N-[1-
amino-3-methyl-1-oxobutan-2-yl)-1-
pentyl-1H-indazole-3-carboxamide (AB-
PINACA), and [1-{5-fluoropenty})-1H-
indazol-3-yll(naphthalen-1-
yllmethanane (THJ-2201),

DATES: Effective June 17, 2015.

FOR FURTHER INFORMATION CONTACT: John
R. Scherbenske, Office of Diversion
Control. Drug Enforcement
Administration; Mailing Address: 8701
Morrissette Drive, Springfield, Virginia-
22152; Telephane; (202) 598-6812.
SUPPLEMENTARY INFORMATION:

Background

‘Section 306 of the Controlled
Substances Act (CSA) (21 U.S.G. 826)
requires the Attorney General to
establish apgregate production quolas
for each basic class of controlled
substance listed in schedules Jand 11
and for ephedrine, pseudaephedrine,
and phenylpropanalamine. The
Attorney General has delegated this
autherity to the Administrator of the
DEA. 28 CFR 0,100(h).

On January 30, 2015, the DEA
published in the Federal Register a final
order to temporarily place three
synthetir cannabinoids, N-{1-amino-3-
methyl-1-cxobutan-2-yl)-1-
(cyclohexylmethyl}-1H-indazole-3-
carhoxamide (AB-CHMINACA]), N-(1-
amino-3-methyl-1-oxabutan-2-yl)-1-
pentyl-1H-indazole-3-carboxamide (AB-
PINACA), and [1-(5-flucropentyl)-1H-
indazol-3-yll(naphthalen-1-
yl)methanone (THJ-2201), into schedule
I of the CSA (80 FR 5042), making all
regulatary controls pertaining to
schedule I controlled substances
applicable to AB-CHMINACA, AB-
PINACA, and THJ-2201, including the
requirement ta obtain a manufacturing
quota pursuant to 21 CFR part 1303.

The 2015 aggregate production quotas
for AB-CHMINACA, AB-PINACA, and
THJ-2201 represent those guantities that
may be manufactured in the United
States in 2015 ta pravide for the
estimated scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
establishment and maintenance of
reserve stocks.

On March 20, 2015, the DEA
published a notice titled, “Controlled
Substances: 2015 Proposad Aggragate
Production Quotas for Three
Temporarily Controlled Synthetic
Cannabinoids™ in the Federal Register
(80 FR 15034)]. That notice proposed the
2015 aggregate production quotas for
AB-CHMINACA, AB-PINACA, and THJ-
2201. Interested persons were invited to
comment on or object to the proposed
aggregate production quotas for AB-
CHMINACA, AB-PINACA, and TH]-
2201 on or before April 20, 2015. Na
commaents were recefved.

Analysis for 2015 Established Aggregata
Production Quotes

In determining the 2015 aggregate
praduction quotas for N-(1-amino-3-
methyl-1-oxobutan-2-yi)-1-
(cyclohexylmethyl)-1H-indazole-3-
carboxamide (AB-CHMINACA), N-[1-
amino-3-methyl-1-oxohutan-2.yl)-1-
pentyl-1H-indazole-3-carhoxamide (AB-
PINACA), and |1-{5-fluoropentyl]-1H-
indazol-3-yll(naphthalen-1-
yl)methanone (TH]-2201), the DEA has
taken into consideration the factors set
forth at 21 CFR 1303.11, pursuant to 21
U.5.C. 826(a), and other relevant factors,
including 2013 export requirements,
industrial use, applications for quatas,
as well as information on research and
product development requirements,

Pursuant to 21 U.8.C, 826 and in
accordance with 21 CFR 1303.11, the
Acting Administeator hereby establishas
the 2015 apgregate production quatas for
AB-CHMINACA, AB-PINACA, and THJ-
2201, expressed in grams of anhydrous
acid or base, as follows:

Eslablished
Basic class—schedule 1 2015 quala
g
N-(1-amino-3-mealhyl-1-oxcbutan-2-yi)-1-{eyclohexylmethyl)- 1H-Indazele-3.carboxamlda (AB- CHMINACA} - 15
N-{1-amina-3-methyl-1-oxobutan-2-yl)-1-pentyl-1H-indazole-3-carboxamide (AB PINACA] o 15
[1-{5-fluoropentyl)-1H-indazol-3-yllnaphthalen-1-yl)methanone {THJ-22017 ., “ 15

In accordance with 21 CFR 1303.13,
upon consideration of the relevant
factors, the Acting Administrator may
adjust the 2015 apgregate praduction
quotas for AB-CHMINACA, AB-
PINACA, and THJ-2201 as necded.

Daled: June 11, 2015.
Chuck Rosenberg,
Acting Administrator.
|FR Doc, 201514009 Filed 6=16-15; 8:45 am)]
BILLING CODE 4110-05-F

DEPARTMENT OF JUSTICE
Drug Enforcement Admlinistration
[Docket No. DEA-3582]

Importer of Controlled Substances
Reglstratlon: Mylan Technologles, Inc.

ACTION: Notice of registration.

SUMMARY! Mylan Tochnalogies, Inc.
applied to be registered as an importer
of certain bagic classes of controlled
substances. The Drug Enforcement
Administration (DEA) grants Mylan
Technologivs, Inc. registration as an
importer of those contralled substances,

Vol. | Page 876

SUPPLEMENTARY. INFORMATION: By notice
dated February 11, 2015,.and puhblished
in the Federal Register on February 19,
2015, B0 FR 8902, Mylan Technologies.
Inc., 110 Lake Street, Saint Albans,
Vermont 05478 applied to be regisiered
as an importer of certain basic classes af
controllsd substances. No comments ar
objections wera submitted for this
notice.

The DEA has considered the factors in
21 U.5.C. 823, 952(a) and 958(a) and
determined that the reglstrat:on of
Mylan Technolagies, Inc. to imgort the
basic classes of controlled substences is
consistent with the public interest and
with United States obligations under
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COLORADO

Tark County

Tarryall Rural Historic Landscape, Cty. Rd.
77, Milaposts 2.4 to 41.8, Jefferson,
15000170

San Juan County

Sound Democrat Mill and Mine and Silver
Queen Mine, (Mining Resources of San
juan Caunty, Caloredo MPS) Address
Restricted, Silvecton, 15000171

MARYLAND

Baltimore Independent city

McDonogh Place Hislorie District, N.
Broadway, E. Eager, McDonogh & E. Chase
Sts., Haltimore, 15000172

Charles County

Mallows Bay—Widewalter Historic and
Archeaological District, Qff Charles County
shomeline at Sandy PL., Nanjemoy,
15000173

MISSOURI

S§t, Louis Independent city

Woodward and Tierman Printing Company
Building, 1518 Tower Grove Ave., St.
Louis, 153000174

NEW HAMPSHIRE

Caos County

Burgess, George E., School—Notre Dama
High Schal, 411 School St., Berlin,
15000175

WEW JERSEY

Sussex County

Walerloo Village [(Boundary Increasa),
Muscanetcong R. & Cty. Rd, 604, Byram
Township, 15000176

NEW YORK

Bronx County

Cratona Play Center, 1700 Fulton Ave.,
Bronx, 15000177

Suffolk County

Sylvester Manor, 80 N. Ferry Rd., Shelter
Island, 15000178

NORTH CAROLINA

Ashe County

Asha County Memorial Hospital, (Ashe
County, North Carelina, ¢, 1799~1955
MPS) 410 McConnell 5t., Jefferson,
15000178

Beaufort County

Belthaven Commercial Histaric District, 260—
292 E. Main & 246-288, 251-279 Pamlico
Sts., Bulhaven, 15000180

Guilford County

Willis, James H. and Anue B., House, 707
Blair 5t., Greensbaro, 15000181

Haruett County

Erwin Commercial Historic District, 100
Denim Drivo, 101127 E. H & 103=-111 §.
13th Sts,, Erwin, 15000182

Macklenburg County

QOuten, R.F., Pottery, 430 Jefferson 81,
Matthews, 15000183

DHIO

Hamilton County

Uniled States Post Qffice and Coust House,
100 E. 5th 5t., Cincinnati, 15000184

Ottawa Caunty

Perry's Victory and International Peace
Momorial (Boundary Increase). 93
Delaware Ave., Pul-in-Bay, 15000185

TENNESSEE

Grundy County

Christ Episcopal Church, 530 10th S, Tracy
City, 15000186

Shelhy County

QOne Hundred North Main Building, 100 N:
Main 5L Mall, Memphis, 15000147

WEST VIRGINIA

Marion County

Dunbar Schoel, 103 High St., Fairmont,
15000188

WISCONSIN
Shehoygan County

Prange, Eliza. House, 605 Erie Ava.,
Sheboygan, 15000109

WYOMING

Teton County

Hardeman Barns, 5480 W, WY 22, Wilson,
15000190

[FR Doc. 2015-08007 Filed 4=7-15; 8:45 am]

BILLING CODE 4312~51-P -
INTERNATIONAL TRADE
COMMISSION

Public Avallability of FY 2013 Service
Contract lnventary Analysls, FY 2014
Service Contract Inventary, and FY
2014 Service Confract inventory
Planned Analys!s

AGENCY: U.S. International Trade
Commission.

- ACTION: Notice:

SUMMARY: In accordance with Section
743 of Division C of the Consolidated
Appropriations Act of 2010 [Pub. L.
111-117), the 1.5, [nternational Trade
Commission is publishing this niotice to
advise the public of the avallability of
the FY 2013 Service Contract Inventory
Analysis, the FY 2014 Service Contract
Inventory, and the FY 2014 Service
Contract Inventory Planned Analysis.
The FY 2013 inventory analysis
nrovides information on specific service
contract actions that were analyzod as
part of the FY 2013 inventary. The 2014
inventory provides information on
service contract actions pver $25,000
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which were made in FY 2014. The
inventory information is organized by
function to show how contracted
resources are distribuled throughout the
agency. The inventory has been
develaped in accordance with guidance
issued on November 5, 2010 by the
Office of Management and Budget's
Office of Federa! Procurement Policy
(OFPP), OFPP’s guidancs is available at
http:/fwww.whitchouse.gov/sites/
defoult/files/omb/procurement/memo/
service-coniract-inventories-guidance-
11052010.pdf. Tha FY 2014 inventory
planned analysis provides information
on which functional areas will be
reviewed by the agency. The United
States International Trade Commission
has posted its FY 2014 inventory, FY
2014 planned analysis, and FY 2013
inventory analysis at the following link:
hitp:/iwww.usite. gov/procurement/.
FOR FURTHER INFORMATION CONTACT:
Questions regarding tho service contract
inventory should be directed to Debra
Bridge, 1J.S, International Trade
Comimission, Office of Procurement, 500
E Street 5W., Washington, DC 20436, or
at 202—205-2004 or debro.bridge@ :
usitc.gav,

By order of the Commission.

Dated: April 3, 2015,
Lisa R. Barton,
Secretary to the Commission,
|FR Do, 2055-08050 Filed 4~7-15; 8:45 am}
BILLING COUE 7020-02-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Dockel No: DEA-411N]

Controlled Substances: Proposed
Adlustments to the Aggregate
Producilon Quotas for Difenoxin,
Diphenoxylate (for conversion), and
Marljuana

AGENCY: Drug Enforcement
Administration, Department of Justice.
ACTION: Notice with reguest for
comments,

suMMARY: The Drug Enforcement
Administration is proposing to adjust
the established 2015 aggregate
production quota for difenoxin,
diphenaxylate (for conversion), and
marijuana which are schedule I and 11
controlled substances under the
Controlled Substances Act,

DATES: Interested persons may file
written comments on this notice in
accardanca with 21 GFR 1303.13,
Electronic comments must be
submitted, and written comments must
be postmarked, on or befare May 8,
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2015, Commenters should be aware that
the electranic Faderal Dockel
Management System will not accept
comments after 11:59 p.m. Eastetn Tima
on the last day of the comment period.
ADDRESSES: To ensure proper handling
of comments, pleasa reference ‘‘Dacket
No. DEA—411N™ on all correspondence,
including any attachments. The Drug
Enfarcemant Administration encourages
that all comments be submitted
electronically thraugh the Federal
eRulemaking Portal which provides the
ahilit&; to type short comments directly
into the camment field on the Web page
ar attach a file for lengthier comments,
Please go to http:/fwww.regulations.gov
and follow the anline instructions at
that site for submitting comments. Upon
campletion of your submission you will
receive a Comment Tracking Number for
your comment, Please be aware that
submittad comments are not
inatantaneously available for public
view on Regulations.gov. If you have
received a Comment Tracking Number,
your comment has been successfully
submitied and there is no need to
resubnit the same comment, Paper
comments that duplicate electronic
submissions are not necessary and are
discouraged. Should you wish to mail a-
paper comment in lieu of an alectronic
comment, it should be sent via regular
or exprass mail to; Drug Enforcement
Administration, Attention: DEA Federal
Register Representative/ODXL, 8701
Morrissette Drive, Springfield, Virginia
22152,

FOR FURTHER INFORMATION CONTACT;
Imelda L. Paredes, Office of Diversion
Control, Drug Enforcement
Administration; Mailing Address: 8701
Morrissetta Drive, Springfield, Virginia
22152, Telephone {202) 5986812,
SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments
received in response to this docket are
censidered part of the public recard.
They will, unless reasonable cause is
given, ha mada available by the Drug
Enforcement Administration for public
inspection online at hetp://
wwiw.regulotions.gov. Such information
includes parsenal identifying
information (such as your name,
address, elc.) voluntarily submitted by
the commenter. The Freedom af
Information Act applies to all comments
received. If you want to submil personal
identifying information (such as your
name, address. etc.) as part of your
comment, but do not want it to be
posted online ar made availahle in the
public docket, you must include the
phrase “PERSONAL IDENTIFYING

[NFORMATION'" in the first paragraph
of your comment. You must also place
all the personal identifying information
you do not want made publicly
available in the first paragraph of your
commaent and identify what information
yau want redacted.

If you want to submit confidential
business infarmation as patt of your
comment, but do not want it to be made
publicly available, you must include the
phrase “CONFIDENTIAL BUSINESS
INFORMATION" in the first paragraph
of your comment. You must also
Eraminentl y identify canfidential

usiness information to be redacted
within the comment.

Comments containing personal
identifying information and canfidential
business information identified and
located as directed above will genarally
be made available in redacted form. If a
comment has so much confidential
business information or personal
identifying infarmation that it cannot be
affectively redaciad, all ar part of that
comment may not ba made publicly
available. Comments posted to http.//
mvw.re%ufa:'r'ons. gov may include any
personal identifying information (such
as name, address, and phone number)
inaluded in the text of your electronic
submission that is not identified as
directed above as confidential.

An electronic copy of this document
is available at hitp://
wivw.regulations.gov for easy refarence.

Legal Authority

The Drug Enforcement
Administration (DEA) implements and
enforces titles I and IIf of the
Comprehensive Drug Abuse Prevention
and Control Act of 19870, as amendad. 21
U.S.C. 801-971. Titles Il and III are
referred to as the “Controlled
Substancas Act™ and the “Controlled
Substances Impart and Export Act,”
respectively, and are collectively
referred to as the “Gontrolled
Substances Act” or the “CSA™ far the
purpose of this action. The DEA
publishes the implementing regulations
for these statutas in title 21 of the Code
af Federal Regulations {CFR], chapter 1.
The CSA and its implementing
regulations are designed to prevent,
detect, and eliminate the diversion of
cantrolled substances and listed
chemicals into the illicit market while
praviding for the legitimate madical,
scientific, research, and industrial needs
of the United States. Contralled
substances have the patential for abuse
and dependsance and are contralled to
protect the public health and safetg.

Section 306 of the CSA (21 U.S.C.
82B) requires the Attarney General to
establish aggragate production quotas
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for each basic class of contralled
substance listed in-schedules [and 11
each year. Tha Attorney Genetal has
delegated this function ta the
Administrator of the DEA, 28 CFR
0.100.

Background

The DEA established the initial 2015
aggregate production quotas and
assessinents of annual need on
September 8, 2014 [79 FR 53216). That
nolice stipulated that, as pravided far in
21 CFR 1303.13, all aggregate
production quotas and sssessments of
annual need are subject ta adjustment.

Based on unanticipated medical,
scientific, rezearch, and industrial needs
of the United States tha DEA proposes
to adjust the established 2015 aggregate
production quotas for the schedule | and
II contralled substances difenoxin,
diphenoxylate {(for conversion), and
marifuana to be manufactured in the
United States in 2015, The adjustment
is necessary to provide for the estimated
medical, scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
estahlishment and maintenance of
reserve stocks.

In proposing the adjustment, the
Administrator has teken into account
the following criteria in accordance
with 21 CFR 1303.13: (1) Changes in
demand for the basic class, changes in
the national rate of net disposal for the
class, and changes in the rate of net
dispasal 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
temnporary, short term, or long term; (3)
whether any increased demand for that
class can ba met through existing
inventaries, increased individual
manufacturing guotas, or increased
importation, without increasing the
agpregate production quota; (4) whether
any decreased demand will result in
excessive inventory accumulation by all
persons registerad to handle the class;
and (5) othey factors affecting the
medical, scientific, research. and
industrial needs of the United States
and lawful export requirements, as the
Administrator finds relevant.

Analysis for Adjusting the Established
2015 Aggregate Produclion Quota for
Difenoxin and Diphenoxylate (for
Conversion)

Since the establishmeant of the initial
2015 aggregate production quotas, the
DEA has.recaived requests fram DEA
registered manufacturers to manufacture
difenoxin and diphanoxylate {for
conversion) to support the manufacture
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af prescription drug products approved
by the Food and Drug Administration
{FDA) for the treatment of chronic
diarrhea and for the treatment of .
diarrhes associated with irritable bowel
syndrome {IBS).1 These FDA approved
products have nat been manufachured
since 2009 due to FDA-regulated
manufacturing issues and there is no
existing generic or therapeutic
equivalent, ’

Analysis for Adjusting the Established
2015 Aggregate Praduction Quota for
Marijuana

Since the establishment of the initial
2015 aggregate, production quotas, the

DEA has receivad notification from DEA

registared manufacturers that research
and product development involving
cannabidiol, is increasing beyond that
previously anticipated for 2015, The
associated praduct development
activities are related to process
validation and commercialization
activitios, including qualification
activities related to potential U.S. Food
and Drug Administration submission
support.

Additionally, the DEA has also
raceived notification from the Natianal
Institute an Drug Abuse [NIDA) that it
required additional supplies of
marijuana to be manufactured in 2015 to
pravide for ongoing and anticipated
regoarch effarts involving marijuana.
NIDA is a component of the National
Institutes of Health and the U.5,
Departmant of Health and Human
Services which oversees the cultivation,
production and distribution of research-
grade matijuana on hehalf of the United
States Government, pursuant to the
Single Convention on Narcotic Drugs
(March 30, 1961, 18 UST 1407).

The Administratar, therefors,
proposes lo adjust the 2015 aggregate
production quotas for difenoxin,
diphenoxylate (for conversion), and
marijuana, expressed in grams of
anhydrous acid or base, as fallows:

Previously .
Basle claas- : Adjusted 2015
schedule | ¢stablished quota
2015 quota !
Difengxin ... 509 9,000 g
Marijuana .. 125,000 g 400,000 g
: Previously -
Basic class- ; Adjusted 2015
scheduls If | EStablished quota
2015 quota
Diphenoxylal- | Zerd ..o 750009
e [for con-
varsign},

1 Difenoxin (achedule 1) {s the active
pharmacentical ingredient in the dlarrhea
preparatian (schedule ¥).

Dated: April 1, 2015.
Michels M. Leanhari,
Administrator,
|FR Dor. 2015-08042 Filed 4-7-15; 8:45 am|
BILLING SODE 4410-09-P

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

{Notlge (15-026)]

Notice of Intent To Grant a Partially
Exclusive License

AGENCY: National Aeronautics and
Space Administration.

ACTION; Notice of Intent to Grant
Partially Exclusive License.

summary: This notice Is issued in
accordance with 35 U.S.C. 209(e) and 37
CFR 404.7()(1)(i}. NASA hereby givas
notics of its intent to grant a partially
exclusive license in the United States ta
practice the invention described and
claimed in U.S. Patent No. 7,086,593 B2
titled “Magnetic Field Response
Measurement Acquisition System,”
NASA Case No. LAR-16908-1; U.S.
Patent No. 7,159,774 B2 titled
“Magnatic Field Response Measurement
Acquisition System.” NASA Case No.
LAR-17280-1; 1J.5. Patent No.
7,075,295 B2 titled "Magnetic Field
Response Sensor for Conductive
Media,” NASA Case No. LAR-16571-1;
U.S. Patent No, 7,589,525 B2 titled
"*Magnetic Field Response Sensor for
Conductive Media,” NASA Case No,
LAR-16571-2; U.S. Patent No.
7,769,032 B2 titled “Magnetic Fisld
Respoose Sensar for Conductive
Media,”" NASA Case No, LAR-16571~3;
U.8. Patent No. 8,430,227 Bz titlad
“Wireless Sensing System Using Open-
Gireuit, Electrically-Conductive Spiral-
Traca Sensor,” NASA Casa No. LAR-
17294-1; U.S. Patent No. 7,683,797 B2
titled “Damage Detection/Lacating
System Providing Thermal Protection,”
NASA Case No. LAR-17295~1; U.S.
Patent Ng. 7,902,815 B2 titled “Wireless
System and Methad for Collecting
Motion and Non-Motion Related Data of
a Rotating System,”’ NASA Case No.
LAR-17433-1; U.S. Patent No,
8,042,739 B2 titlad “Wireless Tamper
Detection Sensor and Sensing System,”
NASA Case No. LAR-17444-1; U.S,
Patent No. 7,711,509 B2 titled **Method
of Calibrating a Fluid-Level
Measurement System,” NASA Case No.
LAR-17480-1; U.S. Patent No. '
7,814,786 B2 titled "Wireless Sensing
System for Non-Invasive Monitoring of
Attributes of Cantents in a Container,"”
NASA Case No. LAR-17488-1; U5,
Patent No. 8,673,649 B2 titled “Wireless
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Chemical Sensar and Sensing Method
for Use Therewith,” NASA Case No,
LAR-17579-1; U.,S, Patent Application
No. 14/215,793 titled “'Wirelass
Chemical Sensor and Sensing Method
for Use Therewith," NASA Case No.
LAR-17579-2; U.S. Patent No.
8,167,204 B2 titled “Wireless Damage
Location Sensing System," NASA Case
No. LAR-17593-1; U.8. Patent No.
8,179,203 B2 titled "“Wireless Eloctrical
Device Using Open-Circuit Elements
Having No Electrical Connactions,”
NASA Casa No. LAR-17711-1; U.S.
Palent Application No. 14/193,861 titled
“Wirsless Temperature Sensing Having
Na Electrical Connections and Sensing
Method for Use Therewith,” NASA Case
No. LAR-17747—1-CON; U.S. Patent
Application No, 13/796,626 titled
“Method of Mapping Anamalies in

. Homogenous Material,” NASA Case No.

LAR-17848-1 to GLSEQ, LLC having its
princisal place af business in Owens
Cross Roads, Alabama. The fields of use

-may be limited to, but not necessarily be

limited tq, safety related and non-safety
related instrumentation and control
systems for nuclear facilities, including
advanced safety related and non-safety
related instrumentation systems for
severe accident monitoring within
nuclesr power plants and nuclear
storage facilities. The patent rights in
these inventions have been assigned to
the United States of America as
represented by the Administrator of the
National Aeronautics and Space
Administration. The praspective
partially exclusive license will comply
with the terms and conditions of 35
U.S.C. 209 and 37 CFR 404.7.

paTEs: The prospactive partially
exclusive license may be granted unless,
within fifteen (15) days fram the date of
this published fotice, NASA receives
written objections including evidence
and argument that establish that the
grant of the license waould not be
consistent with the requirements of 35
U.5.C. 209 and 37 CFR 404.7,
Compsting applications completed and
received by NASA within fifteen (15)
days of the date of this published notice
will also he treated as objactions ta the
grant of the contemplated partially
exclusive license.

Objections submitted in response to
this notice will nat be made available to
the public for insgecﬂon and, 10 the
extent permitted by law, will not be
released under the Freedom of
Information Act, 5 U.S.C, 552.

AODRESSES: Objections relating to the

prospective license may be submitted to
Patent Counsel, Office of Chief Caunsal,
NASA Langley Research Center, MS 30,
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Cated: June 11, 2015.
Chuck Rosenberg,
Acting Administrator.
[FR Doc. 201514910 Filed 6-16-15; 8:45 am]
BILLING CODE 4410-05-P

DEPARTMENT OF JUSTICE

Drug Enfarcement Adrninlstratian

[Docket No. DEA—410F)

AGENCY: Drug Enforcement
Administration, Dapartment of Justice.

ACTION: Final order,

suUMMaRY: This final order establishes
the initial 2015 aggregate production
quotas for three temporarily controlled
synthatic cannabinaids: N-(1-amino-3-
methyl-1-oxobutan-2-y1)-1-
(eyclohexylmethyl)-1H-indazole-3-
carboxamide [AB-CHMINACA), N-(1-
amino-3-methyl-1-oxobutan-2-yl}-1-
pentyl-1H-indazole-3-carboxamide (AB-
PINACA), and [1-{5-fluoropentyl)-1H-
indazol-3-yll(naphthalen-1-
ylimethanone (THJ-2201).

DATES: Effective June 17, 2015,

FOR FURTHER INFORMATION CONTACT: john
R. Scherbenske, Office of Diversion
Control, Drug Enforcement
Administration; Mailing Address: 8701
Morrissotte Drive, Springfield, Virginia
22152; Telephone: [202) 598-6812.
SUPPLEBMENTARY INFORMATION:

Background

Section 306 of the Controlled
Substances Act (CSA) (21 U.S.C. 826)
requires the Attarney Ganeral to
establish aggregate production quatas
for each basic class of controlled
substance listed in schedules I and II
and for aphedrine, pseudoophedrins,
and phenylpropanolamine. The
Attorney General has delagated this
guthority to the Administrator of the
DEA. 2a CFR 0.100(h).

On January 30, 2015, the DEA
ublished in the Federal Register a final
order to temporarily place three

s=$ynthetic cannabinoids, N-(1-amino-3-
““methyl-1-axcbutan-2-yl)-1-

(cyclohexylmethyl)-1H-indazole-3-
carboxamide (AB-CHMINACA}, N-(1-
amino-3-methyl-1-oxobutan-2-yl]-1-
pentyl-1H-indazole-3-carboxamide {AB-
PINACA), and [1-(5-fluoropentyl])-1H-
indazol-3-yl|(naphthalen-1-
yl)methanaone (THJ-2201), into schedule
[ of the CSA (80 FR 5042), making all
regulatory controls pertaining ta
schedule T contralled substances
applicable to AB-CHMINACA, AB-
PINACA, and THJ-2201, Including the
requirsment to ohlain a manufacturing
quota pursuant to 21 CFR part 1303,

" The 2015 aggregate production quotas
for AB-CHMINACA, AB-PINACA, and
TH]J-2201 represent thase quantities that
may be manufactured in the United
States in 2015 ta pravide for the
estimated scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
establishment and maintenancs of
regerva stocks.

Cn March 20, 2015, the DEA
published 2 notice titied, “Controlled
Substances: 2015 Proposed Aggregate
Production Quotas for Three
‘Temporarily Controlled Synthetic
Cannabinoids” in the Federal Register
(80 FR 15034). That notice praposed the
2015 apgregale production quetas for
AB-CHMINACA, AB-PINACA, and TH]-
2201. Interestad persons wera invited to
comment on or abject to the propased
aggregate production quotas for AB-
CHMINACA, AB-PINACA, and TH]-
2201 on or before April 20, 2015. No
comments were received.

Analysis for 2015 Established Aggregate
Praduction Quotas

In determining the 2015 aggregate
production quotas for N-[1-amino-3-
methyl-1-oxobutan-2-yl}-1-
(zyclohexylmethyl}-1H-indazale-3-
cathoxamide [AB-CHMINACA], N-(1-
amine-3-methyl-1-oxobutan-2-yl)-1-
pentyl-1H-indazole-3-carboxamide (AB-
PINACA]), and [1-(5-fluoropentyl)-1H-
indazol-3-y]J(naphthalen-1-
yl)methanone (THJ-2201), the DEA has”
taken into consideration the factors set
forth at 21 CFR 1303.11, pursuant to 21
U.5.C. 826(a), end ather relevant factors,
including 2015 export requirements,
industrial wise, applications far quotas,
as wel! as information on research and
product development requirements.

Pursuant ta 21 U.8.C. §26 aed in
accordance with 21 CFR 1303.11, the
Acting Administrator hereby establishes
the 2015 aggregate production quotas for
AB-CHMINACA, AB-FINACA, and THJ-
2201, expressad in grams of anhydrous
acid or base, as follows:

Established
Basic ¢lass—schedule | 2015 quota
(@
N-{1-amino-3-methyl-1-oxabutan-2-y()- 1-(cyclehexylmethyl)-1H-indazole-3-carboxamide (AB-CHMINACA) ............... v 15
N-{1-2ming-3-methyl-1-oxebutan-2-yi)- 1-pentyl-1H-indazole-3-carboxamide (AB-PINACA) ... . 18
(1-(5-fludropeniyl)- 1H-indazol-3-yil{naphthalen-1-yljmethancno (THJ-2201) 15

In acvordance with 21 CFR 1303.13,
upon consideratian of the relevant
factors, the Acting Administratar may
adjust the 2015 agpregate production
quatas for AB-CHMINACA, AB-
PINACA, and THJ]-2201 as nesded.

Datad: June 11, 215.

Chuek Rosenherg,

Acting Administrator.

IFR Dac. 2015-14909 Filed 6=16-15; 8:45 am]
BILLING CODE £410-05-P

DEPARTMENT OF JUSTICE
Drug Enforcement Adménistration
|Docket No. DEA-392)

Importer of Controlled Substances
Reaglistratlon; Mylan Technologles, Inc.

ACTION: Notice of registration.

suMMARY: Mylan Technologies, Inc.
applied to be registered as an importer
of certain basic classes of controlled
substances. The Drug Enforcement
Administration (DEA) grants Mylan
Technologies, Inc. registration as an
importer of those controlled substances.
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SUPPLEMENTARY INFORMATICN: By notica
dated February 11, 2015, and published
in the Federal Register on February 19,
2015, 80 FR 8302, Mylan Technologles,
Inc., 110 Lake Street, Saint Albans,
Vermont 05478 applied to be registered
as an importar of certain basic classes af
cantrolled substances. No comments or
objecticns were submitted for this
notice.

The DEA has considerad the factors in
21 U.S.C. 823, 952(a) and 958(a) and
determined that the registration of
Mylan Technologles, Inc. to import the
basic classes of contralled substances is
consistent with the public interest and
with United States obligations under
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The publication of this notice opens
a period for public comment on the
proposed Consent Decree, Comments
should be addressed to the Assistant
Attorney General, Environment and
Natural Resources Division, and should
refer to United States and the State of
Indiona v. Exide Technologies, D.J. Ref,
Nn. 90-5-2-1-11003. All comments
must ba submitted no later than thirty
{30) days after the publication date of
this notice. Comments may be
submitted either by emal! or by mail:

To submit .
comments: Send them fo:
By email ....... pubcomment-ges.enrd @
usdoj.gov.
By mail ....... Assistant Attorney General
U.S. DOJ—ENRD
P.Q. Bax 7611
Washington, D.C, 20044—
7611,

During the public comment periad,
the Consent Decres may be examined
and downloaded at this Justice
Department Web site: http://
www.usdoj.govienrd/Consent_
Decrees.html. We will provide a paper
copy of tha Consent Decres upon
written request and payment of
reproduction costs (at 25 cents per
page}. Please mail your request and a
check or money order payable to the
United States Treasury to: Cansent
Decree Library, U.S. DOJ--ENRD, P.O.
Box 7611, Washington, DC 20044-7611.

The cost for a paper copy of the
Consent Decres is $8.25.

Randall M. Stone,

Acting Assistant Section Chief,
Eavironmental Enforcement Section,
Environment and Natural Resaurecas Division.,

[FR Dog. 2015-06369 Filed 3—19-15; 8:45 am|)
BILLING CODE #410-15-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA—410]

Controlled Substances; 2015 Proposed
Aggregate Production Quotas for
Three Temporarily Controlled
Synthetle Cannablnolds

AGENCY: Drug Enforcement
Administration, Department of Justice.
ACTION: Notice with request for
comments,

SUMMARY: Three synthetic cannabinoids:
N-(1-aming-3-methyl-1-oxobutan-2-yl)-
1-{cyclohexylmethyl)-1H-indazole-3-
carboxamide (AB-CHMINACA), N-[1-
amino-3-methyl-1-axohutan-2-yl)-1-
pertyl-1H-indazole-3-carboxamide (AB-

PINACA]), and {1+(5-fluoropentyl)-1H-
indazol-3-yll(naphthalen-1-
yl)methanone (THJ-2201) werg
temporarily placed in schedule I of the
Controlled Substances Act by a final
order published by the Drug
Enforcement Administration on January
30, 2015 (80 FR 5042), This means that
any person that wishes to manufacture
AB-CHMINACA, AB-PINACA, or THJ-
2201 after January 30, 2015, must be
registered with the Drug Enfercement
Administration and have obtained a
manufacturing quota pursuant ta 21
CFR part 1303,

The Drug Enforcement
Administration cannot issue individual
manufacturing quotas far AB-
CHMINACA, AB-PINACA, or TH]-2201
until it esteblishes aggregate production
quotas, Therefore, this notice proposes
the 2015 aggregate praduction quotas for
AB-CHMINACA, AB-FINACA, and THJ-
2201,

DATES: Intarasted persons may file
written comments on this notice in
accordance with 21 CFR 1303.11{c).
Electronic comntents must be
submitted, and written comments must
be postmarked, on ar before April 20,
2015. Commenters should ba aware that
the electronic Federal Docket
Management System will not accept

comments after 11:59 p.m. Eastern Time .

on the last.day of tha commant period,
Based on comments received in
rasponse to this Notice, the
Administrator may hold a public
hearing on one or more issues raised. In
the event 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. After consideration of
any comments and after a hearing, if one
is held, the Administrator will publish
in the Federal Register a final order
establishing the 2015 aggregate
preduction quotas for AB-CHMINACA,
AB-FINACA, and THJ-2201.
ADDRESSES: To ansure proper handling
of comments, please refarence "“Docket
Neo. DEA-410" on all correspondence,
including any attachments, The Drug
Enforcement Administration encourages
that all comments be subrmitted |
electronically through the Federal
eRulemaeking Partal which provides the
ability to type short comments dircctly
into the comment field on the Web page
or attach a file for lengthier comments,
Please go to http://www.regulations.gov
and fallow the online instructicns at
that site for submilting cammenis. Upon
completion of your submissian you will
receive a Comment Tracking Number for
your caomment. Please be aware that
submitted comments are not
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instantaneously available for public
view an Regulations.gov. If you have
received & Gomment Tracking Number,
your comment has been successfully
submitted and there is no need to
resubmit the same comment. Paper
comments that duplicate an electronic
submission are not necessary and are .
discouraged. Should you wish to mail a
paper comment /i liev of an electronic
comment, it should be sent via regular
or express mail ta: Drug Enforcement
Administration, Attention; DEA Federal
Register Representative/QDXL, 8701
Morrissette Drive, Springfield, Virginia
22152.

FOR FURTHER INFORMATION CONTAGT:
Imealda L. Parzdes, Qffice of Diversion
Contral, Drug Enforcement
Administratian; Mailing Address: 8701
Morrisselte Drive, Springfield, Virginia
22152; Telephone: (202) 598-6812.
SUPPLEMENTARY INFORMATIQN:

Posting of Public Camments

Please note that all comments
received in respanse to this docket are
considered part of the public recard and
will be made svailable for public
inspection online at http//
wwiv.regulations.gov. Such information
includes personal identifying
infarmation {such as your name,
address, etc.) voluntarily submitted by
the commenter.

The Freedom of Information Act
applies to all comments receivad. If you
want to submit personal identifying
infarmation (such as your nams,
address, etc.) 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
“PERSONAL IDENTIFYING
INFORMATION" in the first paragraph
of your comment. You must also place
all the perscnal identifying information
you do not want publicly available in
the first paragraph of your comment and
identify what information you want
rodacted.

If you want to submit confidential
business information-as part of your
comment, but do not want it ta be made
publicly available, you must include the
phrase "CONFIDENTIAL BUSINESS
INFORMATION" in the first paragraph
of your comment. You must also

rominently identify confidential

usiness information to be redacted
within the comment, If a comment has
s0 much confidential business
information that it cannot be effectively
redacted, all or part of that comment
may not be posted online ar made
available in the public dacket,
Comments containing personal
idantifying information or confidential
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business information identified as
directed above will be made publicly
availahle in redacted form.

&n electronic copy of this document
is available at http://
www,regulations.gov for easy reference.
If you wish to personally inspect the
comments and materials receivad, these
materials will ha available for public
inspection b?f appaintment. To arrange
a viewing, please see the-FOR FURTHER
INFORMATION CONTACT paragraph above.

Legal Authority and Background

Section 306 of the Controlled
Substances Act {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 11
each year. This responsibility has been
delegated to the Administrator of the
Drug Enforcoment Administration
(DEA). 28 CFR 0.100,

The DEA established the 2015
aggrepate production quotas for
substances {n schedules I and Il on
September 8, 2014 (79 FR 53216).
Subsequently, on December 19, 2014,
DEA published inthe Federal Register
a natice of intent to tempararily place 3

gynthetic cannabinoids: N-(1-amina-3-
methyl-1-oxobutan-2-y1)-1-
{eyclohexylmethyl)-1H-indazole-3-
carboxamide (AB-CHMINACA), N-(1-
amino-3-methyl-1-oxobutan-2-yl)-1-
pentyl-1H-indazole-3-carboxamide (AB-

- PINACA), and [1-(5-fluaropentyl])-1H-
.indazol-3-yl)(naphthalen-1-

ylmethanone (THJ-2201] inta schedule
I of the GSA (79 FR 75767). On January
30, 2015, the DEA published in the
Federal Register a final arder to
temporarily place thase three synthetic
cannabinoids in schedula L of the C5A
(80 FR 5042). making all regulatory
controls pertaining to schedule I
controlled substances applicable to the
manufacture of these three synthetic
cannabinoids, including the
requirement to establish an aggregate
production quota pursuant 1o 21 U.S.C,
826 and 21 CFR part 1303,

AB-CHMINACA, AB-PINACA, and
THJ-2201 were non-controlled
substances when the aggregate
production quotas for schedule I and 1l
substances were established. Thersfore
10 aggregate production quotas for AB-

' CHMINACA, AB-FINACA, and THJ-

2201 wera astablished at that time.

In determining the 2015 aggregate
production quotas of these three
synthetic cannabinoids, the
Administrator considered the fallowing
factors in accordance with 21 U.8.C.
826(a) and 21 CFR 1303.11(b): (1) Total
net disposal of the class by all
manufacturers during the current and 2
preceding years; (2) trends in the
national rate of net disposal of the class;

(3) total estimated inventories of the

basic class and of all substances
manufactured from the ¢lass, and trends
in inventary accumnulation; (4) projected
demand for each class as 1nd1catecﬂ
procurement guotas requested pursuant
to 21 CFR 1303.12; and (5) other factors
affecting medical, scientific, research,
and industrial neads of the United
States and lawfu! export requiraments,
as the Administratar finds relevant,
These quotas do nat include imports of
controlled substances for use in
industrial processes.

The Administrator, therefore,
proposes that the annua) 2015 aggregate
praduction quatas for the following
temporarily contralled schedule I
controlled substances, expressed in
grams of anhydrous acid or base, be
established as follaws:

Proposed
Basic ¢lass—schedule | 2015 c;uota
(g
N-{1-amino-3-methyl-1-oxcbutan-2-yl}- 1-{cyclohexylmethyi]-1H-indazole-3-carbaxamide (AB—CHMI NACA) ....... 15
N-{1-aminge-3-mathyl-1-oxobutan-2-yi}-1-pentyl-1H-indazola-3-carboxamlde {AB-PINAGA} .. - 15
{1-{5-fluaropentyl)-1H-indazol-3-yl{naphlhalen- i-ylmethanone {THJ-2201) ........... T . " 15
Dated: March 12, 2015, Institule for Environmental Conflict NUCLEAR REGULATORY

Michgle M. Leonhart, Rasolution, and Udall Centar for Studies COMMISSION
Adminjstrator. in Public Policy/Native Nations Institute
(FR& Dac, 2015-0058 Filed 3-19-15; 6145 aml for Leadership, Management, and [NRC-2015-0001]

BILLING CODE #410-08P

MORRAIS K, UDALL AND STEWART L.
UDALL FOUNDATION

Sunshine Act Meetings

TIME AND DATE: 8:00 a.m. to 4:00 p.m.,
Thursday, April 16, 2015.

PLACE: The offices of the Morris K.
Udsll and Stewart L. Udall Foundation,
130 South Scott Avenue, Tucson, AZ
85701,

STATUS: This meeting of the Board of
Trustees will be open ta the public.
MATTERS TQ BE CONSICERED; (1) Chair's
Remarks; (2} Executive Directar's
Remarks; (3) Overviaw of Trustee
Responsibilities; [4) Board Officers &
Committes Elections; (5) Consent
Agenda Approval, including program
reports of the Education Programs, U.S.

Policy/Udall Archives, and resclutions
rslated ta the Operating Procedures of
the Board of Trusteas and the Parks in
Facus Fund, Inc. (6) Financial and
{nternal Controls Update; (7) Ethics
Briefing; (8) Program Pane] &
Discussion; and (9] Appropriations
Update., .
CONTACT PERSON FOR MORE INFORMATION:
Philip ]. Lemanski, Executive Director,
130 South Scott Avenue, Tucson, AZ
85701, (520] 901-8500.

Dated: March 16, 2015.
Philip §. Lemanski,
Executive Director, Marris K. Udeil and
Stewart L. Udall Foundation, and Federal
Repister Linison Officer,
[FR Dac. 2015-08556 Filed 3-18-15; 4:13 pn]
HILLING CODE 6826-FN-P
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Sunshine Act Meetings

DATES: March 23, 30, April 6, 13, 20, 27,
2015,

PLACE: Co mmissioners’- Conference
Room, 11555 Rockvilla Pike, Rockyille,
Maryland,

STATUS: Public and Closed.

Week of March 23, 2015—Tentalive

Thursday, March 28, 2015

9:30 a.m. Briafing on Security Issues
[Closed-—Ex. 1)

1:30 p.m. Briefing on Security [ssuas
(Clased—Ex. 1}

Friday, March 27, 2015

9:30'a.m, Briefing on Threat
Environment Assessment (Closed—
"Ex. 1)
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(b)(4)

May 14, 2015

D, Christine Sannerud .
Drug Enforcement Administration
Office of Diversion Control

8701 Momisette Drive

Springfield, VA 22152

Dear Dr, Sannerud:

(LX), EXNE) s requesting an increase in 2015 CPS motphine (9670) and CPS
cadeine (9670) procurement quota. (0)(4) |also reguests additional 2015 morphine for sale (9300),
marphine for conversion ($300), and codeine for sale (3050) manufasturing quota, '

2015 Granted | Requested Increase

Quofa Category Material Name Quota (kg) | Quotaflg)
ment CPS-Moarphine — 9670 NET 38999 80,000 | 41,001
Procure CPS-Morphitic — 9670 85 kgB 31,199 64,000 32,801
P ment CPS-Codeine — 9670 NET 6,366 9,988 3,622
ocure CPS-Codeine — 9670 a5 kgB 5,417 8,500 3,083
Manuf ing Total Mnrph‘irsl.'e ;;'r Conversion 12,463 2500 | 11037
Morphine for C?nversiun for 24,007 10,634 24,097
Codeine :
Morphine for Conversion for 403 403 40
oxymorphone
Manufacturin Moiphine for Sale — 9300 19,546 26,000 6,454
Manufacturing Codeine For Sale - 9050 16,769 28250 ([ 11,481 [™
Current Situation e
»  CPS Motphine is the starting materia} for two[ " |drug products: Morphine Sulfate arid
Codeine Phosphate (via ruotphine for conversicn calegory).

Morphinesales have increased over 2014, [D)#) __ |holds a contract with [2)(4).0)(7)(E) _|and
b)(4),0)(7)(E) fequiring supply of 80% of their requirements. As a resuit of exhausting inveatory from
another supplier,(0)(4) Jwill require to begin supplying in 2015.{0)@ __ |has already
sopplied initial, un-forecasted quanttes o)) fexpects demand to be approximately 4,000 to 6, 000
kg salt due in part to base business not previousty supplied by[D)@) __|but also driven by
substitution for hydrocodone.

» [D@ JCodeine sales have increased significantly compared to recent years. This niay potentially
be attributed to the rescheduling of hydrocodone and the movement of physicians to other schedule
IEH-V pain medication. ey codeine customer,(0)4)  [has requested supply increase for
2015 of 18,000 kg salt and is predicting 22,000 kg salt requirement for 2016,

Page 1 of 20
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Procurement and Manufacturing Quota Iricrease Request {P@.0)7NE) ] _
CPS Morphine (9670} , CPS Codeine (9670), Morphine for Conversion (3300), Morphine for Sale

{9300) and Codeine for Sale (9050)
May 14, 2015

e Tasman codeine sales slowly increase as US customers on board and[P)() lintemnational sites
copsume the Tasman APIh has supplied kb)4) [historically since the Tasman
)4)

introduction, In 20140 eceived qualification samples with
bulk APIdelivered in 2015.[0)4) will be requmng quahﬁcauon material in 2015 with
commercial volume in 2016.

¢ The requested quota increases will provide adequate morphine and codeine inventory to support our
: first quarter 2015 sales and will be under the 50% year-end level requirement,

«  With the recent change to reporting CPS as net and with the increase API demand, the initiai CPS
Morphine and CPS Codeine procurement quota grant does not provide encugh material to support
LhelS production plan for both morphine for sale aud codeine for sale while allowing

for adequate year-enid inventory ta support 1Q2016. The CPS needed to produce the planned
“volumes of morphine and codeine can be found in Appendix A.

Timing :

¢ The current CPS Morphine and CPS Codeine procurement quota grant will impact the supply ¢haii
in November, )

s The additiopal morphine for sale quota is reqeired in the fall to support the remaining 2015
production and provide adequale year-end inventory,

¢ The additional codeine is required by June to support the remaining 2015 production and provide

adequate year-end inventory.
upta Just on — Process Losses, Morphine Sales
. s ootifying DEA in this letter of the actual processing losses for the purified morphine

sulfate steps (PMS) and codeine phosphate steps (CPH). The quota requested includes
replacement quota for the material lost in the waste water streams. The process losses for both
praducts can be found in Appendix A.

» 2015 Morphine sales ar¢ shown in Table I and the 2015 Codeine sales are shown in Table IL.
Supporting POs availsble can be found in Appendix B.

Page 2 of 20
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Procurement and Manufacturing Quota Increase Request —(0)/4).0)/7)(E)|
CPS Morphine (9670) , CPS Codeine (9670}, Marphine for Coaversian (9300), Morphize for Sale
(9300) and Codeine for Sale (9050)

May 14, 2015 _
Table I: 2015 Codeine for Sale YTD Sales and Forecast
2015 Cod¢ine from Morphine Sales, kg Base
Jan- | May- | Jaly- | Oci- | 2018
Customer Rt" ‘April Jone |- Sept Dec Tatal |
(B)#),0)(7)(E) 0.1 N - - 01
- 44 | 888 . 132
0.1 . . . 0.1
s00 | 1665 | 1110 | 1347 | 4623
S A o e o Y 0 SV
372.2 | 3700 | 1,462.2] 1,446.7.0 3,6512 l{fji‘\’
423 | 421.8 [ 2523 : 7165
10 - 0.7 - L7
101.9 | 118 | 444 | 962 | 2543
0.2 . B . 0.2
8582 | 606.1 | 9664 . 2430.7
755 . 18.5 94.0
22 - - 22
111.0 | 1110 | 4810 | 1,342.4 | 2.0454 |« N
6926 | 6658 | 1,8589 | 25160 | 59833 |(S. s R oD Sfaﬂj&% \
Total 2307.4 | 2,597.4 | 5,284.3 [ 55359 [ 157351 | -
Intercompany Mt for 08 ._ K .
2015 Codelne from Tasman Sales, kg Base
(P)ALEXNNNE) 1,100 | 1,0840 | 7400 | 14800 | 45140
1717 . - - 37
107.3 R - . 1073
0.0 R - - 0.0
- 296.0 - 3700 | 6660
Total 1,255.1 | 1,480.0 | 7400 [ 1,850.0 | 53251
Intercompany Movement for B)(4):(D)(7)E) 0.5 . . B
testing )
Page 3 of 20
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Procurement and Manufacturing Quota Increase Request —[P)@).0)7N)E) |
CP5 Morphine (9670}, CPS Cedeine (9670), Morphine for Conversion (9300, Morph.me for Sale (9300)
and Codeine for Sale (9050)

* May 14, 2015.

Table I: 2015 Marphine for Sale YTD Sales and Forecast

Jan- | Mey- | July- Oct- 2015
Curomar Reg# Aprll June Sept Dee Total |
(b)(4).(L)(T)(E) 0.5 - - - 08
0.2 - - - 0.2
6573 | 1,630.3 - 1,687.5 [ 39753
7.5 - 14.3 - 218
23313 368 - 298.5 5685
- - 600.0 - 600.0
0.7 - - - 0.7
86.4 85,3 150.0 - 316
1.5 - 0.8 08 30
- - - 159.0 159
- - 193.8 - 1988
150.0 - 1500 | 2250 515.0
- 18.8 - 375 563
73.0 - 60.0 - 1330

33694 - 4,500.0 | 750.0 | B6I9A
- - 51,0 - 510
22.1 - - - 21
- 2573 198.0 - 4553
83.0 - - - - 830
4819 | 3603 | 5438 | 9150 | 23010
3.8 = - - 3.B
1166 | 749.7 - - B66.3
Total 5287.1 | 34575 | 6,766.5 | 4,373.3 | 198843
Intercompacy Movement for  [b)(4).(b)(7)(E) 1.0 . } .
testing )
Page 4 of 20
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Procurement and Manufacturing Quotﬁ Increase Request —[P)(4).(0)(7)(E)
CPS Morphine (9670), CPS Codeine (9670), Marphine for Conversion (9300), Morphine for Sale (9300)

and Cuodeine for Sale (9050)
May 14, 2015

ento

As toted in the tables below, the current quota grants do not provide[P)®) __ Jsufficient quota to meet
our projected 2015 dispositions nor to end 2015 with sufficient inventory to meet ficst quarter 2016

projected dispositions. The quantitiés requested take into account processing losses,
Table III; CPS-Morphine Procurement Quota Request

30% Inventory Allowance

Pagé Sof 20
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. kg Base kg NET
. With Additiongl With Additional
2015 CPSéMorphénn:s Inventory C ¢ 2015 Current 2015
: CQuota Grant Quoia Grant
2014 Ending Iaventory 8,101 8,101 10,107 | 10,107
Nou saleable material 2 2 2 2
2014 Availgble End. Inv. 8,099 8,099 10,108 10,105
2015 CPS Quota keB 11,199 64,000 38,999 0,000
2015 Dispositions:
Convertzd to AMA for Sale 30,110 30,110 37,638 37,638
Converted to AMA for Conv 28,024 28,024 45,030 35,030
2015 Ending Inventory -18,836 13,965 -23,564 17,437
Converted to % Yearend -41.1% H.5%
kgn, base
2014 Dispositions 33,516
2015 Estimated Dispositions 58.134
Average . ‘45,825
13,748




Procurement and Manufacturing Quota Increase Request —
CPS Morphine (9670), CPS Codeine (9670}, Morphine for Conversion (9300), Morphine for Sale (9300)
and Cadeine for Sale (9050)

Vol. | Page 889

May 14, 2015
Teble I'V: Morphine for Conversion Manufacturing Quota Request
Inmitial Additional
2015 2015
Grant Grant
2014 Ending Inventory 1,999 1,999
Non salenbls material ] 3
2014 Avallable End. Inv. 1,996 1,996
2015 API Quota 13,463 24,500
20135 Dispositions; .
Converted to Codeine 23,059 23,059
Converted to 14-HM Y 403
Processing Lasses Ha S 2l
2015 Ending Inventory 7,600 3,035
Converted to % Yearend 42.2% 16.8%
kgs, base
2014 Dispositions 12,572
2015 Est. Dispositions 23,059
_ Average 17,815
50% Inventory Allowance 8,908
Page 6 of 20
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Procurement and Manufactucing Quota Increase Request -|{b1{412{b1{7){51
CPS Morphine (9670), CPS Codeine (9670), Marphine for Conversion (9300), Morphine for Sale (9300)
and Codeine For Sale (9050) )

May 14, 2015

Table V: Morphine for Sale Manufacturing Quota Request

Initicd
2015 Additiona]
Grant 2015 Grant
2014 Ending Inventory 6,951 6,951
Non saleable material 36 56
2014 Avallable End, Inv, 6,895 6,895
2015 API Quota 19,546 26,000
2015 Dispasitions:
Sales ﬂ}g.w ] 19.8844 :
T i S
) Processing Losses E%ﬁﬁ N (5 1 6R)
2015 Ending Inventory 2,626 7,543
Converted to % Yearend 14.6% 41.9%
kgs, base
2014 Dispositions 16,113
2015 Estimated Dispositions 19,884
Average 17,999
50% Inventory Allowance . 8,999
Page 7 of 20
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Procurement and Manufscturing Quota Increase Reguest {0)().0)(7)(E)

CPS Motphine (3670), CPS Codeine (9670), Morphine for Conversion 300), Morphine for Sale (9300)
and Codeine for Sale (9050)

May (4, 2015

Table VI: CPS-Codeine Procurement Quota Request

kg Base kg NET
With Additional With Additional
2015 Cb%-Codelne Inventory Current 2018 Current 2015
Quota Grant . Quota Grant
2014 Ending Inventory 1,787 1,787 2,100 2,100
Non sgleable malerial 0 0 0 1]
2014 Available End, Inv. 1,787 1,787 2,10 2,100
2015 CPS Quota (kgB) 5417 3,500 6,366 9,588
2015 Dispositions: '
Converted to ACA for Sale B,036 8,036 9,443 9,443
2015 Ending Inventory . 832 2,251 977 2,646
Converted to % Yearend ' «11,8% 32.1%
kgs, base
2014 Dispositions 6,007
2015 Esl. Dispositions 8,036
Average _ 7,021
30% Inventory Allowance 2,106

Table VIK: Codeine from Morphine for Sale Manufacturing Quota Request
With Additional

Current 2018
Quota Grant
2014 Ending Inventory 2,372 2,372
Non saleable material 28 28
2014 Available End. Inv. 2,344 234
2015 API Quota 12,581 21,500
2015 Dispositions: :
Sales
Processing Losses BN
2015 Ending Inventory
Caonverted to % Yearend -13.0% A9.0%
kgs, base
2014 Dispositions 11,001
2015 Est. Dispositions 15,725
Average 13,363
50%% Inventory Allowance 6,681
Page 8 of 20
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Pracurement and Manufacturing Quota Increase Request —{P)(4).(0)(7)(E)

CPS Morphine (9670), CPS Codeine (9670), Morphinre for Conversion (9300), Morphine for Sale (9300)

and Codeine for Sale (9050
May 14, 2015 .

Table VINI; Codejne from Tasman for Sale Manufactu;ing Quota Request

With Current Additiona)
Quota 2015 Grant
2014 Ending Inventory 2,045 2,045
Non saleable material 9 9
2014 Available End. Inv. 2,036 2,036
2015 API Quata 4,188 6,750
2015 Dispositions;
Sales 9,328 o _};.33.‘_3_ -
Processing Losses i 88?‘?%_%% %_‘23 88 }‘5“-?@5"
2015 Euding Inventory 16 2,578
Couverted to % Yearend 0.3% 50,2 %
base
2014 Dispositions 4,941
2015 Est. Dispositions 5,251
Average 5,096
30% Inventory Allowance 2,548

Thank you in advance for considering this request. If you require any edditional information, please do

not hesitate to contact me at|°)(©)

b)(6)

Director, Controlled Substance Compliance

Page 90f 20
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Procurement and Manufacturing Quota Increase Request -[P®.0)NE) |

CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (300), Morphine for Sale (9300) and Codeine for Sale (3050)

May 14, 2015

Appendix A Morphine and Codeine Process Loss Information

| APPENDIX A-1
CPS- Morphine Requirements and Morphine Production, kg BASE
PROCESS LOSSES BASED ON 2014 ESTIMATE WITH
YIELDS FOR CURRENT GRANT ADDITIONAL QUOTA
Net Toss | Input Loss
: Input to Process ontpntof { by to Output | by
Description Step Yiedd step Step | of Step | step
CPS-AMA Requirements
CPS-AMA 1o Morphine for Sale 22,636 86.15% 19,546 7474 | 6454
CPS-AMA to Morphine for Conv 7657 85.64% 6.557 20,367 | 17443
TOTAL €PS-AMA kgB 30,293 27,802
! Standard processing yields are used 10 defenmine ourput.
APPENDIX A-2
Morphine for Sale 2015 Production and Estimnted Process Loss, kg BASE
" PROCESS LOSSES BASED ON 2014 ESTIMATE WITH
YIELDS FOR CURRENT GRANT ADDITIONAL QUOTA
Net Input )
. Input to Process . Loss Outpot | Loss
Description .Step - Yield output of by step to of Step | by step
. step Step
Morphine for Sale )
Marphine to Morphine Sulfate 19,546 80.13% 15662 | (3,884) | 7,642 | 6,124 | (1,51F)
Morphine Sulfate Finishing 15,662 99.70% 15,615 (a7) | 6,124 | 6105 | (8)
Total (3.931) : (1,537)
Page 10 of 20
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Procurement and Manufachiring Quota Increase Request

b)(4).(b)(7)E)

CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphiae for Sale (9300) and Codeine for Sale (9050)

May 14, 2015

—

APPENDIX A-3
Codeine for Sale (Morphine) 2015 Produection and Estimated Process Loss, kg BASE

PROCESS LOSSES BASED ON 2014 YIELDS FOR ESTIMATE WITH -
CURRENT GRANT ADDITIONAL QUOTA
. Net Loss
Inpot to Process oatpuat by |Inputto | Cutput | Lossby
Description Step Yield MWC of step step Step of Step step
CPS-AMA o Morphinc for Conv 15,720 85.64% 13.463 12,304 | 10,537
Codeine for Sale
Morphine for Conv to Codeine for Sale 13,393 88 4% 1.05 12,581 - 9,566 8919 -
Codcinc{fr Morph) to Codeine Phosphate 12,581 93.60% 11,776 | (805) 9422 8,319~ (&03)
Codcinc Phosphate Finished 11,776 99.29% “11,691 | (85) 8,903 B339 (649
Total (890) (667)
APPENDIX A-4
Codeine for Sale (Tasman) 2015 Production and Estimated Process Loss, kg BASE
FROCESS LOSSES BASED ON 2014 YIELDS ESTIMATE WITH
FOR CURRENT - GRANT ADDITIONAL QUOTA
Net Loss | Input
. Process output | by to | Output | Loss by
Descriphion Input to Step Yield of step | step | Step | of Step step
'| CPS-ACA to Codeine for Sale 4986 84.0% 4,188 3050 | 2,562
Codeine Tor Sale _
Cédcine(ﬁ' CPS) to Codeine Phosphate 4,188 87.8% 3677 [ (51D [ 2,692 | 2,384 (328)
Codeine Phosphate Finished 3,677 99.3% 3,650 (2§) 2,364 | 2347 ("
Total (537 (346)
Page 11 of 20
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Procurement and Manufactunng Quota Increpss Request —{b)(4),(b)(7)(E)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion { 300). Morphine for

Sale (9300 and Codeine for Sele (9050) -
May 14,2015 ~
Appendix B Porchase Orders

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

Page 12 of 20
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Procurement and Manufacring Quota Increase Request —[0)(@).0)(7)(E)

CPS Morphine (9670), CPS Cadsine (9670), Morphine for Conversion (9300), Morphine for
Sale (9300) and Codeine for Sale (9050)

May 14, 2015 )

Appendix B Purchase Orders

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

Page 13 of 20
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Procurement and Manufacturing Quota Increase Request -{2)(4).(0)(7)E)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphme for
Sale (9300} and Codeine for Sale (5050)

May 14, 2013

Appendix B Purchase Orders

(0)(4);(b)(B)

Page 14 of 20
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Procnrement and Manufacturing Quota Increase Request -|{b){4)?{b){7){51
.CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion {300), Morphine for
Sale (9300) and Codeine for Sale (3050) ' '

May 14, 2015
Appendix B Purchase Orders

(0)(4);(b)(6);()T)E)

Page 15 of 20
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Procurement and Manufacturing Quota Increase Request —(2)(4).(0)(7)(E)

CPS Morphine (9670), CPS Codeine (9670), Morphine for Convers:on (9300). Morphme for
Sale (9300) and Codeine for Sale (9050)

May 14, 2015

Appendix B Purchase Ordcrs

(0)(4);(D)(B);(b)(7)(E)

CHEE 10 UL LY
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Procurement and Manufacturing Quota Increase Request —[)(4),(0)(7)(E)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300) Morphme for
Sala (9300) and Codeine for Sale (9050)

May 14, 2015

Appendix B Purchase Orders

b)(4);(b)(6);(b)(7)(E)

Page 17 of 20
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Procurement and Manufacturing Quota Inceease Request —[P)(4); BIE) .
CPS Morphine (9670}, CPS Codeine (9670), Morphine for Convers on (93(0).’ Morphine for
Sale (9300) and Codéine for Sale (9050) :

May 14,2015

Appendix B Purchiase Orders

(0)(4);(b)(6);()T)E)

Page 18 of 20 :
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Procurement and Manufacturing Quota Increase Request 'W

CPS Morphine (3670}, CPS Codeins (9670), Morphine for Convers:on {9300}, Morphine for
Sale (9300) and Codeine for Sale (9050)

May 14, 2015

Appendix B Purchase Orders

(0)(4);(b)(6);()T)E)

Page 19 of 20
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Procurement and Manufacturing Quota Increase Request ~{2)(4).0)7)(E)

CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphmc for
Sale (9300) and Codeine for Sale (9050) o

May 14, 2015 A

Appendix B Purchase Ocders C

b){);(b)(7)(E)

Page 20 of 20
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2015 Proposed Adjusted Aggregate Production Quotas and Assessment of Annual Needs

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

The attached Federal Register notice, prepared for your signature, proposes to adjust the calendar
year 2015 aggregate production quotas (APQ) for each basic class of schedule I and 1 controlled
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine,
phenylpropanoiamine, and pseudoephedrine for which the Umted States has medical, scientific,
industrial, export and reserve stock requirements.

As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to the APQ
for schedule II substances and those schedule I substances that are used to produce drugs that have a

medical need (specifically, GHB and tetrahydrocannabinols) to prevent potential drug shortage
issues. .

The Federal Drug Administration (FDA) has responded to DEA’s annual letter, which requests
information on new, continuing, and discontinued drug products containing schedule II substances.
Therefore, this information is considered in the analysis for the current proposed adjustments.

Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of
schedule I and I controlled substances as well as list I chemicals ephedrine, phenylpropanolamine,
and pseudoephedrine for the legitimate medical, scientific, industrial, and export requirements of the
Us.

The following points provide brief explanations of the changes from the proposed initial AAN &
APQ values:

List [ chemicals

No changes proposed.

Schedule I substances

The APQ for (1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone (UR-144),
[1-(5-Fluoro-pentyl)-1H-indol-3-y1](2,2,3,3-tetramethylcyclopropyl)methanone (XLR11), 1-
(1,3-Benzodioxol-5-yl)-2-(methylamino)butan-1-one (butylone), 1-(1,3-Benzodioxol-5-yE)-2-
(methylamino)pentan-1-one (pentylone), 2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2-
methoxybenzyl)ethanamine (25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36), 2-(4-Chlora-2,5-
dimethaxyphenyl)-N-(2-methoxybenzyl)ethanamine (25C-NBOMe; 2C-C-NBOMe; 25C;
Cimbi-82), 3-Fluaro-N-methylcathinone (3-FMC), 4-Fluore-N-methylcathinone (4-FMC), 4-
Methyl-N-ethyleathinone (4-MEC), 4-Methyl-e-pyrrolidinopropiophenone (4-MePPP), alpha-
Pyrrolidinobutiophenone (a-PBP), alpha-Pyrrolidinopentiophenone (a-PVP), Desomorphine,
N-(1-Adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48), N-(1-Amino-3,3-dimethyl-1-

( OD/ODO/ODEQ ' - 5/19/15 | Page -1 - of 2
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oxobutan-2-yl)-1-pentyl-1H-indazole-3-carboxamide (ADB-PINACA), N-(1-Amino-3-methyl-1-
oxobutan-2-yl)-1-(4-fleorobenzyl)-1H-indazole-3-carboxamide (AB-FUBINACA),
Naphthylpyrovalerone (naphyrone), Quinolin-8-y1 1-(5- fluoropentyl)-1H-indole-3-carboxylate
(5-fluoro-PB-22; 5F-PB-22), Quinolin-8-yI 1-pentyl-1H-indale-3-carboxylate (PB-22; QUPIC),
Heroin, Normorphine, and Tilidine,. 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. '

The APQ for Para-Fluo rofentanyl, Parahexyl, and Pholcodine were increased from zero due to
requests to manufacture these substances for analytical standards, reference, and research material.

L \~\
The APQ for Tetrahydrocannabinols was increase due to increased product development efforts by
DEA registered manufacturers.

- Schedule II substances

C

The APQ for Dextropropoxyphene, Levomethorphan, Meperidine-Intermediate B, and
Phencyelidine were increased due to increased registrant requirements. 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.

The APQ for Codeine (for sale) is proposed to incrcase based on analysis of IMS Health Data,
which shows an increase in prescription sales that appears to coincide with the rescheduling of FDA
approved hydrocodone products from schedule ITI to schedule .

The APQ for Fentanyl is proposed to increase based on a DEA registered bulk manufacturer 8
improvement of their synthesis route to manufacture fentanyl from ANPP.

The APQ for Methylphenidate is proposed to increase based on the FDA downgrading the efficacy
rating for two generic manufacturers of the brand Concerta® . This change is to allow the remaining
authorized generic and brand manufacturers to supply the entire domestic market. This will averta
possible shortage due to APQ limitations.

The APQ for Oxycodone (for sale) is proposed to increase based on additional product development
efforts as dosage form manufacturers qualify a second supplier of API as required by the FDA.

The APQ for Remifentanil was increased due to new applications from registrants condueting bulk
API product development efforts or supporting dosage form manufacturers in dosage form product
development efforts.

( OD/ODQ/CDEQ 5/19/15 Page-2 -of2
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BILLING CODE 4410-09-P
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Dacket No. DEA-411]
Proposed Adjustments to the Aggregate Production Quotas for Schedule I and II
Controlled Substances and Assessment of Annual Needs for the List I Chemicals

Ephedrine, Psendoephedrine, and Phenylpropanolamine for 2015

AGENCY: Drug Enforcement Administration (DEA), Derpartment of Justice.
ACTION: Notice \‘Jvith request for comments.

SUMMARY: The Drug Enforcement Administration;proposes to adjust the 2015
aggregate production quotas for several controlled substances in schedules I and IT of the
Controlled Substances Act and assessment of annual needs for the list [ chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine.

DATES: Interested persons may file written comments on this notice in accordance with
21 CFR 1303.11(c) and 1315.11(d). Electronic comments must be submitted, and written
comments must be postmarked, on or before [INSERT 30 DAYS AFTER
PUBLICATION IN THE FEDERAL REGISTER]. 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 re;’erence “Docket No.
DEA-411” on all ¢lectronic and written correspondence. The DEA encourages that all
comments be submitted electronically through the Federal eRulemaking Portal at

hitp:/fwww.regulations.gov. Paper comments that duplicate electronic submissions are
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not necessary. Should you, however, wish to submit written comments via regular or
express mail, they should be sent to; Drug Enforcement Administration, Attention: DEA
Federal Register Representative/ODW, 8701 Morrissette Drive, Springfield, Virginia
22152. |

FOR FURTHER INFORMATION CONTACT: John R. Scherbenske, Office of
Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive,
Springfield, Virginia 22152, Telephone: (202) 598-6812,

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

All comments received are considered part of the public record and will be made
available for public inspection online at http.//www.regulations.gov, Such information
includes personal identifying information (such as your name, address, etc.) voluntarily
submitted by the commenter,

The Freedom of Information Act (FOIA) applies to ali comments received. 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 made publicly available, you must include the
phrase “PERSONAL IDENTIFYING INFORMATION” in the first paragraph of your
comment. You must also i)Iace all the personal identifying information you do not want
made publicly available 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 made publicly available, you must include the phrase
“CONFIDENTIAL BUSINESS INFORMATION” in the first paragraph of your

2
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comment. You must also prominently identify the confidential business information to
be redacted within the comment. If a comment has so much confidential business
information that it cannot be effectively redacted, all or part of that comment may not be
made publicly available. Commenté containing personal identifying information er
confidential business information identified as directed above will b_e made publicly
available in rcdacted form.

An electronic copy of this document is available at htp://www.regulations.gov for
- easy reference. If you wish to personally inspect the comments and materials received or
the supporting documentation the DEA used in preparing the proposed action, these
materials will be available for public inspection by appointment. To arrange a viewing,
please see the “For Further Information Contact” paragraph above.

Legal Authority

Section 306 of the Controlled Substances Act (CSA), 21 U.S.C. 826, requires the
Attorney General to determine the total quantity and establish aggrepate produc‘tiOn
quotas for each basic class of controlled substance listed in schedules I and I and for the
list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This
responsibility has been delegated to the Administrator of the DEA pursuant to 28 CFR
0.100(b). The Administrator, in turn, has redelegated that authority to the Deputy
Administrator, pursuant to 28 CFR pt. 0 subpt. R, App.

The DEA published ‘the established aggregate production quotas for schedule [ and II
controlled substances and established assessment of annual needs for the list [ chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine for- 2015 in the Federal Register
(79 FR 53216) on ‘Septcn_lbcr 8, 2014. That notice stipulated that, in accordance with 21

3
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C

CFR 1303.13 and 1315.13, all aggregate production quotas and assessments of annual
need are subject to adjustment.

Analysis for Proposed Adjusted 2015 Aggregate Production Quotas and Assessment
of Annual Needs

The DEA proposes to adjust the established 2015 aggregate production quotas for
certain schedule I and 1T controlled substances to be manufactured in the United States in
2015 to provide for the estimated medical, sciéntiﬁc, research, and industrial needs of the
United States, for lawful cxﬁort requirements, and for the establishment and maintenance
of rescrve stocks, These quotas do not include imports of controlicd substances for use in
industrial processes. The DEA also proposes to adjust the established 2015 assessment of
annual needs for the list | chemicals ephedrine, pseudoephedrine, and
phenylpropanolamine to be manifactured in and imported to the United States in 2015 to
provide for the estimated medical, scientific, research, and industrial needs of the Untited
States, lawful export requirements, and the establishment and maintenance of reserve
stocks.

In proposing the adjustment, the DEA has taken into account the criteria that the DEA
is required to consider in accordance with 21 CFR 1303.13 and 21 CFR 1315.13. The
DEA determines whether to propose an adjustment of the aggregate production quotas for
basic classes of schedule I and 1T controlled substances and assessment of annual needs
for ephedrine, pseudoephedrine, and phenylpropanolamine by considering: (1) changes
in the demand for that class or chemical, changes in the national rate of net disposal of
the class or cher;lical, and changes in the rate of net disposal of the class or chemical by
registrants holding individual manufacturing quotas for the class; (2) whether any

4
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increased demand for that class or chemical, the national and/or individual rates of net
disposal of that class or chemical are temporary, short term, or long term; (3) whether any
increased demand for that class or chemical can be met through existing inventories,
increased individual manufacturing quotas, or increased importation, without increasing
the aggregate production quota; (4) whether any decreased demand for that class or
chemical will result in excessive inventory accumulation by all persons registered to
handle that class or chemical; and (5) other factors affecting medical, scientific, research,
and industrial needs in the United States and lawful export requirements, as the Deputy
Administrator finds relevant.

The DEA also éonsidered updated information obtained from 2014 year-end
inventories, 2014 disposition data submitted by quota applicants, estimates of the medical
needs of the United States, product development, and other information made available to
the DEA after the initial aggregate production quotas and assessment of annual needs had
been established. Other factors the DEA considered in calculating the aggregate
production quotas, but not the assessment of annual needs, include product development
requirements of both bulk and finished dosage form manufacturers, and other pertinent
information. In determining the proposed adjusted 2015 assessment of annual needs, the
DEA used the calculation methodology previousty described in the 2010 and 2011
established assessment of annual needs (74 FR 60294, Nov. 20, 2009, and 75 FR 79407,
Dec. 20, 2010, respectively). '

As described in the previously published notice establishing the 2015 aggregate
production quotas and assessment of annual nceds, the DEA has specifically considered
that inventory allowances granted to individual manufacturers may not always_result in

5
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the availability of sufficient quantities to maintain an adequate reserve stock pursuant to
21 US.C. 826(3), as intended. See 21 CFR 1303.24. This would be concerning if a
natural disaster or other unforeseen event resulted in substantial disruption to the amount
of controlled substances available to provide for legitimate public need. As such, the
DEA has included in all proposed adjusted schedule Il controlled substance aggregate
production quotas, and certain proposed adjusted schedule I controlled substance:
aggregate production quotas, an additional 25% of the estimated medical, scientific, and
research needs as part of the amount necessary to ensure the establishment and
maintenance of reserve stocks. The resulting adjusted established aggregate production
quotas will reflect these included amounts. This action will not affect the ability of
manufacturers to maintain inventory allowances as specified by regulation. The DEA
expects that maintaining this res'erve in certain established aggregate production quotas
will mitigate adverse public effects if an unforeseen event resulted in substantial
disruption to the a‘mount of controlled substances available to provide for legitimate
public need, as determined by the DEA. The DEA does not anticipate utilizing the
reserve in the absence of these circumstances.

The Deputy Administrator, therefore, ptoposes to adjust the 2015 aggregate
ﬁroduction quotas for certain schedule [ and II controlled substances and assessment of
annual needs for the list I chemicals ephedrine, pseudocphedrine, and

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows:
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Proposed

methoxybenzyethanamine (25B-NBOMe; 2C-B-NBOMe;

Estahlished .
Basic Class 2015 Quotas Adjusted 2015
Quotas
(8) ()
Schedule I

(1-Pentyl- | H-indol-3-y1)(2,2,3,3- 15 25
tetramethylcyclopropyl)methanone (UR-144)

[1-{(5-Fluoro-pentyl)-1 H-indol-3-yl}(2,2,3,3- 15 25
tetramethylcyclopropyl)methanone (XLR11)

[1-{5-fluoropenty!)- 1 H-indazol-3-ylj(naphthalen-1-

yl)methanone (THI-2201) IS no change
1-(1,3-Benzodioxol-5-y1)-2-{methylamino)butan-1-one

15 25

(butylone)

1-(1,3-Benzodioxol-5-yl})-2-(methylamino)pentan-! -one 15 25
(pentylone)

1-(1-Phenyleyclohexyl)pyrrolidine 10 no change
1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) 45 1o change
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 no change
{-[1-(2-Thieny[)cyclohexyl]piperidine 15 no change
éb[g)-(mMorpho[myl]ethyl]-3 -(1-naphthoyl)indole (/WH- 45 no change
1-Butyl-3-{1-naphthoyl)indole (JWH-073) 45 no change
1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-

18 and RCS-8) 45 no change
1-Hexyl-3-(1-naphthoyt)indole (JWH-019) 45 no change
1-Methyl-4-phenyl-4-propionoxypiperidine 2 no change
“1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45 no change
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45 no change
1-Pentyl-3 -(2-methoxyphenylacetyl)indole (JWH-250) 45 no change
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45 no change
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45 ne change
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 no change
1-Pentyl-3-[1-(4-methoxynaphthoyl}]indole (JWH-081) 45 no change
2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 ne change
2-(2,5-Dimethoxy-4-ethylpheny!}ethanamine (2C-E}) 30 no change
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 30 no change
2-(2,5-Dimethaxy-4-nitro-phenyl)ethanamine (2C-N) 30 no change
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30 no change
2-(4-Bromo-2,5-dimethoxyphenyl}-N-(2- s 25
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25B; Cimbi-36)

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 no change
2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-

methoxybenzyl)ethanamine (25C-NBOMe; 2C-C-NBOMe; 15 25
25C; Cimbi-82) _

2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 30 no change
2-(4-lado-2,5-dimethoxyphenyl)-N-(2- .
methoxybenzyl)ethanamine  (25[-NBOMe; 2C-I- 15 no change
NBOMe; 251, Cimbi-5)

2-(Methylamino)-1-phenylpentan-1-one (pentedrone) 15 no change
2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 no change
2,5-Dimethoxy-4-n-propylthiophenethylamine 25 no change
2,5-Dimethoxyamphetamine 25 no change
%;[4-(Ethylth10)-2,S-dlmethoxyphenyl]cthanamme (2C-T- 30 o change
?ig-'%lj;propy fthio)-2,5-dimethoxyphenyl]ethanamine 30 o change
3,4,5-Trimethoxyamphetamine 25 no change
3,4-Methylenedioxyamphetamine (MDA) 55 no change
3,4-Methylenedioxymethamphetamine (MDMA) 50 no change
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 40 no change
3,4-Methylenedioxy-N-methylcathinone {methylone) 50 no change
3,4-Methylenedioxypyrovalerone (MDFV) is no change
3-Fluoro-V-methylcathinone (3-FMC) 15 25
3-Methylfentanyl 2 no change
3-Methylthiofentanyl no change
4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 no change
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 no change
4-Fluoro-N-methylcathinone (4-FMC) 15 25
4-Methoxyamphetamine 100 no change
4-Methyl—2,5-dii'nethoxyam phetamine (DOM) 25 no change
4-Methylaminorex 25 no change
4-Methyl-N-ethylcathinone (4-MEC) 15 25
4—Methyl-N-methylcathinonc (mephedrone) 45 no change
4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 15 25
Z;Sr;(ljimmethylheptyl)-2-[(1R,3S)-3-hydroxycyclohexyl]- 68 o change
5-(1,1-Dimethyloctyl)-2-[(1R,38)-3-hydroxycyclohexyl]- 53 no change
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phenol (cannabicyclohexanol or CP-47,497.C8-homolog)

5-Methoxy-3,4-methylenedioxyamphetamine 25 no change
5-Methoxy-N,N-diisopropyltryptamine 25 no change
5-Methoxy-N,N-dimethyltryptamine 25 151 change
Acetyl-alpha-methylfentanyl 2 no change
Acetyldihydrocodeine 2 no change
Acetylmethadol 2 no change
Allylprodine 2 no change
Alphacetylmethadol 2 no change
alpha-Ethyltryptamine 25 no change
Alphameprodine 2 no change
Alphamethadol 2 no change
alpha-Methylfentanyl 2 no change
alpha-Methylthiofentanyl 2 no change
alpha-Methyitryptamine (AMT) 25 no change
alpha-Pyrrolidinobutiophenone (a-PBP) 15 25
alpha-Pyrrolidinopentiaphenane (a-PVP) 15 25 |
Aminorex 25 no change
Benzylmorphine 2 no change
Betacetylmethadol 2 no change
beta-Hydroxy-3-methylfentanyl 2 no change
beta-Hydroxyfentanyl 2 no change
Betameprodine 2 no change
Betamethadol 4 na change
Betaprodine 2 no change
Bufetenine 3 no change
Cathinone 70 no change
Codeine methylbromide 5 no change
Codeine-N-oxide . 305 no change
Desomorphine 5 25
Dicthyltryptamine 25 no change
Difenoxin ' 11,000 no change
Dihydromorphine 3,990,000 no change
Dimethyltryptamine 35 no change |
Dipipanone 5 no change
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Fenethylline 35 no change
gamma-Hydroxybutyric acid 70,250,000 no change
Heroin 25 50
Hydromorphinol 2 no change |
Hydroxypethidine 2 no change
Ibogaine 5 no change |
Lysergic acid diethylamide (LSD) 35 no change
Marihuana 658,000 no change
Mescaline 25 no change
Methaqualone 10 no change
Methcathinone 25 no change
Methyidesorphine 5 no change
Methyldihydromorphine 2 no change
Morphine methylbromide 5 no change
Morphine methylsulfonate 3 no change
Morphine-N-oxide " 350 no chanpge
N-(1-Adamantyl[)-1-pentyi-1H-indazole-3-carboxamide 15 25
(AKB48)

.fV-(l -Amino-3,3-dimethyl-1-oxobutan-2-yl}-1-pentyl-1 H- (5 25
indazole-3-carboxamide (ADB-PINACA)

N-(1-Amino-3-methyl-1-oxobutan-2-yl)-1-(4-

fluorobenzyl)-1 H-indazole-3-carboxamide (AB- 15 25
FUBINACA)

N-(1-Amino-3-methyl-1-oxobutan-2-yl)-1-

(cyclohexylmethyl)-1H-indazole-3-carboxamide (AB- 15 no change
CHMINACA)

i e 5| o
NN-Dimethylamphetamine 25 no change
Naphthylpyrovalercne (naphyrone) 15 25
N-Benzylpiperazine 25 no change
N-Ethyl-1-phenyleyclohexylamine 5 no change
N-Ethylamphetamine 24 no change
N-Hydroxy-3,4-methylenedioxyamphetamine 24 no change
Neracymethadol 2 no change
Norlevorphanol 52 no change |
Normethadone 2 no change
Normorphine 18 40

10
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Para-fluorafentanyl zero 5
Parahexyl Zero 5
Phenamorphan 2 no change
Pholcodine zero 5
Psilocybin 30 no change
Psilocyn : 30 no change
Quinolin-8-yl 1-(5-fluoropentyi)-1H-indole-3-carboxylate 15 25
| (5-fluoro-PB-22; 5F-PB-22)

Quinolin-8-yl 1-pentyl- 1H—ind0|e-3:carboxy1ate (PB-22; s 25
QUPIC) : .

Tetrahydrocannabinols 497,500 511,250
Thiofentanyl 2 no change
Tilidine 10 25
Trimeperidine 2 no change

Schedule I1
1-Phenylcyclohexylamine 5 no change
1-Piperidinocyclohexanccarbonitrile 5 no change .
4-Anilino-N-phenethyl-4-piperidine (ANFPP) 2,687,500 no change
Alfentanil 17,750 no change
Alphaprodine 3 no change
Amobarbital 25,125 no change
Amphetamine (for conversion) 21,875,000 no change
Amphetamine (for sale) . 37,500,000 no change
Carfentanil 19 no change
Cocaine 275,000 no change
Codeine {for conversion) 50,000,000 no change
Codeine (for sale) 49,500,000 63,900,000
Dextropropoxyphene 19 45
Dihydrocodeine 226,375 - no change
Diphenoxylate (for conversion) 75,000 no change
Diphenoxylate (for sale) 1,337,500 na change
Ecgonine 174,375 no change
Ethylmorphine 3 no change
Fentanyl 2,150,000 2,300,000
Glutethimide 3 no change
Hydrocodone (for conversion) 137,500 no change
11
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Hydrocodone (for sale) 99,625,000 no change
Hydromorphone 7,000,000 no change
[somethadone ’ 5 no change
Leva-alphacetylmethadol (LAAM) 4 no change
Levomethorphan 5 30
evorphanol 7,125 | no change
Lisdexamfetamine 29,750,000 no change
Meperidine 6,250,000 no change
Meperidine [ntermediate-A ' 6 no change
Meperidine Intermediate-B 11 32
Meperidine [ntermediate-C 6 no change
Metazocine 19 no change
Methadone (for sale) 31,875,000 no change
Methadone Intermediate 34,375,000 no change
Methamphetamine 2,061,375 no change

(1,250,000 grams of Jevo-desoxyephedrine for use in 4 non-comi‘olled, non-prescription praduct;
750,000 grams for methamphetamine mostly for conversion to a schedule III produet; and 61,375
grams for methamphetamine (for sale)]

Methylphenidate 83,750,000 87,500,000
Morphine (for conversion) 91,250,000 no change
Morphine (for sale) 62,500,000 no change
Nabilone 18,750 no change
Noroxymorphone (for conversion) - 17,500,000 no change
Noroxymorphone (for sale) 1,475,000 no change
Opium (powder) 112,500 no change
QOpium (tincture) 687,500 no change
Oripavine 35,000,000 no change |
Oxycodone (for oon'vcrsion) 8,350,000 no change
Oxycodone (for salc) 137,500,000 139,150,000 .
Oxymorphone (fo}' conversion) 29,000,000 no change
Oxymorphone {for sale)' 7,750,000 no change
Pentobarbital . 35,000,000 no change
Phenazocine 6 no change
Phencyclidine 19 38
Phenmetrazine K no change
Phenylacetone na change

9,375,000
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Racemethorphan 3 no change
Remifentanil 3,750 4,200
Secobarbital 215,003 no change-
Sufentanil 6,255 no change
Tapentadol 12,500,000 o chanyii
Thebaine 125,000,000 no change ]
List I Chemicals :
Ephedrine (for conversion) 1,000,000 na change
Ephedrine (for sale) 4,000,000 no change |
Phenylpropanolamine (for conversion) 44,800,000 no change
Phenyipropanolamine (for sale) 8,500,000 no change
Pseudoephedrine (for conversion) 7,000 no change
Pseudoephedrine {for sale) 224,500,000 no change

The Deputy Administrator further proposes that aggregate production quotas for all

other schedule [ and I controlled substances included in 21 CFR 1308.11 and 1308.12

remain at zero. Pursuant to 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of

the relevant factors, the Deputy Administrator may adjust the 2015 aggrepgate production

quotas and assessment of annual needs as needed.

Comments

Pursuant to 21 CFR 1303.11{c) and 1315.11{(d), any interested person 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. 21 CFR 1303.11(c) and 1515.11(¢). Inthe

event the Deputy Administrator decides to hold such a hearing, the Deputy Administrator

will publish a notice of the hearing in the Federal Register. After consideration of any

comments or objections, or after a hearing, if one is held, the Deputy Administrator will

issue and publish in the Federal Register a final order establishing any adjustment of

13
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2015 aggregate production quota for each basic class of controlled substance and
established assessment of annual needs for the list [ chemicals ephedrine,
pseudoephedrine, and phenylpropanolamine, 21 CFR 1303.11(c) and 1315.11(f).
Dated:

John I. Riley,
Acting Deputy Administrator.

14

Vol. | Page 923 ,



ocC:

0OD:

OD/D:
ODX:
ODXS:
ODW:
ODW anatyst:

0DQ:

ODQ:[Y©®

—rdale)

SBF-CM # ODEQ

SAODQ\Federal Registert

L emsewsr

Vol. | Page 924

15



Federal Register/ Vol. 80, No. 130/ Wednesday, July 8, 2015/Notices

Dated: July 1, 2015,
Robert W. Middleton,
Dapuly Chief, Office of Offshare Regulatary
Frograms.
IFR Doc. 2015-16675 Filed 7-7-15: 8:45 am]|
BILLING CODE 43%0-VH-P

DEPARTMENT OF JUSTICE

Drug Enforcement Adminlstration
[Docket No. DEA=418P]

Proposed Adjustments to the
Aggregate Production Quotas for
Schedule | and | Controlled
Substances and Assessment of
Annual Needs for the List | Chemicals
Ephedrine, Pseudoephedrine, and
Phenylpropanclamine for 2015

aGENCY: Drug Enforcemant
Administration, Department of justice.
ACTION: Notice with request for
commerils.

SUMMARY: The Drug Enforcement
Administration proposes to adjust the
2015 aggregate production quatas for
several controlled substances in
schedules [ and 1l of the Controlled
Substances Act and the assessment of
annual neods for the list T chemicals
ephedrine, pseudoephedring, and
phenylpropanclamine.

DATES: [ntorested persons may file
written comments on this notice in
accordance with 21 CFR 1303.13(c) and
1315.13(d). Electronic comments must
be suhmitted, and written comments
must be postmarked, on or befare
August 7, 2015. Commenters should be
aware that the electronic Federal Docket
Management System will not accept -
comments after 11:59 p.m. Eastern Time
on the last day of the comment period,
ADCRESSES: To ensure praper handling
of comments, please referance "Dacket
No. DEA-418P" on all carrespondence,
including any attachments. The Drug
Enforcement Administration encourages
that all comments be submitted
electronically through the Federal
eRulemaking Portzl which provides tha
ahilil%!l to type short comments directly
into the comment Held on the Web page
or attach a file for lengthier comments.
Please go to Mtp:/fwww.regulations.gov
and follow the online instructions at
that site for submitting camments. Upon
completion of your submission you will
receive a Comment Tracking Number for
your comment. Please be aware that
submitted comments are not
instantaneously available for public
view on Regulations.gov. If you have
raceived s Comment Tracking Number,
your comment has been successfully

submitted and there is no need to
resubmit the same comment. Paper
commaents that duplicate electronic
submissions are not necessary and are
discouraged. Should you wish to mail
paper comment in lieu af an eleclronic
comment, it should be sent via regular
or express mail lo: Drug Enforcement
Administration, Attention: DEA Federal
Register Representative/QDL, 8701
Morrissette Drive, Springfield, Virginia
22152,

FOR FURTHER INFORMATION CONTACT: John
R. Scherbenska, Office of Diversion
Contral, Drug Enforcament
Administration, 8701 Morrisgelta Drive,
Springfield, Virginia 22152, Telsphone:
(202) 596-6812.

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments
received in response to this docket are
cansidered part of the public record and
will be made availabla for public
inspection online at http://
www.regulations.gov, Such infarmation
includes personal identifying
information (such as yaur name,
address, otc.) voluntarily submitted by
the commenter,

The Freedom of Information Act
(FOIA) applies to all comments
received. If you want to submit persenal
identifying information (such as your
name, address, stc.) 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 “PERSONAL [DENTIFYING
INFORMATION" in the first paragraph
of your commenl. You must also place
all the persanal identifying information
you do not want made publicly
available in the first paragraph of your
camment and identity what information
you wanl redacted.

If you want to submit confidential
business information as part of your
comment, but da nat want it to be made
putlicly available, you must include the
phrase “*CONFIDENTIAL BUSINESS
INFORMATION" in the first paragraph
of your comment. You must also
prominently (dentify the confidential
business Information to be redacted
within the comment. If a comment has
so much confidential business
information that it cannot be effectively
redactad, all or part of that commont
may not be made available in the public
dacket. Comments containing personal
identifying information or confidential
business information identified as
directed above will be made publicly
available in redacted form.
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An electronic copy of this document
is availahle at hitp://
wwiw.regulations.gov for easy referencs.

Legal Authority and Background

Section 306 of the Controlled
Substances Act (CSA), 21 U.S.C. 826,
requires the Altorney General to
determine the total quantity and
establish agpregate production quotas
for each basie class of contralle
substance listed in schedules [ and II
and for the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine. This
responsibility has been delegated to the
Administrator of the DEA, 28 CFR
0.100(b).

The DEA established the 2015
aggregate production quotas for
substances in schedules I and I and the
assessment of annual needs for the list
I chemicals ephedrine,
pseudaephedrine, and
phenylpropanolamine on September 6,
2014 (79 FR 53216). That notice
stipulated that, in accordance with 21
CFR 1303.12 and 1315.13, all aggregate
praduction quotas and assessments of
annual need are subject to adjustment.

Analy-sis for Proposed Adjusted 2015
Aggregate Production Quatas and
Assessment of Annual Needs

The DEA proposes to adjust Lhe
established 2015 aggregate production
quotas for certain schedule [ and II
controlled substances to be
manufactured in the United States in
2015 to provide for the estimated
medical, scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
establishment and mainlenance of
reserve stocks. These gquotas do not
include imports of controlled
substances for use in indusirial
processes. The DEA is not proposing lo
adjust the established 2015 assessment
of annual needs for the list [ chemicals
ephedrinte, pseudoephedrine, and
phenylpropanolamine to be
manufactured In and imported into the
United Stales in 2015 to provide for the
estimated medical, scientific, resaarch,
and industrial neads of the United
States, lawful export requireiments, and
the establishment end maintenance of
reserve stocks.

In propesing the adjustment, the DEA
has taken into account the criteria that
the DEA is required to consider in
accordance with 21 CFR 1303.13 and 21
CFR 1315.13, The DEA determines
whether to propose an adjustment of the
aggregate production quotas far basie
classes of schedule | and II cantrolled
substances and assessment of annual
needs for ephedrine, pssudoephedrine,
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and phenylpropanalamine by
considering: (1] Changes in the demand
for that class or chemical, changes in the
national rate of net disposal of the class
or chemical, and changes in the rate of
net disposal of the class or chemieal by
registrants holding individual
manufacturing quotas for the class; (2)
whether any increased demand for that
“class or chemical, the national and/or
individual rates of net disposal af that
class or chemical are temporary, shart
term, or long term; {3) whether any
increased demand for that class or
chemical can be met through existing
inventories, increased individual
manufacturing quotas, af increased
impartation, without increasing tha
apgregate production quata; (4) whether
any decreased demand for that class or
chemical will result in excessive
inventary accumulation by all persons
registered to handle that class or
chemical; and {5) other factots affecting
medical, scientific, research, and
industrial needs in the United States
and lawful export requirements, as the
Acting Administrator finds relevant,
Tha DEA also cansidered updated
information ohtained from 2014 year-
end inventories, 2014 disposition data
submitied by quota applicants,
estimates of the medical neads of the
United States, product development,

and other information made available to
the DEA after the initial aggregate
praduction guotas and assessment of
annual needs had been established.
Other factors the DEA considored in
calculating the aggregate production
quotas, but not the assessment of annual
needs, include product development
requirements of both bulk and finished
dosaga form manufacturers, and other
pertinent information. In determining
the propased adjusted 2015 assessment
of annual needs, the DEA used the
calculation methodology previously
described in the 2010. ancFZOll
established assessment of annual needs
(74 FR 602604, Nov. 20, 2009, and 75 FR
79407, Dec, 20, 2010, respectwely]

As pra'.rlously describad in the
published notice establishing the 2015
aggregate production quotas and
assessmem of annual needs, the DEA
has specifically considered that
inventary allowances granted to
individual manufacturers, 21 CFR
1303.24, may not always result in the
availability of sufficient quantities to
maintain an adequate reserve stock
pursuant to 21 U.8.C, 826(a). as
intended. This would be concerning if
a natural disaster or other unforeseen
event resulted in substantial disruption
ta the amount of controlled substances
available to provide for legitimate

public need. As such, the DEA has
included in all proposed adjusted
schedule 1t cantrolled substance
aggregate production quotas, and certain
propased adjusted schedule I controlled
substance aggregate production quotas,
an additianz] 25% of the estimated
medical, scientific, and research needs
as part of the amount necessary to
ensure the establishment and
maintenancs of reserve stacks. The
resulting adjusted aslablished aggregate
production quotas will reflect these
included amounts, This actian will not
affect the ability of manufacturers ta
malintain Inventory allowances as
specified by regulation. The DEA
expects that maintaining this reserve in
certain established aggregate production
quotas will mitigate adverse public
effects if an unforeseen event results in
substantial disruption to the amount of
controlled substances availsble to
provida for legitimata public need, as
determined by the DEA. The DEA does
nat anticipate utilizing the reserve in
the absence of these circumstances.

The Acting Administrator, therefore,
propases to adjust the 2015 aggregate
production quotas for certain schedule [
and Il contrallad substances axpressed
in grams of anhydrous acid or base, as
follows:

Established Proposed .
2015 Cuolas Adjusted 2015
Baslc class CQuatas
{Q) (@
Scheduls |

{1-Pentyl1 H-Indel-3-41)(2,2,3,3-teramethylcyclopropyimethanone {UA=-144) .. 1525
{1-(5-Fluora-pentyl)-1 Hindal-3-y1)(2,2,3,3-tetramethyleycloprapyjrathanone (XLR1 1] 15125
[1-{5-fluorapentyl)-1 H-indazol-3-yl)(naphthalen- {-yl)methanaone {THI=2201) ..ovrivn 15 | no change
1-(1,3-Benzodioxol-5-yl}-2-imethylamino)butan-1-ane {butylons) ... 15|25
1-{1,3-Banzodicxol-5-yl}-2-(methylarmino)pantan-1-one {peniylone) . i e cssiiesnsnsnin o 15| 25

1-{1-Phenylcyclohexylipyrroliding ...

1-{5-Flugropentyl)-3-{1-naphthoylindale (AM2201)
1-{5-Flugropentyl)-3-{2-iodobenzoyllindola {AM534)

10 | no change
45 | na change

45 | no changa

1-{1-{2-Thienyl)cyclohexyllpiperidine

1-{2-{4-Momholinyl}eihyl}-3-{1-naphthoyl)indole {JWH-200) ..

1-Butyl-3-(1-naphihoylindole (JWH-073)

1-Cyclohexylsthyl-3-(2- memoxypheny!acety{]lndo!a [5H—1B and RCS—G)

1-Hexyl-3-(1-naphthayl)indole (JWH-018) ..

1-Methyl-4-phenyl-4-propionoxygipedidine ...

1-Pentyl-3-{1-naphthoyllindole (JWH—018 and AMB78) ...
1-Pentyl-3-(2-chlomphenylacetyllindole ({WH-203) ...cecias

1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-25C)
1-Pentyl-3-{4-chlaro-1-naphthoyllindola (JWH-398) .......ccover
1-Pentyl-3-{4-methyl-1-naphthoyl)indols (JWH-122) ...,
1-Pantyl-3-({4-meihoxy)-benzoyllindola (SA-19, RCS-4} ..
1-Pentyl-3-{1-{4-methoxynaphthoyl}lindole (JWH-081} ....ccvimimmmmmoe
2-(2 5-Dimethoxy-4-r-propylphenyljethanamine {2C-P)
2-(2,5-0imethoxy-4-ethylpheanyllathanamine (2C-E}

43

15 | no chaoge
no change
45 [ no change
45 | no ¢hange
45 | no change

2 | no change
45 | no change
45 | no change
45 [ no change

45 | no change

.45 | no change
45 | no change
45 | na change

20 | no change
30 | no change

2.{2,5-Dimethaxy-4-methylphenylethanaming (2C-D) ..l cciiisiiirann 30 | no change
2-(2,5-Dimethoxy-4-nitro-phenyljethanamine (2C-N) 30 | no change
2-{2,5-Cimethoxyphenyl)ethanamine (2C-H) .. 30 | no change
2.{4-Broma-2,5-dimethoxyphenyl)-NH{2-methoxybenzyjethanamine (258-NB8OMe: 2C-B-NBOMe; 15| 25

25B; Cimbi-36).
2-{4-Chtoro-2,5-dimathoxyphenyethanaming (2C—-C) ...t s st seem st o s 30 | ng change
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Established Proposed
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2.{4-Chtora-2,5-dimethoxyphenyl)-A-{2-mathoxybenzyllethanamine {25C-NBOMe; 2C-C-NBOMe; 15|25
25C; Cimbi-82). ) ’
2-(4-lodo-2,5-timethoxyphenyljelthanaming (2C-1) s vt e AR LA R £ 30 | no change
2-(&1‘-lodo-2,5-dfmethoxyphany_l)-N-(2-mequybenzyl)elhanam]ne (25!-NBOMe; 2C-I1-NBOMe; 251; 15 | no change
mbi-5). '
2-{Methylamino)-1-phenylpenian-1-one (PEALEIONE] vl e 15 | no change
2 5-Dimethoxy-4-ethylamphetaming (DOET) v vemvssrins 25 | no change
2 5-Dimethoxy-4-r-propylthiophenethytamine 25 | no change
2 5-Cimethoxyamphetamine .. ifsetar e SaBAERS e AR R et AL A PR Se AEES r L  r00n 25 | no change
2-{4-{Ethylthio}-2,5-dimethexyphenyllelhanaming (E0-T—2] .. 30 | no ¢hange
2.[4-{Isopropylthio)-2, 5-ditethoxyphenyl]ethanamina {20-T—4) worirrrerm 30 | no change
3.4,5-Trimethoxyamphatasiine 25 | no change
3.4:Mathylenedioxyamphetamine (MDA} ... e e s 55 | no change
3.5!-Memylenedioxymelhamphelamine {MOMA) oo siriass e 50 | no change
3 4-Methylenedioxy-Noethylamphetaming (MDEAY ..o v siessmssstserssstssens s 40 | no change
3,4-Methylenedioxy-Amethylcathincne (methylone) 50 | no change
3,4-Methylenedioxypyrovalerane (MDPV) 35 | no change
3-Fluoro-N-methylcathinona {(3-FMC) 15| 25
3-Meihylfentanyl 2 | no change
3-Methyithlofentanyl . 2 | no change
4-Bramo-2,5-dmethoxyamphetaming (DOB) ... 25 | no ¢hange
4-Bromo-2,5-dimethoxyphenethylamina (2-CB} . 25 | no change
4-Flucro-Atmethyicathinone {(&~FMC) .. 15| 25
A-Mathoxyamphetamine 100 | no change
4-Meihyt-2,5-dimelhoxyamphetamice (DOM) ........ 2% | no change
A-MEIRYIAMIAOIEX ..vvissrseseesssssessassaesssinsssire ismrssnessss st ot et B b S 25 | no change
4-Methyl-A-ethylcathinene (4-MEC) 15125
4-Mathyl-A-melhylcathinone {mephedrona} ... 45 | no change
4-Meathyl-oc-pyrrolidinoproplophancne {4-MePPP) 15125
5-(1,1-Dimothylheptyl)-2-[(1 A,35)-3-nydroxycycloNexyl]-PRENOI e mssmstsassssast s iins i sioeents 68 | no change
5-{1,1-Cimethyloctyl)-2-((1 A.39)-3-hydroxycyelahexyl]-phenot {cannabicyclohaxanol or CP-47,497 53 | no change
C8-hemolog).

§-Methoxy-3,4-methylenedioxyamphetamine 25 | no change
5-Methoxy-A,A-dilsopropyilryplamine 25 | no change
5-Methoxy-NNdimethyliryplaming ... 25 | no change
Acetyl-alphe-methylfentanyl ......... 2 | no change
Acelyldinydrocodeine ... 2 ; no change
Acetylmethadal ... 2 | no change
Allylprading ......... areeeesion 2 | no change
Alphacetylmethadol ..o 2 | no change
alpha-Ethyltryptamine 25 | no change
Alphameprodine 2 | no changa
Alphamethadol ... 2 | no change
alpha-Methylfentanyl ... 2 | no change
alpha-Methylthiofentanyl ........ 2 | no change
alpha-Methyltryptamine {AMT) ....... 25 | no change
alpha-Pyrralidincbutiophenane {a-PBF} ... 15125
aipha-Pyrrolidinopentiophenone (a-PVP) ... 15| 25
AMINOTEXR 11ivsr e irisrrecsssnossnt rasen 25 | no change
Benzyimorphine ettt veses atemeesesbedbas sk oL AALEeL A B Ao et A 41L RS PRE s beE e e g PR b e b 2 | no change
Betacotylmethadol rsrernr i et 1 e 2 | no change
beta-Hydroxy-3-methylfeqlanyl . 2 | no change
bata-Hydroxyfentanyl 2 | na change
Betameproding ... 2 | no change
Batamethadol . 4 | no change
Betaprodine ... p 2 | no change
BUFOLONING wvirieareneeeeecssssissins s smesssaresane 3 | no change
Cathinon® ... csismmion 70 | no change
Codeine methylbromida .......... 5 | no change
Codeine-Atoxide . 305 | no change
Dasomarphine ...... §)25
Diethyliryptamning ... 25 | no change
Difenaxin ... et T re e e s emsanen per bR s 11,000 | no changs
Dihydromorphine .. 3,990,000 | no change
Dimethyltryptamine 35 | no change
Ciplpancne 5 | no change
Fenethylline .. - § | ng change
gamma-Hydroxybutydc acltd ..o o e 70,250,000 | no change
(3011 | OO 26 | 50
HYArOMOTPRINOL covaeressassssarsosess seimssassmses s otatest oo AL s T RS e LA 0 trereraranns 2 | no changs
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{¢)] o

Hydroxypethidine .. - 2| no change
Ibogaine .. 5 | no change
Lysangic acld dlemylamlde (LSD) 36 | no change
MATTNUZNA ©.vevuirernasamrsress rrase oros isesissaassams pasms sissabdbeatiEssbnEas shs st asss besbid bembisbans baabs 668,000 | no change
Mescaling .. 25 | no change
Melhaqualone ...... 10 | no change
Meihcathinone 25 | no change
Malhyldesorphire ... 5 | no ¢hange
MatNYIOINYTIOMOTPIIIIG ivurssverserssassnsresescessrrss st it b e b 4T84 Ve by R s 2 | mo change
Morphina mathylbromlde & | no ¢hange
Morphine methylsuifonate 5§ | mo change
MOTDRIMOAEGXIAB ueruessarsnmaeascreseesvatsssims imssensas irasa 147 b 4y ars 048R 4813 oo bbb P e e b 350 | no change
N-(1-Acamantyl}- 1-pemyl 1H mdazole 3 carbo;:amide {AKBA8) 15|25
N-{1-Amino-3,3-dimethyl-1-oxcbutan-2-yl)-1-pentyl-1H-indazale-3- carhoxamlda {ADB-—PINAGA) 15| 2%
N-{1-Amino-3-mathyl-1 ~oxobutan-2-yl)- 1 -(4-fluorobenzyl)-14-indazole-3-carboxamide 15128

FUBINACA).
N-{1-Amino-3-methyl-1-oxobutan-2-yl)-1-{eyclohexylmethyl}-1 Hindazole-3-carboxamide {AB= 15 | no change

CHMINACA).
N-{1-Amino-3-methyl-1-oxobutan-2-yl)-1- -pentyl-1H- mdazo!e-a carboxamide {AB-PINACA) .. 15 | na change
N, N-Dimethylamphetamine ... 25 | no change
Naphthylpyrovalerone (naphyrone) 15| 25
N-Benzylpiperazine 25 { no change
N-Ethyl-1-phenylcyclohexylamine 5 | no changs
N-Ethylamghelamine .. 24 | na change
N-Hydroxy-3 4‘melhylenedloxyamphetamma 24 1 np changs
Noracymethado! ... 2 | na change N
Norlevorphanol ... 52 | no change
Narmeathadone 2 | no change
NOMIGPHING e ieniereae emesaier 1B | 40
Para-fluordentanyl .......ccnee zee | 5
Parahexyl ..ooeeeesens zero | S
Pharomorphan ... 2 | no change
Fholeadine zere (S
Psilacybin .. 30 | no change
Psllacyn 30 | no change
Cinolin-8-yi 1- (5 Iluoropenlyl) 1H-|ndole 3-carboxylate (5-Huore- PB—22 5F—P8—22} ....... 15|23
Quinolin-8-y! 1-pantyl-1H-Indola-3-carhaxylate (PB—22; QUPIC) ..vvcieensee 18| 25
Tatrahydrocannabinols . . 497,500 | 511,250
Thiotantanyl 2 | no change
TUIOE woimiiinicsiiismsiss i e TS e Sh A LR L S be A ke R e 10|35
TrmEpeAdiNe o cesseres e esessrmsrnnaness 2 | no change

Schadule Il

1-Phenyleyclohexylamine AL L PP R o A 4 bR RRR SRR RS RS ame ARt ERE R 5 | no change
1-Piparidinocyclohexanecarbonitrile ... 5 | no ¢change

4-Anifing-N- phenalhy{ -4- plpe riding (kNPP} ; 2,687,500 | no change
Alfentanil .. 17,750 | no change
Nphaprodma 3 { no change
Amcbarbital .. 25,125 | no change
Amphatamma (lc-r cOJ"IVBI’S'Ion] 21,875,000 | no change
Amphetamme (lot sale) .o 37.500,000 | no change
Carfentanil .. 18 | no change
Cocaine . 275,000 | no change
Cadelna {for conversmn) ............ 50,000,000 | no change
Codeina (for sale} . - 49,500,000 | 63,900,000
Dextropropoxyphens 19| 45
Dihydrocodeing .. 226,375 | no change
Diphenaxylate (for conversian) ... 75,000 | no changs
Diphanoxylate {for sale) . 1,437,500 | no change
Ecgonine .. 174,375 | no change
Ethylmorphlna 3 | no change
Fartanyl .. 2,150,000 | 2,300,000
Glulethim:de 3 | no change
Hydrocodone {lor mnversnon) 137,500 | no change
Hydrocodone {lor 5ate) ..o oo 99,625,000 | no change
Hydramorphone 7,000,000 | no change
Isomethadone ...... 5 | na change
Levo- alphacatylmelhadd (LAAM) 4 | no change
Levomelhorphan 5|30
Levorphanol .. 7,125 1 no change
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Lisdexamfetaming ... s 29,750,000 | no changa
Meperding ... ‘6,260,000 | no change
Meperidine Intermediate-A .......cconner . 6 [ no change
Meperidine Intermediale-B ......ooririmrennniann 11132
Meperidine {ntermediate-C 6 | no change
Malazacine 19 | no change
Methadane {far sale) 31,875,000 | na change
Methadané INermediate .........crimmmcn 34,375,000 | no change
Methamphatamine “ 2,061,375 | no change
{1,250,000 grams of leve-desoxyephedrine for use in a non-cantrolled, non-prescription pradust; 750,000 grams far methamphetamine mostly for
conversion 16 a schedule |1l product; and 61,375 grams for melhamphetamine (for saie)]

Melhylphenidate ................... 83,750,000 | 87,500,000
Morphine {for conversion) . 81,250,000 | no ¢change
Morphine {for sale} ... ©2,600,000 | no change
Nabliong .....coiines (PR 18,750 | no change
Noroxymarphone (lor conversion) “ 17,500,000 | no change
Noroxymorphone (Ior SAIE) e s e ron s 1,475,000 | na change
Cpium (pawder) 112,500 | no change
QOpium (HOCrs) e 687,500 | no change
QIEIPAVINE .covvviesireentiseiosmsians sremsas sesis st st st sp o e mmaie b s 0BR nre e s 35,000,000 | no change
Oxycodone (for conversion) et eegeteastaebd ot e AR RS bt bhf ek P4 4o e SR AL B4 PR PP AR nenn s e pa s ek 8,350,000 | no change
Oxycodone {for sala) .............. 137,500,000 | 139,150,000
Oxymarphong {for CONVErSion) ... 29,000,000 | na ehange
Oxymorphone (for sale) ........... .. 7,760,000 | no change
Pentobarbital .......... sreeraren s s on o 35,000,000 | no change
Phenazocing ... - . - 6 | no change
Phencyclidine 19 | 38
Phenmelrazine e oo e pa e e - 3 | na change
Phonylacetonsd . cococsanii e eesaien 2,375,000 | no change
Racemelharphan 3 | no ¢hange
Aemifentanil .... 3,750 | 4,200
Secobarbital 215,003 | no change
Sufentanil ... 6,255 | no change
TAPOAMAG] ovviinirisimisisisiisirnssrenesen 12.500,000 | no change
Thebains 125,000,000 | no change
Ephedring (fOr CONVEISIONY cciimreiessmsssssessnimimiasisass sirasians 1,000,000 | no change
Ephedrine {for sala} 4,000,000 | no change
Phenylpropanclamine {fer canversion) ... , 44,800,000 | no ¢hange
Phenylpropanolamine {for sale} . 8,500,000 | no change
Pseudoephedring (for CONVErSION) ..uim ot it st s s sanen 7,000 | no change
Pseudoephedrine {for sale) “ 224,500,000 | no change

The Acting Administrator further received in response to this notice, the  phenylpropanclamine. 21 CFR
praposes that aggregate production Acting Administrator may hold a public  1303.13(c) and 1315.13(f),
quotas for all other schedule [and 11 hearing on one or more issues raised. 21 Dated: July 1, 2015
controlled substances included in 21 CFR 1303,13(c] and 1315.13(e). In the Ch kli yb ' ’
CFR 1308.11 and 1308.12 remain at event the Acting Administrator decides nek Rosen 8t8-
zero. In accordance with 21 CFR to hold such a hearing, the Acting Acting Administrator.
1203.13 and 21 CFR 1315.13, upon Administratar will publish a notice of (R Doc. 201516899 Filed 7-7-15: 2:45 an|
consideratian of the relevant factors, the  the hearing in the Federal Register. BILLING CODE P
Acting Administrator may furthar adjust  After consideration of any comments or
the 2015 aggregate production quatas objectians, or after a hearing, if one is
and agsassment of annual needs as held, the Acting Administrator will
neaded. issue and publish in the Federal
Comments Register a final order establishing any

adjustment of the 2015 agpregate
In accordance with 21 CFR 1303.13(c) _production quota for each basic class of
and 1315.13(d), any interested person controllsd substance and sstablished

may submit written comments on or assessment of annual needs for the list
objections ta these proposed 1 chemicals ephedrine,
daterminations. Based on comments pseudosphedrine, and
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Additional Drug Considerations:

Drya : Camagny Comment Amoupt Respanse i Chanse
S codeine (for sale) - |(b)(4) increase APQ 5484 .000 sufficient APQ) available 63 900 060 63.900.000 -
codeine { for sale) increase APQ 6,636.000 sufficient APD available sce above see gbove s¢e above
codeine {for sale) increasg APQ 1.884 sulficient APQ) available see above see abave see above
feptanyl. merease APQ 38,485 sufficient APE) available 2,300,600 2,300,000, -
amma h ic acid increase APQ 7.500 _suflicient APQ available 70,250,000 70,250,000 n
hydrocodone (Jor sale) increase AP 1,830,000 sulficient APL) available 99,625,000 99,625.000 .
methadane increase APQ 2,718,159 sufficient APQ available 31,875,000 31,875.000 -
methadone intermediate increase APQ 1,800,634 sufficient APQ available 34,375,000 34,375.000 -
methylphenidate ingrease APQ 9,186,236 adjust APQ 87,500,000 96,750,000 9,250,000
morphine (for conversion) increage APO 4.499 GR7 sufficient APQ available 21,500,000 01,500,000 -
cripavine increase APQ 1823 038 sufficient APQ available 35.000.000 35,000,000 -
gxveodone { for sale) L increase APD 2.510.000 adjust APQ 139,150,000 141,375,000 2,225,000
oxymorphone (for conversion) . increase APD 3.190.000 sufficient APQ availahle 29,000,000 29.000 000
oxymorphone {for sale) | incarease APO 150,000 sufficient APQ available 7.750,000 7,750,000
Number of registrantsfentitics commenting: 5
Numher of drupgs commented ons 12 12
CMEA Chemical Company Commept 3 Amount Responge Proposed AAN |
Number of registrants/entities commenting: 0
Number of List | chemicats commented on: 0

|
il

Nrpp Response Proposed | Revised
dihydroetprphine (b)(4) no available APQ drug code 9334 - 3
cthglﬁnmh?ne no available APQ, drug cade 9190 : 3 5
ctorphing - na available APQ drup code 9059 - 3
racemetharphan ! F oo avatlable APQ drup code 9732 3 5
racemorphan E nn available APG drug code 9731 ~ 3
Tentanyl b)) ding application # 123706, 123955 2,300,000 se¢ above see above
Additional Chemical Considerations:
P Dryp Response Progosed Revjsed han,

** the proposed and revised values include 25% tuffer for Cll substances

Created by QDEQ an 8-12-15

2015 Proposed Revised APQ AAN
Summary of proposed revised comments received as of 7-21-15
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‘ AUG 10 2015
August 6, 2015

Drug Enforcement Administration

Attention: “DEA Federal Register RepresentatwefODL
8701 Morrissette Drive

‘Springfield, VA 22152

Subject: Doéket No. DEA-418P

Dear Sits: -~

I, [0)6) ] of [0X6) | manufacturing
registration [04)-O)7)E) Jam submitting this comment on the 2015 Proposed Adjustments to the
Aggregate Production Quota for various products as published in the July 8, 2015 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) Hydrocodone (for sale) by 1,830,000 grams as base. As noted
herein, this first paragraph of this letter contains personal identifying and confidential busmess
information and should be redacted in its entirety from any public docket.

We feel the proposed quantities for the material mentloned 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 these 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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( As of: 8/7/15 10:21 AM

Received: August 04, 2015

- (Status: DoNotPost
PUBLIC SUBMISSION Tracking NU- 1jZ-8kda—|OSr
Comments Due: August 07,2015
Submission Type: Web

Dacket: DEA-2015-0011

Adjustments to the Aggregate Production Quotas for Schedule I and II Controlled Substances
and Assessment of Annual Needs for the List | Chemicals Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2015

Comment On: DEA-2015-0011-0001

Proposed Adjustments to the Aggregate Production Quotas for Schedule I and I Controlled
Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine,
Pseudoephedrine, and Phenylpropanolamine for 2015 -

Document: DEA-2015-0011-DRAFT-0005 .
Comment on FR Doc # N/A

o e \

General Comment

Re: Comments on Proposed Adjustments to the Aggregate Production Quotas for Schedule
and II Controlled Substances and Assessment of Annual Needs for the List [ Chemicals

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2015 on behalf of the following
© registrant:

(0)(4)

| | . Attachments
Dacket No. DEA-418P[D®) ] Comment

L

hitps://www,fdms.gov/fdms/getcontent?object]d=090000648 1 be 1 842& format=xml&showe... 8/7/2015
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(b)(4)

August 4, 2015

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

Attn: DEA Federal Register Representative [Docket No, DEA-418P]

This letter constitutes|®)® ~ |comments on the Proposed Revised Aggregate
Production Quotas for 2015, as published in Federal Register on July 8, 2015, FR Volume
80, No. 130, pages 39156-39160. 1t should be considered to be Confidential Business
Information. :

In light of the fact that |(P)4) has no knowledge of either the amounts of an
_)){4)

available aggregate quotas or DEA’s planned allocation of any aggregate

requests that DEA malce any adjustments to the aggregate quotas sufficient to satisfy our
requests for increased manufachuing quotas, which are outlined below. Because this
comment contains proprietary information on our manufacturing quota needs,

b)(4) also requests that DEA treat this entire document as confidential,

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

9050 Codeine (for Sale)

[P® " Jequests that the tevised aggregate be sufficient to include
request for 6,63 6,000.gt‘am§ AA of codeine (for Sale) manufacturing quota for 20185,
reference DEA online submission number §23843.

9801 Fentamyl '
Meq uests that the reviscd apgregate be sufficient to include

request for 38,485 grams AA of fentanyl mamufacturing quota for 2015, reference DEA
online submission number 124116,

2010 Gamma Hydroxybutyric Acid

b)(4) requests that the revised agpgregate be sufficient to include[D)@) |
request for 7,500 grams AA of gamma hydroxybutyric acid manufacturing quota for 2015,
reference DEA online submission number 124113,

I3

Contains Conﬁdéntial and Proprietary Business Information Page 1 of 2
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9250 Methadone

requests that the revised aggregate be sufficient to include

request for 2,718,159 grams AA of methadone manufacturing quota for 2015, reference
DEA online submission number 124112.

9170 Methadone Intermediate

) requests that the revised aggregate be sufficient to include[P® ]
request for 1,800,634 grams AA of Methadone Intermediate manufacturing quota for 2015,
reference DEA online submission number 124111,

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

request for 1,823,038 gramms AA of oripavine manufacturing quota for 2015, reference
DEA online submission number 124115,

All other quota requests remain unchanged from|®)®) original request.

Sinecerely,

b)(8)

lSupervisor. Controlled Substance Compliance
(b)(4) |
b)(8)

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

Contains Confidential and Proprietary Business Information Page 2 of 2

Vol. | Page 934

T T e M o e A U B bt e 3



} , 4 qz as b)(4)

Page 1 of 1

L As of: 8/7/15 9:44 AM
Received: August 04, 2015
Status: Pending_Post
P UBLIC SUBMISSION Tracking ll*lio.- 1jz-8kd8-q82k
Comments Due: August 07,2015
Submission Type: Web

DPocket; DEA-2015-0011

Adjustments to the Aggregate Production Quotas for Schedule I and 11 Controlied Substances
and Assessment of Annual Needs for the List 1 Chemicals Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2015

Comment On: DEA-2015-0011-0001

Proposed Adjustments to the Aggregate Production Quotas for Schedule I and Il Controlled
Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine,
Pseudoephedrine, and Phenylpropanclamine for 2015

Document: DEA-2015-0011-DRAFT-0003
Comment on FR Doc # N/A

- JR—— e —

Submitter Information

( Name: [0){4) ]

Address: United States,
Email: I(E){4);{b){6) |

General Comment

See attached file(s)

Attachments

Docket DEA-41 SPEb){'”') |C0mment

C

https://www.fdms.gov/fdms/getcontent ?obiectld=090000648 1 bc 1 4b7& format=xml&showo... 8/7/2015
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b)(4)

Confidential Business Information
Augqust 4, 2015

Drug Enforcement Administration
Attn: DEA Federal Register Representative/ODW

- 8701 Mormrissette Drive

Springfield, Virginia 22152

RE: Docket No, DEA-418P Teva Pharmaceuticals Comment

Deqr DEA Federal Register Representative,

[(b)4) |hereby requests an increase to the 2015 adjusted
aggregate production quota for codeine (for sale), CSA code 9050.(0)4)
belleves the propased new level of 63.9 metric tons may not be adequate for the
medical, scientific, research and industrial needs of the United States.

Confidential
Business Siiri . N _
Information ince the rescheduling of hydrocodon_e comblnatno'n products from _schedule I to
: schedule 11 in October 2015, the codeine combination praducts market has
observed a significant increass in sales, spacifically in sales of APAP/codeine
combiriation tablets, which remain schedule |ll.
b)4) |itself has observed a 70.7% increase in APAP/codeine combination tablets
Confidential n terms of codsine base content). Our market share, per IMS, has remained
Business relatively steady, indicating all manufacturers-are observing similar increases in

Informatlon | sales. Reference Table 1 for year-by-year APAP/Codelne tablet sales (kg
codeine base).

(0)4) is requesting DEA taks info account our sales data (in kg codeine base),
and the comresponding % increase reiative to 2014 sales when calculating a
2015 Final Aggregate Production Quota. 2014 sales of 4.499 MT base
Confidential | codeine represented 9.8% of the 2014 Final Aggregate Production Quota.
Business . [0@) |orojected 2015 sales of 7.822 MT are 12.2% of the 2015 Proposed
Information Adjusted Aggregate Praduction Quota and represent a 70.7% increase over

' 2014 sales. To reiterate, DEA proposed adjusted aggregate of 63.9 metric tons
represents an increase of just 38.5% over the 2014 final adjusted aggregate

production quota Iof 46.125 MT. -

Administrative Offices:
b)(4)
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Confidentlal Businass Information

)

M

Table 1.[p)4) [Codeine/APAP Combinalion Tablet Historical and Projected Sa

les in Terms of Codeine Base Content

kg kg kg kg kg
codeine base | codeine base codeine base codeine base codeine base
Year 2011 (actual) 2012 (actual) 2013 (actual) 2014 (actual) 2015 (Projected)
Confidential | Sales 4556.151 4638.916 4633.833 4499778 7822.236"
Buslnes§ ' 2015 projected sales
Informatian rapresent an increase of
Notes 2011-2014[b)4) |yearly codeine/APAP combination products sales 3240.067 kg base over
average, in terms of codeine base content = 4582.169 kg. 2011-2014 yearly sales
average -
{ar 70.7%)
“Projected sales = 2015 sales (as of 30Juna2015) x 365 / day of year = 3878.972 kg x 365/181 = 7822.236.
In addition to the commercial quota needs outlined above,[P)4) |also plans to consume 644 kg of codeine base for
| site transfer purposes (development quota). If you have any questions, please feel free to contact me at_(b)(ﬁ)
(:lm(a) or by email at |{E{4J;{bJ{6J -
Confidential b?{igcerelv.
Business |
Information  [°/©
]
Senior Manager OEA Compliance

Vol. |
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Confidential Business Informatian
Docket No, DEA-418P
2014 and Projected 2015 Acetominophen/Codeine Tablet Sales

EH)

14 5alos :F_ { { 1

) Polgncy unilaiente Dy of Yesr | lind Scld aaft base (ko) ]

[ACETAMING FHEN & CODEINE TH 300/15MG 100~ 15 100 223 4D.158 9717

[ACETAMINOFHEN B CODEINE TH 300/30M6 100 _ A 100 18,150 580,778 420778

[ACETAMINOPHEM & CODE] 00, 1000 1] 1000 8,642 M08 Z548 406

ACEVAMINOPHEN & CODEIME TB 100/80MG 100 7] 100 18,283 1314924 573.04

ACETAMINGPHEN K CODEINE TB 300/60MG 560 [ 500 1,038 B10.2) 451.545)

AETAMINGPHEN & CODETHE TH 100/60MG 1000 [ 1000 an .78 47,197

Confidenttal : CER] I T

Business ,
Information - [209% Pre] Eaics (JanJun Ay | j T T

Folensy uniibotte  [Dwy of Year Mo sabt Jbase ;

Egmmooﬂm B CODEINE TB 300/15MG 100 15 100 a1 18,750 50.668 ITAR

ACETAMINOPHEN B CODETHE TH 30000MG 100 - 3 100 181 163,638 1110.858 822110

[ACETAMINGPHEN B CODEINE TH 300/3IMG 1000 K] 1000 181 81.092 4908 842 3630.323

|ACETAMINDPHEN & CODEINE TH J00/60NG 100 &3 100 181 276,516 2740718 Mi28 152

[ACETAMINOPHEN R CODEINE TB 300/60MG 500 8] 500 161 19,152 3170 743 858 340)

ACETAMINOFHEN & CODETNE TB 300/60MG 1000 8o| 1009 181 4,890 591.683 L7831

] Total _ _10570.582 7622238
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b)(4)

b)(4)

July 31,2015

Drug Enforcement Administration

DEA Federal Register Representative/ODL
8701 Monmissette Drive

Springfield, Virginia 22152

RE: Dacket No, DEA-418P

Noramca Comment to Federal Register Volume 80, Number 130/Wednesday, July 8, 2015

Notices Pages 39156-39160 FR Doc No: 2015-16699

Dear DEA Federal Register Representative:

(b))

“herewith comment to a portion of the

above referenced Federal Register proposal. Specifically,[®)“) |believes that 2013 Proposed
Aggregate Production Quotas for Schedule I and IT Controlled Substances and Assessment of
Annual Needs for the List ] Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine
for the listed drug codes below may not be adequate for the medical, scientifie, research and

industrial needs of the United States.

Drug Code

Drug
Methylphenidate 1724
Codeine 9050
Morphine for Conversion 9300
Qxymaorphone for Conversion 9652
Oxymorphone 9652

(0)(6

Regards,
)

Director, Controlled Substance Compliance
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Drug Enforcoment Administration - ’ DX P)E)
Attn: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

July 15, 2015

Subject: Docket No. DEA-41BP — Oxycodona {for sale)

Dear Federal Register Representative,

l“PERSONAL IDENTIFYING INFORMATION" to be redacted is [0))
(b)(4)

|

Fegistration number|[P@.®X7(E) T*CONFIDENTIAL
BUSINESS INFORMATION" io be redacted includes increased sales volumes from 634 kg
{624 kg as base) in 2014 to 2,469 kg (2,222 kg as base) in 2015 and a 33% manulacturing loss.

b)(4) s a registered manufacturer[D# 0)7)E)  Jof Oxycodone (for sale).[D)X4)  is
providing comment 1o the Proposed Adjustments to the Aggregate Production Quota for 2015
for Oxycodone (for sale) based on the information provided bélow.

OnJune 12, 20150@  Fequested an increase of 3,514 kg in its 2015 Oxycodone {for
sale) manufacturing quota over its then granted quota of 2,510 kg. On June 28, 2015,[0)@ ]
was only granted an increase of 1,004 kg “due to the llmltatlons of the currently establlshed
aggregate production quota, no additional oxycodone {for sale) can be authorized at this time.”

b)(4) vas granted-502 kg for a new high ABUK process and 502 kg for our regular low

impurity material. One batch of Oxycodone Base which consumes 502 kg of quota will yield
~375 kg (337.5 kg as base) of saleable Oxycodone HCI, Low Impurity materlal.[© has

545 kg (490.5 kg as base) of low :mpunty sales for fourth quarter 2015 and currently has no
saleable low impurity inventory.

(b)(4) s requesting that the aggregate production quota for Oxycodone (for sale) be
ncreased by 1,506 kg to allowo make three additional batches. These batchés will
be used to meet the balance of 2015 sales plus January through Apni 2016 sales of 1040 kg
(936 kg as base)

A table detailing customers’ registration numbers, their actual year to date purchases their
open 2015 purchase orders and their forecasts for the balance of 2015 was provided to DEA
with our quota request Reference # 123773.

T T Y]
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In your calculations it is important to remember that there is an ~33% manufacturing loss
between the point that DEA requires [P)(4) to count quata as consumed and the final
saleable product. Therefore, the additianal 1,506 kg of quota to be requested will only vield
approximately 1,125 kg (1,012.5 kg as base) of saleable product.

mrespectfullyr requests that the 2015 aggregate riroduction guota for Oxycodone {for
sale) be increased by at least 1,506,000 grams to allow for its request.

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

Sincerely,

E)){'ﬂr) j

b)(6)

DEA Compliance Manager

[P®) ]
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(b)(4)

-

Al 07 ey

Drug Enforcement Administration (D)(4),(b)(6)
Attn: DEA Federal Register Representative/ODL
8701 Morrissette Drive
Springfield, VA 221562

August 5, 2015

Subject: Docket No. DEA-418P — Oxycodone (fot sale) AMENDED

Dear Federal Register Representative,

“PERSONAL IDENTIFYING INFORMATION" to be redacted is[?)“)

fo)4) “Tegistration number[DX@EXNE) _]“CONFIDENTIAL
BUSINESS INFORMATION" to be redacted includes increased sales volumes from 694 kg
(624 kg as base) in 2014 to 3,862 kg (3,476 kg as base) in 2015 and a 33% manufacturing loss.

PXOEDNE " ig a'registered manufacturer [P@EINE_Jof Oxycedone (for sale).PD@__|is
providing comment to the Proposed Adjustments to the Aggregate Production Quota for 2015
for Oxycodone (for sale) based on the information provided below.

OnJune 12, 2015,[9®  Jrequested an increase of 3,514 kg in its 2015 Oxycodone (for
sale) manufacturing quota over its then granted quota of 2,510 kg. On June 29, 2015,
was only granted an increase of 1,004 kg “due to the limitations of the currently established
aggregate production quota, no additional oxycodone (for sale) can be authorized at this time.”

[P Jwas granted 502 kg for a new high ABUK process and 502 kg for our regular low
impurity material. 1t is important to remember that there is an ~33% manufacturing loss between
the point that DEA requires[)@ ____Jto count quota as consumed and the final saleable
product. Therefore, ane batch of Oxycodone Base consumes 502 kg of queta but yields only
~375 kg (337.5 kg as base) of saleable Oxycodone Hydrochloride, Low Impurity material.

On July 27,[00@ _ |received a purchase order for 1600 kg for low impurity material fof fourth
quarter 2015, A copy will be provided to DEA with the quota application. Purchase orders for
fourth quarter total 1,540 kg (1,386 kg as base) for low impurity material. [ —Jcurrently
has no saleable low impurity inventory. '

(b)(4) is réquesting that the aggregate productioﬁ quota for Oxycodane (for sale) be
increased by 2,510 kg to allow [P)4) Jto make five additional batches. These batches plus

Vol. |Page 942



T*-!

(b)(4)

C

242

the one batch grénted at the end of June will yield ~2,250 kg of saleable product. See table

below for inventory numbers.

oS SEewAmplitity s ek
Qpen 2015 PQ's 1540 | kg
2015 Forecast 205 | kg |
2016 Q1 Sales | 500 | kg |
Total Sales | 2245 | kg |
Make 6 batches 2250 | ka
Balance 51 kg

{

SHIghSABURE &y
Mzke I75 1k

~_ Sell 160 | kg

Available 215 | kg

A table detailing customers’ registration numbers, their actual year to date purchases;. their
open 2015 purchase orders and their forecasts for the balance of 2015 was provided to DEA
with quota request Reference # 123773. An updated version will be provided with the next

quota request.

(D)(4)

respectfully requests that the 2015 aggregate production quota for Oxycodone (for’
sale) be increased by at least 2,510,000 grams to aliow for its request.

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

directly. . '

Sincerely,

5Y@)

b)(6)

CEA Compliance Manager ,

(b)(6)
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Data
Requost ID Statua  Submitted

123712 Pending 02-JUN-15

123843 Naw
124044 New

25-JUN-15
22-MJL-15

12411€ New - O4-AUG-15

123855 New

124113 New ~ (4-AUB-15"

124014 Pending 16-JUL-15
124163 New 08-AUG-15
124112 Now 4-AUG1S
124111 Now 04-AYG-15 ~
{\ s 124038 Pording 22-JUL-15
124042 Now 22-JUL-15
124061 New 23-JL15

124126 Naw 05-AUG-15

124161 Maw q7-AUG-15

124049 Pending 22-JUL-15

09-JUL-15

~

DEA Drug Quota
Queota Type  Number Company . Orug Name Coda  Year
(D)();(b)7)(E) 4-ANILING-N-PHENETHYL -4
MAN PIPERIDINE (ARPP) 8333-0 2015
MAN CODEINE {FOR SALE) 9050-8 2015
MAN CODEINE (FOR SALE) 2050-8 201§
FENTANYL

b){4);(b)7)(E)

MAN

MAN

MAN

MAN

MAN

MAN

D)), (bX7)E)

BAN

FentaN, - I 2015
GAMMA HYDROXYBUTYRIC ACID 20100 2015
HYDROCODONE (FORSALE) 91938 2015
HYQROCODONE (FOR SALE) 91338 2015
METHADONE 925040 2019
METHADONEINTERMEDIATE ~ 9254-0 2015
METHYLPHENIDATE 17240 2015
MORPHINE (FOR CONVERSION)  9300-A 2015
NOROXYMORPHONE (FOR

CONVERSION) 9663-A 2015

ORIPAVINE 9330-0 2015
OXYCODONE {FOR SALE) 9143-8 2015
OXYMORPHONE (FOR

CONVERSION) 9652-A 2015

2015 panding MQ requests as of 8-10-15
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Requested Quots  Curment Guotn  IncreaseiDacroass

235,400.000 215,000.000 20,400.000
20,000,700.000 13,363,657.000 6,636,303.000
27.251,000.000 21,767,000.000 £,484,000.000

12,120,303.000

38.485.000

910,000.000

871,515.000

195,800.000

136,000,000 59,800,000

$9,285.000

7.500.000 . 0.000 7.500.000

5,900,000 5,900,000 0.000

2,461,653.000 - 1,241,653.000 1.220,600.000

14,100,000.000 11,381,841.000 2,718,159.000

16.000,000.000  14,199,366.000 1,800,634.000
-

28187.000.000 97,948,764.000 237,236.000

237,236.000

23,501,000,000  14,001,013.000 4,499,987.000

1339285000  729,265.000 £60,000.000

12,300,000.000  10,476,962.000 1,823,038.000
6,024,000.000  3,514.000.000 2,510,000,000

2,510,000.000
5.456,000.000  2,268,000.000 3,190,000.000



IMS data 2012-2015 {jun) opiate salts

Moleeule 2012 2013 2014 émonths 2015 e";::‘g;’

L CODEINE 23,756.7281 21,747.8088 21,719.2066  13,853.5453 ' 27,707.0906
HYDROCODONE *'63,179.5151 61,711.0281 56,376.7266  24,594.5385  49,189.077
HYDROMORPHONE . 1,913.0402 1,927.6179 1,834.5971 852.8523  1705.7046
MORPHINE 26,706.4431 26,272.7352 24,604.3908  11,924.7271 23,849.4542
OXYCODONE ¥ 66,704,849 60,357.3128 58,914.83  29,802.5075  59,605.015
OXYMORPHONE “ "'f,;g_s_e.zaos 1,863.4005 1,930.5344 980.6512  1961.3024

with ¢.f, S ’ : ]

Molecule ~2 2013 2014 2015 Wisest g g
CODEINE . '16,839.9788 16,093.3785 16,072.2129  10,251.6235 * 20,503.247  27.6%
HYDROCODONE " 38,530.5042 37,643.7271 34,389.8032  15,002,6685  30,005.337  -12.7%
HYDROMORPHONE 1,702.6058 1,715.5799 1,632.7914 759,0385 1,518.0771  -7.0%
MORPHINE 21,529.8323 19,704.5514 18,453.2931 8,943.5453 17,887.0907  -3.1%
OXYCODONE | 60,034.364 54,321.582 53,023.347 26,822.257  53,644.514 1.2%
OXYMORPHONE 1,742,8696 1,658,4264 1,718.1756 8727796  1,745.5591 1.6%

KG Audit from July 2009 to June 2015,
A. Includes all avaitable columns.

' itle NSPKG

sub Title

Audit NSPKG

--- Report Filters ---

Malecule COOEINE, HYDROCODONE, HYDROMORPHONE, MORPHINE, OXYCODONE, OXYMORPHONE, restricted to: 4-

HYDROXYBUTYRIC ACID, ALFENTANIL, -AL PRAZOLAM, AMOBARBITAL, ATOMOXETINE, BELLADONA, BENZPHETAMINE, BUPRENORPHINE,

BUPROPION, BUTABARBITAL, BUTALBITAL, BUTQORPHANOL, CARBINOXAMINE, CARISOPRODGL, CHLORAL HYDRATE,
CHLORDIAZEPOXIDE, CLONAZEPAM, CLORAZEPATE, COCAINE, CODEINE, CYCLOBENZAPRINE, DEXMETHYLPHENIDATE,
DEXTROAMPHETAMINE, DEXTROMETHORPHAN, DIAZEPAM, DICHLORALPHENAZONE, DIETHYLPROPION, DIFENOXIN,
DIHYDROCODEINE, DIPHENHYDRAMINE, DIPHENOXYLATE, DRONABINOL, EPHEDRINE, ESTAZOLAM, ESZOPICLONE, FENTANYL,
FLUOXETINE, FLUOXYMESTERONE, FLURAZEPAM, FOSPROPOFOL, GABAPENTIN, HYDROCODONE, HYDROMORPHONE, KETAMINE,
LACOSAMIDE, LEVORPHAROL, LISDEXAMFETAMINE, LORAZEPAM, LORCASERIN, MEPERIDINE, MEPRGBAMATE, METHADONE,
METHAMPHETAMINE, METHOHEXTTAL, METHYLPHENIDATE, METHYLPHENOBARBITAL, METHYLTESTOSTERONE, MIDAZOLAM,
MODAFINIL, MORPHINE, NABILONE, NALBUPHINE, NALOXONE, NALTREXONE, NANDROLGNE, GPIUM, OXANDROLGNE, OXAZEPAM,
OXYCODONE, OXYMETHOLONE, OXYMORPHONE, PEMOLINE, PENTAZOCINE, PENTOBARBITAL, PERAMPANEL, PHENDIMETRAZINE,
PHENOBARBITAL, PHENTERMINE, PHENYLEPHRINE, FHENYLPROPANOLAMINE, PREGABALIN, PROPOFOL, PROPOXYPHENE,
PSEUDOEPHEDRINE, QUAZEPAM, REMEFENTANIL, RETIGABINE, SECGBARBITAL, SIBUTRAMINE, STANOZOLOL, SUFENTANIL,
SUVOREXANT, TAPENTADOL, TEMAZEPAM, TESTOSTERONE, THIOPENTAL, TRAMADOL, TRIAZOLAM, ZALEPLON, ZOLPIDEM
Month 2012, 2013, 2014, 2015

-

DEA Confidential
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2015 Final Adjusted Aggregate Production Quatas and Annual Assessment of Needs

Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney. General to establish the
production amcunt of each basic class of Schedule 1and 1 controlled substances and for the List I
chemicals ephedrine, pseudocphedrme and phenylpropanolamine, This respons;blhty has been
delegated to the Admlmstrator of the Drug Enforcement Administration (DEA).

DEA regulations aliow the Administrator 1o revise the established annual aggregate production quota
(APQ) and assessment of annual needs (AAN) after review of pertinent information provided from
various sources including DEA-registered manufacturers and the Food and Drug Administration
(FDA).

The attached Federal Register notice, prepared for your signature, reflects the calendar year 2015
final adjusted aggregate production quotas (APQ) for schedules [ and Il controlled substances and
assessment of annual needs (AAN) for the list I chemicals ephedrine, phenylpropanclamine, and
pseudoephedrine for which the United States has medical, scientific, industrial, export and reserve
stock requirements.

As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to the APQ
for schedule [1 substances and those schedule [ substances that are used to produce drugs that have a
medical need (specifically, GHB and tetrahydrocannabinols) to prevent potential drug shortage issues.

Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of
schedule 1 and Il controlled substances as well as list | chemicals ephedrine, phenylpropanolamine,
and pseudoephedrine for the legitimate medical, scientific, industrial, and export requirements of the
U.s.

The following points provide brief explanations of the changes from the proposed reyised AAN &
APQ values:

List 1 Chemicals:

No further adj ustments

Controlled Substances:

0D is recommending an increase in the APQs for Dihydroetorphine, Ethylmorphine, Etorphine
HCI, Racemethorphan, Racemorphan. The increase is based on registrant applications and,
projected demand for reference standards.

QD is recommending an increase in the APQ for Methylphenidate based on the FDA downgrading
the efficacy rating for two generic manufacturers of the brand Concerta® . This change is to allow
the remaining authorized generic and brand manufacturers to supply the entire domestic market. This
will avert a possible shortage due to APQ limitations.

OD is recommending an increase in the APQ for Oxycodone (for sale). The increase is based on
additional new purchase orders and batch sizc requirements at the bulk manufacturer level.

OD/ODQ/ODEQ 8/17/15 Page 1 of 1
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Billing Code 4410-09-P
DE'PARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-418F]
. Final Adjusted Aggregate Prodﬁction Quotas for Schedule I and I Controlled
Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine,

Pseudoephedrine, and Phenylprapanolamine for 2015

AGENCY: Drug Enforcement Administration, Department of Justice.
ACTION: Final order.
SUMMARY: This final order establishes the final adjusted 2015 aggregate pré)duction
rqucutas for controtled substances in schedules 1 and 11 of the Controlled Substances Act
and the assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine,
and phenylpropanoiamine.
DATES: This order is effective [[INSERT DATE OF PUBLICATION IN THE
FEDERAL REGISTER]. |
FOR FURTHER INFORMATIONI CONTACT: John R. Scherb;:nske, Office of
Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive,
Springfield, Virginia 22152; Telephone: (202) 598-6812.
SUPPLEMENTARY INFORMATION: |
Legal Authority

The Drug Enforcement Administration (DEA) implements and enforces titles IT and
I1I of the Comprehensive Drug Abuse Prevention and Control Act of 1970, as amended.

21 U.S.C. 801-97!1. Titles IT and III are referred to as the “Contralled Substances Act”

1
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and the “Controlled Substances Import and Eprrt Act,” respectively, and are
collectively referred to as the “Controlled Substances Act” or the “CSA” for the purposes
of this action. The DEA publishes the implementing regulations for these statutes in title
21 of the Cede of Federal Regulations (CFR), chaptel.‘ II. The CSA and its implementing
regulations are designed to prevent, dqtect, and eliminate Fhe diversion of confrolled
substances and listed chemicals into the illicit market while proyiding for the legitimate
medical, scientific, research, and industrial needs of the United States. Controlled
substénces have the potential for abuse and dependence and are controlled to protect the
public health and safety.

Section 306 of the CSA (21 U.S.C. 826) requires the Attorney General to establish
aggregate production quotas for each basic class of controlled substance listed in
schedules I and II and for ephedrihe, pseudoephedrine, and phenylpropanolarnine. This

responsibility has been delegated to the Administrator of the DEA. 28 CFR 0.100(b).

Background

The DEA established the initial 2015 aggregate production quotas for controlled
substances in schedules I and II and the assessment of annual needs for the list 1
chemicals ephedrine, pseudoephedring, and phenylpropanolamine on September 8, 2014.
79 FR 53216, That notice stated that the DEA could adjust, as needed, the established
aggregate production quotas and assessment of ﬁnhual needs in accordance with 21 CFR
1303.13 and 21 CFR-1315.13. The proposed adjusted 2015 aggregate production quotas
for controlled substances in schedules [ and I and assessment of annual needs for the list
I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine were subsequently

published in the Federal Register on July 8, 2015, 80 FR 39156, in consideration of the

2
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outlined criteria. All interested persons were invited to comment on or object to the
proposed adjusted 2015 aggregate ﬁroduction quotas and assessment of annual needs on
or befors August 7, 2015.

Analysis for Final Adjusted 2015 Aggregate Producfion Quotas and Assessment of
Annual Needs

Considerstion has been given to the critcria outlined in the July 8, 2015, notice of
proposed adjusted aggregate production quotas and assessment of annual needs, 80 FR
39156, in accordance with 21 CFR 1303.13 and 21 CFR 1315.13. Five companies
submitted timely comments regarding twelve schedule I and U1 controlled substances.
These comments suggested that the proposed adjusted aggregate production quotas for
codeine (for sale), fentanyl, gamma hydroxybutric acid, hydrocodone (for sale),
methadone, methadone inten;lediate, methylphenidate, morphine (for conversion),
oripavine, oxycodone (for sale), oxymorphone (for conversion), and oxymorphone (for
sale) 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. The DEA did not receive any comments related to
the proposal not to adjust the 2015 assessment of annual needs for ephedrine,
pseudoephedrine, and phenylpropanolaminé.

In accordance with 21 CFR 1303.13, the DEA has taken into consideration the above
comments along with the relevant 2014 year-end inventories, initial 2015 manufacturing
and import quotas, 2015 export requirements, actual aﬁd projected 2015 sales, research
apd product development requirements, and the additional quota applications received.

Upon consideration of the above, the Administrator determined that the proposed

3
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adjusted 2015 aggregate production quotas for dihydroetorphine, ethylmorphine,
etorphine HC, racemethorphan, rlaccmorphan, methylphehidate, anﬁ oxycodone (for sale)
required additional consideration and hel;eby further adjilsts the proposed 2015 aggregate
production quotas for these substances. Regarding codeine (for s.ale), femaﬁyl, gémma
hydroxybutric acid, hydrocodone (for sale), methadone, methadbne intermcdiate,
morphine (for conversion), oripavine, oxymorphone (for conversion), and”oxym‘orphone
(for sale) the Administrator hereby determines that the proposed adjusted 2015 aggregate
production quotas for these substances as published in the Federal Register on July 8,
2015, 80 FR 39156, are sufficient to meet the current 2015 estimated medical, scientific,
research, and industrial needs of the United States and to provide for adequate reserve
stock.

As described in the previously published notice establishing the 2013 aggregate
production quotas and assessment of annual needs, the DEA has specifically considered
that inventory allowances granted to individual manufacturers may riot always result in
the availability of sufficient quantities to maintain an adequate reserve stock pursuant to
21 U.S.C. 826(a), as intended. See 21 CFR 1303.24. This would be concerning if a
natural disaster or other unforeseen event resulted in substantial disruption to the amount
of controlled substances available to provide for legitimate public need. As such, the
DEA included in all schedule II aggregate production quotas, and certain schedule 1
aggregate production quotas, an additional 25% of the estimated medical, scientific, and
research needs as part of the amount necessary to ensure the establishment and
maintenance of reserve stocks, The final established aggregate production quotas will

reflect these included amounts. This action will not affect the ability of manufacturers to

4
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maintain inventory al'lc-)wances as specified bj' regulation. The DEA expects that

maintaining this reserve in certain established aggregate production quotas will mitigate

adverse public effects if an unforeseen event results in substantial disruption to the

amount of controlled substances available to provide for legitimate public need, as

determined by the DEA. The DEA does not anticipate utilizing the reserve in the absence

of these circumstances.

Pursuant to the above, the Administrator hereby finalizes the 2015 aggregate

production quotas for the following schedule I and II controlled substances and the 2015

assessment ol annual needs for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows:

Final
Adjusted
Basic class 2015
Quotas
(8)

) Schedule [
(1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramethylcyclopropy)methanonc {UR- 251,
144
[l-()S-Fluoro-pentyl)-1H-indol—3-yl](2,2,3,3- 25 ,
tetramethylcyclopropyl}methanone (XLR11)
[1-(5-fluoropentyl)-1H-indazol-3-yl](naphthalen-1-yl)methanone (THJ- 151 v
2201) ' -
1-(1,3-Benzodioxol-5-yl)-2-(methylamino}butan-1-one (butylone) 25 v
1-(1,3-Benzodioxol-5-y1)-2-(methylamino)pentan-1-one (pentylone) 25 v
T(1-Phenylcyciohexyl)pyrrolidine 0]/
1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) 45 v
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 |v
1-[1-(2-Thienyl)cyclohexyl]piperidine 15V
1-[2-{(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45 ve
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 v
1-Cyclohexylethyl-3-(2-methoxyphenylacetylindole (SR-18 and RCS-8) 45 |V
1-Hexyl-3-(1-naphthoyl)indole JWH-019) 45 v/

- 1-Methyl-4-phenyl-4-propionoxypiperidine 2|y

5
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[1-Pentyl-3-(1-naphthoy!)indole (JWH-018 and AM678)

4
1-Pentyl-3-(2-chlorophenylacetyl)indole (TWH-203) 45 v
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45|/
| 1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45~
[-Pentyl-3-(4-thethyl-1-naphthoyl)indole (JWH-122) 45 !
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 |/ .
1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45 v
2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30 v
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 30 |~
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30

3,4-Methylenedioxy-N-methylcathinone (methylone)

50

3,4-Methylencdioxypyrovalerane (MDPV)

35

3-Fluoro-N-methylcathinone (3-FMC)

25

3-Methylfentanyl

3-Methylthiofentanyl

4-Bromo-2,5 -dimethoxyamphetalinine {DOB)

25

2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30 b7
2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine 25 |7
(25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36)
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 |7
2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine 25|/
(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82)
2-(4-lodo=2,5-dimethoxyphenyl)ethanamine (2C-I) 30 1V
"| 2-(4-Iodo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine (251- 15
NBOMe; 2C-I-NBOMe; 25I; Cimbi-5)
2-(Methylamino)-1-phenylpentan--one (pentedrone) i5|v"
2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 v
2,5-Dimethoxy-4-n-propylthiophenethylamine 25 v
2,5-Dimethoxyamphetamine 25 |V
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 30 v
2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 30 v
3,4,5-Trimethoxyamphetamine ' 25 Vv
3,4-Methylenedioxyamphetamine (MDA) 55 M
3,4-Methylencdioxymethamphetamine (MDMA) 50 |V
'3,4-Methylenedioxy-N-cthylamphetamine (MDEA) 40 N/
S
J
N4
v/
¥
Vv

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25
4-Fluoro-N-methylcathinone (4-FMC) 25 r/
4-Methoxyamphetamine 100 p/

6
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4-Methyl-2,5-dimethoxyamphetamine (DOM) 25
4-Methylaminorex _ 25
4-Methyl-N-ethylcathinone (4-MEC) 25
4-Methyl-N-imethylcathinone (mephedrone) 45
4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 25
5-(1,1-Dimethylheptyl)-2-{(1R,3S)-3-hydroxycyclohexyl]-phenol 68
5-(1,1-Dimethyloctyl)-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 53
(cannabicyclohexanol or CP-47,497 C8-homolog)

5-Methoxy-3,4-methylenedioxyamphetamine 25
5-Methoxy-N,N-diisopropyltryptamine 25
5-Methoxy-N,N-dimethyltryptamine 25
Acetyl-alpha-methyifentanyl 2
Acetyldihydrocodeine 2
Acetylmethadol 2
Allylprodine 2
Alphacetylmethadol 2
alpha-Ethyltryptamine 25
Alphameprodine 2
Alphamethadol 2
alpha-Methylfentanyl 2
alpha-Methylthiofentanyl 2
alpha-Methyltryptamine (AMT) 25
alpha-Pyrrolidinobutiophenone (a-PBP) 25
alpha-Pyrrolidinopentiophenone (o-PVP) 25
Aminorex 25
Benzylmorphine 2
Betacetylmethadol 2
beta-Hydroxy-3-methylfentanyl 2
beta-Hydroxyfentanyl - 2
Betameprodine 2
Betamethadol 4
Betaprodine 2
Bufotenine 3
Cathinone 70
Codeine methylbromide 35
Codeiné-N-oxide 305
Desomorphine 25
Diethyluryptamine . 25

Difenoxin

11,000
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Dihydromorphine 3,990,000 /
Dimethyltryptamine 35 2
Dipipanone ) 5«
Fenethylline 5
gamma-Hydroxybutyric acid 70,250,000 v
Heroin 50 |~
Hydromorphinol 2 v
Hydroxypethidine 2 b
Ibogaine 5 \—/
Lysergic acid diethylamide (LSD)- 35 [~
Marihuana 658,000 |« -
Mescaline 25 "
Methaqualone 10 |~
Methcathinone 25 7
Methyldesorphine 5t
Methyldihydromorphine 2 "
Morphine methylbromide 5|1«
Morphine methylsulfonate 5"
Morphine-N-oxide 350 |
N-(1-Adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48) 25 [~
N-(1-Amino-3,3-dimethyl-1-oxobutan-2-yl}-1-pentyl-1H-indazole-3- 25
carboxamide (ADB-PINACA)
N-(1-Amino-3-methyl-!-oxobutan-2-yl)-1-(4-fluorobenzyl)- 1 H-indazole- 25 ¢ v
3-carboxamide (AB-FUBINACA)
N-(1-Amino-3-methyl-1-oxobutan-2-y[}-1-(cyclohexylmethyl)-1 H- 157"
indazole-3-carboxamide (AB-CHMINACA)
N-(1-Amino-3-methyl-1-oxobutan-2-yl}-1-pentyl- 1 H-indazole-3- 15, 7
carboxamide (AB-PINACA) '
N,N-Dimethylamphetamine 25 (v~
Naphthylpyrovalerone (naphyrone) 25 4
N-Benzylpiperazine 25V
N-Ethyl-1-phenylcyclohexylamine 51w
N-Ethylamphetamine 24 |
N-Hydroxy-3,4-methylenedioxyamphetamine 24 7
Noracymethadol 2 [«
Norlevorphanol 52|
Normethadone 2«
Normorphine 40 \/
v/

Para-fluorofentanyl|

8
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Parahexyl

Levo-alphacetylmethadol (LAAM)

5
Phenomorphan 2
Pholcodine 5

Psilocybin 30
Psilocyn . , , 30
Quinolin-8-yl 1-(5-fluoropentyl)-1 H-indole-3-carboxylate (5-fluoro-PB- 25
22, 5F-PB-22) _

“Quinolin-8-yl 1-pentyl-1H-indole-3-carboxylate (PB-22; QUPIC) 25
Tetrahydrocannabinols 511,250
Thiofentany! 2
Tilidine 25
Trimeperidine 2

Schedule 11

1-Phenylcyclohexylamine 5
1-Piperidinocyclohexanecarbonitrile 5
4-Anilino-N-phenethyl-4-piperidine (ANPP). 2,687,500
Alfentanil 17,750
Alphaprodine 3
Amobarbital 25,125
Amphetamine (for conversion) 21,875,000
Amphetamine (for sale) 37,500,000
Carfentanil 19
Cocaine 275,000
Codeine (for conversion) 50,000,000
Caodeine (for sale) 63,900,000
Dextropropoxyphene 45
Dihydrocodeine 226,375
Dihydroetorphine 3
Diphenoxylate (for conversion) 75,000
Diphcnoxylate (for sale) 1,337,500
Ecgonine 174,375
Ethylmorphine 5
Etorphine hydrochloride 7 3
Fentanyl 2,300,000
Glutethimide 3
Hydrocodone (for conversion) 137,500
Hydrocodone (for sale) 99,625,000
Hydromorphone 7,000,000
Isomethadone 5

4
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Levomethorphan 30
Levorphanol 7,125 v
Lisdexamfetamine 29,750,000 | ¥~
Meperidine . 6,250,000 |, ~
Meperidine Intermediate-A 6 |
Meperidine Intermediate-B 7 1%8
Meperidine Intérmediate-C 6
Metazocine _ 19 1~
Methadone (for sale) 31,875,000 |~
Methadone Intermediate 34,375,000 |~
Mcthamphetamiqc/ 2,061,375 v~

[1,250,000 grams oflcvo-desoxyephedrine for use in a non-controlled, non-prescription
product; 750,000 grams for methamphetamine mostly for conversion to a schedule 111

product; and 61,375 '¢rams for methamphetamine (for sale)]

.1 Methylphenidate 96,750,000
Morphine {for conversion) 91,250,000
Morphine (for sale) 62,500,000
Nabilone 18,75¢
Noroxymorphone (for conversion) 17,500,000
Noroxymorphone (for sale) 1,475,000
Opium (powder) 112,500
Opium (tincture} 687,500
Oripavine 35,000,000
Oxycodone (for conversion) 8,350,000 |
Oxycodone (for sale) 141,375,000
Oxymorphone (for conversion) 29,000,000
Oxymorphone (for sale) 7,750,000
Pentobarbital 35,000,000
Phenazocine 6
Phencyclidine 38
Phenmetrazine 3
Phenylacetone 9,375,000
Racemethorphan 5
Racemorphan 3
Remifentanil 4,200
Secobarbital 215,003
Sufentanil . 6,255
Tapentadol 12,500,000
Thebaine 125,000,000

RN ONG (F NG S L NIRRT ASC TN
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List I Chemicals

Ephedrine {for conversion) 1,000,000
Ephedrine (for sale) 4,000,000
Phenylpropanolamine (for conversion) 44,800,000
Phenylpropanolamine {for sale) 8,500,000
Pseudoephedrine (for conversion) 7,000
Pseudoephedrine (for sale) 224,500,000

Aggregate production quotas for all other schedule I and II controlled substances
included in 21 CFR 1308.11 and 1308.12 remain at zero.

Dated:

Chuck Rosenberg,
Acting Administrator.

11
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Jean Sonneman,

Bureau of Land Management, Information
Collection Clearance Officer, Bureau of Land
Management.

[FR Doc. 2015-23257 Filod 9-15-15; 4:45 am]

EILLING CODE 4310-84-P

DEPARTMENT OF JUSTICE

Drug Enfarcement Administration
(Dacket No. DEA-418F)

Final Adjusted Aggregate Productlon
Guotas for Schedule 1 and Il Controlled
Substances and Assessment of
Annual Needs for the List | Chemicals
Ephedrine, Pseudoephedrine, and
Pheny!propanolamine for 2015

AGENCY: Drug Enforcement
Administration, Department of Justice.

ACTION: Final order.

SUMMARY: This final arder establighes
the final adjusted 2015 aggregats
production quotas for controlled
substances in schedules I and II of the
Contralled Substances Act and the
assessment af annual needs for the list
I chemicals ephedrina,
pseudcephedrine, and
phenylpropanolantine.

paTeS: This order is effective Septembar
16, 2015.

FOR FURTHER INFORMATION CONTACT: John
R. Scherbensks, Office of Diversion
Control, Drug Enforcement
Administration, 8701 Morrissette Driva,
Springfield, Virginia 22152; Telephone:
[202) 598-6812.

SUPPLEMENTARY INFORMATION:

Legal Authority

The Drug Enforcement
Administration [DEA) implements and
enflorces titles 1T and I of tha
Comprehensive Drug Abuse Prevention
and Control Act of 1970, as amended. 21
U.S.C. 801-671. Titles I and Ill ara
referred to as the *“Contralied
Suhstances Act" and the "'Controlled
Substances Import and Export Act,”
respectively, and are collectively
referred to as the “Controlled
Substances Act"” or the "CSA” for the
purposes of this action. The DEA
publishes the implementing regulations
tor these statutes in title 21 af the Cade
of Federal Regulstions (CFR), chapter II,
The CSA and its implementing
regulations are designed to prevant,
detect, and eliminate the diversion of
controlled substances and listed
chamicals into the illicit market while
providing for the legitimate medical,
scientific, research, and industrial needs
of the United States. Controlled

* substances have the potentiat for abuse

and dependence and are controlled to
protect the public health and safaty.

Section 306 of the CSA [21 U.S.C.
826) requires the Attorney General to -
establish apgregate production quotas
for each basic class of controlled
substance listed in schedules 1 and [I
and for ephedrine, pseudoephedring,
and phenylpropanolamine, This
responsibility has heen delegated to the
Administrator of the DEA, 28 CFR
0.100(b).

Background

The DEA established the initial 2015
aggregate production quotas for
contralled substanceg in schedules I and
Il and the assessmant of annual needs
for the list [ chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine an September 8,
2014, 79 FR 53218, That natice stated
that the DEA could adjust, as needed,
the established aggregate production
quotas and assessment of annual needs
in accordance with 21 CFR 1303.13 and
21 CFR 1315.13. The proposed adjusted
2015 aﬁgmgste praduction quotas for
controlled substances in schedules I and
Il and assessment of annual needs for
the list | chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine were
subsequantly published in the Federal
Register on July 8, 2015, 80 FR 39156,
in consideration of the putlined criteria.
All intarasted persons were Invited to
comment on ar ohject to the proposed
adjusted 2015 aggregate production
quotas and assessment of annual needs
on or before August 7, 2015.

Analysis for Final Adjusted 2015
Agpgregate Production Quotas and
Assessment of Annual Needs

Consideration has been given ta the
critaria outlined in the July 8, 2015,
notice of proposed adjusted aggregate
praduction quotas and assessment of
annual needs, 80 FR 39156, in
accordance with 21 CFR 1303.13 and 21
CFR 1315.13. Five companies submitted
timely comments regarding twelva
schedule [ and Il controlled substancas.
These comments suggested that the
proposed adjusted aggregate production
quotas for codeine (for sale), fentany],
gamma hydroxyhutric acid,
hydrocodane (for sala), methadona,
methadone intermediate,
mathylphenidate, morphine (far
conversion), oripavine, oxycodaone ([or
sale), oxymorphone (for conversion),
and oxymorphona {for sale) were
insufficient to provide for the estimated
medical, sciantific, research, end
industrial needs of the United States, for
export requirgments, and for the
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establishment and maintenance of
reserve stocks. The DEA did not receive
any comments related to the proposal
nat to adjust the 2015 assessment of
annual needs for ephedrine,
pseudoephedrine, and
phenylproganolamine.

In accordance with 21 CFR 1303.13,
the DEA has taken into consideration
the above comments glong with the
relevant 2014 year-end inventaories,
injtial 2015 manufacturing and import
quotas, 2015 export requirements, actual
and projected 2015 sales, ressarch and
product development requirements, and
the additional quota applications
received. Upon consideration of the
above, the Administrator determined
that the proposed adjusted 2015
apgregate praductian quotas for
dihydraetorphins, ethylmorphine,
etorphine HCI, racemetharphan,
racemorphan, methylphenidate, and
axycodaone (for sale) required additional
consideration and hereby further adjusts
the proposed 2015 aggregate production
quotas for these substances, Regarding
cadeine [for sala), fentanyl, gamma
hydraxybutric acid, hydracodone {for
sale), methadone, methadone
intermediate, marphine {for
canversion), oripavine, oxymarphone
[for conversion}, and axymorphone [for
sale) the Administrator hercby
determines that the proposed adjusted
2015 aggregate praduction quotas for
these substances as published in the
Federal Register on July 8§, 2015, 80 FR
39156, are sufficlent to meet the current
2015 ostimated medical, sclentific,
research, and industrial needs of the
United States and to pravide for
adequate reserve stock.

As described in the previausly
published natice establishing the 2015
aggregate praduction quotas and
assessment of annual needs, the DEA
has specifically considered that
inventory allowances granted to
individual manufacturers may not
always result in the availability of
sufficient quantities to maintain an
adequale reserve stock pursuant to 21
U.5.C. 828(a), as intended. See 21 CFR
1303.24. This would be concerning ifa
natural disaster or other unfareseen
event resulted in substantial disruption
to the amount of controlled substances
available ta provide for legitimate
public need. As such, the DEA included
in all schedule Il apggregate production
quotas, and certain schedule I aggregale
production quotas, an additional 25% of
the estimated medical, scientific, and
research needs as part of the amount
necessary to ensure the establishment
and maintenance of reserva stocks. The
final established aggregate praduction
quatas will reflect these included
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ammounts. This action will not affect the  disruption to the amount of controlled  aggragate production quotas for the

ability of manufacturers to meintain substances gvailable to provide for following schedule I and II cantrolled
inventery allowances as specified by legitimate public need, as determined substances and the 2015 assessment of
rogulation, The DEA expects that by the DEA. The DEA doss not annual needs for the list I'chemicals
maintaining this reserve in certain anticipate utilizing the reserve in the ephedrine, pseudoaphedrine, and
established aggregats production quotas  absence of these circumstances. pﬂenylpropanolamme expressed in
will mitigate adverse public effects if an Pursuant ta the above, the ' grams of anhydrous acid or base, as
unfaresean event results in substantial  Administrator hereby finalizes the 2015  follows:
Final adjustad
Basic class 2015 quotas
. {o}
Schedule |

{1-Pentyl-1H-indal-3-yi{}(2,2,3,3-letramethylcycloprapylimethancne (JR-144) ... . : 25
{1-(5-Flugro-pentyl}-1H-indgl-3-y1}(2,2,3,3-talramethyloyclopropyymelhanone (XLR11] .............. 25
[1-{5-flunropentyll-1H-Indazol-3-yl]{naphthalen-1-yiimethanone (THJ—2201) 15
1-{1,3-Benzodioxol-5-yl)-2-(methylaming)bulan-i-one {butylene) .. et R4 A R LR LSO R 4T R4 PAER KRS e s bR dAs LA LA bt 25
1 -(1.3-Benzodioxkal-5-yi)-2-{methylaming)psntan-1-ane {pentylane} - | 25

1-{1-Phenylcyclahexyl)pyrealiding ...vivnne et etaet ity e “ 10

1-{5-Fluoropentyl}-3-(1 -naphthoyljindale {AM2201) 45
1-{5-Flugropentyl}-3-{2-iodobenzoyl)indola (AME] ...t et emtertebab et p s e b 45
1-[1-[2-Thlenylcyclobexyllpiperidine ....... R 15
1-[2-(4-Morpholinyljethyl}-3-(1- naphthoyl)indole (JWH=200) .- 45

1-Butyl-3-(1-naphthoyljindate (JWH=073) bR R AR RS St st ek eRR e F R F TR 45
1-Cyelahexylethyl-3-{2- methoxwhenyla"elyi)mdo!e (SH 18 and RCS-&) 45

1-Hexyl-3-{1-naphthoyllindole {JWH-018) 45
1-Mathyl-4-phenyl-4.propienaxypigaridine ... 2
1-Pentyl-3-(1-naphthoyl}indcle {JWH-015 and AME78) oo . 45
1-Pentyl-3-{2-chlarophenylacetyllindole (JWH-203) .. 45
1-Pentyl-3-(2-methoxyphenylacelylindole (JWH—?_EO) 45
1-Pentyl-3-{4-chloro-1-naphthoyllindole (JWH-398) ..... 45

1-Penlyl-3-(4-methyl-1-naphthoylindole (JWH-122) .. 45
1-Pentyl-3-{{4-melhexy)-benzoyllindole (5819, HCS—4) 45
1-Pentyl-341-{4-methoxymaphthoylllindole (JWH-081) 45
2-(2,5-Dimethoxy-4-n-propylphenyliethanamine (20-P) 3Q
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine {2C-€) .. 30
2-(2 5-Dimethoxy-4-methyiphenyllethanamine (2G—D) a0
2.{2 5-Dimethoxy-4-fitro- phenyljethanamine (2C—N) 30
2-{2,5: Dimethaxyphenyljathanamine (2C—Hj} .. 30
2.{4-Bromo-2,5-dimethoxyphenyl)- N-{2- methoxybanzy]}ethanamma (258—N80Me EC—B NBOME 258 Cimb-38) ... 25
2-t4-Chloro-2,5-dimethoxyphenyllelhanaming (2C=C) ... s i s 30
2-{4-Chloro-2,8-dimeihexyphenyl)-N- (2—methoxybenzyl]ethanamme (ZEC—NBOMe 2C-C-NBOMe; 25C; Ctmbr82] E 26
2-(4-logo-2,5- dlmelhuxyphenyl}elhanamme {(2C-) .. an
2-(4-Todo-2,5-dimethaxyphenyl)-N-(2- melhoxybenzyi]ethanamme {251 NBOMe 2G-1-NBOMe; 25t Cimbyi-5) ... 15
2-(Methylamina)- 1-phenylpentan -1-ane (peﬂtedlone) ............... 15
2,5-Dimethoxy-4-ethylamphetaming (DOET] ... 25
2,5-Dimethoxy-4-n-propylthiophensthylamine .. " 25
2,5-Dimethoxyamphetamineg .. . 25
2.[¢-(Ethyithio}-2 5-d1methoxyphenyl]eihanamme {2C-T=2) .cvverne VPRI 30
2-[4-{Isopropylthia}-2 5-dimelhoxyphenyl]ethanamine {2C-T—4) 30
3,45 Trimathoxyamphelaming ..o 25
3,4-Methylencdioxyamphetamine (MDA} .. S, 55
3 4-Malhylenedioxyrmsthamphetamine (M DMA) 50
3,4-Melhylenedioxy-N-ethylamphetaming (MDEA) .............. 40
3,4-\.ethylenedioxy-N-methylcathinone :methylcme) . 50
3.4-Methylenedioxypyrovalerons (MDP\!‘) a5
3-Fluoro-N- methyicathtnone £ o . 1) OOV U U U STOIEPRTT TP T NN NN 25
3-Mathyitermanyl ... 2
3 Mathyilhiofenlanyl 2
4.Broma-2,5- dimethoxyamphelamlne (DOB} 25
4-Bromo-2,5-dimethnxypheanathylamine (2—08] 25
4-Fiuore-N-methylcathinone (4-FMC) .. 25
4-Mathoxyamphetaming ... © 100
4-Methyl-2,5- dlmethoxyamphetamine (DOM} ..... 25
4-Malhylaminarax e b bt et 11 25
4-Mathyl-N-ethylcalhinong (4—MEC) ............... 25
4-Mothyl-N-mathylcathinone {mephedrons} .... - 45
4-Methyl-a-pyrrolidinopropiophenang (4- MePPF) . 25
5+(1,1-Dimethylheptyl)-2-[{1A,35)-3-hydroxyCyGIohexyl]-DRON0! .uuirmes et ie s s s ssss i €8
5-{1,1-Dimethylocty!)-2-[{(1R,38)-3- hydroxycyc[ohexyll phenc (cannamcyciohexanol or CP—47,497 C8-homalog) ... 53
5-Methoxy-3.4-methylencdioxy2mphetaming ... o . 25
5-Mathoxy-N,N-diisopropyitryplaming e e PR ekt B 28
S-Methoxy-N,N-dimethyliryptamine ..., 25
Acetyl-alpha-methylfentanyl ... s s 2
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Final ad|usted

Basic class 2015 quotas
L]
Acetyldihydrocodeing ... 2
Acetylmethadgl .......... 2
Allylprodine 2
Alphacetylmethadal 2
alpha-Elhyltryplaming ... . 25
Alphameprodine 2
Alphamathadol ... s e e 2
alpha-Methylfeatanyl ......... - 2
alpha-Mathylthiofentanyl .....oeiiiiininns 2
alpha-Methyitryptamine (AMT) ........ 25
glpha-Pyrrolidinobuliophenene {a-PEP) ...... 25
alpha-Pyrrolidinopentiophenone (a-PVP} ... 25
Aminorex ... 25
BenzyiMorphine ......eerssmnamesn 2
Betacetylmethadol - 2
beta-Hydroxy-3-methyitentanyl 2
beta-Hydroxyfentanyl 2
BEtAMOPIOING .oovvecsctctetss s sttt raran i R s st et et 2
Betamethadol .... 4
Beltaproding ... 2
Bufotenine 3
Cathinone . . 70
Codeine methylbromide ... imneen 5
Codeine-N-oxide 305
Desornorphine ., 25
Diethyllryplamine ... 25
Difenoxin 11,000
Dihydremorphine ...... 3,990,000
Dimethyltryptaming ..., - 35
Diffipanong ..o.sssimnssrnirisnvee e . 5
Fanethylline R
gamma-Hydroxybutyric acld ..... 70,250,000
301 )] TP 50
Hydromaorphing! 2
Hydroxypethiding ..o ineens 2
lbcgaine ... 5
Lysergic acid diethytamide {LSD) .. : 38
BAAFRILRANE oo evensirresensesrnors vasss eaomdhu st i s dedan1h e e wnsns e b b emdd 00 4141 LP TR PR 659,000
MESCAlNG 1iveerecctseme e sessnarios e 25
Methaqualone 10
Metheathinona ... 25
Methyldesorphine 5
Methyldihydromerphine ... 2
Morphine methylbromide . . 5
Morphine MethylSUCNALS .......cew e s emiissasese s 5
Marphine-N-oxide g 3350
N-{1-Adamantyl)-1-pentyl-1H-indazole-3-carboxamida (AKB4B) . 26
N-{1-Aming-3,3-dimethyl-1-oxcbutan-2-yl)-1-pentyl-1H-indazole-3-carboxamide {ADB-PINACA) . 25
N-{1-Amino-3-methyl-1-oxobutan-2-yl}-1-(4-iluorcbenzyl}-1H-indazole-3-carboxamide {AB—FUBINACA]Y ..covimmemniriremismrmssssiiavons 25
N-{1-Amino-3-methyl-1-oxebutan-2-yl)-1-(cyclohexylmothyl)-1H-indazola-3-carboxamide (AB-CHMI NACA) . 15
N-(1-Aming-3-methyl-1-axobutan-2-yl}-1-pentyl-1H-indazele-3-carboxamide {AB—PINACA) 1iirirrsrmsessmsssannsnssns 15
N,N:-Dimethylamphelaming ......e.ceo. rebeap et s s d e b ne e 48 BTSSR : et hrar e HE AP r g o1 B pmas bann 25
Naphthylpyravalarons {naphyrone] . 25
N-Benzylpiperazine a5
N-Ethyl-1-phenyleyClonEXylaming . mmisim st i s 5
N-Ethylamphetaming .....ococcmsmmn: 24
N-Hydroxy-3,4-methylenedioxyamphetamin 24
NOrACYMBINADO! oiiiiiinesiersrrerin i st s s s rass s s sy e b 2
Notlevarphanol reiuabire b i pe e e b en e des HRTSE 52
NArmelnadone ....uwsisemsrans e [T 2
Normorphing ... 40
Para-flugrolentanyl .... 5
PAPAREXRY] ©.rermecsrerturrmessasrssansssases anessas aasson resm s b b8 4 by s e 5
Phenomomhan . 2
Phaleoding ... &
PSIOCYDIN e e vssr s rmassoneie e arion . 30
Psilocyn . et rep e e e 8 30
Quinolin-B-yl 1-(5-flucropentyl)-1H-indole-3-casbaxylate (5-fluaro-PB—-22; SF=PB-22} ..o i e 25
Quinolin-8-yl 1-pentyl-1H-indole-3-carboxylate (PB-22; QUPIC) ... . 25
T O ANYArOCANNADINGIE 1ecruasersrnerrens misscesressssassnssssmssomes R LLsa L8 saEsEas 1024180 A AR 1120 0L s (44 b e 511,250
Thictentany! .o 2§

TG 1vvrsirsrarismre cesrnesees sebmmssses resaans
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Final adjusted

Basic class 2015 guotas

@

Trimeperidine y et rates veada R Ar 4 e eas et e aarenearae e e e SESE ALY A4 g g e s b 1 2
Schedule Il

1-Phenylcyclohexylamine 5
1-Piperidinocyclchexanecarbenitrile ... 5
4-Anilino- N-phenelhyl -4~ prpenmne (ANFP) 2,687,500
Alfentanil 17,750
Alphaprodine 3
Amobarbital .. 25,125
Amphetamine {for conversmn) 21,875,000
Amphetam!na (I'o: sa!e) 37,500,000
Carfentanil .. 19
Cocalng .. .- 275,000
Codelne {for converslcm) 50,000,000
Codeine (for sale) .. . 63,900,000
Dexlrapmpoxyphene 45
Dihydrocodeing .....v.eeeeneens 226,375
Dihydroetorphine ......... 3
Dighenaxylate {for cocnversion) 75,000
Dighenoxylate (for sale} 1,337,500
Ecgonine ....... 174,375
Ethylmorphine 5
Elorphine hydroch!cnde 3
Fentanyl .. 2,300,000
Glutelhimlde 3
Hydrocodone (lO( conversion) 137,500
Hydracodane (lor sale) 99,625,000
Hydomorphone .......... 7,000,000
Isomethadone 5
Levo- aIphacety[methadnr (LAA } S PT . 4
Levomethorphan .. - 30
Levorpharal .. 7,125
Lxsdexam{etamlne 29,750,000
Meperiding ....ccmmee 6,250,000
Meperidine Intermed:ate—A 6
Meperidina Intermediate-B8 .. 32
Maperidine Intermediate-C . 6
Metazocing .. 19
Methadone (I’or sale) Q1,875,000
Mathadone lnlarmedmte 34,378,000

2,061,375

Methamphetamine ......

[1,260,000 grams of leve~dasoxyephedrine for use In a non-cantrolled, nan-prascriptlon product; 750,000 grams for mathamphelamine

mostly for conversion to a schedule lll product; 2nd 61,375 grams for rnelhamphatamlne (for sale)]

Methylphenidate ... it e L ne et s e e
Marphine (for conversmn)
Morphine (for sale) .. b e ot g ek A4S R RS LRE PR SRR

Nabilone .... Lees i A s bR R
Noraxymarphone {far conversion) .... .
Noraxymorphone {for sale) ... “
Opium (Powder) ....oveererseerserens
Opium (tinclura) ......
Oripavine ...
Oxycodone (lor conversmn]
Oxycodone (for sale) ..
Qxymarphone (for conversmn]
Oxymorphone (fo. sa!e)
Pentobarbital ..
Phenazocine .
Phencyciidine
Phenmetrazine
Phenylagetong ... e
Racemethomphan
Racemomphan ...
Remifentani| .
Sacobarbital ..o e aen
Sutentanil
Tapentadol

TNEDAING v et ser i R

86,750,000
81,250,000
62,500,000
18,750
17,500,000
1,475,000
112,500
687,500
25,000,000
8,350,000
141,375,000
24,000,000
7,750,000
35,000,000
g

38

3
8,375,000
8

3

4,200
215,003
6,255
12,500,000
125,000,000
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Firal adjusted
Basle class 2015 quotas
@
List | Chamlicals }
Ephedrine {for conversion) 1,000,000
Ephedring {lor sale) . 4,000,000
Phanyipropanalaming {for COMersion} ... i i 44,800,000
Phenylpropanclamine {far sale) ..... 8,500,000
Pseudosphadrine {for conversion) ... . - . 7,000
PEAUTOBPNEATINE {FAP BAIAY o irie e v ieeercrrms e sererne et o s des b o4 b4 e A0 44 LA 448440844704 14704 VT4 14084 EE R4 SRR BE PR R RS 088 Po0 i 224,500,000

Aggregate productian quotas for ell
other schedule I and [I controlled
substances included in 21 CFR 13048.11
and 1308,12 remain at zero.

Dated; September 10, 2015.

Chuck Rosenberg,

Acting Administratar.

{FR Dac. 2015-23194 Filed 9-15-15: B:45 am]|
BILLING CODE $410-0%-P

DEPARTMENT OF LABOR
Office of the Secretary

Establishing a Minimum Wage for
Contractors, Notice of Rate Change in
Eftect as of January 1, 2016

AGENCY: Wage and Hour Division,
Department of Labor.
ACTION: Notice.

SUMMARY: The Wage and Hour Division
(WHD) of the U).8, Department of Labor
(the Department) is issuing this notice to
announce the applicable minimum
wage rate to be paid to workers
performing work on or in connection
with Federal contracts covered by
Executive Qrder 13658, beginning
January 1, 2016,

Executive Order 13658, Estahlishing a
Minimum Wage for Contractars (the
Executive Order or the Order), was
sigl:xed by President Barack Ohama on
Pebruary 12, 2014, and raised the hourly
minimum wage paid by conlractors to
warkers performing work on covered
Federal contracts to: $10.10 per hour,
beginning January 1, 2015; and
beginning January 1, 2016, and annually
thereafter, an amount determined by the
Secretary of Labor {the Secrétary) in
accordance with the methodalogy set
forth in the Ocder, See 70 FR 9851, The
Secretary's datermination of the
Executive Order minimum wage rate
also affects the minimum hourly cash
wage that must be paid to tipped
employees perfarming wark on or in
connection with covered contracts
baginning January 1, 2016, See 79 FR
9851-52. The Secretary is required to
provide notice to the public of the new
minimum wage Tate at least 90 days

before such rate is to take effect. See 79
FR 9851.

Pursuant to Executive Order 13658
and its implementing regulations at 28
CFR part 10, notice is hereby given that
beginning January 1, 2016, the
Execulive Order minimum wage rate
that generally must be paid to workers
petforming work on or in connectinn
with covered contracts is $10.15 per
haur, Notice is also hereby given that,
beginning January 1, 2016, the required
minimum cash wage that generally must
be paid to tipped employees performing
wark on or in connection with covarad
contracts is $5.85 per hour,

DATES: This notice is effective on
September 16, 2015,

FOR FURTHER INFORMATION CONTACT.
Robert Waterman, Acting Direclor,
Division of Ragulatians, Legislatian, and
Interpretation, Wags and Hour Division,
1.8, Department of Labor, Room 5~
3502, 200 Constitution Avenue NW.,
Washington, DC 20210; telephona: (202)
693-~0406 (this is not a toll-kee
number]. Copies of this natice may be
obtained in alternative formats (Large
Print, Braille, Audio Tape. or Disc),
upan request, by calling (202) 693-0021
(not a tall-free number). TTY/TTD
callers may dial toll-free (877) 889-5627
to obtain information or request
materials in alternative formats.
SUPPLEMENTARY INFORMATION:

I, Exccutive Order 13658 Background
and Requirements for Determining
Annnal Increasas to the Minimum
Wage Rate

Executive Order 13658 was signed by
President*Barack Obama on February
12, 2014, and raised the hourly
minimum wage patd by contractors ta
warkers performing work an or in
connection with covered Federal
contracts to $10.10 per hour, beginning
January 1, 2015; and beginning January
1, 2018, and annually thereafter, an
amaunt determined by the Secretary
pursuant to the Order. See 79 FR 9651.
The Excoutive Order dirocted the
Secretary to issue regulations to
implement the Order’s requirements.
See 78 FR 9852. Accordingly, after

5
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engaging in notice-and-comment
rulemaking, the Department published a
Final Rule on October 7, 2014 to
implement the Executive Order. See 79
FR 60634. The final regulations, set
forth at 29 CFR part 10, established
standards and procedures for
implementing and enforcing the
minimum wage pratections of the
Order.

The Executiva.Order and its
implementing regulations require the
Secrotary to determine the applicable
minimum wage rale to be paid to
workers performing work on ar in
cannection with covered contracts on an
annual basis, beginning January 1, 2016.
See 79 FR 6851; 29 CFR 10.1(a}{2),
10.5(a){2), 10.12{a). Sections 2(a) and (b)
of the Order establish the methodology
that the Secretary must use to determine
the annual inflation-based inereases ta
the minimum wage rate. See 79 FR
9851. These provisions, which are
implemented in 28 CFR 10.5(h), explain
that-the applicable minimum wage
determined by the Secretary for cach
calendar year shall be:

(i) Not less than the amount in effect
on the date of such determination;

(if) Increased from such amount by
the annusl percentage increase in the
Consumer Price Index for Urban Wage
Earners and Clerical Warkers (CPI-W}
[United States city average, all items,
not seasonally adjusted), or its successor
publicaticn, as determined by the
Buraau of Lahor Statistics (BLS): and

(iii) Rounded to the nearest multiple
of $0.05.

Section 2(b) of the Executive Order
further provides that, in celculating the
annual percentage increasa in the CP'l
for purposes of determining the new
minimum wage rate, the Secretary shall
compare such CPl for the most.recent
manth, quarter, or year available (as
salected hy the Secretary prior to the
first year for which a minimum wage is
in effect) with the CPI for the same
month in the preceding year, the same
quarter in the preceding year, or the
preceding year, respectively. See 79 FR
9851, In arder to calculate the annual
percentage increase {n the CPI the
Department elected in its Final Rule





