(

Bavic Class; Bap-A 2014 Inftlal APQ Worksheels
Totat PO Rgqueated: 3.803.000,000 FOA Exi;
WS Ext:
Company DEA Hurn 014 Requnmsd MA 2033 Revised MQ 2017 Sales  J0MZ DEA MG Sels % of J092Sals  Shre o J014 Towal PO 2012 Uveerdoly 2093 Projectod EXpory 2013 Projected Sales 2014 Projested Exports 2312 Projected bwetory  ventary Adf. Ma
{b){4) ;{b){?){E) 14500000000 15,283,990.000 12,130.821.000 53,520,189, 500 o227 0 ReAntd 5111084 D00 2000 13370611000 o060 8357404 D00 16262 TX264T 5.000
24000000000 21795568 000 20770268000 £3.620.182.000 5% 2171009164 10875 590 000 0.000 13,443,832.000 B DoG 11,857,580000 21,73644000  24,000,000.000
M Totaly: A8 S 00000  41,080,A50,00D 20,000,003.000
013 Final ietisl APG. 4,000,000 000
2013 Final Roviacd APD: D000
FOA ESE (2013 Ivtsd APO " FOM ESQ: 0.000
IM3 Ext: (2011 inittal APQ™ IMS Eaf): 0.000
X114 Propesed nitial APQ: 45,000,000.000 kowered 10 2012 granied keyss
Nete: PO taquestsd (1R Neaded -
b){4) canyer o Ty oot v (o 3ale] 7,300, 000,000 0743 D8EE 712,154
b)(4) | convert ta ity rococe ine £0,000.000 azsa 106,864 657
hydrodons (far sale} 30,000,000.008 ORTS WIS

CODEINE (FOR CONVERSIOH]
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Banls Tl 508
Total PO Requeated:

24,736,756 B9

Company DEA Num  TD74 Recuted MO 2013 Ravisod MG

D) (4) (bW T7WE 100 600 %0000

)(@),(b)X7XE) e s

11500000000 12,810,843 000

1,000,000 004 900

14210000000 15,730.718.000

5240000000 2,100,000.000

M Totate: TG00 T 656 00T
2013 Finsl Infout APG: 0,605.000.000
2013 Finsl Raviamd APG: oo
Eui]: 9,805,000 060
M5 Ext (2013 lnthal AP ™ INS Est]:  37.G44,557 500

2014 Proposed Inttld APQ: 38,900,000.000 Ioveered 1o Lot graned i 2012

2014 Inklal APQ Worksheets

FOR Esl:
15 Ext: .05

2017 Sales 2012 DEA MG Salry % of 2012 Saies  Share of 2014 Totes FQ 2012 1twentory 2013 Projevhed EXpons

1,714

108, 818.4D0
12.167.512.000
4,100,140
9.700,550.000
1. 301 692000

£1,003.255 978
23,065 755,878
IR )
23,308 255 978
23,388,255.978
23,968,785 079

0.000 1.080 NN SO0

% AT, 422,185 137364 DO £.000

0521 13400 500.820 4 518642 D00 #,140000

a.ac0 d 814748 0000 0.00d

a4 A0TAL TS MY T, 244 TOA. 000 o.o0d

2.058 1432 2T a TR E52.000 [-X-]
CODEINE (FOR S&LE)
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2011 Projected Salwes 2014 Projected Exports 113 Profscted inventory Calc Usng CFRLEI nert

10,004
T4, 0. D03
1,745 550.000
5 D00 00D
12,280,000 000
4,070,000 9

0000
[ R0
a.500
L]
.00
0.000

130733
TT.04k.000

&, E50,420.000
10,000,530
3,000,000 CO0
185,000,000

5278
ATEIITNG
16130571890
Taraas
8593 738,951
ERF R PR

"o
%.000
148,000,000
13,500,000, 000
1,000 D00
14,210,000.000
A1 80T517

30,908 612 517



Basic Clays; S2TM0
Total A2 Requested:

Company

2014 Initial AFC Worksbeets
E2000

FDA Est
M5 Eat

(0)(4),(b)7XE)

WO Totals:

3017 Fina! infisl APQ:

2013 Final Ravised APG:

FDA E 12011 Initlal AP * FOA Etl:
HAS E1: 12071 wilad ARG * (M5 Esty:

2094 Propersd Inftial APO:

DEA Num 2014 Fequested MO 2013 Revised MO 2712 Sales 2017 DEA IHO Sales % of 2012 Salex  Share of 2014 Total PQ 2072 inventory 2053 Projetted Expovis 2093 Projected Saia 2014 Prepected Exparte 2013 Fropeeted Mveniory Calc Using CFR 504 Invent
| 10,000 10800 0298 12612070234 [Hile

“a
B.000 OBf0 2000 2000 0,000 &a10 S£310 10000
10000 10.000 10,000

15.000

4000

oD

0000
15 D00

19.000 with 25% buffer

CEXTROPROPOXYPHENE, BULK (NON
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Elwnbe CLris: "o

2014 Initial APQ Yarksheels

FOMEsk
w5 Ext

=14

DEAMUT 2008 Requuatod WO 2011 Ruvised MO 2012 SaMs 201 OEA MO Salas % of 2012 Sakee  Siure ¢f 2004 Towad PO 2012 ventery 2071 Projectad Fuports 2011 Prejocted Sales 2004 Projectad Exporis 2073 Projected invertory  Cafe Using CFR 7% iverd

Tots) PO Requested: 4 00T 00G
Compamy
DA (DN TIE S.000 s.£o0 0530 2235016 0.000
(0)(4)(b)(T)E) £0,000.600 $0.000.000 23,185,040 et .55
250.000 7000 4bazd 23 835.0:C L]

M0 Totabs: 20,245 860 5075000

2013 Final iital APQ: 200,650,000

201} Firral Revisad APQ: anos

FOrh Exk [ bnital APG - FDA Ext): 57 200000

ANMS Ex 2003 [nfiad AP * 1445 Eaf): <L

2014 Propoasd Initial APO: BE 60, B0

Vol. |

wan

ALEAL]

*S054%  210,562.000

10354

Page 244

139270

AL00
B1O00.000
250,000

0800

D540

0.000
—

14818
1713000000
130 000

BAR Y.
A9FHE 28
-151727

L]
5,002
£20,000.000
250 000

£0,255.007



Bagic Claad: 0

200 InHizl ARG Warkshoet
Total PQ Fegoested: 400 FOu Eak
M5 Eat
Company BEA Mum 1014 Requusted MO 213 Roviecd MG 2012 S-nl;!l 2012 BEA WA Salea % ol 2002 Sales Sharo of 2014 Towl PQ 2042 Inventacy 2013 Preeciod Exports 2013 Profecied Sades 2014 Projected Experts 2093 Pagjectod Inventory Cale Luing ©F R 50% lavert WO
|{b){4);{b){7){E) FL. ) 2000 0.200 0200 1 00 4000 0590 oo 1000 000 1590 s oM
WO Totals: 200 2000 200
2013 Final tnhial AP 2000
2011 Flnal Rivibed AP 000
FDA Eot: {2003 Inktial APG* FOA Bt o.80¢
YW Ext {2013 Indital APSY * IS Eay): 0000
M 4 Propozed Il 4P 700G
ETHYLMORPHINE ’
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Baslc Cleas: BOOO

- 14 Initle] APQ Warksheots

oFr

0.000
60,000,000
00
0 Doo
0000
95,600,000
o000
8,000

Trtxd PLI Rbquested: B70 555531 FOR ERC
WS Ext
Cosmpaty OEA hum. I Requoalcd MO 2013 Revised M3 2012 tales G122 DEA MO Saket % of 2092 Sakcw  Shaia of 2044 Total PG 2842 Invenlery 2003 Piojacted Edprorts
b){4){b){7){E) 200, 006 000 1ITMT000 AL FTELOO 4,178,008 TG0 ooy 36,066,716 61,246 000
210,000 000 47692000 43MFED 3.978,096.700 2 4l G52 DG 5,FA5.406
2000 2.000 0.0%00 1.178,098. 780 o000 0,000 [ F-c]
. TG0 000 5,500.000 & 140 000 FRE:T L] ] 4,241,104 1,278 0o
350, 000.000 A4 OD0DID  279,4681.000 ARELY -] a.za? 230,230 & 141,020,000
E%0, DO D0 BEZTA7.000 OO MA.000 VA6 700 G579 655,368 671 300901000
1540 300 L Q.03 1,178,094, 700 [0 .00 0.000
1,040,000 45, D00 00¢ G000 11 ?8,096‘.?80 0o 0.000 Dol
MQ Totals: 1,604,452 000 1,562,995.000

2013 Finad (nflad APG:

2913 Flnag Resriamd AP

FOA 8t (43 nitiat APA) ~ FIA Eat):
1825 Et: {2003 Wetad APG * IMS Ea1):

2014 Propotad Fnitiol APG;

1.647.000.000

0900
1.RDB 454 D08
1,567, DO0L.0CA

1.687.040.000
Z.906.750.600 watn 25K bulfur

FENTANYL
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2013 Projeeicd Saiey 2004 Prajecied Exports 2013 Projected Yowwniory Cale Lislmg GFR 504 inwent

200,000,000
210.000.000
1003
33,760 000
335,840 oK)
815,227 000
1643 000
1.000.000

000G
0 oog
a.om
Qoo
000
Q000
Q.p0d
0000

50,000,000
3 5000y
2725
S0.0M)
178.186.000
N4, Bl 060
0.200
45,000 0

TOETT 145
278301354
A1
30,570,385
V27 DE SN
707,044,583
640,000
<32,150.00

L

1ET,000.000
123, 0K 00d
2000
A005T0 38
50000 0o
TOT (et SR
1.640.000

1,003,000

LAY NG5 573



Baix Clany, 20l
Tolal PO RPequasiad:

2014 Initlal APQ Workis heats
FDA Ect:
15 Est:

Lompany DEANum 2014 Requastad MG 2617 Ravised MQ 1012 Sakes 2012 DEA KO Saks % of 2012 Saka  Share of 2014 Total PO 2092 thvemary 2041 Projectad Expame 2013 Projected Sales 2014 Projected Evports 201 Projectad taventary Cak Using CFR S04 tnvent
(b)(4);(b)(T)E) $100 0.000 0.030 I o0d 0.000 ©.000 n250 2.500 o000 2500
' 5000 5.000 o0 320 Q.00 24.483 8.300 0,000 3.000 a.000 1101
MO Totals: 10.000 4.000
2011 Final Inhlal APG; 25.000
2013 Final Revised APC! LT ]
FDA Ext: {2012 InTtiad APQ * FOA ESt): 0.00¢
WS Ext: [2012 Laltial APQ * IS Exyj: D000
2014 Propocad Initia| APO; 25000
»
HEROIN
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Basic Class: e
Tokad PO Fisguiatod:

Company

0,108, 722,142

DEANUm 2074 Requratra MO

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

Ko Tomls:

2013 Final Intia! APQ:

2011 Final Rovismd APG;
FIDA Eaf {2013 BV APG ™ FOA Eal):
M5 E4t (2013 bndiial APD * IMS Est):

T4 Propessd infist AP

0.0
841, A55,500
8,720,000

78,700,000

qQ wis5 axo

266,000
2
21600
7,100,000
30,000,000
24,000,000
2,600,000
5,350,000
5,000,000

9581020

2014 nitial APQ Workahauts

FOw Ear [UE]
W et
2013 Rovised HQ 20175443 2M1ZDEAMQ Sk % of 2012 5ales  Shaee o1 2014 Towd PG J012 T 2013 Projy 2014 Pror Bt

112,500 o 56,079,041 ] 4] o ] 0,000

o % 56,599,043 o 7 €3 [} 10

RLLIC 3} 1769% 56,099,043 ] 21.766 44530 [ 331,000

572,000 L] 55,999,003 ] o [ L 3551412

18,073,085 24,070,293 56,999 043 o 30,024,728 5225103 12,200 20,147,608

24 451 028 21,305, 415 56,099.0-13 1] IEHHEIN 5. 60,11T ] 14.630,000

] 5. 519 58,993,040 9 443 588 2514 548 & 1,000

1265 6% L) 565,093,0:0 [+] L] 164,200 [} 2,500,000

FE1.000 B.800,083 58,9903 o Q462457 169570 o 5,557,500

BE 245,754
<. oulfe
221 u ey
HYDROCOGONE (FQR SALE}
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T4 Propected Exports 2093 Projected wmriory s Uiing ©FA 5% irvant

-]

Do oBDoooOR

80,000
64

5,000
3548507
8062477
0,857,000
a.4n3 000
5,000,000
41700

100,625
£0

T1.801
=¥40,04T
.T10,110
26,164,243
7,881
€450
B0

o
hi:-Aee ]
o
203,000
2470557
12,000,000
24,060,000
1,964,134
3,750,000
000,000

7126022



Bawic Class: 11504
Tetal PO Reparated;

2014 Initial APQ Worksheats

LAFDATES0T

FA Eal Bl
NS Exx

CEA Num 2014 Requected MO 2003 Reviped MG 2012 Salen 20412 DEA WO Sala % of 2072 Salen  Sharw of 2014 Tom) PO 2012 bventory 2013 Prodected Exporty

Company

(b)(4);(b)(T)E) 100,09.000 102252000 0 900 2,500,008.45¢

30 200 24 oot 1524 2,505,088.454

156,000 000 14,000 B0 [:8-- 1 3,500 088484

335,94 00 O THID0G  STIMLE0Y 3,500 088 404

448,000 208 7579000 1962000 1,509 088 404

1,170,000.000 GAL4E1.000  DO1,188.000 3,509 088 44

1,565,000000  1,5H 051000 1,444 815450 3,509 CRA ABL

ZI0.000. 000 Do 00 41587000 3,507 CE484

M Totals: 4.192,28 000 3,191.200.000

2073 Firsd nitiat APQ: A4,7T15,000.000
071 Firsal Revized AP L4000
FOA Est (3913 ivitlal APQ " FRA Bty 5281120000
N3 Est: {2013 Initiad APG ™ AT Ext): 0,000
2914 Propesed vl APQ: A4.T75,000.000

5,208 O D\ 725k ouller

9600
o608
Q.00
'R L]
0098
oY
1}
om2

Vol. |

0.000 £.000 2.000

nnl 29424 0000

0,000 £8.000 DBo0e

403411413 15 PORAT2 0 Dod

FLIRL R 165258 0D 000

GILBS1STE  168.581.000 1,780,000

1,013,022.107 225,181,030 0000

0545603 IZRLD0 8000
HYDROMORFHONE
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2013 Projected Zales 2094 Projected Expons 2093 Projrcted bretrlory  Calc Using CFR 50% tmvant ua

£0,000.000
= 000
156,000 000
47,052,000
443,000 000
PATA30.000
LEAT000.008

12400000

0.000
o
G000
6.o00
G000
4008
0.000
0000

50,000,000
A2 438
1,000 00D
M1899.000
257,885,000
477,106,000
TPE L3000
20,772.000

BETGZI00 100,000,000
133 30.000
FrA00.000  §7.500 000
2H 146195 535,993,000
240 442397 445,000,000
031, 109.720 1,108.9(7.5T0
1408 525 004 15865000000
73531366 133,300,000

4,305,995 576



Bask; Class: B30 2014 Initis | APG Worksheets

Tedsd PO R ted: 4.000 FDA Ent
™S Est
Compomy OEANUmM 2004 Requestcd MG 2093 Revisad MO 2012 Saks 2012 DEA MQ Sahen % of 2012 Saics Sharn of 2014 Total Pl 2042 ivertory 203 Projeciad Eaports 2013 Projectod Selas 3014 Projected Expors 2013 Projected bvntony Cale Using GFR $0% invent  MQ
|{b){4);{b){?){|§) 2000 2.000 0.000 2,000 0.000 0000 a.000 0.000 2500 0000 1500 000 2000
M Totaks: 2000 2000 2,000
2003 Final tnltlal AP o000
200 FIRA Rancsed APC" aHod
FUA Eaf: (2093 Inlib) APQ * FOA Eat): 0.000
ME Eat: (2013 WEa AP * IMS Esty: 0.000
2014 Propruad tninal AP 2000

ISOMETHADONE

Vol.| Page 250



Basic Clazs: 5400 2014 Initlal APQ Warksheots

Total P Requasted; ¢.000 FDA Est:
s Est:
Company DEANum 2014 Requested MD 2013 Revised MO 2012 Sates 2012 DEA MO Sales % of 2012 Sales  Srurs of 2004 Total PO T092 Burntory 2013 Profucled EXpsns 2013 Projected Sales 2014 Proj Exports 1013 Projected Imvamtary  Cakc Uning €FR 50% bvent 1A
Fb){d,);{b){?){E) | 2000 2000 o.Lo0 0.000 0.000 oo0a [ 1H] a.000 0.500 oed 1512 -2 2000
M Totah: 24000 2.004 2.000
I Final Inttlal APGY; 3.000
2013 Fisal Ruvived APC: .64
FOA Est: (2013 Intla) APQ * FDAExt): 000
IS Ea2: (2043 Initia) APG " IS Exl): LI
2014 Frapaced Inkial ARO: 2000 with 25% butter == vﬁ%

LEVO-ALPHACETYLMETHADOL [LAAM
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Bask Clesa: 1100 2004 i al APQ Wormsheois

Tatal AQ Reqursted; 000 FOA €t
S Eat:
Cempan; DEANum 2014 Requested MA 2013 Revinad MG 2012 Gales 2012 0EA MO Saks %4 of 2012 Sabkew  Sharw of 2014 Tots) PA 2012 Inventory 2813 Projected Exparts 2093 Profected Sales 2014 Projecied Eaports 2003 Projécied invertary Cale Using CFR B0 Invent MG

|(b){4) (b)T)E) 200 2000 0420 0a20 1.000 0.000 2747 .00 1500 o.nae 2247 AT4T 2000

M3 Tatals: 20 2000 . 2003
2013 Finad tnklad APE: 5.000
2013 Finad Ravied APO: 0000
FOAEst: (2012 Inaial AP * FOA Exi): 0008
M5 Ext: {203 tnitia] APQ * NS Ext): 0.000
2014 Proposed Initial APQ: 5.000

LEVOMETHORPHAN
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Hagkt Clake! L i)
Total PO Requeated:

4,458 600

014 Initigh APQ Worksheets

FOA Ext:
1145 Ent:

Company CEA Num * 2014 Requested' MG 2013 Revised MO 2012 Sales 2012 DEA MO Sales K of 2012 Salex  Share of 2014 ToUlFD 20172 eamiory 2053 Frejacisd Experts 2011 Projecied Saks 2014 Frojected Exports Z013 Projected Mivemiany Cake Using CFR S0% Invem Wa
|{b){4){b){?){E) 2 bty 2,000 D0 1,062 000 * D.000 a060a 0.000 0.000 o500 0,000 1.500 -1 .06 2400
_ 1505000 300000 10ED0N 1.061.000 1.000 4 485 000 171.000 41,000 1.432000 L.000 644 D00 ASAS SO0 1,500,000
MO Tolak: 1.502.000 202000 1,502.000
2092 Fina! Infta AP FBO0 00
2013 Fud Rewisad APG: 0.
FRA Bet (2013 Inaial APG * FDA E31): ]
S Ests (2043 Inilisl ADD IMS Estr: 0,600 -
2014 Propased hitisl APQ: 1.600.000
2000000 wih 25% butler
LEVORPHANGL
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Bas ks Clans: w208

2014 inHiad APCQ Worksheets
Tolal PO Requesind: ZAIBT 14411 FDA Ectr - 2%
IM3 Eat:
Company DEAMum 2014 Requestrd MO 2013 Reviaed MG 2012 Sajes 2012 DEA MG Se'en % o 2012 Sabes  Share of 2014 Total PO 2012 kventary 3041 Projected Expens 2013 Projecied Salvs 2014 Projectnd Exports #9193 Profect=d Imamtory  Calc Using CFR 50% lnverd ’%)
(D)(4).(b)7)NE) 4050000050 R109.000.000 1,735789.000 FRVIERL R g 1922544 480 1,344,159,000 500,000,000 +.000,005.000 0.600 1.250,500.000 355600 1T, I56.601
. 5000 7800 0306 2,174 £19 196 . 6,000 oA 1522 0.500 1000 0B 10.532 EY.-1 s.000
11,000,000 F40000.600 438 530,000 217461556 0502 ABGOEOATI  436,153.000 95,700,000 $32.004 500 LT 236,503,000 2MII265 710000000
MQ Totals: A0 003000 3048 D0T. 000 1437, 301 .50
2014 Firal initial APO: £,400,000.000
2013 Frral Ravised APQ: oo -
FOM Enl: {2012 ntial APQ * FOA Exlf: 4,073,000.000
NS Eat (3071 wﬂnun-mzm: ooa
2014 Prapased intial APQ: 5,000 000,000 _
ety ;, YA
42 00 WETL ke
!
MEPERIDNNE
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Pum e Efana: WL
Tols! PO Requesnd:

Loampsny

5000

DEA Mum 2014 Feguosted KO 2013 Rovised MO 012 Eales 2012 D24 MG Sales

[L)(4).(0)(7)(E)

WG Totala:

2047 Final Irdtial ADG:

2013 Fing! Revised APQ:

FOa Eat (2012 indiol APO * FOA Ent)c
M5 Eat: {2013 Inldal AP0 " (S Ent::

2014 Propaad el APO:

5000
000
o000
0.500

A.000

30

3000

00

3.000

0.000

000

2014 Ininial APQ Warkshects

%oof 2012 Salon
& oo

DA ExE
WE Esl

Shar of 2014 Tetal PG 2002 Inverary 20D Projeciad Expoils 2013 Projectod Salos 2014 Projectod Exports 2013 Prejectod imwntony Cafc Uslng CFR S0r'% lnvenl

0000

(v}

MEFERIINE-INTERMEDIATE-A

Vol. |
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000

0.200

0.0

T

=205

L]
2.000

Ano0



R Cuw: galE 1514 InPlal 4P Waorl vhamts .

Tootad 0 Rl 1000 Bk fa
Mk Fuf.

DEA B 2014 Rrvwrs ird O ] BFalen X013 DEA WG T ke el 112 Rales e of Hrid Towd PO P iwwarey 203 Promcied Expovts 30T Frosecied Calap 30t Projosied Ecparts T013 Prapacaed wentofy 7013 Dk Frajeciol mwriory bt mary Ay Caic Uing 0 Ot rmoert €l Lielog CON ST, bt D)
b){4) b){?){E) rom TOWS et L) 103 nm T.rs? L] 0 LT n 131y L) EEE T HY AT mb
I bl T s
T053 Pl Innla) P (-
T B il Bl KPS (-2}
FOM, Ext: (I Il 4207 FDW it 2]
W G B (AT Il AP * Y BN T
TINE Prigeia s irdual a0 T

-

MEFERIDINEANTERMEDATE-B
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Bask Class 92240 2014 Initial APQ Weorksheets

Tetal PO Aequested: . 0.000 FDA Ext: -
IS Est:
Company DEANum 2914 Requested MG 2033 Revised MO 3012 Salss 2013 DEA MG Sales % af 2012 Sades  Sharo of 2014 Talal PO 2612 Inventory 2013 Prejecied Expans 2013 Projected Sates 2014 Projected Ezpons 2013 Projected lnventary Calc Using GFR §r% mvent 40
kb){q_) (b)T)E) 2.000 21.000 0.000 000 0000 0000 &.000 0.004 0.200 G003 2,600 -2.050 1000
e Tousk: 3000 1.000 . 2000
2013 Flnd |nttal APQ: 5.000
2812 FitM Raviced APG: ooas
FOAExt: (2093 Inflal ARG " FDA Est]. 0 00g : -
1S Eat: (2073 InRial APQ " W5 Es): a0
2014 Propoasd inkial APQ: 00

MEFERIDINE-INTERMEDIATE-C
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Baaic Claya: 3504
Toizl P Requesatad;

21,562,008 D00

Company CHEA Mum  Z0I4 Requmesied MO

YA (bWTWE B276.000.000

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

1052000000

1.3,000,000.000

A.950.000 004

Mth Totala: 23,278,010 000
2013 Fina! bl ) APQ: 20 D00, 500,000
2012 Flna! Reviaed APQ: 000
Eni): 26,003, 000,000
I3 Ext (2013 Iitial AP IWS E8l:  24,237,600.000
2014 Propeasd Indtial APD: 25.500.000.000

24875,000.000 Wi 25% bafTet

2014 Indelah AP Warksheets
L] 012 Salea 2042 DEA MG Sakea
£.321.000 000 4 5TE,A00 000 17,835,768 543 [rhd i)
10000 2883 A7, 635. 758 581 0 ood
F13,333 000 6 672,000 17,808,760.583 343
6,904.515000 9 FPAT15.000 47,B2%, TES 383 B840
A551,000 000 3,057 JFE.000 5760000 ot

15,939 920,000

FDA Est
WIS Eal:

%ol 2012 Salen Share of 2014 Total PO 2012 (avemory 2013 Prajected Evports 2043 Profecied Salca 2314 Projected Ezpors 1913 Projaciad Inventory Cals Us'ng GFAL 5% 1meem

Vol. |

€.016,835.061 3,016,A04 000
ERY ] 3=
RATEN 62,03 L0
1187 403 30 L625TM 00O
JGIGIHESS BAL T 000

METHADONE
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0000
GO0y
[rhee i)
49830800
oo

B,544,000.000
0.0
1,052,000 000
711,153,150.000
827, 500.000

0000
b
0000
00
0000

3.2T2.000.000
523

5 D00.000
4064 20,000
1,234 070,006

6,007, 409,876
1133
BE2UN.TTE
14.9021648,616
£,131.058.318

[1e]
6,007,409 KR
10.000
BE2 91 ITe
13000, 060 000
4.950,000.000

4620351 602



[T "o
Tk 1 Racim A

BOONE

TUH i Lk APG Worha bty

T Pab. o ey
2042 Sy
L) L aons 23,804 350 D
TR Lok L IR PO T3, 25
[PEY ST RS PR TR R TY. 20 5 £
ATRARGE  ATHKOSE A MLCE T2 00 R
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Bas bt Cling: 3008

Tolal PO Requesbed: §,200,018.0C0

Cathpany DEA Numi 2014 Regquistrd MO 2013 Rividad MO

44000000000 42.205.000.000

5,000,000 3000600

£,151,000000 12,750,000 D00

S2800M0C  1,509675 D00

MO Toumls: E1,933.000000  53,182.065 000
2013 Finad Wnitiz) APG: A2.000,000.60¢
2013 Final Revined APD; 13,000,000.000
FLA Ent: 2013 Initlal APG * FDA Entk 0000
IMS Eat: {2013 Inidal APG * IMS Esl]: 000
2014 Proposad trhis APQ: 13,000,000 000

5%,250,000.000 with 25% butler

2014 dnitial APG Worksheets

IWIZEalen NHI DTA MO Sales

1,433,653.000
34704033000
0000
9,170,137.000
44,000,000

ATEI 7T 800
47,831,774 450
47.531,774.600
47,637,774 80D
47.831,774.600

W of 2012 Saiw.
now
o0vE
.00
0234
R ]

FDAEsE
M5 Est
Shate of 2014 Tot PO 20132 ey 2000 Profeewnd Expar 2111 Piojecled Sakd 2074 Peohectsd Expons  J01] Projected frvemtony C3ic Uing CFR S0 breekitt L]
165 8% 541 550.000 3,420,95) 004 2,470,550 000 [ b.o00 4 44h 2RE 3.500,000.000
4 498 3688 CAT ¥h A0 X0, 000 0000 45,354,949.000 0000 43, 748,150.000 «A01.907 151 44 000,000 000
o oon G000 0 Do0 5,000,006 0,008 0 o0g 4350000 o 250 B00
1447887495 1171669 000 & D00 1,151,000.000 0.000 4 E09.050.000 26211633 5204 ST0 406
474k EE] OuCey 0.000 5,281,000 000 oma 4000 ANETAEE 4157002000

MORPHINE [FOR CONVERSIDN}
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Baaie Class:’ 1008

Total PG Requesied: A2 497,706 338

Company - DA W I04 Requeaied MO

b)(4).(b)(7)E) 100.000

42836000

650,000,000

14,600,000 000

26.5%0.000.000

1.000:000

1600 00000

£.400,000.000

M Totab; 54,913, 730.000
2613 Flnwd Initiad PG 40,200, (). 000
2013 Finad Rewiaed AP0 a 000
=11 A3.7115,300.000
W5 Est {2003 Inttal ARG * [MS Baf): AT, 7157 440.000
2014 Proposod inlkal APQ: 0,000,000 000

E2,500,000.000 with Z5% butter

e
100,000
0.000
4,512,500 000
"4 425,384,000
21,894,101.000
£.000 000
937,500 000
4,000,800 oy

48,174,156 00

1012 Sales
B517
B a0y
2 B05, 5803 00D
15,310, 761.000
5T 446,000
17620
4B, 554.000
0000

I A0S0

2074 Intlal APG Wornsheats

FOA Eat
IM3 Eat

1)
-2

MZOEA M Ses %ofdniSaka  Shar of 2014 Total PO 2042 Inverory 2040 Prgjecir 4 Cuports

30610097 TIT
39810997717
19650997 17
Js1zgeT T
ERL-alh
JEIDFT T
29 B0 99179
IBEWMWTTIT

do0d
0.000
n.ara
0.an}
0.3%0
0.000
oz
T000

Vol. |

7 056 125783
4 oo . ood
2, 100.160.997 0.000
19045 7451 4,156,051.000
16511204 318 3,850,000 0G0
1850182 0.000
L1557 575 oo
00 .00

MORPHINE [FOR SALE)

Page 261

ansn
000
Lilieu]
225,000 000
0.000
0000
0.000
0.007

2013 Projecied Saled 2074 Projecred Exports 2013 Projected Irventory Coic Using EFR S5 Invmnit

12:000
121.973.000
£,032:085.000
13,657,180 000
20,254,000 000
_ 1,000,000
1.600,000 00
2500 0000

43, T02.248.000

G000
4.000
a0
o000
.00
0.000
oo
0.000

FataLl)
0000
547,515 000
G504 B20.000
B,997 000 SO0
SD0 00D

0 Do

5 400,000,000

35529

121 573,000
6.522.022.264
23,193,095.143
20,662, Ol GAD
380,048
1541300719
1,0, 530 000

wa
100.000
162,630,000
5, 600 000,000
A B0 O ey
21,690,104.000
1.000.609
ST 500000
2,000,000 DX

47,153 331.000



Batk Chrye: LA
Toral PO R oguesiod:

Comparny OEA Nurn

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

MO Tetas:

2013 Final Initied APQ: 7,200,000 0660
2011 Firal Rirvtbad APQ: Lifii]
FDA Ent: [20137 Indtal 4PG ™ FA Esl) 0.0
IMS Ext- [201) [ntial APD " IM5 Esl) 008
2014 Proposed vl PO 9,800,004.000

BT o comsten et s

24 Initial APQ Workshests
FDA Entt
M3 EsC

014 Requested MG ) Revisod NG 2012 Sules 2013 DEA WO Salen % of 2012 Samn  Shar of 2014 Tolsi P 2012 Inventoxy 2013 Projscted Expacts 2013 Pioiected Sabes 2004 Pocjected Exporm 204 Projeciad Imamioeny CalcuumGFRMIM-

ma
& A0 000 ) 537,701 00 wnsssvsnrad 3,713,002 000 1.000 1000000 4,585,654.000 O EO0 5047428000 2003 1ENTABA000 134,002 250 6.800,000.000
3,000, (600 B0 B¥2.273 DO ooan 3,710 000 0000 DD et 1T 000 0.0 3.000.000. 00 0.000 .00 1,934,633 250 5,000,000 000
2.800,008,000 5202, 574,000

T2 250,000,000 with 25% taffer

w, and wields wers provicled Bu ol Brs Adn-contraded SEBtANONE

{b){4) itk b GO Dng the AP 18 naloms s (non-controfied substancs), no t-nmmﬂb\ faztnr given with MQ request

NOROXYMORPHONE (FOR CONVERS'D
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Basic Clasa: eks-8

2013 Initial APQ Worksheets

Total PO Requasted 4,001,500 FOA Est:
W3 Eat:
Compamy DEAMNER 204 Requested MO 2011 Ravived NQ 7012 Sales ANZ DEA MO Saes %ol D12 53wy Share of 7014 Toisl PO 2012 nveniory 2013 Projectad Exports 2013 Projectd Sxbes 2014 Projected Experts 13 Projecied invenlory  Cak Using CFR S, invert (=]
(D)(4).(b)7)NE) +,002,000.000 400.DC0.000 150,504,008 166 807,302 1.000 ADEFAT? 3476000 ¢ 1,600,000.000 1.000.000.000 Q.bog D.B0D 130,813,271 1,000,000.000
10 i 10.00¢ o242 164,807_362 f1.000 0006 %1541 .00 apa? 0000 265547 Tt 10.000
3.000.000 2.613.000 0.000 164 807382 0.000 2000 BM.000 3000 3.023.000 0.000 508,000 £32500 1000000
2000 660 1,000.000 3440 166, 007.262 0.004 o7 0.000 1.000 2.000.003 0,000 T LD 1250096 Z.000.000
W Totals: 1005 018000 403528000 1.005.010.000
ZD13 Firal milal AP 407,000.000
218 Firal Revisad APD; o000
FDA EskE (2011 initial APQ * FDA Eaf): D000
IWES st [2013 Inflial APO * IMS Exty: 2,000
014 Proposed infGal AP 1,010,000.500
1.262,500.000 with 25% buffey

ROROXYMORPHONE (FOR SALE)
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Haxle Clagst N0 2014 Inhis] APQ Warkehsats

Tokal PO Requriied: 1018 421 000 FOA Est:
ms B
Ctair pwrwy DEA Nurs 2078 Aaquested MO 2013 Revised MG 2092 Salen 2012 DEA MO Sabrs % of 2012 Sakes  Sharo of 1014 Totad PO 2012 reerory 2013 Projected Exports 2013 Projscted Seics 2014 Djactsd Exports 2013 Projectsd bmtetory Catc Lining CFR 0% et L]
b){q,){b){?){E) 52 B0 DAY A2 400000 2,000 O A5 E00 Dy il ) 4,521 445 0.000 o o0 41,800 00] 0.000 11.000.000 23,451 807 52,500.000
. A3, GO0 00C 854,074 000 447600000 443,600 000 C.994 1,015,825 554 135,553,000 0.600 471,400 DD a.000 214,301,000 B00.000.943  430,000.000
WA Teth: 483 400,000 BN AS4 DOO - 482 400000
2011 Fird kaltiad AP 1.030,500.000
2011 Fina! Ranriced ARG 0.000
FDA Eat: [2013 Initial APG * FD& Exil o0
™S Est: {2013 Initial APDY ™ IMS Eny): 0.000
014 Proposed Wezial APO: 500,000,060

G5, 000.000 with 25% tutter

CPIIM TINCTURE

Vol. | Page 264



Basis Clays SETI5.D
Total PO Haquesbed:

___Corpmy

DEA Nurn

" o)(@),(b)(7)(E)

MO Totah!

2011 Final inith] APQ:

2013 Finsl Rirvixed APCR

FDA vt (2011 nitial APQ = FOA Ext);
WS Ext (01 initial AP “ S Esn:

2044 Proposed il AP

71,000,000
D.000
0000
A0

#9.000.5%0

2014 Initlal APC Wockshools
2,000,000 FON& Exi:

M5 Est

004 Requosted MO 3011 Revised MG 2012 Sabns 2092 DEA MO Solas % of 2002 3aies  Sharo of 2014 Total PO 3692 Invertory 2013 Projectsd Exports 2013 Projegied Sales 2074 Projected Eaports 2013 Profosted Ioventory  Cale Bting CFR 6070 [rvert L]
Ll Borrg 53550 000 45750500 - 44 730 000 1.000 S3too0a - 4511000 o.000 56 000.&00 LA ) 4.000.000 T35 50 THAIS00
4
90,000 000 53,360.000 11531600

12,500,500 with 25% butfer

OPFILM, POWOERED
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Buntlc Clazw: 31300

Todxt PO Roquosted: £.977.00¢ 000
Ceampany DEA Kum 018 Ruequeatad MO 201Y Aevived WO

LETLO00000 1, 48T035.000
10700000000 B #dd 4ad 000
A204T00OOD 32 16X 0N
480,000 000 482,716,000
200,000 400 700,600,000

MO Towm: 16769000 G 15,200, 363000
2003 Findl Initid APO: 18,200 000 B0
2013 Final Aevined APC! 0.00d
FOA Est (2003 niHal APC * FDA Eaty [alr )
NS Eal (011 tnitial APCH |MS Esty .00
A d Propoced Iniia] AFQ: 8,200, 000 O3

22, ¥50,000.00% wh Z5% tufie

2914 Initial APG Weorkshosts

FDA Egt
WS Est

INNZSakes 22 DEA MO Sakes % of 2012 52w Share of 7014 Todal PG 2012 Invenlory 2013 quficled Exports 2093 Projected Saten 2014 Rrojected Exports 1013 Piojictad Inventory  Cale Lising GF R S inwem

Q00 TASBITITG 500

BA5 573000 ¥A56,A17.170 0113
4332 217,000 TASERY7,27D 0608
1467204970 T.456.827.370 Q19T
511,543 000 756037370 .08
.00 F.456,037.970 1.0

Vol. |

[+ Eue il

0000

GITTBE Bed 277547003
WEILTA 522 STO.ETI.000
1A26,0%2055 1,252,200 000

A9 A ED
030

DRIPAVINE

Page 266

000
000

.000
.00
0000
0.000
0000
Dbl

4, (00, 0 0O
1,674,000 000
656,507 000
2,A57,000.000
418, D00 000
T00.000.000

0.00a
£ Hod
oo
ooy
[-Fi i)
© 000

C 000
105,000,000
B33.34) 00

1.415,004.000
o 000 DO
o 0o

230,000.000
1142281080
030,545 503
730,218.633
741,500.575
175,004.000

Mo
647,000 LOY
1,963,047, 33
8,444,444 DOG
2.518,608.000
420,000 000
00,000,000

14375403203



Drug_Code

Quota Year

)

2

ol 33300

2014

DRA Regilstration Mumberib)(4)(b)(7)E)
(0)(4).(0)(6) | Fax. Ho T o)Ay (b)(6)
BE | hone No.

HOTZ: All Quantitiem atse to be Rxpre

gped in Orams of Auhydrous Aoid, Base, or Alxslold{sot as Salts).

Quetas Previecusl

uota Higtory

0123

2013.

Iscued by DEA

2014

Quota Raquaated

1,664,000.0

3,126,000.¢

2.0

4,235,000.0

Production bata

2rd Frecodinmg Year

lek Preccding Yeax

Eacimate for
furrent Yamz

Eatimate Eor Year
Requeseed

finventory as of Dec 31 e S I —— Ere—, T T - -
0, 1.415,9000.0 1,415,900.9
a.Bulk Coatrolled Substsnce/List 1 Chemical... 1,252,300.0 [ 0.0
b.In-Procaas Material,....... 0.0 a.d °.4
£. Contained in FIMISHED Dorage Forma......... 1.252.200.0 1,415, 000, 0 1,415,000.0
PiepcsicioniSale) /Utilization 7,504,593 P 2,857, 000. 2.957,000.0
Aa.Domestic............. "WE .o 0.0 0.4
B OEXBOTCS . eenirenss 2 505,77 0.0 2,857, 000.0 2,857,000, 0
ncquxsi:ior;!?;_cduction T 184,006, . O] 4,235,000.4 4, 235,000, 0
8.0omesbic SOUTCEA. o vuiiian v vain e 3 194,006 .0 ~ 2756000 1. 335 0000
If the Purpose ls to Manufacture Another Substance (g}, Furnish the Following Information:
Faxia of How Subatance Drug Amgunt Doed for thio Furpooa % rienld
2011 ] 1012 2014
HYDRCMORPHONE 51%50-0 BT, 020 1,140,220 1,827,004 85.70

Froduct Development Dopoga Form

8trength l taite/Ratch

+ of Batchaa

Patoh Purpaoe

Fot. Quantivy {Ba

t. Completion Tima

Transter l-giutrmt.'[

Explapation of Iranoiar

y

Date of Destruction | Explanatien _
Faokaging Product Mame i atrength onics/Pky ¥ of Pkge ) PuepoEs Total Quanticy
Runaxke .

Vol. | Page 26Yol. |



=

. MARUFACTURING FQUOTAY 4

APPLICAT:

3 o Mt t £
Requeat ID.[L15756 pate Suhmitted[

25- APR 13
e _qf Baple Claps _or Liet 1 _Chemicel (enly 1 per DRA-153)
IPAVINE lschedule/List Nunbex 2
gistrant g Code 9330-0
b)(4) fQuota ¥Yaar 2014
DEA Reglstratlon Numberfb)(4),(b)(7)E)
(0)(4).(0)(6) I ax, No b)(4).(b)(6)
g | | lehona Ho.
HOTE: A1l Quantitien are Lo be Evpressed in Gramg gf Anhydroua Acld, Bonw, of Aksloidinot am 3alte],
fuotae Previcualy Jesusd by DEA
I}uota History 2012 2013 2014 Queota Requested .
1,630,000.0 1,467,029.0 Q.0 T, 674,4000.0
Froduction Dakn ind Praceding Year 18t Preceding Yoar Eptimate for Eatimate foy Year
Curtent Yeay Requested
Inventory as of Dec 31 v . s i :
a,Bulk Controlled Substance/Lizc 1 Chemical,.. 277'5“;'0 2'2 o5, Ong ‘; ‘05":"3-%
b.In-Process Material....... el s e . . . d o 5 b
¢. Contained in FINISHED Donage FOIMB......r.s. 317,547, 0 0.0 105,000, 0 105, 000.0
m'"p““tm'i”sal"] /orilization 798.775.9 0.9 1,#74,060.9 1,674, 000.0
a.Demestic.............. e PP a.d 0. a o o4
B EXKFOIES aincuennrrnnavaarscnnanannns 756,775, 0 7.0 16?4 0600 16'.'4 000.0
hoquisition/Productlon - N b i T LT R s
:unmeatic Sources 757,522, 0] 0.9 1,674,000.d 1,674, ouo [
797, 9220| 6.0 _L.674, oooq 1, 674,000.0
Tf the Furpoae i3 to Hanulacture Another Gubatance (a}, Fuminh :he Follwing Infom\a:ion = ' .
Hamé af Naw Subpbansa DEug _amount. Deed for thio Furpo % riald
. 2011 I 2012 2014
HYDROMORPHONE 9150-4 ] ] 156,600 45.00
bXYMORPRONE (FOR SALE} 9§52-B ] 35,053 143, 0D 45,00
rroduct Covelopment Dessge Form 1 Strangth Tonicn/Batch 4 of Batchem Batch Furpona Wat. Quantity [Elb. Complation Time
franofar Regletzant I Explapatica of Tranafar
Pute of Destruction | Bxplapation
L]
1
Packaging PFroduct Hame Strangth Univea/Fkyg l ¥ of Fkae PUrpaae Total Guantity

Rozarke

Swota 18 For supply of 1,000%g to [D)(4)(b)7)E)
xymorphone and Hydremorphone for sale to kb){4){b){?){E)

|and k’b]{q_]

|\dll alec use Oripavine for internal conversion tg

Vol. | Page 26¥ol.



|.-a-

. APPLICATION FORSFROCUREMENTSOUQT:

Fi.eq;mist:r ;DI’!. 1.5264

pata Submitted

[ o1-apr-13

Eana of Baglc Clags or List 1 Chamical {only 1 per DER-2%0) !
IEHH.IPJ\‘JINE Prug Schedule/Liat 2 b
{5?:). and Address of Registrant prug Code 3330-0 I
bucta Yaar 2014 i
DEA Ragistrxation D)4 (b} THE)
Contact. Persen_._ . [(b)(4)(b)(6) | Fax. No (b)(4),(b)(6)
all Address | Fhona No.
KOTR: A"l.:l. Quancitins ara to be Exprepeed jn Jrama of Ankydrous Acid, Bars, or Alkaloid(not as dalts),
. Quoatsa Previoualy roued by OFA o !
Nuota Aiotory 2012 2011 2014 Quota Requostod:
E15,406.0 €63, 000.0 $.0 476,4000.0
Production Dats dnd Fraceding Year lar Praceding Year [Eurrent Year Estlmateo Fugha Year BExtlmates
Inventory ae of Dec 31
. .t . 57,000.H o0
2.Bulk Contralled SubacancefLiat 1 Chemical... 83 ns:_n gg 70 = Wu_:
b.In-Process Habexdial. ... ov-v i ineininaanins .0 .0 0.0 a.0
¢. Contained {n FINISHED Domage Forma,....... . 7.0 52, 000.0] 52,000.0
TETam T e - T o o E T
Disposition(salel /ueiiization Ear? £ s Gsa = ET T
A . Deweartic, ., bias i s s 0.9 b 0.0
F-J0-C.5-]-3 5 - S Ne e e %, 178,000, 0 476,000,
Tolt ' . R ; . L
pequisizion/Productica §10,324. 4 .0 476,060 0 975, 006.4
a.Domestic Sources..... B 7 " a T T a
D IMFOTLALIDN. . v e nr i ran s snamanns 510,324 7.9 76,000, 9 176,000, 0
[? che Purpaae 1s To Manufacture Another Substance{s), Furnish the Pollowing Informacion:
Namn of Hew Subataoca | Drg Coda | anount Uned for this Purposs ] % rield
[ 2031 | 2012 2014 1
HYDRCOREHINE 91380 R £6, 1T 133,500 60,00
(AXYMORPHOME {FOR SALE] 9651-8 475 810 127,500 BE.00

If the Purposc 1a ro Manufacture the Baaie Class or Lisgc 1 Chemical iato Doeage Forma, Furniah Ehe Follewlng Informatdion:

Hame of Dosage Form

huathoridy eo Drug

Asount Used for Lhis Purpose

Estimate fux

Eetlcate for Yoar

tinolude produce foew, L.8.. teslaca. pacchee, atg. and abcosglhs) Market Sched TOLL ’ 3013 2014 ucta le Requaatud
Transfer Reglecrant | ‘ Explanation of Transfsr

Product Devolopment Dooage Fosm| Strength | Uolra/Batch | ¥ of Batches | Batch Purpone [Eptimabed Quantity Eatimatad Cospletisn
[Pate of Dentruotion BFaplanation

Feckaging Product Name [ scxungts | Units/Pxy | # of vkga | Furposa [ Total guanedey

[Reamarika

Hydromorphone production sequirea 256,000 grams and Osymorphone producklon requirea 210,000 grara in 3014, Dua ro aquiprent conatrainca it la
poasible noc all 201 quota will be coneured. If thim is the case, guota vill De purrendszed later thie year

Vol. | Page 2690l. |



Pacic Clns: JHTA

2014 Infial APCI Worksheats
Total FQ Regaitd; 0030 FDA Est
EHIS Ext:
Sompamy DEAMum 2014 Requesied MO 2078 Reviced MO 2012 Sakes 2042 DEA MQ Saken % of 1012 Saies  Shar of 2014 Tatal PO 21T evertedy 2013 Projected Erports 2011 Prijecied Sabey 2614 Pesjecwed Evports 2011 Projactad kmenlory  Cak Using CFR 5% it L (=]
kb){q,) :{b){?){E) F.400 000,007 504D 045,000 £ 548 859,000 6,646,859.000 T ) 0000 2,370,941.000 .80 7.017.344.000 2000 2575,030.000 DET.363.250 7 400,000 000
, Ma Towth: TADISOADOD £ 540,045 ODO 7,400,050 H00
2013 Final Wnétial AFD: 8.200,000.000
2011 Final Revitad APG: 0.03
FDA E4t {2013 titht APQ* FOM Est): 0.000
S Est (2011 initlad APQ " W5 EaTy a.ada
M4 Propesed Intlal APQ: 7,400,000 000

9.250,000.000 with 25% buflfer

QXYCODONE (FOR CONVERSION)

Vol.| Page 270



[

T )

APFL

Request ID.1L1605L

thgﬂulg[&igb Byumhax )]

rua Code 9143-A
fuota Yaar 2014
CEA Regiseration Nupmherfb)(4).(b)(7)(E)

ail Addrese |b){4);{b){6) I F;:s. Hﬁ - Ifb){4);{b){6)

HOTRs All Quantitico ata to be Exprogss Groms Ankhydrous Acld, Bane, or Alkaloldinot &g Boltm).
Quotag Previously Isgued by DEX
uata History 1911 2913 2014 Quata Regquanted
7,542,000.0 5,640,045.40 a.o T.400, 0000
Drodustcion _i) _t_g o . ind Preceding Year 18t Praceding Year Eptlmate for Esglirara for Ysar
Current Year Roequeaged
inventory as of Dec 31 T 15“'0 ;21‘3 - 'Wm':a‘ﬂ;. = 5;5093 d-"&:‘:.- .6;."5' 058,90
.Bulk Contrel Chemical. .. L L - : Ll : -
o Io Provens 1:"] f“:“““”‘lst ! . 1,219,520.4 0.9 1,950, 000.0 1,959,000.9
In- :’ocsssﬂa era‘ .......... 0.0 3.0 .4 o
c. Contained in FINMISHED Doaage Farme....... . 2,370, 141.0 9.0 2,575,050, 0 2,575,098, 0)
4
Diapuslt‘.ior;lSale}fﬂ'til.zation . WG i 7 007,594 T T e
a.Domestlc. . i cissn s s Peaaea 7.3 o. 7.4 7. d
b Bxpurte.....ciaveannns iecaar i aaaan 50 0. o 7,017,545 .0 7,017,542 0
Acguieltion/Productlon R k54 - P
a.Domest Le Sources . o.d 0.0 7,400,000, 7,400,000, 0
R mEEm Tt ] t.q 4.0 7,400,000, 7,400,000, 0
. PR T L e Y e — R St~ T
't the rurpese Ls to Manhfacrura hnother Substance(s}, Furnish tha Following Infermation:
Mama of Maw Substance Drug amount Usad for thie Purpogs [ » Yield
2011 2012 | 1014 |
DXYMORFHORE {FOR SALE) 9652-R 4,167,515 £,08234,612 7,017, 544 57.00
Froduct Davelepmane Doanga Farm Strangth Talts/Betch ¥ of Batchae Batch Furposa | Eat. Cueotdvy It:t- Completion Time
Transfer Regletraot I Axplensticu of Traasfaex
Data of Dantruction | Explanation
Flckaélng ¥roduck MNama Stxongth I Unita/Fhg | 4 ol Fkgr l . Furpcod i Total Quantity

[lamarke

Page 27Yol. |



POR INDIVIDTALTMARUPACTURING QU0

i T

TICN

T.

R T

3 R o 4. £ e T by e A T G e T ey S SR S
Request ID,L16052 bata Submitted] 30-APR-13 -
tame_of Basle Class or List 1 Chemical {onlv L pex DEAR-189)

; SALE] lgchedule/Ligt Number 0
d Addxess of Regigtrang rugq Code 9552-B
b)(4) Quota Year 2014
DEA Registration Mumber|D)(4);(b)(7)(E)
Q:enbut_umnl(b){4);{b){6) | ax, No b)(4),(b)(6)
Pmail Address | Phone No.
’ HOTE: All Quantities are €0 ba Exprossed_in grame of hnhydecuo Acld, Baws, or hlkaloidi{not ap Salts).
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2014 Proposed Established 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
I 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 2014 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 II 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.

An expedited review and publication is requested to ensure an uninterrupted supply of schedule [
and 1] controlled substances and the list I chemicals ephedrine, phenylpropanolamine, and
pseudoephedrine for medical, scientific, industrial, and export requirements of the U.S.

The following points provide brief explanations for changes from the 2013 proposed revised AAN &
APQ values:

Schedule [ substances

DEA is proposing to establish the APQ for 1-(1-phenylcyclohexyl)pyrrolidine, codeine
methylbromide, dipipanone, fenethylline, morphine methylbromide, morphine methylsulfonate,
n-ethyl-1-phenylcyclohexylamine, parahexyl for the first time in this FR. In previous years these
substances have been established at zero. The change is based on receiving requests from bulk
manufacturers for these substances. The manufacturing of these substances will be used for
analytical standards, reference, and research material.

DEA is proposing to establish the APQ for betamethadol at zero, although a quota was established in
2013. This is based on receiving zero requests for this substance for the 2014 calendar year.

The APQ for gamma-hydroxybutyric acid (GHB) is proposed to accommodate a new bulk
manufacturer that will supply a dosage form manufacturer bringing the first generic GHB preduct to
market, FDA approval for the generic product is expected in late 2013.

The APQ for 2-(2,5-dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P), 2-(2,5-dimethoxy-4-
ethylphenyl)ethanamine (2C-E), 2-(2,5-dimethoxy-4-methylphenyl)ethanaminc (2C-D), 2-(2,5-
dimethoxy-4-nitro-phenyl)ethanamine (2C-N), 2-(2,5-dimethoxyphenyl)ethanamine (2C-H}, 2-(4-
chloro-2,5-dimethoxyphenyl)ethanamine (2C—-C), 2-(4-iodo-2,5-dimethoxyphenyl)ethanamine (2C-
1), 2,5-dimethoxy-4-ethylamphetamine (DOET), 2,5-dimethoxy-4-n-propy!thiophenethylamine, 2,5-
dimethoxyamphetamine, 2-[4-(ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2), 2-[4-
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(isopropylthio)-2,3-dimethoxyphenylJethanamine (2C-T-4), 3,4-methylenedioxyamphetamine
(MDA), 3,4-methylenedioxy-n-methylcathinone (methylone), 3,4-methylenedioxy-n-
ethylamphetamine (MDEA), 3,4-methylenedioxypyrovalerone (MDPV), 3,4,5-
trimethoxyamphetamine, 4-bromo-2,5-dimethoxyamphetamine (DOB), 4-bromo-2,5-
dimethoxyphenethylamine (2-CB), 4-methoxyamphetamine, 4-methylaminorex, 4-methyl-2,5-
dimethoxyamphetamine (DOM), 4-methyl-n-methyicathinone (mephedrone), 5-methoxy-3,4~
methylenedioxyamphetamine, 5-methoxy-n,n-diisopropyltryptamine, S-methoxy-n,n-
dimethyltryptamine, alpha-ethyltryptamine, alpha-methyltryptamine (AMT), aminorex,
diethyltryptamine, dimethyltryptamine, mescaline, methcathinone, n-benzylpiperazine,
n,n-dimethylamphetamine, n-ethylamphetamine, n-hydroxy-3,4-methylenedioxyamphetamine,
psilocybin, and psilocyn were increased. The manufacturing of these substances will be used for
analytical standards, reference, and research material. There are new DEA registrant(s) entering the
reference standard market at the bulk manufacturing level and caused increased requests for research
material.

e The APQ for codeine-n-oxide, hydromorphinol, and morphine-n-oxide were decreased. The
decrease is due to lower quantities being requested from the bulk manufacturers who require this
material for analytical and reference standards.

Schedule II substances

¢ The APQ for amphetamine (for sale), lisdexamfetamine, morphine (for sale), nabilone, opium
(powder), oxymorphene (for sale), and tapentadol are proposed to accommodate increased
registrants’ rcquirements based on FDA granting new generic manufacturers access to market,
registrants exporting to new markets overseas, and changes in domestic market demands.
Amphetamine (for sale) manufacturing has high losses due to the isomer isolation, i.e., d-
amphetamine from the racemic (d,l-amphetamine) mixture,

e The APQ for 1-piperdinocyclohexanecarbonitrile (PCC), alfentanil, codeine (for conversion),
codeine (for sale), dihydrocodeine, levorphanol, meperidine, methadone (for sale), methadone
intermediate, methamphetamine, opium (tincture), oxycodone (for conversion), oxycodone (for
sale), oxymorphone (for conversion), pentobarbital, and phencyclidine were decreased. The
proposed values are determined from a review of the requested API quantities and subsequent
registrant requests. '

s The APQ for 4-anilino-n-phenethyl-4-piperidine (ANPP), noroxymorphone (for conversion), and
phenylacetone were increased due to the increased sales of the controlled substances that utilize
them as the starting material. These controlled substances include: amphetamine (for conversion),
amphetamine (for sale), fentanyl, lisdexamfetamine, and nal-based non-controlied drugs. -

List I Chemicals

e Pseudoephedrine (for conversion), for which DEA does not typically establish an AAN, was added
to the 2014 AAN because a registrant requested small amounts for product development cftorts for a
feasibility study for the conversion of pseudoephedrine to methamphetamine.

» The proposed AAN for ephedrine (for sale), phenylpropanolamine (for sale), and pseudoephedrine
(for sale) have decreased based on registrant demand.
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Billing Code 4410-09-P

DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No, DEA-378]

Proposed Aggregate Production Quotas for Schedule I'and II Controlled Substances and
Proposed Assessment of Annual Needs for the List I Chemicals Ephedrine,
Pseudoephedrine, and Phenylpropanelamine for 2014

AGENCY: Drug Enforcement Administration (DEA), Department ofiJustice.

ACTION: Notice with request for comments.

SUMMARY: This notice proposes initial year 2014 aggregate production quetas for controlled
substances in schedules | and II of the Controlled Substances Act (CSA) and assessment of

annual needs for the list I chemicals ephedrine, pscudoephedrine, and phenylpropanclamine.

DATES: Electronic comments must be submitted and written comments must be postmarked on
or before [INSERT 30 DAYS FROM DATE OF PUBLICATION]. 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-378" on all electronic and written correspondence. DEA encogfages that all comments be
submitted electronically through http://www.regulations.gov using the electrohic comment form
provided on that site, An electronic copy of this document is also available at
http://www.regulations.gov for easy refcr'ence. Paper coimments that duplicate _the electronic
submission are not necessary as all comments submitted to www.regulations.gov will be posted

for public review and are part of the official docket record. Written comments submitted via

1
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regular or express mail should be sent to the Drug Enforcement Administration, Attention: DEA

Federal Register Representative/ODL, 8701 Morrissette Drive, Springfield, VA 22152.

FOR FURTHER INFORMATION CONTACT: John W. Partridge, Executive Assistant,
Office of Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive,

Springfield, VA 22152, Telephone: (202) 307-7165.
SUPPLEMENTARY INFORMATION:
Posting of Public Comments

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

voluntarily submitted by the commenter.

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

comment and identify what information you want redacted.

If you want to submit confidential business information as part of your comment, but db
not want it to be posted online or made available in the public docket, you must include the
phrase “CONFIDENTIAL BUSINESS INFORMATION® in the first paragrapf[l of your
comment. You must also prominently identify confidential business information to be redacted
within the comment. 1f 2 comment has so much confidential business information that it cannot

be effectively redacted, all or part of that comment may not be posted online or made available in

the public docket.

Vol. | Page 2890l. |



Personal identifying information and confidential business information identified and
located as set forth above will be redacted, and the comment, in redacted form, will be posted
online and placed in the DEA’s public docket file. The Freedom of Information Act applies to all
comments received. If you wish to inspect the agency's public docket file in person by

appointment, please see the FOR FURTHER INFORMATION CONTACT paragraph.

Background

section 306 of the CSA (21 U.S.C. 826) requires the Attorney General to establish
aggregate production quotas for each basic class of controlléd substance listed in schedules [ and
I and for ephedrine, pseudoephedrine, and phenylpropanclamine. This respansibility has been
delegated to the Administrator of the DEA by 28 CFR 0.100. The Administrator, in turn, has

redelegated this function to the Deputy Administrator, pursuant to 28 CFR 0.104.

The proposed year 20 14 aggregate production quotas and assessment of annual needs
represent those quantities of schedule 1 and [1 éontrolled substances, and the list I chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine, to -be‘mgnufactured in thq United States
in 2014 to provide for the estimated medical, scientific, reseaf_ch, and industria} needs of the
United States, lawful export requirements, and the establishment and maintenance of reserve
stocks. ﬂese quotas include imports of ephedrine, pseudé}ephedrine, and phenylpropanolamine

but do not include imports of controlled sibstances for use in industrial processes.

In determining the pt:oposed 2014 aggregate production quotas and assessment of annual '
needs, DEA has taken into account the ériteria tﬁat DEA is reé.uired to conside; in accordance
with 21 U.S‘.C. 826(3), 21 CFR 1303.11] (aggregate prodﬁction quotas for controlled sﬁbstances),
and 21 CFR 1.3 15.11 (assessment of annual needs for ephcdriﬁe, pseuéloephedrine, and
phenylpropanolamine). DEA proposes the aggregate production quotas and assessment of annual
needs for 2014 by considering (1) total net disposal of the class or chemical by all manufacturers

3
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and chemical importers durin g.thc current and two precedin g years; (2) trends in the national rate |
of net disposal of the class. or chemical; (3) total actual (or estimate,d)_ inventories of the class or
chen;tical and of all substances manufactured from the class or chemical, and trends in inventory
accumulatipn; (4). projeéted &emand for such class or chemical as indicated by procurement and
chemical importl quotas requested pursuant to 21 CFR 1303.12, 13_15..32, and 1315.34; and

(5) other factors gffecting the medical, scientific, research, and industrial needs in the United
States, lawful export requirements, and reserve stocks, as the Deputy Administrator finds
relevant. Other factors 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 inforrﬁation. In determ_ining the
proposed 20 14‘assessment of annual nceds, DEA used the calculation methodology previously
described in the 2010 and 20 (1 assessment of annual needs (74 FR 60294.and 75 FR 79407, '

respectively).

DEA also specifically cansidered 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.8.C. 826(a), as intended. See 21 CFR 1303.24. This
would be conceming 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, DEA proposes to include in all schedule 1] aggregate production quotas, an;:l certain
schedule | 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.

DEA expeots that maintaining this reserve in certain established aggregate production quotas will

4
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mitigate adverse public effects if an unforeseen event resulted in substantial disruption to the

amount of controlled substances avai lable to proiride for legitimate public need, as determined by

DEA. DEA docs not anticipate utilizing the reserve in the absence of these circumstances.

The Deputy Administrator, therefore, proposes that the year 2014 aggregate production '

quotas and assessment of annual needs for the following schedule I and Il controlied substances

and for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, expressed in

grams of anhydrous acid or base, be established as follows:

Basic Class — Schedule ! Proposed 2014 Quotas
(1-Pentyl-1H-indol-3-y1)(2 ,2,3,3-tetrameth‘)‘llcyclopropyl)methanonc 15¢g
(UR-144) .
[1-(5-fluoro-pentyl)-1H-indol-3-y1}(2,2,3,3- 15g
tetramethylcyclopropyl)methanone (XLRil1)
1-(1-Phenylcyclohexyl)pyrrolidine 10g
1-{5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) 45 g
1-(5-Fluoropentyl}-3-(2-iodobenzoyl)indole (AM694) 45g
1-[1-(2-Thienyl)cyclohexyl]piperidine Sg
1-[2-(4-Morphalinyl)ethyt]-3-( 1-naphthoyl)indole (JWH-200) 45
1-Butyl-3-(1-naphthoyl}indole (JWH-073) a5 g

I-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR~18 and RCS-38) 45¢
1-Hexyl-3-(1-naphthoyl)indole JWH-019) 458
1-Methyl-4-phenyl-4-propionoxypiperidine 2g
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45¢g
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45
|-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-230) 45g
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) ! 45 p
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45 g
1-Pentyl-3-[(4-methoxy)-benzoylJindole (SR-19, RCS—4) 45 g
1-Pentyl-3-[ 1 -(4-methoxynaphthoyl)]indole (JWH-081) 45g
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) 0g
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) g
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 30g
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30¢
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30g
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) - 30g
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-1) 0¢g
2,5-Dimethoxy-4-ethylamphetamine (DOET) 25¢g
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25g

2,5-Dimethoxy-4-n-propylthiophenethylamine
2,5-Dimethoxyamphetamine 25g
2-[4-(Ethylthio)-2,5-dimethoxyphenyljethanamine (2C-T-2) 0g
2-[4-(Isopropylthio)-2,5-dimcthoxyphenylJethanamine (2C-T-—4) 0g
3.4,5-Trimethoxyamphetamine 25g
3,4-Methylenedioxyamphetamine (MDA) 55g
3,4-Methylenedioxymethamphetamine (MDMA) 50g
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 40g
3,4-Methylencdioxy-N-methylcathinone (methylone) S0g
3,4-Methylenedioxypyrovalerone (MDPV) 35g
3-Methylfentanyl 2g
3-Methylthiofentanyl 2g
4-Bromo-2,5-dimethoxyamphetamine (DOB) 25¢g
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25¢g
4-Methoxyamphetamine 100 g
4-Methyl-2,5-dimethoxyamphetamine (DOM) 25¢g
4-Methylaminorex 25¢g
4-Methyl-N-methylcathinone (mephedrone) 45 ¢
5-(1,1-Dimethylheptyl)-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 68 g
5-(1,1-Dimethyloctyl}-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 53
(cannabicyclohexanol or CP47, 497 CB-homolog)
5-Methoxy-3,4-methylenedioxyamphetamine 25g
5-Methoxy-N,N-diisopropyltryptamine 25¢g
5-Methoxy-N,N-dimethyltryptamine 25¢
Acetyl-alpha-methylfentanyl 2g
Acetyldihydrocodeine 2g
Acetylmethadol 2g
Allylprodine 2¢g
Alphacetylmethadol 2g
Alpha-ethyltryptamine 25¢g
Alphameprodine 2g
Alphamethadol 2
Alpha-methylfentany! 2g
Alpha-methyithicfentanyl 2g
Alpha-methyltryptamine (AMT) 25¢g
Aminorex . 25¢
Benzylmorphine 2¢g
Etacetylmethadol 2g
Beta-hydroxy-3-methylfentanyl 2g
Beta-hydroxyfentanyl 2g
Betameprodine - 2g
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Betaprodine 2g
Bufotenine g
Cathinone . 26g
Cadeine Methylbromide oo 5g
Cadeine-N-oxide 200 ¢
Desomorphine 5¢g
Diethyltryptamine 25g
Difenoxin S0g
Dihydromorphine 3,300,000 g
Dimethyltryptamine 25¢
Dipipanone 5g
Fenethylline S5g
Gamma-hydroxybutyric acid 70,250,000 g
Heroin 25g
Hydromorphinol 2g
Hydroxypethidine 2g
[bogaine g
Lysergic acid diethylamide (LSD) We
Marihuana 21,000 g
Mescaline 25¢
Methaqualone 10g
Methcathinone 25¢
Methyldihydromorphine 2g
Morphine Methyltbromide 5g
Morphine Methylsulfonate 5g
Morphine-N-oxide 175 g
N-(1-adamantyl)-1-pentyl-1H-indazole-3-carboxamide {AKB43) I5¢g
N-Benzylpiperazine 5g
N.N-Dimethylamphetamine 25g
N-Ethyl-1-phenyleyclohexylamine 5g
N-Ethylamphetamine 24
N-Hydroxy-3,4-methylenedioxyamphetamine 24 g
Noracymethadol 2g
Norlevorphanol 52p
Normethadone 2g
Normorphine B¢
Para-fluorofentanyl 2¢g
Parahexyl S8
Phenomorphan 2g |
Pholcodine 2g
Properidine 2g
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Psilocybin 30¢g
Psilocyn 30g
Tetrahydrocannabinols 481,000 g
Thiofentany! 2g
Tilidine 10g
Trimeperidine 2g
Basic Class — Schedule II Proposed 2014 Quotas
1-Phenylcyclohexylamine 3g
1-Piperdinocyclohexanecarbonitrile (PCC) g
4-Aniling-N-phenethyl-4-piperidine (ANPP) 2,687,500 g
Alfentanil 17,625 ¢
Alphaprodine 3g
Amobarbital Sg
Amphetamine (for conversion) 18,375,000 g
Amphetamine (for sale) 49,000,000 g
Carfentanil 6g
Cocaine 240,000 g
Codeine (for conversion) 68,750,000 g
Codeine (for sale) 46,125,000 g
Dextropropoxyphene 19¢
Dihydrocodeine 100,750 g
Diphenoxylate 750,000 g
Eegonine 127,500 g
Ethylmorphine Jg
Fentanyl 2,108,750 ¢
Glutethimide' _ lg
Hydrocodone (for sale), 99,625,000 g
Hydromorphone 5,968,750 g
Isomethadone 5g
Levo-alphacetylmethadol (LAAM) 4g
Levomethorphan 6g
Levorphanol 2,000 g
Lisdexamfetamine 23,750,000 g
Meperidine _ 6,250,000 g
Meperidine Intermediate-A 6g
Meperidine Intcrmediate-B g
Meperidine Intermediatc-C 6g
Metazocine 6g
Methadone (for sale} 31,875,000 g
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Methadone Intermediate

38,875,000 g

Méthamphetamine

3,911,375 ¢

[1,250,000 grams of levo-desaxyephedrine for use in a non-controlled, non-prescription product;
2,600,000 grams for methamphetamine mostly for conversion to a schedule Il product; and 61,375

grams for methamphetamine (for sale)]

Methylphenidate 96,750,000 g
Morphine (for conversion) 91,250,000 g
Morphine (for sale) 62,500,000 g
Nabilone 30,375 g
Naroxymorphone (for conversion) 12,250,000 g
Noroxymorphone (for sale) 1,262,500 g
Opium (powder) Y- 112,500 g
Opium (tincture) 625,000 g
Oripavine 22,750,000 g
Oxycodone {for conversion) 9,250,000 g
Oxycodone (for sale) 149,375,000 g
Oxymorphone (for conversion) 17,250,000 g
Qxymorphone (for sale) 7,750,000 g
Pentobarbital 35,000,000 g
Phienazocine 6g
Phencyclidine 6g
Phenmetrazine g
Phenylacetone 29,980,050 g
Racemethorphan g
Remifentanil 3,750
Secobarbital 215,003 ¢
Sufentanil 6,255 g
Tapentadol 17,500,000 g |
Thebaine - 145,000,000 g

. . Basic Class — List [ Chemicals Proposed 2014 Quotas
Ephedrine (for conversion) 15,100,000 g
. Ephedrine (for sale) - - 2,900,000 g
Pheny!propanolamine (for conversion) 25,700,000 g
Phenylpropanolamine (for sale) 5,300,000 g
Pseudoephedrine (for conversion) 5,000 ¢
Pseudoephedrine (for sale) 156,000,000 g
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The Deputy Administrator further proposes that aggregate production quotas for all other
schedule I and [] controlled substances included in 21 CFR 1308.11 and 1308.12 be established at
zero.” Pursuant to 21 CF_R 1303.13 and 21 CFR. 1315.13, upu-n considera'tion of the relcvant
faétors, the Deputy Administrator may adjust the 2014 aggregate production quotas and

assessment of annual needs as needed.
Comments

Pursuant to 21 CFR 1303.11 and 21 CFR 1315.11, any interested person may submit
written comments on or objections to these propesed determinations. Based on comments
received in response to this Notice, the Deputy Administrator may hold & public hearing on one
o more issues raised. In the event the Deputy Administrator decides in his sole discretion to hold
such a hearing, the Deputy Administrator will publish a notice of any such hearing in the Federal
Register. After consideration of any comments and after a heating, if one is held, the Deputy
Administrator will publish in the Federal Register a Final Order establishing the 2014 aggregate
production quota for each basic class of controlled substance and assessment of annual needs for

the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine.

Dated: Thomas M. Harrigan
Deputy Administrator

10
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1308.24(a). Al other requirements of the
CSA and the CFR apply, including, but
not limited lo, registration as an
importer as required by 21 U.5.C. 957,

Chemical Preparations Contafring
Newly Controlled Substances

The statutory authority for exempt
chemical preparations is based on the
centrol status of substances contained
within a preparation, the intended
administration of a preparation, and the
packeged farm of a preparation. DEA
conducts a case-by-case analysis of each
application for exemption to determine
whether pxsmplion of a preparation
from certain provisions of the CSA is
appropriate pursuant to the specified
statutory and regulatory requirements.

Most exempt chemical preparations
have-remained effective until the holder
of a specific exempt chemical
preparation specifically requesled Lhat
the examption be terminated. The-CSA
allaws for modifications 1o Lhe
controlled substances schedules to add,
remmove, or change the schedule of
substances thus resulting in periodic
modifications ta the control status of
various substances. 21 U.5.C. 811(a).
Since the CSA was enacted in 1970,
DEA has on several occaslans added to,
removed from, or modified the
schedules of controlled substances in
accordance with the CSA. Such changes
may result in the nen-compliance of
exempt chemical preparations with
current statutes or regulations if
chemical preparations that have already
abtained exempt status contain newly
cantrolled substances. For example,
although an exempt chemical
preparation may cantinue to ba
packaged in the same manner as when
it was approved, non-conltrolled
substances in the preparalion may
hecome contralled, thus prompting the
need for a new application for
exemption of the chemical preparation
10 ensure continued compliance. Other
preparations that previously contained
no controlled substances may contain
newly controlled substances and thus
waould require an application for
gxemption, :

DEA reviews applications for
chemicul preparation exemptions based
on (he statutes and regulations that are
in place at the time of the application,
including the contro] status of
substances included in the prepaation.
DEA must remain vigilant to ensure that
exempt chemical preparations remain
consistent with the standards set forth
in the CSA and its implementing
regulations. As such, DEA reminds the
public that any chemical preparation,
regardless of whether it was previousiy
exempt, thal contains a newly

centrolled substance will require a new
application for exemption pursuant to
21 U.8.C. 811(p)(3)(B) and 21 CFR
1308,23-1308.24.

Review of Exemptions Pursuant to 21
U.5.C, 811(g)(3)

Based on inquiries received from
industry, DEA is conducting a
comprehensive review of the exempt
chemical preparation regulations. DEA's
regulations al 21 CFR 1308.24(a) state
that approved chemical preparations are
exempt from certain provisions of both
Subchapter T and Subchapter II of the
C3A: “The chemical preparations and
mixlures approved putsuant to 1308.23
are exempt from application of sections
302, 303, 305, 304G, 307, 308, 309, 1002,
1003 and 1004 of the Act (21 U.S.C.
822-823, 825-829, 952-954) and
1301.74 of this chapter, to the oxtent
described in paragraphs (b} to (h) of this
section.” Pursuent to its regulations,
DEA has provided exemptians from the
application of section 302, 303, 305,
306, 307, 304, 309, 1002, 1003, and 1004
of the Act (21 U.S.C. 822-823, 825-824,
852-454) and 21 CFR 1301.74 since the
implementation of the regulalions in the
early 1970s, Until DEA’s analysis of the

. exemption regulations is complete, DEA

will continue to review and provide
excrptions to chernical preparations
consisient with the implementing
regulations, when warranted. DEA will
publish a future notice regarding the
outcome of DEA’s review ol its
regulations with respact to the
exemption of chemical preparations.

QOppurtunity for Comment

Pursuant to 21 CFR 1308.23, any'
interested person may submit written
comments on ar objections to any
chemical preparation in this order that
has been approved ar denisd as exempt.
If any comments or objections raise
significant issues regarding any finding
of [act or conclusion of law upon which
this order is based, the Deputy Assistant
Administrator will immediately
suspend the effectivenass of any
applicable part-of this order until he
may reconsider the application in light
of the comments and objections filed.

Apyproved Exempt Chemigal

Preparations Are Pgsted on DEA’s Web

Site

A list of all current exemptions,
including those listed in this order, is
available on DEA's Web site at hitp.//
www, DEAdiversion.usdoj.gov/ -
schedules/exempt/exempt_chemlist.pdf.
The dales of applications of all gurrent
exemptions are posted for easy
reference.
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Dated: June 17, 2013,
Joseph T. Rannazzisi,
Deputy Assistant Administrator.
IFR Doc, 2013-16010 Filed 7-2~13; 8:45 aml
BILLING CODE 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Admtinistration
[Docket No. DEA-378)

Proposed Aggregate Production
Guotas for Scheduled and l] Controlled
Substances and Proposed
Assessment of Annual Needs for the
List | Chemicals Ephedrine,
Pseudoephedrine, and
Phenylpropanclamine far 2014

AGENCY; Drug Enforcement
Administration (DEA), Department of
Justice,

ACTION: Notico with request for
comments,

SUMMARY: This notice proposes initial
year 2014 aggregate production quotas
for controllad substances in Schedules I
and II of the Controlled Substances Act
(CSA) and assessment of annual needs
for the List I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine,

DATES: Electronic comments must be
subrnitted and written comments must
be postmarked on or before August 2,
2013. The electronic Federal Docket
Management System will not aceept
comments after midnight Eastern Time
on the last day of the comment period.
ADDRESSES: To ensure proper handling
of comments, please reference “Dockel
No. DEA-378"" on all electronic and
written correspondence. DEA
encourages that all comments be
submitted elactronically through http://
www.regulations.gov using the
elactronic commaenl {orm provided on
that site. An electronic copy of this
dacument is also available at frtp://
www.reguiations.pov for easy reference.
Paper comments that duplicate the
electronic submission are nol necessary
as all comments submitted to
www.regulations.gov will be posted for
public review and are part of the official
docket record. Written camments
submitted via regular or express mail
should be sent to the Drug Enforcement
Administration, Attention: DEA Federal
Register Representative/ODL, 8701
Morrissette Drive, Springfield, VA
22152,

FOR FURTHER INFORMATION CONTACT: John
W. Partridge, Executive Assistant, Office
of Diversien Control, Drug Enforcement
Administration, 8701 Morrissetta Drive,
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Springfield, VA 22152, Telephone: (202)
307-7163.
SUPFLEMENTARY INFORMATION:

Posting of Public Comments

All comments received are considered
part of the public record and made
available for public inspection online at
hitp:/fwiww.regulations.gov and in
DEA's public docket. Such information
includes personal identifying
information (such as your name,
address, eic.) voluntarily submitted by
the commenter, _

If you want io submit personal
identifying information guch as your
name, address, stc.) as part of your
comment, but do not want it (o be
posted online ar 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 personal identifying information
you do not wanlt posted online or made
available in the public docket in the first
paragraph of your comment and identify
what information you want redacted.

If you want to submil confidential
business informalion as part of your
commenlt, but do nol want il ta be
posted online or made available in the
public docket, you must include the
phrase "CONFIDENTIAL BUSINESS
[INFORMATION™ in the first peragraph
of your comment. You musl alsa
prominently identify confidential
business information to be redacted
within the commenl. If 2 comment has
sc much confidential business
information that il cannot be effectively
redacted, all or part of that comment
may not be posted online or made

. available in the public docket.

Personal identifying information and
confidential business information
identified and lacated as set farth above
will be redactad, and the comment, in
redacted form, will be posted online and
placed in the DEA’s public docket [file.
The Freedom of Information Act applies
to all comments received, If you wish to
inspect the agency’s pubtic docket file
in person by appointment, please see
the FOR FURTHER INFORMATION CONTACT
paragraph.

Backgraund

Section 306 of the GSA (21 U.5.C.
B26) requires the Attorney General to
establish agpregate praduction quotas
for each basic class of cantrolled
substance listed in Schedules [and If
and for ephedrine, pseudoephedrine,
and phenylpropanolamine. This
responsihility has been delegated to the
Administrator of the DEA by 28 CFR
0.100. The Administrator, in turn, has
redelegated this function to the Deputy

Administrator, purswant to 28 CFR
0.104. .

The proposud year 2014 aggregate
praduction quotas and assessmeut of

individual manufacturers may not
always result in the availability of
sufficient quantities to maintain an
adequate reserve stock pursuant to 21

annual needs represent those quantities \1),8.C. 826(a], as intended. See 21 CFR

of Schedule Iand Il controlled
substances, and the List [ chemicals
ephedrine, pseudoephedrine, and
phenylpropanclamine, Lo be
manufactured in the United States in
2014 o provide for the estimated
medical, scicntific, research, and
industrial needs of the Uniled States,
lawful export requirements, and the
establishment and maintenance of
reserve stocks. These quotas include
imports of ephedrine, pseudoephedrine,
and phenylpropanoclamine but do not
include imports of controlled
substancas for use in industrial
processes.

In determining the proposed 2014
aggregate production quotas and
assessment of annual needs, DEA has
taken into account the criteria that DEA
is required to consider in accordance
with 21 U.5.C. 826(a), 21 CFR 1303.11
(aggregate production quotas for
contralled substances), and 21 CFR
1315.11 {assessment of annual needs for
ephedrine, pscudoephedrine, and
phenylprapanclamine). DEA proposes
the aggregate production quatas and
assessmeunt of onnual needs for 2014 by
considering (1) total net disposal of the
class or chemical by all manufscturers
and chemical importers during the
current and two preceding years;

(2) trends in the national rate af net
dispasal of the class or chemical; (3)
tolal 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
quolas requested pursuant to 21 CFR
1303.12, 1315.32, and 1315.34; and (5)
other factors affecting the medical,
scientific, research, and industrial needs
in the Uniled States, lawful expart
requirements, and reserve stocks, as the
Deputy Administrator finds relevant.
Other factors DEA considered in
calculaling the aggregale production |
quolas, but not the assessmenlt of ennual
needs, include product develcpment
requirements of both bulk and finished
dosage form manufacturers, and other
pertinent information. In determining
the proposed 2014 assessment of annual
needs, DEA used the calculation
methodolagy previousty described in
the 2010 and 2011 assessment of anpual
needs (74 FR 602¢4 and 75 FR 79407,
respectively).

DEA also specifically ronsidered that
inventary allowances granted to

Vol. | Page 29%0l. |

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, DEA proposes to
include in all Schedule II aggregate
praduction quatas, and certain Schedule
[ aggregate produclion quotas (gamma-
hydroxybutyric acid and
tetrahiydrocannsbinoels), sn additional
25% of tha estimated medical,
scientific, and research needs as part of
the amounlt necessary to ensure the
establishmenlt and maintenance of
resarve stocks. The resulting established
aggregate production quotas will reflect
these included amounts. This action
will not affecl the ability of
manufacturers lo maintain inventory
allowances as specified by regulation.
DEA expects that maintaining this
reserve in certain established aggregate
production quotas will mitligate adverse
public effects if an unforeseen evenl
resulted in substantial disruption to the
amount of controlled substances
available to provide for legitimate
public need, as determined by DEA.
DEA does not antlcipate utilizing the
reserve in the absence of these
circumsiances.

The Deputy Administrator, therefore,
proposes that the year 2014 aggrepate
preduction quotas and assessment of
annual needs [or the [ollowing Schedule
I and 11 controlled substances and {o¢
the List I chemnicals ephedrine,
pseudoephedrine, and
phenylpropanolamine, sxpressed in
grams of anhydrous acid or base, be
established as follows:

Proposad

Basic class—schedule | 2014 quolas

{1-Pentyl-1H-indol-3-
y1){2,2,3,3-
letramsthylcyclopropy-
Iimethancne {UR-144) ...

[1-¢5-Tlucro-pentylj-1H-indol-
3-yl}{2,2,3,3- -
tetramethylcyclopropy-
methanone {(XLR11)} ........

141+
Phenvlcyclohexy-
Noyrroliding .o

1-{5-Flusropenty!}-3-(1-nagh-
thoyl)indole {AM2201) .......

1-(5-Fluoropentyl)-3-(2-
iodobenzayflindale
[AMBE4) ..o

1{1-(2- -

Thieny-
Neyelohexyllplperidine .......

i54

15¢g

1049
45 g

LI

S5g¢
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. Proposed Proposed : Praposed
Baslc class—schedule | 2014 quotas Easlc class—schedule | 2014 quotas Basie ¢lass—schedule | 2014 quotas
1-{2-{4-Morpholinyljethyl]-3- 3,4-Methylenedioxy-N- Lysergic acid diethylamide
{1-naphihoyl)indole {(JWH- . methylcathinone [(R=10 | RPN 204g
200) .. 459 (melhylone] ... 50 g Marihuvana . 21,000 g
1-Buty!- 3 (1-nachlhoyi}mdole 3.4- Mescaline 25q
(JVWH-073) .. 459 Methylenadlnxypyrova!em- Methagualane ., 1049
1 Cyclohexy!ethyl-a {2— ne (MCPY) ., . 35g Methealhinone ... 25¢g
methoxyphénylacaty- 3-Methytfentanyl " 2q Methyldihydromorphine. . 2g
lindale {SA-18 and RCS- 3-Methylthiafenteny] ... 2g Momphine Methylbromida ...... Sg
B) s 459  4-Bromo-2.5- L, Morph!ne Methylsulfonale ... 5g
1-Hexyl-3-(1-naphihoyl)indole dimethoxyamphetamine Morphine-N-oxide ... 175 g9
WWH-018) winririsene e 450 (DOB) ..ovvvermrrmrmisneeianessas 25 g N-(1-adamaniyl)-1-pentyl-1H-
1-Methyl-4-ghenyl-4- 4-Bromo-2,5- Indazole-3-carboxamide
prepionoxypiperiding ......... 2q dimethasyphensthylamine (AKB48) ............. IR i5¢g
1-Pentyl-3-(-naph- (2-CB) sovmrerrsrere s 25g N-Benzylplperazing ... 29
thoyljindole (JWH-018 and 4-Methoxyamphetaming ... 100g NN -Dimethylamphetamine ... 259
AME78} ..cissinsinarssanin 459  4.Melhyl-2,5- -Etnyl-1- .
1-Pentyl-3-(2- dime:hoxyamph elamine . phenylcyclohaxylamine ... 59
chioraphenylacetylindole (DOM ovvreivesnrens eressnee 259 N-Ethylamphstaming .......... 249
{UWH=203) .oooorcemissirissionns 459  4.Methylaminorex 259 N-Hvtlirorv-iiét- -
1-5:;:3;—:’;&-6 yiacety 4-Methyl-N- memy:calhinone me hylenedioxyamphetam- 24g
1 b4 aty- (mephedmne) — . 45 g ....................................
|)Iﬂd013 (JWP-:ﬂ-ZSDi ...... ’.1 e 459q 51,1 Dlmelhylheptylj-E- :g;tae‘?;ﬂrr]zzig?' 5% g
thﬁ%lh%ﬁlq: (J\oﬂ.'rl?i-_:;g:? ) 45 g L“? :38)- 3'] hexyl]-pherol 8 Normothadone 29
ydroxycyclchexyl]-pheno g
1-Pantyl-3-{4-methyl-1-naph- 5-(1,1-Dimethyloclyl)-3- gormarphlr;e ------- ] 12 g
thoylindole (JWH-122) ... 45 g o ara-fluorofentany g9
1-Pentyl-2-[{4-methoxy)-ben- ET-QS) 3 lohexyll-chenol Parahexyl ..o 53
2oyllindole (SR-19, RGS— ydroxycyclohexyl} pheno Phenomorphan 29
U 459 (cannabicyclohexana! or Pholcoding ... 24
1-Pantyl-a-(1-(4- CP-47, 497 C8-hamolog) 54g Prapending .. 2g
methczynaphthoyl)]mdole s-niltmrgrg.cﬁoxyamphetam- Simg'” gg g
(JWH-081) .. L T 259 Tetrahydrocannabmols . 491,000 g
2-(2,5- Dlmathoxy i (n)
P"Opylbhenyl)ethanamine  5-Methoxy-N.A- i Thiofentanyl 29
{2C-P) .. 3049 diisoprapyltryptamine 259 THAING .envsrirns 10g
2.(2.5-Dimethory b §-Methoxy-tN- . TAMEPEHTING +nreeoeecersareemmens 2g
ethylohenyljethanamine A cd|:m I?lell-:qﬁzmaar;i """ I 22 9
o SR WG meotiarvtocodane " 59 ” Proposed
2.{2,5-Dimeathaxy-4- A vl fh dal B v 2 9 Basic class—schedule I 2014 quotas
methylphenylethanamine A;:It yr:dsinea A e 5 g -
{2C-D) cevvirimiriisssrsassrinens g Al hpa cetylm elhadol 2 1-Phenylcyclohexylamine ... dq
2-(2,5-Dimthoxy-4-nitro- A L otamine se g -
{phenyl)ethanamtna (2C-N) g A[gh e p); bl v > g Peperdinocyclohexanccarb-
22,5 onitrife (PCC) wuennrmiiins 3g
Dimethoxypheny- ﬁ:"ﬂ:{‘:ﬂeér:‘:?eln{;] "y g 9 4-Aniline-N-phenathyl-4-pi-
Bethanaming (2C=H) ........ 30g Npha meth'ylth; ; nﬁaﬁ.\.ﬂ 5 9 paridine (ANPP) .ovvevovveeeens 2,687,500 g
2-(4-Chiora-2,5- Albhamethot °t° ------ 9 Altentanil ....... 17,625 g
dimethoxypheny- ( A:'I'?)e yltryptamine 25 Alphapraodine ... ag
tiethanaming (2C-C) wr... g [ WA e 55 o AMODABHAl v e 9g
2-(4-lodo-2,5- MIROFEX 1vvy.- 9 Amphetamine (for conver-
dimathoxypheny- Benzylm?rpmned o . L T T 18,375,000 g
lathanamine (2C—1) ..o j0q Betacetylmethaddl ... 29 amphetamine (for salc) 49,000,000 g
2,5-Dimethaxy-4- Beldhydroxy-3- Carlentanil ......... 6g
elhylamphotamine (DOET) 26 g _ methylfentanyl .., 29 Cocaing e 240,000 g
2,5-Dimethoxy-4-n- Beta-hydroxyfentanyl ... 29  Godeine (for conversion) ...... £8,750,000 g
propylthiophensthylamine 25g Belamepredine ... 29 Codeine (for sale) wmwmmee 46,125,000 g
2,5-Dimethoxyamphetamine 254 ge:atp‘oid':” g 9  Dextropropoxyphena 194
2-[4-(Ethylthio)-2.5- ulolenin S Dihydrocodeine ... 100,750 @
dimethoxypheny- Catht[!one ............... o 26 g Diphenoxylale .... 750,000 g
lethenamine {(2G-T-2) ..... apg Codeine Mathylbromide 59 Ecgonine ..... 127.500 ¢
2-[4-{Isopropyithio)-2,6- Codeine-N-oxide ... 2009 Eihylmorphlne . 3g
dimethoxypheny- Desomarphing ...... 59 Fentanyl .. 2,108,750 g
lethanamine {2C-T—4} ..... sog Diethyliryptaming .. 253  Glutethimide ...... 3g
34,5 Difenoxin .. e 50 g Hydracodone (lor sale] 88,625,000 g
Trimethoxyamphetamine ... 259 Dlhydromorphlne 3,300,000 9 Hydromorphane ........ 5,968,750 g
3,4- Dimethyltryptaming .. 25g Isomethadong ......ceeee. 59
Methylenedioxyamphetam- Diplpahnone ..... - 5g Levo-alphacetylmclhadcl
ine MDA ceovvrenrveereecsiinins 55g Fenethylling ....orvmrvnenen, 59 {LAAM) .. . 4g
34 Gamma- hyd:oxybutyrlc acid 70,250,000 g  Levamathorphan 6g
Methylenedioxymelhamph- [ L1 o TP 25g \levorphanol ... 2,000 g
otamine (MDMA) .............. 50 g Hydrcmorphinol ... 2 g Lisdexamfetamine .. 23,750,000 g
3,4-Methylenedioxy-N- Hydroxypethidine .. . 29 Meperdine ... [E—— 8,250,000 g
ethylamphetamine (MDEA) 40 g  1BODAINE ..o cive e §g Meperiding Intermediate-A ... 69
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Basic ¢lass—scheduls Il | 25{ ipc?fﬁ:das
Meperidine Intemeadiate-B ... 11g
Meperidine intermediate-C ... 69
Metazoting .....uennermmennn §g
Methadone (for salg) ..........| 31,6875000¢g
Methadore Intermediale ...... 38,875,000 g
Methamphetaming ..o 3,811,375 g

[1250,000 grams ol lovo-desoxyephedrine

for use in a non-gonkrolled,

non-prescrip-

tion product; 2,600,000 grams for melh-
amphelamine moslly for conversion 10 a
schedule 1l product; and 61,375 grams far

mathamphetlamine {for sale)].

Methylphenidate ... 56,750,000 g
Morphing {for conversion) ... | 91,250,000 9
Morphing {for Sal8) . 62,500,000 g
Nabilong ....cccei i 03759
Noroxymorphone {for canver-

1T 12,250,000 g
Noroxymorphone {for sale) ... 1,262,500 g
Opium (powden) ., e 112,500 g
Opium {tincturg) .. 625,000 g
Orpaving o wocecimcismmun 22,750,000 g
Oxycodone (for conversion) 9,250,000 g
Oxycodone {for salg} ......... | 149,375,000 g

Oxymorphone (far conver-

sion) 17,250,000 g
Oxymorphone (for sate) . 7,750,000 g
Pentobarbital ....c.ceu. 35,000,000 g
Phenazacine ... 6g
Phengyslidine .. 6g
Phenmetrazing .... 39
Phenylacetone ... 29,980,050 g
Racemetherphan 3g
Remitentanil ........ 3,7509
Seccbarbital 215003 g
Sufentanil ..... 6,255 g
Tapentadol 17,500,000 g

Thebaine

145,000,000 g

Basic class—list | chemicals

Proposad
2014 quotas

Ephadrine (for conversion) ... 15,100,000 g
Ephedrine (for sale) ... 2,800,000 ¢
Fhenylpropanclamine {for

CONVEISION) .vmvrermseeeceee s | 25,700,000 @
Phenylpropanolamine (fer

7211 RPN 5,300,000 9
Pseudoaphedrine (for con-

VEISION) rivrirriversmmsersnserarnan 500049

Pseudoephedrine (for sale) ..

156,000,000 g

The Deputy Administrator further
proposes that aggregate production
quotas for all other Schedule { and Il
controlled substances included in 21

CFR 1308.11 and 1308.12 be established
at zeca. Pursuant to 21 CFR 1303.13 and
23 CFR 1315.13, upon consideration of
the relevant factors, the Deputy
Administrator may adjust the 2014
aggregate production quetas and
assessment of annual needs as needed.

Comimenis

Pursuant to 21 CFR 1303.11 and 21
CFR 1315.11, any interested person may
submit written cominents on ot .

objections to these proposed
determinations. Based on comments
received in response to this Notice, the
Deputy Administrator may held a
public hearing un one or more issues
raised. In the event the Deputy
Administrator decides in his sole
discretion to hold such a hearing, the -
Deputy Administrator will publish a
notice of any such hearing in the
Federal Register. After cansideraticn of
nnﬁ comments and after a hearing, if one
is held, the Doputy Administrator will
publish in the Federal Register a Final
Order establishing the 2014 aggregate
production quata for each basic class of
controlled substance and assessment af
annual naeds for the list { chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine.

Dated: June 27, 2013.

-Thomas M, Harrigan,

Deputy Administrator.
|FR Doc. 2013=-16052 Filed 7-2-13; 8:45 am)
BILLING COCE £410=09=P

DEPARTMENT OF JUSTICE

Oftice of Juvenlle Justice and
Delinquency Prevention

[OMB Number 1121-0219]

Agency Information Collection
Activities; Proposed Collection;
Comments Requested: Juvenile
Hesidential Facility Census (Extension,
Without Change, of a Currently
Approved Coliection)

ACTION: 60 Day Notice.

The Department of Justice (DO]),
Office of Juslice Programs, Cffice of
Juvenile Justice and Delinquency
Prevenlion, will be submitting the
follewing information collection request
to the Ctfice of Management and Budget
(OMB) for review and appraval in
accordance-with the Paperwork
Reduction Act of 1985. The proposed
information collection is published to
obtain comments from the public and
affected agencies, Comments are
encouraged and will be accepted for
“sixty days" until September 3, 2013.
This process is conducted in accordance
with 5 CFR 1320.10.

If you have comments especially on
the estimated public burden or
associated response time, suggestions,
or need a copy of the proposed
information collection instrument with
instructions or additional information,
please contact Brecht Donoghue, (202)
305-1270, Qffice of Jivenile Justice and
Delinquency Prevention, Office of
Justice Programs, U.S, Department of
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Justice, 810 Sevenlh Street NW.,

Washington, DC 20531,

Written comments and suggestions
from the public and alfected agencies
concerning the proposed collection of
information are encouraged. Your
camments should address ane or more
of the following four poiats:
—Evaluate whether the proposed

callection of information is necessary

for the proper performance of the

functions of the agency, including

whether the information will have
ractical utility;

—=&valuate the accuracy of the agencies
estimate of the burden of the
proposed collection of information,

- inc¢luding the validity of the
methodology and assumptions used;

—Enhance the quality, utility, and
clarity of the information to he
collected: and : _

—Minimize the burden of the callection

" of information on thase who are o
respond, including through the use of
apprapriate aulomated, electronic,
mechanical, or other technclogical
collection techniques or other forins

of information technalogy, e.2.,

permitting electronic submission of

Tespunses.

Overview of This Infarmation
Collection Back to Top

(1) Type of information collection:
Extension, without change, ofa
currently approved collection,

(2) The title of the form/collection.
Juvenile Residential Facility Census.

(3) The agency form number, if any,
and the applicabie component of the
Department sponsoring the collection:
The form number is CJ-15, Office of
Juvenile Justice and Delinguency
Prevenlion, United States Deparlmenl of
Justice.

(4) Affected public who will be asked
or required fo respond, as well as o brief
abstroct: Primary: Federal Government,
State, Local or Tribal. Other: Not-for-
profit institutions; Business ar other for-
profit.

(5) An estimate of the total number of.
respondents and the amount of time
estimated for an average respondent to
respond/reply: It is estimated that 2,545
respondents will camplete a 2-hour
questignuaire.

(8) An estimate of the tata} public
burden (in hours} associated with the
colléction: Approximately 5,090 hours.

JIf additional information’is required,
contact; Jerri Murray, Department
Clearance Officer, U.S. Department of
Justice, Justice Management Division,
Policy and Planning Staff, Two
Constitution Square, 145 N Streat NE.,
Suite 3W-1407B, Washington, DC
20530, , .



Chemical Proposed AAN Establish AAN

ephedrine (for conversion) 15,100,000 1,000,000
ephedrine (for sale) 2,900,000 3,000,000
phenylpropanolamine {for conversion) 25,700,000 44,800,000
pseudoephedrine (for sale) 156,000,000 192,000,000

Establish APQ w/ 25% buffer

Drug Proposed APQ w/ 25% buffer
1-[1-{2-Thienyl)cyclohexyi]piperidine 5 15
carfentanil e 6 19
cathinone 26 70
dihydromorphine 3,300,000 3,990,000
dimethyltryptamine 25 35
d-methamphetamine (for conversion) 2,600,000 1,500,000
. |ecgonine 127,500 144,000
hydramorphone 5,968,750 6,750,000
levornethorphan 6 195
lysergic acid diethylamide 30 35
metazecing 6 19
methamphetamine 3,911,375 2,811,375
methyldesorphine - 2
noroxymorphone {for conversion) 12,250,000 17,500,000
oxymorphane (for conversion) 17,250,000 25,000,000
phencyclidine 6 19
phenylacetone 29,980,050 67,000,000
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2014 Established ( Comments

e

Drwe W ]l Comment Amoun? I Response I A APC | Fatahtish APC Chaner
1-Penivi-1 H-indpl-3- 2.3 3 tcl byleyels) 2 =148 1(b)(4) lincrense APQ 18] APO sufficient 18 H -
5.1l 1H-indol-2.4{]1(2,2 3 3acrramethyloycls; Amethonone i AP 10 APD sofficient . 15 5 -
N 1-adamantyl}- [-pentvt. [H-indazale-3carboxmmnide (AKRAR hncazase APO 18 APD sufFicizay 1S . ] -
cathinone : justified, increzss APO 26 70 44
d-amphetaming (for sale} : - _
AP sufficient 49,000,000 49000000 -
d,l-amphetamine {for sake) . .
codeine {for ¢onversion) AP sufficient 68,750,000 68,750,000 " -
codeine (for sale) PO guffieiend 46,125,000 46,125,000 N
fenuny] APQ ouffieient 2,108,750 2,108 750 N
hydrocadons (for sale) APQ sufficient 09,625 000 99625000 -
hydromemphone justifisd, increase APLY 268,750 5,750,000 781,250
levomethorghan , jusficd. incoegse AP _ - € 195 189
szthylphenidate APQ gufficien 96,750,000 96,750,000 -
morphine {for conversion) APQ rufficient 91,250,000 21,250,000 -
morphine (foe sale) APQ gufficient £2,500 @_ﬂ £2,500) GO0 -
noraxymarphone {for conversion) justified, increase APQ 12,250,000 17,500,000 5250000
oripavine APQ sulficient 22750 000! 22750060 -
ox}to‘dowe {far sale) APQ sufficient 149,375 000 149,375,000 -
ymarphone {for conversion) justified, increase APQ 17,250,000 25,000,000 7.750,000
A ] -
axymarphane (for sale) rp— 00000 APQ sufficicnt ?.E),nm ’?,‘Eﬂ,ﬂcﬂ
phenylneetone lincrease APO 30 000 000 justificd, increase APQ 29,580,050 67,000,000 37.012.950
wperitadol lincreass APO 00 000 APQ sulficicrit 17,460,000 17,506,560 .
tetrah inal intreatse APQ 10000 APQ sufficicnt A%].000 491 000 -
thebaine st AFD I.ZSZESE.OOO APQ sufficient 145,000,000 145.900,000 .
Number of repistranta/entities commeotiog: 6
Number of drugs commented on: 24 73
| _CMEA Chemical Carmpan Reaponae _@m&%&uﬂﬂ%% i
[ PPA {for conversion) (D)(4) 25,700,000 44 800,600 15,1
Numbler of reglstrantsfennities commennng: 1
Number of List 1 ¢hemicals cammented on: 1

Additional Drug Consideratians:

Rrue B Prooowed
L.[1{2-Thienyllovelobexylipiperidine, - lincrease APO. based op dditional sef td eanufssterer vronest 5 15 14
carfentanil i it 1 b 118 13
— stETmine adigst 10 2013 Final APG yalue_ renres=nts 2014 perding romuests 127,508 144 060 16,500
%mm i - 13 Final Reviced yalyg 5,300,000 3,950,000 590,000
dimethylmyptamine fincrease APO. brsed i [0)y@) 75 3 10
lyserpc acid disthylamide i - 0 35 5
melazecing in i i - 6 g |
me¢rthamphelamine [decrease AP, bated on adiusrment of d-methampbetamine {for conversion) 911,375 2811375 {1,100,000)
d-methamphelamine {for conversion} decrease APQ, based on decreasing requests for lnst 3 years =~ —m—0—on—y 2600000 1.500.0008 (% 100 000
mg%;méme APCL basolan new reauest from cef std mannfactarer = Iib){4) | - 2 3
phencycliding {increa: i 6 1% 12
Addre, 'I"“ I(‘ 34 Honx:
Drur R Pronnard Bevised Chanee
sphedrine {{or converaion) deprease AAN based on histordz fack ofutilization 1 0 1,000,600 (14,100,000)
ephednine {for sale) i 2 [l 3,000,000 100,080 |
neeudnephedrine flor sale) increace AAN baced nn new requests 156,000,000 192,000,640 36,000,000 |
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CONFIDENTIAL

30 July 2013

Drug Enforcernent Adminislalion

Afin: DEA Federal Regisler Representative/ QDL
87C1 Monissatte Drive

Springfield, VA 22152

Subject: Comment on Proposed 2014 Aggregate Produclion Qucias
Docket No. DEA-378

Dear Sir/Madam:

. [P@ _Jis submitiing this comment in reference to the Pioposed 2014 Aggregare
Production Quotas {APQis) published in the Federal Register under citotion Vol. 78, No. 128,
pages 4018640189, doled O3 july 201 3. This is Docket No. DEA-378. This comment is
CONFIDENTIAL BUSINESS INFORMATION ond selotes 1o five conlralled subsiances, Wea
request lhat porfions of this comment highlighted below be redacled.

For the first three controlled subsiances, which are synthetic connabinoids, the subslances
became schedu'ed on May 16, 2013. Beccuse ol thut, no applications for initial
manufaciuring quotes were submitied during the annual agplicotion peried in early 2013
The;el'ore,is submitling this comment to requestihal the APQ for these three
substances [listed below) be revised as required Yo allow lor issuance of 18 grom inilial quotas

fo [)4)
oPX® " for these drug classes. f

Addiiionally, is currently in negotictions with one of its customers to provids a bulk
synthesis of levomethorphan. has a letier of Intenl from the customer indicating their
infent fo enter into a Purchase Order agreement with [DX#)Jior the manufocture of this
substance. A copy of thal letier of Inten: can be provided upon request. The Puichase Orde
ogreement will be executed al c later date. The ietier of Intent is forPX® io deliver o
minimem of BO grams of levometharphan. However, more could be defivered if enougths
material is produced that meets the cusiomer’s specification. As part of public commenl for fhe
proposed adjustments to the 2013 APQ‘s,submiﬂedo comment requesting lhe APG
for levomethorphan be revised to cover this project.

However, as mentiored in that comment, i is unknown when the APQ will ce revised, how
long it will take obtain aur revised manufacluring quota and a revised pracurement quola
necesscry to purchese the required quentity of the staring material neaded tor the synihesis,
ond how long the aclual praduction fime to complete the synthesis will take. Therefare, i s
unclear as fo whether there ulimoiely will be sufficient iime to produce the final substance in
2013. Becouse of thul_.s submiting this comment in response ko the proposed nivict

(b)(4)

o ' ]
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CONFIDENTIAL

2014 APQ for this drug class lo cover the evenluality thot the final product carnot be chicined
in 2013.

Therefore, s requasting thot the APQ for levomethorphan be revised 1o ofiow for o
150 grom increase towtevomelhorphon maaufaciuring quota for 2014, That
quantity will cover both the deliverable quantity for the customer and any non-specification
moleriol produced during the synthetic process. The quantity of nonspecificalion material io
oe produced during this project is unknown al this poin! due to uncertainty in the produciion
yield for synthesis at ihis scale.

Finally,[P@ s currently in negotiations with one of its customers o provide o bulk
synthesis of Cathinone HCI, [P®_— Thas a Leter of Intent fram the customer indicoling ‘heir
infent lo enter info a Purchase Order agreement with[PD®_ Tor the manufacture of this
substance. A copy of Ihat Letier of Inient con be provided upon request. The Puichase Order
agreement will ke executed ot o later dute. The. tetier of Intent is for [PX&) o deliver
minimum of 25 gioms of Cathinone HCl. The customer is wishing fo obtain ihe maierial in
2013. However, if o procurement source cannof be found in 2013, 1he plan is forfPX® 1]
lo manufactute the material in 2014, Therefore, D)) lis requesting that the APQ for
Cathinone be revised to allow for a 40 gram increase to[D) |levomethorphan
manufacturing quoto for 2014, That quantity will cover both the deliverable quaniity far ihe
customer and any nenspecification material produced during the synthetic process. The
quontily of nonspecification material to be produced during this project ts unknown o this
ooinl due to uncertainty in the produciion yield for synthesis at this scale.

Based on this informorion,meq-uests that the 2014 aggregaie. production quotas tor
the following five subslances be adiusted us needed to ensure lhol“nﬁcipoted

requirement in the amounts listed below are covered:

XIR11 10g

UR-144 10g

AKBA4S 1Gg

levomethorphan 150 g

Gathinone 4C g
‘Ple-—ose conlact me ar|(bj{6) |t you have any questions regarding this comment.
Sincerely, p ‘

b)(8)

Vice Presiden!
Regulatory Affairs

P&
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July 31, 2013

P
-

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODL :4

8701 Morrissette Drive W

Springfield, VA 22152 b
- i

Subject: Docket No. DEA-378 -

Dear Sirs:

L |(b){4);{b){6) |rnanufacturing

registration [0)4),0)(7)E)[ am submitting this comment on the 2014 Proposed Aggregate
Production Quota for various products as published in the July 3, 2013 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) Amphetamine (for sale)} by 2,750,000 grams as base [950,000
grams for D,L-Amphetamine and 1,800,000 grams for D-Amphetamine]; (i) Codeine (for
conversion) by 1,500,000 grams as base; (iii) Morphine (for conversion) by 3,230,000 grams as
base; and (iv) Morphine (for sale) by 1,400,000 grams as base. The following items’
procurement quota should be increased by the identified quantity: (i) Phenylpropanolamine (for
conversion) by 11,000,000 grams as base. These numbers arc over and above the volumes
identified in our late April 2013 requests for 2014. As noted herein, this first paragraph of this
letter contains personal identifying and confidential business information and should be redacted
in its entirety from any public docket.

We feel the proposed quantities for the material mentioned above are not sufficient to provide for
adequale 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 or Form 250
will be submitted shortly pertaining to the items for which we are submitting commenis,

Very truly yours
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July 31,2013

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-378

Dear Sirs:

1, [()4)(0)6) | manufacturing
registration [bJ{'ﬂr);{b){?){E) | am submitting this comment on the 2014 Proposed Aggregate
Production Quota for various products as published in the July 3, 2013 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 fellowing infermation is “CONFIDENTIAL
BUSINESS INFORMATION”. The following ilems’ manufacturing quota should be inereased
. by the identified quantity: (i) Codeine (for conversion) by 790,000 grams as base; (i) Fentanyl
\' by 124,000 grams as base; (iii) Hydrocodone by 7,400,000 grams as base; (iv) Methylphenidate
by 1,740,000 grams as base; (v) Morphine (for conversion) by 150,000 grams as basc, (vi)
(cnmb «<—Noroxymoarphone by 970,000 grams as base; (vi1) Oxymorphone by 90,000 grams as base; (viti)
Oxycodone by 470,000 grams as base; (ix) Thebaine by 500,000 grams as base; and (x)
Tetrahydrocannabinol by 10,000 grams as base. These numbers are over and above the volumes
identified in our late April 2013 requests for 2014. As noted herein, this first paragraph of this
letter contains personal identifying and confidential business information and should be redacted

in its entirety from any public dockel.

We feel the proposed quantities for the material mentioned above are not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of the United States,
and for the lawful 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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July 31,2013

Deputy Administrator

Drug Enforcement Administration
Washington, D.C, 20537

Attn: DEA Federal Register Representative [Docket No. DEA-378]

This letter constitutes [P)4) omments on the Proposed Initial Aggregate Production
Quotas for 2014, as published in Federal Register on Wednesday July 3, 2013, FR Volume
78, No. 128, pages 40186-40189.

In light of the fact that[D®  as no knowledge of either the amounts of any available
aggregate quotas or DEA’s planned allocation of any aggregate[)®  Jrequests that
DEA make any adjustments 1o the aggregate quotas sufficient to satisfy our requests for
increased manufacturing quotas, which are outlined below. Because this comment contains
pmpnetary information on our manufacturing quota needs, we also request that DEA treat this
entire document as confidential.

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

1100 (A) d,]-Amphetamine (for Sale)
ﬂ{ p)(4) requests that the revised aggregate be sufficient to inctude [P)®)

request for 830,000 g AA of d,]-amphetamine (for sale) manufacturing quota for 2014
(reference DEA online submission #116053). Total requested amphetamine quota is
2,130,000 g AA.

1100 (B2) d-Amphetamine (for Sale)

ﬁequests that the revised apgregate be sufficient to include[P® ]
request for 1,300,000 g AA of d-amphetamine (for sale} manufacturing quota for 2014
(reference DEA online submission number #116718).

9668 Noroxymorphone (for Conversion)

b)(4) equests that the revised aggregate be sufficient to include[)®) |
request for 10,000,000 g AA of noroxymorphone (for conversion) manufacturing quota for
2014 (reference DEA online submission #116699).

9330 Oripavine -
(b)(4) requests that the revised aggregate be sufficient to include[®)®) |

request for 15,000,000 g AA of oripavine manufacturing quota for 2014 (reference DEA
enline submission #116697).

Contains Confidential and Proprietary information 1
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Attn: DEA Federal Resister Representative [Docket No. DEA-378]

9652 (A) Oxymorphone (for Conversion) '
(L)) equests that the revised aggregate be sufficient to include{P)®

request for 13,000,000 g AA of oxymorphone (for conversion) manufacturing quota for 2014
(refercnce DEA online submission #116698).

All of the other quotas remain unchanged at this time.

Sincerely,

(0)(6)

Supervisor, Controlled Substance Compliance
b)) |
b)(4),(b)(B) |

Contains Confidential and Proprictary Information
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July 26, 2013 Confidential
REFERENCE: Docket No. DEA-378

Drug Enforcement Administration At
Attention: DEA Federal Register Representative/ODL g
8701 Morrissette Drive B Tz

Springfield, VA 22152

i
e
r Y

Comment to Federal Register FR Doc 2013-16052, Controlled Substances;
Proposed Aggregate Production Quotas for 2014

RE:

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

DEA Registration Number:

DEA Drug Code Numbers: 8780, Tapentadol

This correspondence serves as a written comment to the Federal Register Volume 78,
~ Number 128, Docket No. DEA-378 published on July 3, 2013,

[o)4) |requests that the
Proposed Aggregate Production Quota for 2014 be adjusted to factor in the following

estimated product needs of [P® in 2014.
Controlled DEA Drug 2014 Proposed 201404 |
Substance Code/ Aggregate Estimated Bulk
: Production Quota Manufacturing
Schedule Requirements
1. Tapentadol 9780/ C-ll 500,000 grams

17,500,000 grams

{cont.)

(0)(4)
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Docket No, DEA-378 Confidential
DEA Federal Register Representative /ODL b))

July 26, 2013 '
Page 2

Summary and Background:

t. Tapentadol (DEA Drug Code 9780) — 500,000 grams

The proposed 2014 Aggregate Production Quota for Tapentadol of 17,500,000
grams may not be adequate to cover(®® projected product needs
for 2014. :

CONFIDENTIAL BUSINESS INFORMATION

b)(4)

Sincerely,
(B)(6)

Director, Quality Assurance and Regulatory Affairs
@ |
b)(),(b)(6)
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b)(4)

August 1, 2013

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODL
Office of Diversion Control
8701 Morrisette Drive
Springfield, VA 22152

RE: Docket No. DEA-378

Dear Sirs:

pmment

[L)(4).(0)(7)(E)

[have

spondence as set forth in the table below for the following manufacturing

submitted uota corTe
categories. [P equests that the correspondence provided ta the Quota Unit, which

constitutes "CONFIDEN’I'IAL BUSINESS INFORMATION", be considered duting the 2014

Aggregate Production Quota review.
Quota
Quota Category | Application Material Name Action Needed
. Ref. # . '
Manufacturing 116716 Codeine - 9050 (¥<) {b)ﬁ? g“’”‘;erdemiﬂd
Manufacturing 116738 Morphine for Conversion- 9300
development initiative ‘
Manufactoring 116743 Oxycodone for Sale - 9143 Al;)@) customer dmmon
Manufacturing | . 116742 Thebaine - 9333 fo costomer dl;ﬁ; i
. - _ An increase based on
Manuf ing 116739 Oxymorphane for Conversion -9652 B)a) eustomer demand and
116740 Oxymorphone for Sale -9652 development initiative
) X An increase based on
Manufacturing 116713 Hydromorphone - 9150 0)4)  |customer demand

Thank you in advance for considering these requests. If you have any questions regarding this
request, please do not hesitate to contact me at[0)4).(0)6) |

b)(8)

Director, Controlléd’Substance Compliance
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( ‘ . [P@ ata 2((.:-201 3 (est) (

2010 2012 % Change 2013*

)58, 875:83]

Substance % Change 2011 % Change

. 24%]1:19,704148 .11 9:34% 1 0;985:94 [ 13:20% ¢
Cocalne £3.89 -0.87%

48,53 44.13 -9.06% 41,57
Codainers: st ohr N 2535125 5 736 % [526 11 69:83 |11 H53'23%):23:636732]4:7:79.68% | 23 415.00/22/5:0:94%
Dlhydrocodelne 1 12.37

14.28% 107.21 -4.59% 75.49| -29.58% 51.46] -31.83%
Diphénoxylate 25 ¥l b B BT 0% 555 46 21691 253816 7% 4 1419128154, 27 9:36 % . EAN0M8l 0T
Ephedrlne 1 4?8 40 5.29%| 1, 535 42 3. 86% [1,977.02 2876%| 1,948.50
Eentlanyl et aamls 051025 AT % 553984 5 7 55.80% | $:588: 431 £ 40100 % |57 H:568:6!
Hydrocodone 61,719.78 . 65 108.61 5. 49% 65 080.42 -0.04% 63 431. 75#
Hy/dromorphone i . |, 4001 6| 5528 .B5%), o R675 24 A RT3% 1392850 [FE215 1% 1,959 41 [l 60%
Levorphanol : 0.14 96.92% 0.32] 136. 46% 1.61] 399.07% 2.27 40.84%
Cisdexamtetamine.. |5 10,311346| 5 25.22% - 12{337: 73 .519:65%[14.036:47 [, 113:77% 13;899.53]%::+0:98%
Meperidine 2, 579 09 -12.75%| 2,302.98 -10.71%| 1,893.12 1 839 66
Néthadone " FE R, 859104110079 |t 17,639:3 31 - 2(80% |04 7:191:03); :
Methamphetamme 14 86 -2 06% 13.86 -6.74% 14.61 . 9. .
Méthylpheénidates  :|i518,704:32%:523:39% |1 952175331 2574%|719,7,52:34 | 541, 2:78%) %.18,739.29 3:13'%
Morphine  28,997.24 4.40%| 30,435.64 4.96%| 31,015.39 1.80%| 29,021.13 -6.43%
OPIUMEE S o[ f5 840355 15E023% |k 45840614 E 0T 2% [0 BT [ +i422% [ FET 87 9] HaRi3i18 %t
Oxycodone 68,320.72 17 17% ' 70,8?8.97 3.74%| 67,940.06 -4.15%| 63,061.44 -7.18%
OXymbrphone i ai17653143]" - o177 2:655:72]: £60162%:1:1;,960:181%: =26:19%155°17867:25 L.74%
Pentazocine 694.40 839.71 20 93% 71252| -15.15% 628.19] -11.84%
PEntobarbital=ais . i 80N F=10.00%| Ford 9. 12 sk 1. 30%) w1 4659 B4 % .« 26:98]:1:42109%
Pseudoephedrine- 12_7,452.77 9.11%| 104,473.28 ~16.03% 04,447.67 -9.60%| 99, 264 27 5 10%
Remitentanin i es: |t e 0896 iy 01130 Tt s 05| 8100% 5 ki 2 758%[ +3:53%
—2 85% 20.78] -10.43% 15.67

Secobarbital
Sufentanilyging :05H5:22:80% 5 L0105 |5k

%Change

cibic

Fih
-{‘b:ﬁl‘\ "a

*Estimates based on Jan-Jun 2013 Data
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Basic Clasy: 1100 2014 Initiat APQ Worksheets

Tatal PG Requested: 34,353,834 125 FOAMEst: -L97
M5 Est o
DEANuUm DrugCode 2014 Reguested MO 2013 Revised MO 2012 Snles  ZXHZDEAMQ Sades %ol 20128aies  Share of 2044 Total PG 2012 loventory 2013 Projecled Exports 2013 Projecied Sates  Ad] Avail Cate L+
b){q.) {b){?){E) 1100-B2 w000 5.000 0.C00 N2 104,725 058 0.000 0008 o.062 0.004 4.000 202 5.000
1100-82 3,500,000,000 1245480000  A0392,000 233,704, 723054 noi2 471,266 B2 157,512 060 0.000 TA0000.000 1,052 0TE.TS0 2,284 225,750
118082 2,725,500 000 2A87,000.000 2.048,177.000 2704720054 0.063 21382818 128073000 0.000 T ZATI000D00 2510052750 2.021.674.407
110682 19,000, 000.000 T,831 155000 5744,758.000 270472000 0478 5.999,300.942  1,285,97.000 A00.000.000 18,000.000.000 6, 544,509,750 10,000,000.000
162 16,000 10.000 R.0%% IZ 0TI .0H 0.000 b.003 oo 0.000 1.000 T.500 10,030
ne-e2 - 4,000,000 150,000,000 0.000 32,704,720.054 s 0000 0000 0.000 1B4000.000 112500030  7ES00.000
1106B2 s 94,590,000 24.500.000 0.ING 32,704, 729054 0.000 ! pood Q 00g 0.000 B8, 509G, 000 18,375.000 BO_215.000
10082 . 3.000.000.000 4, 212,069,000 3.684,476.000 T2, 7048 779 054 o118 4,058,592,200 2101000 ' 0.0 3,000000.000 1,170.092.500 3,000,000.000
1182 P 2.300.000.000 1200000000 4,144 460000 32 TO4.729.0%4 R} 4373002003 1244299 000 0.000 2200000006 183204250 2,200.000.000
1100-82 i 1,200.000.003 402730000 174247000 32.704.729.034 £.00% 1BZ D09 434 4,380. 000 1,044,562000 490245250 EMOB.205 *

5 DRO.0DA A2 704, 729054 1 D s,nss.sst
gy 0500 2T T 0 ? " T ; ; T

MQ Touls: ALETIELS. 000 28,388.260.000 36,525, 961.433
913 Floal Inklal &PD; 34,100,003 003 '

113 Final Revised APO: 37.740,800.000

FOA Est [2043 Initial APG " | + FOAER): 30,7192.300.000 N

IMS Exct: [2013 Iniths] APQ* 1+ BMS Esl]i  34.441000.000

2044 Finad iadial AP0Q: 35,200.000.000

Ml Amphelamines (for sale}
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history of d-metr( stamine (conv)

Year DEA Name DEA Num Requested Granted Commercial Man APQ
2014 |b)4),b)(7)(E) 5 5 .
2014 289,000 289,000 )
Total Pending 289,005 289,005 - 2.080,000
2013 (D)(4),(b)T)E) 361,0C0 361,000 361,000
2013 250,000 238,500 238,500
Total Approved 511,000 599,500 598,500 2,291,000 -
2012[0)4)(eXT)E) 1,729,000 1,135,000 J.1.135.600
2012 380,000 318,000 318,000
Total Approved 2,109,000 4,453,000 1,453,000 2,331,000
2011 ]0)4);b)(7)E) 1,475,000 4,475,000 '1,475.000
. 201 320,000 320,000 320,000
Total Approved 1,795,000 1,795,000 1,795,000 2,331,000
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BASK CLASS:

Campany:
Reguest

Cumrent Year MCE
Year end inventory

{alcutations.
hycromorphane
aripaving

awymorphone [sale)
oxymerphone [conv)

total needed
LNITIAL MO

=5t need

MO

Total Infthal MOs
Total MOs:

FURTHER CALCULATIONS

Proposed tnltial APC,

Vol.| Page 311

214 Inidal Quota ¥ h drig 933z
@ b)) b)4) | b))
16740 1000.0 TEDD 15000.0
14670 10004 {buprencrphine pd) 46217 10400.0
341 o0 oo [(b)(4) 5706
.|amtneeded subtance MO yiekd art headed  tobtance MO yleld amt neaded  cutance M0 yinlfd amt needed  substanee MO, yield
346667 136,000 0.550 166875 133.500 0400, 0.000 . 0.000 0,540
1006000 | )(4)
tr 1005000 700,000 0,700
angre 143,000 0453 148 156 127.5C0 0,850
11604938 10444 444 0.500
1664444 1600000 215.133 11604.938
2165768 1500000 500593 16535551
1665.900 1000000 450,000 115605.000
17582000 + others 0.00% - 1Y5E2.005
192030
-
arlpavine

@@
110

armt nesded
2131855

2131.855

2758 603

2132.000

substance MQ  yisld

1827.000

0.857

b)(4)
T00.0
F00.0
19765 (PQinventary)

amineeded  tubstance MO yield

.00

B0

-2231.500

T00.000
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[ﬂa to Submi tted |

bw.equast.-:n |_15535 13- -APR- 13
et 1 Chemical {only 1 ver DEA-189)
RIPAYINE L 2
_La_i.&ﬁﬂmuﬁ_ﬂﬂ.ﬂishrmt rug Codo 9330-0
(b)(4) hucta Year 2014
DEA Registration Nun'lhar.b){q.);{b){?){E)
b)(4),(b)(6) L ax, No (b)(4);(b)(B)
| Fhone Mo
. KOTEB1 All Quantitien are ko be Expregged iu Gremp of Anbydrous Anid, Hape, oF Alxaloid(not as Ealto).
) . fugtas Previouasly T=sued by DEA
Cuota Hiptory . 20132 2011 1014 Quota Reguested -
3,684, 000.0 31,126,000,0 o0 4,225,000.0
Produckion Data ind Precedimy Year 1st Preceding yYear Bacimntr for Estimate fcr Year
. Current Year H.equeated
Inventory as of Dec 31 i Lt
a,bulk Centrolled Subatance/List 1 Chemical... 0.9 9.9 1,415,000 9 LATE, 000 9
1,252,200.0 0.0 3.0 3.9
b.In-Process Materdal..... . ivvnrnennnmneans . 3.0 o0 ¢.a 7.0
©. Contalaed in FINISHED Posage FOIME......-.- 1.252.200.0 T 17415, 000.0 1.315,000.0
D"BF:;‘“:‘!.S?M’m"%“““"" : 3750497 5.0 2,857,006.0) 7,657, 000.0
;. I-7:1.4 . S NI TR 0.5 o0 o 0.0
EXPOYTS . riennransn R A T R I 2.505. 77 5.0 2,857, 000.0 2.857,000.0
Requiaicion/Production AL LR * s PO S o
a.Domestic Sources J 184,006, '?] 0.0 4,235,000.0] - 4,235,000.9
.Domestic Sources........ 3,151,006 1 | 4,235,060, 0] 4,235,000.0

ff the Purpcee is to Manutaccure Another Subacance(al, Fumish I'.he Fall.cwing xn.omar.ian

Hama of New Bubatanan Drug Amaunt Dasd_for thie Pu [ "% yisnld
7011 2012 2014 1
HYDROMOR PHONE 9150-0 B74,020 1,140,220 1,827,000 £5.70
s

Product Davelopment Dosage Parm Berangth Onica/8akch [ # of Datches Hnkch Furpops | Eet. Quantity (Bot. Complecien Tiew
[fraceter RagiotTant Explanation of Tranafar- i
Dats of Ceatzuctlca | Explunation

-
Fackaging Froduct Nama Brzeagth ] Ualto/Pky l 4 of Pkga Tuipose Toral Quantity

Remarks
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Request ID,[1166

IPAVIN g;hﬁﬁ!ﬂlﬂfﬁiﬂ; Nushey 2
pe _ansd Ad pnt rug Coda 5330-0
b)(4),(b)(7T)(E) uota Year 2014
hER Registratlon KumbariD)(4)(b)(7)E)
: I . No b)(4):(b
:anm:_zan_:ni{b){ﬂ,):{b){fﬁ) r ;:n_af“o' )(4),(b)(8)

HOTE: All Quantitles aro to be Expew

ga0d in Oramo _of Anhydrows Aeid, Bame, or Alk¥alold{not so Saltg).

Quotas Frevicusly Iasued by DEA
Quota History 013 2013 2014 Quoks Regquestad
6,300,000.0 B,44d4,444.0 0.0 15,0Q00,000.90
Preduction Datn Ind Precadiog Ywax let Precuding Year Eseimace for EBotimace fgr Ymarp
Currenc Year Raquuated
Iaventory as of Dec 31 i 5’0"" - L = e _ =% .-
a.Bulk Controlled Subatance/list 1 Chemical... ‘62;‘2 gg 1,081, 3;3 1,081, 333
b.Id-Froceas Maperiel............. T o0 o0 o d .0
c. Contained iln FINISHED Dosage FoIms......... 570, 621. 0, [ 1,081,731.0 1,081,733.0f
Dispositio:{salel!Ur.;hzation 53 o3 PCYTRTYI TTTICYTI
:,Dcmesr. Crvmerammnadarsonnnannanns 5.0 0.0 X 3
EXpOrEA. . .... e P o. 0 7 14,491,449.0 19,934,444, 0
Acquisition/Production : l:].\ 0 ;&:’* ~:"Jr’;‘:<%a‘;«0m; ;]“'“.‘."’ '-".i‘s 00; m-w -
4.Domestic sources : 6.d 0. 15.006,000.0] 15,000.000.0
L el A.C .- NEER b Ta . L. -
If the Purpose 3@ ta Manufacture Ancthey Subacance (s}, Furnieh Lhe Following Information:
Mams of ¥Wew Subatinca Drug . ___ _ Ampunt Uspd for thlue Puiposs | % Yiald
_ 2011 2012 [ 2014 |
PXYMORPHONE (FOR CONVERSION) 9652-A £, B26,2M 3,530,348 10,494, 444 206,90

Batoh Purpooe Eot. Guantity

Product Develvpment Dosatds FOrm Beymagth Ooite/Bateh [ ¥ of Batchoa Ept. Complaticn Tima
1
rrepafey Ragiacrant Explanation of Tranofer =
Tato of Dantruckion | , Explonation
Packaging Product Neme Strength | Umita/Pkg | & of Fkga . Purpons Total Quentity

Remarks

Gupplemantal documentatien in

support of this request wlll be @railed separataly to GDE.Quotagusdo) .gov.
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OR, TNDTVIDOAL - MANUFACTURING | GUOTAY

I
2 L

SAPPLICATI

; Request ID.115756 pate Submitted| 25-APR-13
k A-189)
DRIPAVINE _8chedule/List Nugber 2
teag of Reglstrant og_Code $334-0 :
(b)(4) juota Yoar 2014 !
DEA Reglatration Numbexyb)(4).(b)7)E)
Wﬂn{{b){ﬂf);{b){fﬁ) I ax. No b)(4).(b)(6)
g1] hddrampg [ _Phona No.

KorE:1 ALl GQuantitism are bto ba Exprassad in Oramn of Anhydrowd _hgid, Bacg, or Alkaloid{not e gSaltsl.

Custaa previously Tesyed py DES
Quata Hiastory 20132 inly 2014 guota Baquasted
1.634,000.0 1,467,0359.40 0.0 1,674,000.4
Productich Data Ind Preceding ear lac Preceding Year Estimate for Eatimate for Year
Current Yoar Requasted

Inventory 43 of Dec 33 R T LA S AN t

a.Bulk Centrolled Substance/List 1 Chemical... 277,54:.2 g.: ws,oog.g 105,002‘2

h.In-Process Material..... i od TG 0. o o3

c. Contaloed in FIMISHED Dasage FORMB......... 397.%47.0 T, 0 105, 000, 0 105, 909.0
D-_

. lﬂpzaitio:(Sale) fucilizacicn 758, 775 .0 0.4 1,674.000.4 1.674,000. 0
.a. gmeEtic, ... .. .. I 7.0 .0 2.4 7.0
bE:I(purts_........ ....... . e rartraan 738, 7750 0.0 1,674, 0004 1,674,000, 0

poguisiticn/Production PR - Ty S R —
. 797,822 .0] 0.0 1,674,000,q 1,674, 000.0
. eic 5 e e L : e
a.Domea gurces 757,822.0] 0.0 1,674,060, 1,674,000.0
TR T T st o - T B = A M T
[f the Purpose ls to Manufaceure Another Subatance tal, Furnloh tha Fallawing Information:
Nore of New Substancs Prug Amgunt Weed for this Purpoas | & xield
i 2011 2012 | 2014 |
HYDROMCRPHONE 9150-0 o [} 156, 000 45,00
EXYMORFHONE {FOR SALE) 3651-B [} 35,453 143,000 45.00
Product Dovelepweat Daoaga Form Herangeh tnito/Batch § of Batches Bateh Purpooe L Rut, Cuantity ]xn:. Conplatian Tima
fransfer Regletrant Explanation of Trancfer -
Dats of Daatrusctlen | Explmnakion
Packaglrg Product Name l acrangth Tnite/Pkg ] ¥ of Thga Putposan Yotal Quantity

Remarks

Fista 1a for supply of 1,000kg to [DNAV(DN7VE)

Ihii41]#il) aleo uase dripavine for internal gaonversion tg

xymorphone and Hydromorphone for sale to [b)(4)(b)(7)E)

—7

| TN I
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CTURTNG: QUOTAN

o

e

#EAY -
0.1 Dnte
a3 prdoal fonly ) per DEA-169)
hedule/List Numbar 0
g Code . agEI-A
uckts Year 2014
DEA Reglatration Numbex|(b)(4)(b)(7)(E)
o D)(4),(b)(6 ] ax. Ne D) 4).(b)(6
Contact Rersan0)4)(0)0) [ — . BIA.0)6)

NOTE: All Quantltles are to be Expredsed in Oramc of

dzoue_hoid, Base, or Alkaleld(not as Salta}.

Quatas Previously Iggued by OFA

Luota History 1012 1012 2014 Quota Ragquanted
T,766,000.0 7,600,000.0 0.0 11,000,¢00.0
Production Data dnd freceding Year 1st Precedlng ¥ear Botimate for Eztimace for Year
Current Year Requestad
Inventory aa of pec 31 Lo P T AL TR T
a.Bulk Cantrolled Bubstance/List 1 Chemical... £8,600.9 0.9 693,036.9 £93,096.0
g.9 0.0 1,600, 000.08 1,000,000,
b.In-Praocess Materlal........-. . couviannnn N o0 0 .4 - o4
c. Contalned im FINISHED Domage Forme......... 26, 600,01 .0 1,693,006, 1633, 086,48
DipporiticniSale) fUtilizaticn .
apl:cmenr.ic[‘ {Utiliza 0.9 o0 13,192, 729.0 13,192, 729.0
b‘g : “a 5 o oD v.d 0. d
£ 1=y - 2 0.0 N 13,192,539, 13.1592,725.0
T n [T R b obe G - - N CRied I b g R e v R B
poquieicicn/Production Lo L P A i Lk 3 S g
a.Domestle SOUTDBE, . i . viasinrer v arnanss 9.9 13,000,000 13,000,000.0
0.9 13,000,000.90] 13, 000, 000 0
NG N PR N A g
KZ che Purpose 1 ta Manufasrure hmather Subascance(s), Furniah tha Fellowing Informaticn:

Nama of New Substance

Trug Amcunt Tasd for vhia Purpose & Yleld
2011 2012 : 1014
L]

JEGE-B
JEEB N

ROROKYMORPHCHE (FOR SALE)
WOROXYMORPHCNE (POR CONVERSION}

4,114, fod

a
1,329,952

6,707

13,186,012

63,00
63.00

Produzc Dovelopkant Dapage Form Styengch

| osica/Eatch [ ¢ of Batches l Patch Purpose l Ear., (uantity |Est. Complatlon

Tize

—

Explanation of Tranafor

frranofar kagis :rmtl

Date of Deotructicn | Explanatign
Packaging Product Name gtrangth, l Taitn/Phyg | $ of Fkge —[ Purposs Toxal Quantity

Renarka

Supplemental docuymentatian ILn support of this request will be emailed separataly

To CDE.Quataiusdoj.gov.
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< ARPLYCATIORTFOR: INDEVII0AL: RANUFACTURINGIGQOOTAL T 2

o v P

[P =
[R5 i

Reguest ID.[116060 Date swu

ax 0
Hamo rug_Code 9652=A
(b)(4) juota Year 2014
DEA Registration Numberfb)(4)(b)(7)E)
b)(4).(b)(6) | Fax, No (0)(4).(b)(6)
a g | Phopa Ho,

HOTE: All (uanticies are tn be Exprancod in draos aof Aohydroup Acid, Basse, gy Alkelodd{zot aso Swlte).

Quotas Proviously foaued hy OEM
Duota Ristory 1012 20113 2014 Quota Regueated
I.UODEO.D 1,782,600.0 Q.0 2,500,000.0
Produstion Data 2nd Preceding Year lar Preceding Year Batimace for Eotipate for Year
Curzrent ¥ear Requeated
Inventory as of Deg¢ 31 - : T = T i a— " 5
a.pulk tontrolled Subekance/Ligt 1 Chemical... g'g z'g 2 500,000.; 2,500.00:.:
b.In-Process Materdal. ... oo iiiarannes .. 2.4 0.0 . 7.0
¢. Contalned in PINISHED Dosage FOFMB........ 0.4 0.0 2,500, 000.0 7,500, 000, 0
Pigposititn(Sale} fUtilization 3 T 7 5.7
A.DOMeBELC. v i C. 0 T.4d 7.0 0.0
b Exporta........... Prieener sy 0.4 0.0 7.0 a0
Foguisition/droduction Pl vu‘q ;d =i 2‘ ;ou "c-r'u'u ; sc;g —
a.Comestlc SOUTCEB. . vverrerrarinrrnraanan 5.q 0. q 2,500,000.0 2. 500. 0000
e et et~ S e e E

I the Purpose 12 to Hanufacture Another Subatance(a), Furnish the Followleg Information:

¥ana af ¥Waow Bubstancs

Drug hmaunt 1Jagd for thio Fu a8 % Yinld
l 2011 aQ12 i iql4 |

Product Developdent Dopage ?omJ_ dtrangth

| tnika/Bateh | { of Batches 1 Bateh Purpose ] Eet. Qunontity Ianr.. Complation Tims

trapafar Regiatrant Explanarion of Tracafar

Tata of Destructlion | Explanaticn

Packaging Product Hamae i Btrongth [ Vnica/Pkg ¥ ot Prqe PUTpana

Totel guancity

Ramatka

Hhree batches @ 833 kg each for validation. Thla oxymarphone will be converted to noraxymorphene {converaion)
land then converted into naloxone, The oxymorphone quota granted for 2013 will be returned and not ueed.

in early 2015
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Basic Class: 9652.8 . ) 2014 Initial APD Worksheels

Total PQ Reguested: 3,443, 767.250" - FOAE:zk . NfA
. IM5 Ect: - 047
Company - DEANum 2014 RequestedMQ 2613 Reviaed MQ - 2012 Salas 2012 OEA MO Sakes % of 2012 Sales  Share of 2014 Totat PQ 2012 Inventory 2013 Projected Exports 2013 Projectied Sales  Ad] Avall Cale MO

(b)(@).(D)(7)E) - 5000 5,000 0.000 3,570,963 674 0.006 - 0.040 0.007 ¢.000 4,000 3755 5,000
cooto 0,000 4774 3570982674 - Bo00 : 4501 222198 .000 5000 211643 €0.000
143,000,000 37,500,000 10,742 000 3,570.962.674 - 0,003 110372534 13,845.000 0.006 143000000 38506750 113535782
450.000.000 £17,660.000  286,960.000 3,57G.963.674 - © 0080 < - ZIEETIAT1  157,830.000 0,00 520000000 691638500 504,624.319
,000,000.000 557450 000060, 2,863,842.000 35TOBBIRT . . DBSZ ., 2760229032 -£85842.000 D060 1277692000 3.214,381.500 3,262,135 250
o+ 3D00.600 5,000 D00 £57.500 3,570,961.674 -0.000 ST oe G3409F £,900.000 D000 2000000 10425000  3.000.000
3,150,000.000 958 000000 406349000 . 3.570,963.674 €114 - - AMEAT 412 215085000 0000 1,4%0,000,000  BEO0,553.750 1,420.000.000
210,000,000 402000.000 2,386,000 3570963674 0.00 2301600 411,016.000 0.000 191250000  BOSFEZO00  210,000.000
MQ Totals: BABGOE5.000 5417245000 5.653.821.421

2013 Final Initlal APQ: 5,500,00C 000 '

2013 Final Ravised APQ: S 600,000,000 )

FDA Ent: [2013 Initis! APQ “ 1 + FOAERtE 5,500.000.000
M5 Ext: (2013 Inlial APQ ™ 1+ IMS Extp:  5.239,300 000

2014 Final Initial APQ: £,200,000.05%
withy 25°% hufTer 7.750,000.000

OXYMORPHONE (FOR SALE)
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2014 Establish 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 establish

- calendar year 2014 aggregate production quotas (APQ) for cach basic class of schedule I and

IT 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
potential drug shortage issues.

Expeditious publication of this notice is necessary to ensure that quota is available at the
beginning of 2014 for manufacturing.

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

Controlled Substances

The APQ for 1-[1-(2-Thienyl)cyclohexyl]piperidine, carfentanil, cathinone,
dimethyltryptamine, levomethorphan, lysergic acid diethylamide, metazocine,
methyldesorphine, and phencyclidine were increased due to additional applications
received to support the manufacturing of diagnostic kits and / or reference standards.

The APQ increase for hydromorphone is based on domestic sales and export requircments
as evidenced by registrant and IMS data. The APQ for dihydromorphine was increased
since it is used to manufacture hydromorphone. ‘

The APQ for ecgonine was increased based on changes in the manufacturing process for the
final substance (cocaine) by registrarits who received reduced manufacturing quotas in2013
before the APQ was revised to accommodate their manufacturing activities.

The APQ for neroxymorphone (for conversion), noroxymorphone (for sale) and
oxymaorphone (for conversion) were raised based on the increased manufacturing of non-
controlled opiate antagonists (“nal-—drugs” such as naloxone or naltrexone) for both the
domestic and export markets.

Prepared by ODQ/ODEQ 8-29-13 Page 10f2
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e The APQ for methamphetamine and d-methamphetamine (for conversion) were reduced

based on.decreased demand. Historical data shows decreasing quota requests for these
substances. :

¢ The APQ for phenylacetone was increased due to comments received which noted that a

large domestic amphetamine manufacturer will switch suppliers to a domestic manufacturer
of phenylacetone used in the manufacture of amphetamine salts. That amphetamine
manufacturer had previously used phenylacetone imported from an overseas supplier.

List ] chemicals

o The AAN for ephedrine (for sale), phenylpropanolamine (for conversion), and .

pscudoephedrine (for sale} were increased due to additional applications received to
support manufacturing efforts.

The AAN for ephedrine (for conversion) was reduced based on decreased demand.
Historical calculation based the AAN on APQ of methamphetamine and AAN of
pseudoephedrine. ODQ notes manufacturers of methamphetamine utilize phenylacetone as
the precursar chemical of choice and that there is no bulk domestic manufacturing of
pseudoephedrine. ODQ recommends 1000 kg to provide for product development efforts for
manufacturers who have proposed new synthetic routes to manufacture methamphetamine
via ephedrine (for conversion). ‘

Prepared by ODQ/ODEQ 8:29-13 Page 2 of 2
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Billing Code 4410-09-P

DEFPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-378]

Established Aggregate Production Quotas for Schedule ! and IF Controlled
Substances and Established Assessment of Annual Needs for the List I Chemicals
" Ephedrine, Pseudoephedrine, and Phenylpropanclamine for 2014

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

SUMMARY: This notice establishes the initial 2014 aggregate production quotas for
controlled substances in Schedules | and 11 of the Controlled Substances Act (CSA) and

assessment of annual needs for the List [ chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine.
EFFECTIVE DATE: [INSERT DATE OF PUBLICATION IN FEDERAL

REGISTER]

FOR FURTHER INFORMATION CONTACT: Ruth A. Carter, Chief, Policy
Evaluation and Analysis Section, Office of Diversion Control, Drug Enforcement

Administration, 8701 Morrissette Drive, Springfield, VA 22152, Telephone: (202) 598-
5812. '

SUPPLEMENTARY INFORMATION:;

Background
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Section 306 of the CSA (21 U.S.C. 826) requires the Attorney General to
establish aggregate prodtiction quotas for each basic class of controlled subétanéc listed
in Schedules [ and Il and for the Li‘sl I chemicals ephedrine, pseudoephedrine, and
phenylpropanolamine. This responsibility has been delegated to the Administrator of the
DEA by 28 CFR 0.100. The Administrator, in turn, has redelegated this function to the

Deputy Administrator, pursuant to 28 CFR 0.104,

The 2014 aggregate production quotas and assessment of annual needs represent
those quantities of: Schedules I and II controlled substances a;ld the List I chemicals
ephedrine, pseudoephedrine, and'phenylpropanolaminc to be manufactured in the United
States in 2014 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 for use in industrial processes.

On July 3, 2013, a notice titled, “Proposed Aggregate Production Quotas for
Schedule ] and 11 Controtled Substances and Proposed Assessment of Annual Needs for
the List ] Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine [or 2014,"
was published in the Federal Register (78 1~R 40186). That notice proposed the 2014
aggregate production quotas for each basic class of controlled substance listed in
Schedules 1 and [T and the 2014 assessment of annual needs for the List I 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 or before August 2, 201 3‘.
' 2
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Comments Received

DEA received seven comments from DEA-registered manufacturers within the
published comment period on a total of 23 Schedule | and Il controlled substances and
one List I chemical. Commenters stated that the proposed aggregate production quotas
for (1-Pentyl-1 I-I~indol-3-yl)(2,2,3,I;-tetramelhylcyclopropyi)mcthanone (UR-144), [1-(5-
flucro-pentyl)-1 H-indol-3:y1](2,2,3,3-tetramethylcyclopropyl)methanone (XLR11), N-(1-
adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48), cathinone, amphetamine (for
sale), codeine (for conversion), codeine (for sale), fentanyl, hydrocodone (for sale),
hydromorphone, levomethorphan, methylphenidate, morphine (for conversion),
morphine (for sale), noroxymorphone (for conversion), aripavine, oxycodone (for sale),
oxymorphone (f‘or conversion), oxymorphone (for sale), phenylacetone, tapentadol,
tetrahydrocannabinol, and thebaine were insufficient to provide for the estimated
medical, scientific, rese:larch, and industrial needs of the Ul;itcd States, export
fequirements, ana‘thcl'cstablishnlent and rﬁainlenance of ‘r‘eserve st'ocks. One commenter
stated that i};e proposed assessment of annual needs quota for phénylpropanolamine (for
conw:'rsion)‘ was insufﬁcignf to provide for the estirﬁated medical, scientific, research, and
indx;strial ncéds of the United States, export requltrements,:and th.e establishment and
ﬁainlcnanc'e of'réserve stoci(é. . |
De'termin_atign__ofl[llzt Aggregate Production _Quotas a_nd Assessment of Annual

Needs

In determining the 2014 apgregate preduction quotas and assessment of annual

needs, the DEA has taken into consideration the above comments along with the fuctors
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sel forth at. 21 CFR l.303._11‘ and 21 CFR 1315.11, ir_1 _agcordance with 21 U.S.C. 826(a),
and other relevant factors, inclﬁding the consideration of 2013 manufacturing quotas,
current 201 3 Sﬁlﬁb and inventories, 2014 export reqmrements industrial use, addmonal
apphcatlons for quotas, .as well as information on research and product developmem
requirements. Bgsed on this mformatton,vthe DEA has determmed that adjustments to the
proposed aggregate production quotas and assessment of annual needs for 1-[1-(2-
Thienyl)cyclohexyl]piperidine, carfentanil, cathinone, dihydromorphine,
dimethyltryptamine, ecgonine, hydromorphone, levomethorphan, lysergic acid
diethylamide, metazocine, methamphetamine, d-methamphetamine (for conversion),
methyldeserphine, noroxymorphone (for conversion), oxymorphone (for conversion),
phencyclidine, phenylacetone, ephedrine (for conversion), ephedrine (for sale), |
phenylpropanclamine (for conversion), and pscudoephcdn;ne (tor sale) are warranted,

This notice reflects those adjustments.

Regarding (1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramcthylcyclopropyl)methanone
(UR-144), [1-(5-fluoro-pentyl)-1H-indol-3-y1](2,2,3,3-
tetramethylcyclopropyl)methanone (XLR11), N-(1-adamantyl)-1 -pentyl-1 H-indazole-3-
carboxamide (AKB48), amphetamine (for sale), codeine (for conversion), codeine (for
sale), fentany, hydrocodone (for sale), methylphenidate, morphine (for conversion),
morphine (for sale), oripavine, oxycodone (for sale), oxymorphone {for sale}, .lapcnladul,
tetrahydrocannabinol, thebaine, and phenylpropanclamine (far sale), the DEA has
determined that the proposed initial 2014 aggrepate production quotas and assessment of

annual needs are sufficient to meet the current 2014 estimated medical, scientific,
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research, and industrial needs of the United States. This notice finalizes these aggregate

production quotas at the same amounts as proposed.

"

DEA also specifically considered that inventory allowances granted to individual
manufacturers may not always resul; in the availability of sufﬁcieﬁt quahlities 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 controiled substances available to
provide for lcgitimale public need. As such, the DEA included in al! Schedule -II~
aggregate production quotas, and certain Schedule [ 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
established aggregate production quotas 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 unfur;seen event
resulted in substantial disruption to the amount of controlled substances available to
provide for legitimate public nced, as determined by the DEA. The DEA does not

anticipate utilizing the reserve in the absence of these circumstances.

In accordance with 21 U.5.C. 826, 21 CFR 1303.11,and 21 CFR 1315.11, the
Deputy Administrator hereby establishes the 2014 aggregate production quotas for the
following Schedule [ and 11 controlled substances and the 2014 assessment of annual
needs for the List 1 chemicals ephedrine, pseudoephedrine, and phenylpropanolamine,

expressed in grams of anhydrous acid or base, as follows:
5
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Basic Class — Schedule 1

Established 2014 Quotas

(1-Pentyl-1H-indeol-3-y1)(2,2,3,3-tetrarnethyleyclopropyl)methanone 15g
(UR-144)
[L-{5-fluoro-pentyl)-1H-indol-3-¥(](2,2,3,3- 15g
tetramethylcyclopropyl)methanone (XILR11)
1-{1-Phenyleyclohexypyrrolidine 10g
1-(§-Flucropentyl}-3-( 1 -naphthoyl)indale (AM2201) 458
I-(5-Fluoropentyl)-3-(2-iodobenzoyl)indale (AME94) 15
[-[1-(2-Thienyi)cyclohexyl]piperidine i5g
1 {2-(4-Morpholinyl)ethyl]-3-( 1-naphthoyl)indole (IWH-200) 45g
I-Butyl-3-(I-naphthoyl)indale (1WH-073) 45g
l-Cyclohexylethyl-3-{2-methoxyphenylacetyl}indole (SR8 and RCS-8) 45g
_[-Hexyl-3-(i-naphthoyl)indole (JWH-019) 45g
1-Methyi-4-phenyl-4-propionoxypiperidine 2g
1-Pentyl-3-(1-naphthoyl)indale (JWH-018 and AM678) 45 g
| -Pentyl-3-(2-chlorophenylacetyl}indole (JWH-203) 45¢
{-Pentyl-3-(2-methoxyphenylacetyl}indole (JWH-250) 45 g
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45
[ -Pentyl-3-(4-methyl-1-naphthoyl)indole (fWH-122) 45¢
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR—19, RCS—4) 45 g
1 1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45g |
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) J0g
2-(2,5-Dimethoxy-4-ethylphenyi)ethanamine (2C-E) J0g
2-(2,5-Dimnethoxy-4-methylphenyllethanantine (2C-D) g
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30g
2-(2,5-Dimethoxyphenyljethanamine (2C-H) 30y
2-(4-Cliloro-2,5-dimethoxyphenyl)ethanamine {2C-C) g
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-) Jog
2,5-Dimethoxy-4-ethylamphetamine {(DOET) 258
2,5-Dimethoxy-4-n-propylthiophenethylamine 25¢g
2,5-Dimethoxyamphetamine 38
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 30g
2-[4-(Isopropylthio)-2,5-dimethoxypheny!Jethanamine (2C-T—4) g
3,4,5-Trimethoxyamplietamine 58|
3,4-Methylenedioxyamphetamine (MDA) 558
3,4-Methylenedioxymethamphctamine (MDMA) 50y
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 40 g
3,4-Methylencdioxy-N-methylcathinone (methylone) 50
1,4-Methylenedioxypyrovalerone {(MDPV) 35g
3-Methylfentanyl 2g
3-Methylthicfentanyl ~ 2g
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4-Bromao-2,5-dimethoxyamphetamine (DOB)

g
4-Broma-2,3-dinethoxyphenathylamine (2-CB) 25g
4-Methoxyamphetamine . 100 g
4-Methyl-2,5-dimethoxyamphetamine (DOM) 25g
4-Methylaminorex 25 g.
4-Methyl-N-methylcathinone (mephedrone) 45 g
5-(1,1-Dimethylheptyl)-2-[( 1 R,3S)-3-hydroxycyclohexyl]-phenol 68g
5-(1,1-Dimethylocty)-2-[(1R,38)-3-hydroxycyclohexyl]-phenol S3g
{cannabicyclohexano! or CP-47, 497 C8-honiolog)
5-Methoxy-3,4-methylenedioxyamphetamine 25 ¢
5-Methoxy-N,N-diisopropyltryptamine 25¢
5-Methoxy-N,N-dimethyltryptamine g
Acetyl-alpha-methylfentany!: 2
Acetyldihydrocodeine 28
Acetylmethadol 28

1 Allylprodine 2g
Alphacetylmethadol 2g
Alpha-ethyltryptamine 25¢g
Alphameprodine g
Alphamethadol 2g
Alpha-methylfentany] 28
Alpha-methylthiofentanyl 2g
Alpha-methyltryptamine (AMT) 58
Aminorex 258
Benzylmorphine 2g
Betacetylmethadol lg
Beta-hydroxy-3-methylfentany! 2g
Beta-hydroxyfentanyl 2g
Betameprodine 2g
Betaprodine _ . 2g
Bufotenine 3g
Cathinone 0g
Codeine Methylbromide ig
Codeine-N-oxide 200¢
Desomorphine X
Diethyltryptamine 53
Difenoxin 50g
Dihydromotphine 3,990,000 g
Dimethyltryptamine 5g
Dipipanone Sg
Fenethylline Sg
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Gamma-hydroxybutyric acid 70,250,000 g
Heroin 25g
Hydromeorphinol 2
Hydroxypethidine 2g
Ibogaine _ Sg|
Lysergic acid digthylamide (LSD) 35g
Marihuana 21,000 g
Mescaline 25
Methaqualone 0g
Methcathinone 5y
Methyldesorphine 2g
Methyldihydromorphine 2e
Morphine Methylbromide 5g
Morphine Methylsulfonate 5g
Morphine-N-oxide _ 175 g
N-(1-adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB438) I15g
N-Benzylpiperazine 25¢g
N,N-Dimethylamphetamine 25g
N-Ethyl-1-phenylcyclohexylamine Sg
N-Ethylamphetamine 24
N-Hydroxy-3,4-methylenedioxyamphetamine 24 g
Noracymethado! g
Norlevorphanol 52g
Normethadone 2g
Normorphine 18 ¢
Para-fluorofentanyl 22
Parahexyl 58
Phenomorphan ig
Pholcodine 2g
Properidine 2g
Psiiocybin J0g
Psilocyn Jog
Tetrahydrocannabinols 491,000 g
Thiofentanyl 2g
Tilidine 10g
Trimeperidine 2g

. Basic Class — Schedule 11

Established 2014 Quotas |

I-Phenyleyclohexylamine

gl

1-Piperdinocyclohexanecarbonitrile (PCC)

3g)
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4-Anilino-N-phenethy!-4-piperidine (ANPP) 2,687,500 ¢
Alfentanil 17,625 g
Alphaprodine | ig
Amobarbital 9g
Amphetamine (for conversion) 18,375,000 ¢
Amphetamine (for sale) 49,000,000 g
Carfentanil 19¢g
Cocaine 240,000 g
Codeine (for conversion) 68,750,000 g
Codeine (for sale) 46,125,000 g
Dextropropoxyphene 19
Dihydrocodeine 100,750 p
Diphenoxylate 750,000 g
Ecgonine 144,000 ¢
Ethylmorphine g
Fentanyl 2,108,750 ¢
Glutethimide 3g
Hydrocedone (for sale) 99,625,000 g
Hydromorphone 6,750,000 g
Isomethadone 5g
Levo-alphacetylmethadol (LAAM) 4g
Levomethorphan 1958
Levarphanol 2,000 |
Lisdexamfetamine 23,750,000 g
Meperidine 6,250,000 ¢
Meperidine Intermediate-A 6g
Meperidine Intermediate-B g
Meperidine Intermediate-C g
Metazocine 19g
Methadonc (for sale) 31,875,000 ¢

Methadone Intermediate

78,875,000 g

Methamphetamine

2,811,375 ¢

(1,250,000 grams of levo-desoxyephedrine for use in a non-céntmllcd, non-prescription product;
1,500,000 grams for methamphetamine mostly for conversion to a schedule |11 praduct; and 61,375

grams for methamphetamine (for sale)]

Methylphenidate

96,750,000 »

Morphine (for conversion)

91,250,000 g

Morphine {for sale) 62,500,000 ¢
Nabilone - 30375 ¢
‘Noroxymarphene (for conversion) 17,500,000 g

1.462,500 g

"Noroxymorphone {for sale)
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Opium (po_wder_) '

112,500 ¢
Opium (tincture) 625,000 g
Qripavine 22,750,000 g
Oxycodone (for conversion) 9,250,000 g
Oxycodone (for sale) 149,375,000 ¢
Oxymorphone. (for conversion) 25,000,000 ¢ '
.| Oxymorphone (for sale) 7,750,000 g
Pentobarbital 35,000,000 g
" Phenazocine 6g
Pheneyclidine - 19
Phenmetrazine "3
Phenylacetone 67,000,000 ¢
Racemcthorphan jg
Remifentani) 3,750 g
Secobarbilal 215,003 g
Sufentanil 6,255 ¢
Tapcntadol (7,500,000 g |
Thebaine 145,000,000 g
Basic Class — List { Chemicals Established 2014 Quotas
Ephedrine {fur conversion) 1,000,000 &
Ephedrine (for sale) 3,000,000 g
Phenylpropanolamine (for conversion) 44,800,000 g
Phenylpropanolamine (for sale) 5,300,000 g
Pseudoephedrine [for conversion) 5000
Pseudoephedrine (for sale) 192,000,000 g

The Deputy Administrator also establishes a

geregate production quotas for ali

. other Schedule I and II controlled substances included in 21 CFR 1308.11 and 1308.(2 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 2014 aggregate production

quotas and assessment of annual needs as needed,

baicd: !

10
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Thomas M. [—Ia@,
Deputy Aduunistrator -
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To submit .
comments: Seond them io;
By mail ... Assistant Altarney General,

U.S. DOJ--ENRD, P.O.
Bax 7611, Washinglon, DC
20044-7611.

Under Section 7003(d) of the
Resource Conscrvalion and Recovery
Act (“RCRA"), a commenter may
requesl an apportunity for a public
meeting in the affected area.

During the public comment period,
the Consenl Decree may be examined
and downloaded at this Juslice
Department Web site: hittp://
www.usdoj gov/enrd/Consent_
Decrees.htmi. We will provide s paper
copy of the Consent Decree upon
written request and payment of
reproduction costs. Please mail your
requesl and payment to: Consent Decree
Library, U.8. DO]—ENRD, P.0O. Box
7611, Washington, DC 20044—7611.

Please enclose a check or money order
for $22,25 (25 cents per page
reproduction cost) payable to the United
States Treasury. For a paper capy
without the appendices and signature
pages. the cost is $16.00.

Maureen M. Katz,

Assistant Section Chief, Environmontal
Enforcement Section, Environment and
Natural Resources Division.

[FT Dox. 2013-21650 Filed §—6-13: 8:45 am]
BILLING CQOE 4410-15-P

DEPARTMENT QF JUSTICE

Drug Enforcement Administration
[Docket No. DEA-378]

Established Aggregate Production
Quotas for Schedule [ and [l Controlled
Substances and Established
Assessment of Annual Needs for the
Lisl | Chemicals Ephedrine,
Pseudoephedrine, and
Phenylpropanctamine far 2014

AGENCY; Drug Enforcement
Administration (DEA], Department of
Justice.

ACTION: Notice.

SUMMARY: This notice cstablishes the
initial 2014 aggregate production quotas
for controlled substances in Schedules
and II of the Conlrolled Substances Act
(CSA) and assessment of annual needs
far the List [ chemicals ephedrine,
peeudoephedrine, and
phenylpropanclamine.

DATES: Effective; Scptember 9, 2013,
FOR FURTHER INFORMATION CONTACT:
Ruth A. Carter, Chief, Palicy Evaluation
and Analysis Section, Office of

Diversion Control, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, VA 22152, Telephone: (202)
5968-63812.

SUPFLEMENTARY INFORMATION:

Background

Sectian 306 of the CSA (21 U.S.C.
826) requires the Attorney General to
eslablish aggregate production guotas
for each basic class of contralled
substance listed in Schedules I and 1T
and for the List I chemicals ephedrine,
pseudoophsedrine, and
phenylprepanclamine, This
responsibility has been delegated ta the
Administrator of the DEA by 28 CFR
0.100. The Administratar, in turn, has
redelegated this function to the Deputy
Administrator, pursuant 1o 28 CFR
0.104.

The 2014 aggregate production quotas
and assessment.of annual needs
represent those quantities of Schedules
1 and Il controlled substances and the
List I chemicals ephedrine,
pseudoephedrine, and
phenylpropanalamine to ha
manufactured in the United States in
2014 o provide for the estimated
medical, scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
establishrnont and maintenance of
reserve stocks, These quotas include
imporls of ephedrine, pseudoephedrine,
and phenylprapanolamine but do nat
include imports of controlied
substances for use in industrial
Processos.

On July 3, 2013, a notice titled,
“Proposed Apgrepate Production (Juotas
for Schedule I and I Controlled
Substances and Proposed Assessment of
Annual Needs for the List [ Chemicals
Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2014," was
published in the Federal Register (78
FR 40186). That notice proposed the
2014 aggregale production quotas for
each basic class of controlled substance:
listed in Schedules I and I and the 2014
assessmont of annual needs far the List
I chemicals ephedrine,
pseudoeaphedrine, and
phenylpropanolamine. All interested
persons were invited 1o comment on or
object to the proposed sggregate
production quotas and tha proposed
assessment of annual needs on or hefore
August 2, 2013.

Comments Received

DEA received seven comments from
DEA-registered manufacturers within
tha published comment period on a
total of 23 Schedule T and Il controlled
substances and one List [ chemical.
Commenlers stated that the proposed

Vol. | Page 33%0l. |

aggregate production gnotas for (1-
Pentyl-1H-indol-3-v1)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-
144}, [1-{5-fluoro-pentyl)-1H-indol-3-
vll(2,2,3,3-
tetramathyleyclapropyl)methanone
(XLR11), N-(1-adamantyl}-1-pentyl-1H-
indazole-3-carhoxamide [AKE48),
cathinone, amphelamine (for sale),
codeine {for conversion), cadeine ({or
sale), fentanyl, hydracodona (for sale),
hydromorphone, levomethorphan,
methylphenidate, morphine (for
conversion), morphine (for sale),
noroxymorphone {for conversion),
aripavine, oxycodane {for sale],
oxymorphone (for conversion),
axymorphone {for sale), phenylacetone,
tapentadol, tetrahydrocannabinol, and
thebaine were insufficient to provide for
the eslimated medical, scientific,
research, and industrial needs of the
United States, expart requirements, and
the establishment and maintenance of
reserve storks, Ona commenter staled
thal the proposed asscssment of annual
needs quata for phenylpropanclamine
{for conversion] was insufficient to
pravide for the estimated medical,
scientific, research, and industrial needs
of the United States, cxpart
requirements, and the establishment
and maintenance of reserve stacks,

Determination of 2014 Aggregale
Production Quotas and Assessment of
Annual Needs

In determining the 2014 aggregate
productlion quotas and assessment of
annual needs, the DEA has taken into
consideration the above comments
along with the factors set forth at 21
CFR 1303.11 and 21 CFR 1315.11, in
accordance with 21 U.S.C. 826{a), and
ather relevant faclors, including the
consideration of 2013 manufacturing
guolas, current 2013 sales and
inventories, 2014 export requirements,
industrial use, additional applications
for quotas, as well as information on
research and praduct development
requirements. Based on this
information, the DEA has determined
that adjustments to the proposed
aggregate production quolas and
assessment of annual needs for 1-[1-(2-
Thienyl]cyclohexyl|piperidine,
carfentanil, cathinone,
dihydromerphine, dimethyltryplamine,
ecganine, hydromorphaone,
levomethorphan, lysergic acid
diethylamide, mctazocine,
mathamphetamine, d-
methamphetamine (for conversion},
methyldesorphine, noroxymorphone
(for conversion), oxymarphone {for
conversion), phencyclidine,
phenylacelane, ephedrine (for
conversion), ephedrine (for sale),
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and industrial needs of the United
States. This notice finalizes these
aggregate production quotas at the same

phenylpropanolamine (for conversien),
and pseudoephedrine (far sale) are
warranted. This natice reflects those

adjustments. amounts as propased.
Regarding (1-Pentyl-1H-indol-3- DEA also specifically considered that
vi)(2,2,3.3- inventory allowances granted to

individual manufaclurers may not
always resull in the gvailability of
sufficient quantities to maintain an
adequale reserve stock pursuant to 21
.5.C. 826(a), as intended. See 21 CFR
1303.24. This would be concerning if a
natural disaster or ofher 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 1l aggregate production
guotas, and certain Schedule [ aygregate
praduction quotas, an additional 25% of
the estimated medical, scientific, and'
research needs ag part of the amount
necessary to ensure the establishmenlt
and maintenance of reserve stocks. The
established aggragate production quotas
reflect these included amounts. This

teiramethylcyclopropyl)methanane (UR-
144), (1-(5-Aluoro-pentyl}1H-indol-3-
yl(2,2,3,3-
tetramethylcyclopropyl)methanone
(XL.R11], N-(1-adamantyl]-1-pentyl-1H-
indazole-3-garboxamide (AKB448),
amphetamine ([or sale), codeine (for
conversion), codeine (for salc), fentanyl,
hydrocadane (for sale),
methylphenidate, morphine (for
conversion), morphine (for sale),
oripavine, oxycodone (for sale],
axymorphone (for sale), tapentadol,
tetrahydrocannabinoel, thebaine, and
phenylpropanclamine (for sale), the
DEA has determined that the proposed
initial 2014 aggregate production quotas
and assessment of annual needs are
sufficient lo meet the current 2014
estimated medical, scientific, research,

action will not affect the ability of
manufacturers to maintain inventory
allowances as specificd by regulation.
The DEA expects that maintaining this
reserve in certain established sggregate
production quatas will mitigate adverse
public effects if an unforeseen event
resulted in substantial disruption to the
amount of controlled subsiances
available to provide for legitimate
public need, as determined by the DEA,
The DEA does nat anticipate utilizing
the reserve in the absence of these
circumstances,

In accordance with 21 U.5.C, 826, 21
CFR 1303.11, and 21 CFR 1315.11, the
Deputy Administrator hereby
establishes the 2014 aggregate
production quotas for the following
Schedule I and Il conirolled substances
and the 2014 assessmenlt of annual
needs for the List [ chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamineg, expressed in
grams of anhydrous acid or base, as
follows:

Basic Class=—Schsdule | Eéulaﬁg:ha?’aﬁ);)‘i
{1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramelhylcyclopropy)methanone (UR-144) ettt s s 15
[1-(5fluore-pentyl}-1H-indol-3-yl](2,2,3,3-letramethylcyclopropyl) methanone (£ 02 R O R 15
1-(1-Phenylcyclobexyl pyrroliding ......ven s eraeeeaans i " 10
1-{5-Fluoropentyl)-3-{ 1-naphthoyindole (AM2201] .l i e s s 45
1-(5-Fluorapentyl}:3-(2-iodabenzoyl)indcle (AME54) 45
141-{2-Thienyl}cyclohexyllpiperiding ........ccomomcecrrrercssmens - 15
1-{2-{4-Morpholinyyethyll-3-(1-naphthoyl)indole (JWH-200) 45
1-Butyl-3-(1-naptihoy)indole (UWH-0T3} uoeresirceesnenssies et re s saras s arast s e s e BT s bt 00 45
1-Cyclohexylethyl-3-(2-methoxypheny'acelindole (SR-18 and RCS-8) 45
1-Hexyl-3-(1-naphthoyl}indole (JWH-019) i s 45
1-Methyl-4-phenyl-4-propionaxypiperiding .....cu.wm.e.. 2
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AMG78) 45
1-Pentyl-3-(2-chlorophenylacetylindole (JWH-203) ........ 45
1-Pentyl-3-(2-methoxyphenyiacelyllindole (JWH-250) v i i 45
1-Pentyl-3-(4-chlora-1-NEPRINOYIINAOIE (UWH-B3B) ...ccooiirrieeriirerrrgres ot esss e sttt s enis s s SR B s e e 45
1-Pentyl-3-{4-methyl-1-naphthoylindole (IWH-122) et 458
1-Pentyl-3-[{4-methoxy}-benzoyllindole (SR-19, RCS-4} ..., v R o r e e 45
1-Pentyl-3-[1-{4-methoxynaphthoyl}lindole (JWH-081) "..... e bE L AdRL LI IR IR P S SRR NE PR RS mnas bk antas 45
2-{2,5-Dimethoxy-4-{n)-propylphenyliethanamine (2C-P) . . 30
2-(2,5-Dimethoxy-4-ethylphenyDelhanaming (2C-E) ...t it s st s et s 30
2.{2,5.0lmathoxy-4-methylphenyljathanamire (2C-0) 30
2-{2,5-Dimethoxy-4-nitrg-phenyl)elhanaming [2C-N)- ..o bt b s s 30
2-(2,5-DimethoxyphenyEINANAMING (ZO-H) .eveeeee et css e ra i s s s s e an
2-(4-Chlore-2,5-dimethoxyphenylelhanamine {2C-C) . et ieemtr i e et it e e ‘30
2-(4-todo-2,5-dimethoxyphenyljethanaming (2C-1) e e e e 30
2,5-0imethoxy-4-ethylamphelaming (DOET) i st s s et bt e s e b s 25
2 5-Dimethoxy-4-n-propyllhiophenethylaming 25
2,5-Dimethoxyamphelaming ... erteeeatasiteseesEaielatsensnErnasaerbas e emn RSP ASRTAE Tt AR PSR4 LE L ISR RSSO R 25
2-[4-(Ethylihio)-2,5-dimethoxyphenyljethanamine (2C-T-2} ... a0
2-[4-(Isoprapylihic)-2,5-dimethoxyphenyl]ethanaming (2C-T-4] . i s s a0
3,4, 5-TrMOUNOXYAMNPRBIBITING 1oy cirv.erersterniasrnsss s stinss e ssd es st 140 EEL 8BRS 1058 SR T4 4T T 4180 e SR P LT LTRSS T e 25
3,4-Melhylenedioxyamphetaming (MDA) ......... 55
3,4-Melhylenedioxymethamphetamine (MDMA} .. 50
3,4-Mothylenedioxy-N-ethylamphetamine (MDEA) .. 40
3,4-Melhylenedioxy-N-methylcathinone (methylana) 50
3.4-Methylenadioxypyrovalerona (MOPV) .. 35
S-Methylfentanyl .....c.ume o 2
3-Methylhiofenanyl ..o s . 2
4-Bromo-2 S-dimelhoxyamphetamine {DOB) ... 25
4-Brome-2 5-dimethoxyphenethylaming (2-CB) .o v sttt st s e 25
4-Methoxyamphetaming ... 100
4-Mathyl-2,5-dimathoxyamphetamine {DAM) gg

4-Mathylaminorax ...
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Basic Class—Schedule |

Established 2014
Quotas (grams)

4-Methyl-N-methylcathinene (mephedrone) ..o ciciriionns

5-(1,1-Dimethylheplyl)-2-[{1R,35}-3-hydroxycyclahexyl-Phenal ...t et e s
5-{1,1-Dimelhyloctyl)-2-[{ 1R,35)-3-hydroxycyclochexyl]-phenol {cannabicyclohexansl ar CP-47, 497 C8-hemalog) ..
5-Methoxy-3,4-methylenedioxyamphelaming ..o faeteraaeneted e o LR RaL b bR e gs er el e e Adde R e s rme b AT LR LR ek
5-Methoxy-N,N-diilsopropyliryptamine .........

5-Melhoxy-N,N-dimethyitryptamine .....
Acelyl-alpha-methyifentany ..........
Acelyldihydrocodeine ...
Acelylmothadc! ...
BT [T O e P P ST ST ORI S PSS R TP R SS PO oo
Alphacctylrnelhadol OO U U VPO PP PP U PO PIUP PP PRSPPI
Alpha-athyltryptamine ..
Alphameprodine ...

Alphamethadal .....
Alpha-malhyifentanyl ...
Alpha-methyithiolentanyl ....
Alpha-methyltryptamine (AM

435
68
53
‘29
25
25

o

fI RS
MO WM AR GRNRMMNRGRDMAD LD NN

AMINOMEX ... virvririiraene

BANZYIMODIING 11ouverimoisarnossismsssrimssssars semesss s sirsass sersssart ses snyemes radd 0L LE4AIE beb a1 Fn e e e TR LT LEd B LS PE L TE 1 AP0 BB p R Tn s S e

Belacetylmethsdol .............. et raren by rateteteangeeseATEY P SRA e e eR AeRAA PA et p R LR RE 4404 EE o4 R4 8RS RS eE e ey Sa N e £rE e Te TR SRR b ATy S e

Beta-hydroxy-3- methyll’cn'lanyl

Bota MY UIOXYTEIMANY| 1e-ooversireinessressirsiniet s s s sars e s bbbt s 01 640 A4 SRR TS0 S80S SR

Betameprodine ...

Beiaprodine ot oeeteameas e nb e rAnes e d R otabees £ ee 4 e £ ee 4R R AR eE4E E4LAERL SRR AE LRSS SEee B PRI TR RN £ re g a8

BUEOTOMINIE 111 vevearsemermatesesesasss 400 2bs et s ns beedd 44 000 EAdde 4 E 04 1804 RET4154 KE1 P00 £oms s 06 nene e BT FTEE B2 PR S0 2mme s sa e eyt T I P4 AR T pan ne e s sr et s

Cathinone ., et e e 7
Codelne Methylbrorn]de .....................................

Codeing-N-oxide ...... 200
Desomarphirs ... 5
D AtYALIYEIAMING otirivciaercnnsscrrensirraner s s srans sy ams s pans yem et AESdHEE R R Eos e S4 LA LA E AR AT AT E R PSS b 25
EUTEIIOKINM oevnsversscersreneserasmesesasemes smues st savamsasasamssebestsd shemtsat ot #2denembes mandiind bems be FPREd PEESmeRRTPETERETEbeshdud 1 HEPL FE D EL L EgEon e arad 58St Sdr st aa s ‘50
I:rlhydromorphme v veeesemeeesretmses arssaenedsAest o AELSR ST Red st anedmane b b P ded bl BREREFRE Ry SR TSR arR nd bR e e R b 3.990.000
CHMEIMYILYPEAMUIIIE ocuurecassrersarsserossrnesssiones o res raasmsemesesgsssems et st secess 02 PEED SR S48 P PS8 4R ST P o e 35
Dpipanone ... 5
Fenethylling ........cocerinens 5
Gamma-hydroxybutyric agitl ........cisrirnm s s i 70,250,000
Heroln ... - 25
Hydromarphina! .... e bivareR SRR SRR eS e e s pae enr s S 2
FHydraxyREthIdiNg L oo rarmreisreean e et bt E bt 1A e RS R e s 2
[[¢1470:11 1= R 5
Lysergic acld d|elhylamade {LSD) 35
Marthuana .......... \tnmaees e pareraeTRrE S re e e TRe e e ed RS 21,000
Mescaling ... 25
Meihagqualane .. . 10
BAETICBIIIIOIIE ooovetesssesereesrnsseessssnsesenanse peses od 1e1asEs nETRAFSmm b BRIP4 RPN L £Rsmtes sapos asab B ABEE 1408144 HENEAES FE 5 aaes PETPRSSS o anaaE pr e pam s S0 EE HHR RS L0 sh e b 25
Mathyldesorphine .... T OO PP PPN 2
Methyldihydromarphine ... 2
MOTPHING METRYIDIOMIE ... cociusiomssirsas ranirarassamasassssasnacesss e et e be b et sy e A IR LR e 5
Morphine Mcthyisullonate .. 5
VIOTPIIME-N-OXIIE 1arieiieeimieisissstasstrsinirse seterastres s seseantseanmes b bd bt 41 R0 41 L B S0 S Lo b b0 175
N-{1-adamantyl)-1-panlyl- 1H-mdazo!e 3-garboxamide {AKBds) 15
N-Benzylpipearazing .. et 25
N,N-Dimeinylamphetamine ....... . .- . 25
N-Ethyt1-phenyleyClonexplamine ... oo i s s o issasssnat s set st prsss g asssnsemsnsss o 5
N-Ethylamphetamine 24
N-Hydroxy-3,4-methylenedioxyamphetamiNg .. e i s s s st s b s e 24
Noracymethadal ... RN 2
Norlevorphanal ... 52
Nermethadone | 2
Mormorphire ... 16
Para-Hucrofentanyl .. 2
PAANEXY| wovisiarirsrnrrossramnssess imiesases e ars s sarases armg s s s sss 8§
Phenomorphan . 2
PROICODING 1rveverarms st vassssranssvssnsvnier s ensuns senssns senssmsrnssnsanssssas e 2
Propending ... 2
Psilocybin .. . 30
Psilocyn .. S, 30
Tetrahyd rocann ahi nols ..................... 491,000
Thiofentanyl .eeees 2
1T 1 T U PP TP TSP TSR P P R P 10
THMBPEHAINE 1uuverrssaserarastsrsesimeressinsnsseetasss bebssts rasasss e praps hast418n4es 4801 Sraps o benata TR TS S e et e e 2
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Basic Class=—Scheadule Il

Esfablished 2014
Quotas (grams) /

1P BN YIEYEIORBXYTAMUNG e et s e RS04 114041 E T £454084 411485154 L4 41 PPR R84S0 8R0S 418 498 T SR IR S e SRR AR 101708 1P 00
1-Plperdinccyclohexanecarbonilile (PCC) ..... TP e e
4-Aniling-N-phenethyl-4-piperidine (ANPF) ... . eeebea e et b e st

ATENTAND L cvvcirirerm e e o b e s b Lo B a4 L TR ey e

AIDRARTOGINE ¢ oorrstonriinriessestn et e niam e g s L0 L 11 LR 044000 £ £ b0 44 R R E LA 14RO EL B4 L RE LR LELE ST £8P AR 4 PR RO RS PR AR TS
Amobarbilal ... . . : .
Amphetamine (for conversio o - Cere e - farerma e e bt e ke
Amphgtaming (for sale] ......... PP
CAMBMEANI 11rstirs e as st irassns srrsais sresrss epas e pon senasam b hads e dmd e bias B e e Lo bad S et S bbb 4 4400 T4 LT 9T B9 FSS TE T o8 PL S YR ET R LS TES TS TR AR AR AR P02 £ ms et
CoGaING e rerer e
COOBING {OF CONMVEISION] .1virverssresrrees tersite e riebt sesmibabeds s do44st 40 10904121 44781991 {10400 18224 erepnmnsns o402 08 ML BTabA AR e P40 40 bbb O RS 00E
Codeine {for sale} .......
DIErOPPIPORYIREIIE 11oiiiarierirassiirarninresssonsessianse spos e sssengs e peres snessssems sasares shsarPasa HEsas s oE8 S04 ERLG SRR P20 FiETant 02 Feuma b amna e
Dihydrocadeing ... .
Diphenoxylata ...
Ecgoning ..........

Ethylmorphine
L= D U P SO P P TP SR N T PR TR
Glutethimide .. et e gt et e TS

Hydrocodone {for salg) . .
Hydromarphons ... reconr s ne s ns .
ISOMEBENAMONE overiivariivisresiiserstsserssonssere raamgrsmesmsssrass e 1 i rern e s 41741 RPR Lot epomame s mmans brers 47028 waed B8 18wt H8 0L S nEERS S ES SE0S e hE S s B4 s e 0
Levo-alphacetylmethado! {LAAM) .
Levomethorphan ....cceeveeeivinccrane
Levorphanol ...
Lisdexamfetamin
Meperidine ..
Meperidine. Intermedlate—A
Maperiding [INMermodiale B .. i s et et st i s
Meperidineg Intermediate-C ... .
LT T o U PP PP ORISR VRYPTR SIS DIEI PR PP O PR LIS VOIS

Methadans {for SAIB} ... i e s e b e “

Methadone Intermediate | prraeine e e ke rhebas .
MeThampPhBIAMINE ..iuiemimern s resmes o sr e pra e Pt e R eR e e e S AL HES FLER AP PRSP AP P TR R PR e AL e

3

3
2,687,500
17,625

a3

g
18,375,000
49,000,000
19

240,000
68,750,000
46,125,000
19

100,750
750.009
144,000

3
2,108,750
a

99,625,300
6,750,000
$

4

195

2,000
23,750,000
§,250,000
6

8

6

19
31,875,000
38,875,000
2,811,375

[1.250,000 grams of lsvo-desoxyephedrine for use in a non- -gontrolled, non-prescriplion product; 1,500,000 grams for methamphetaming mostly

for conversion to a schadule Il product; and 61,375 grams for methamphatamine {for sale}]

MEINYIPRENIAALE woooicvsermrnarcenee it v s s st et ot eaems s smeeneeabmea bt e e PR Saspd shea T ede FAL IR PR YR RSB IS A0RR 19 EN 18 e mp TR 88,750,000
Morphing {far CONVESION) uvnuierimmsnivs e essaressmrsansans . 91,250,000
Morphing {far 5a8) ... s 62,500,000
[ RF: 121113 - P “ . 30,375
Noraxymorphane {lor convarsion 17,500,000
Noraxymorphone (lor safe] ....... 1,462,500
OPTUM (POWERED .- vmeeeseevensserntsdsecsass s sonssrad 414401 b panE 83 21 £EE R LS4 LRSS SR TR 0 BRSSPI PR ERS 112,500
Opium {tinclure) .. : 625,000
@11 V3T SN et A AT aR e 22,750,000
Oxycodone {for conversion) 9,250,600
Oxycodane (torsale) ... 149,375,000
Oxymorphone {for conversion) . 25,000,000
OxymMONPRONE {07 SAIEY .c..eceiiierons e cemes e bid s b L LIRS PRI AR 100 RPL SR bty 7,750,000
Pentobarbital . O - 35,000,000
Phenazoting . " g
PRENCYGCAING 1o ercsvrseresmseerteseatsaams s rararas s irrad sasoms sresssermscs a0 BETHEATE SR 4RS S ov b st e TR 18
PRONMBIIAZING puvcrssrssnivsnsinareiniriamssrrrsres st i ssms s snsss sarane 3
" Phenylaceionie .. . . 67,000,000
Hacemelhcrphan ar s nem aatas eenstae eRPLAESRE gLt £k fneamer £ e AL bR A 4 e E AR p e g e 3
Remifentanil ..... 3,750
SaCoBArBRAL ..o e s eriain e e e e e e e 215,003
Sutentanil ..... . 6,255
L= To= 117 T L S PSP . 17,500,000
Thebaing ...mieemisn . [ O SO DO O VPP PRSP e 145,000,000
, . Basic Class—Lisl | Chemicals Proposed 2014
Ephedrine {for conversion) ... averrsanenre s B PRSP RS PT S P PRATES e eeeeetpes ' 1,000,000
Ephedring (for sale) .. w“ 3,000,000
Phenylpropanolamine (for conversmn) . 44,800,000
Phanylpropanolamine {TOr SAIEY ... .o wiruim s st oaed b h s dan s £0n 8 e es a4 18 8 A SRR R e s 5,300,000
Pseudoephedrine (for oonversicn} . 5,000
Pseudoephedrine (for sale) ....... e eeereraebertisara s m AR s smaes nen e S P PP PPN PP e 182,000,000
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The Deputy Administrator also
establishes aggregate production gquolas
for all other Schedule 1 and II controlled
substances included in 21 CFR 1308.11
and 1308.12°at zero. Pursuant to 21 CFR
1203.13 and 21 CFR 1315.13, upon
consideration of the relevant factors, the
Depuly Administrator may adjust the
2014 aggregate production quaotas and
assessmant of annual needs as needed;

Dated: August 30, 2013,

Thomas M, Harrigan,

Deputy Administrator.

|FR Dag. 2013-21797 Filed 8-6-13: 8:45 am|
BILLING GODE 4410-05-P

DEPARTMENT OF LABOR

Employee Benefits Security
Administration

[Application No. D-11758}

Notice of Proposed Exemplicn
invalving AT&T Inc. (Together With
ATET Inc.’s Affiliates, AT&T or the
Appllcant) Located in Dallas, TX

AGENCY: Emplayee Benefits Security
Administration, U.S. Departmenl of
Labor,

ACTION: Notice of Proposed Exemption.

summaRY: This documen! contains a
notice of pendency befare the
Department of Labor (the Department) of
a proposed individual exemption from
certain prohibited transaclion -
restrictions of the Employee Retirement
Income Security Act of 1974, as
amended (ERISA ot the Act), and the
Internal Revenue Code of 1986, as
amended (tha Code), The proposed
transactions involve AT&T, the AT&T
Pension Benefit Plan (the Plan), and the
SBC Masler Pension Trust (the Trust).
The proposed exemptian, if pranted,
would affect the Plan and its
participants and beneficiaries,

Effective Date: If grantod, this
proposed exemption will be effective as
of September 1, 2013,

DATES; Writien comments and requests
for a public hearing on the proposed
exemption should be submitted to the
Department within 55 days from tho
date of publication of this Federal
Register Notice,

ADDRESSES: Commenis and requests for
a hearing should state: (1) The name,
address, and telephone number of the
person making the caommcent or request,
and {2] the nature of the person's
inlerest in the proposed exemption and
the manner in which the person would
be adversely affected by the exemption,
if granted. A request for a hearing must
also state the issues to be addressed and

include a general description of the
evidence to be presented at the hearing,
All written comments and requests for
a public hearing concerning the
proposed exemption should be sen to
the Office of Exemption Determinations,
Employee Benefits Security
Admirnistration, Reom N=-5700, U.S,
Department of Labor, 200 Constitution
Avenue NW., Washinglon DC 20210,
Altention; Application No. D-11758.
Interested persons are also invited o
submit comments and/or hearing
requeslts to EBSA via email or FAX. Any
such comments or requests should be
sent either by email 1o: moffiti batty@
dol.gov, ur by FAX to [202) 219-0204 by
the'end of the scheduled comment
period. The application far exemption
and the comments received will be
available for public inspection in the
Public Documents Room of the
Employee Benefits Security
Administration, U.S. Department of
Labar, Room N~1513, 200 Constituiion
Avenue NW., Washington, DC 20210,
Comments and hearing requasts will
also be availakle online at )
www.regulations.gov and www.dol.gov/
ebsa, at no charge,

Warning: I you submit wrilten
comments or hearing requests, do nal
include any personally identiliable
information (such as name, address, or
gther contact information) or _
confidential business information that
you da nol want publicly disclosed. All
comments and hearing requests may be
posted on the Internel and can be
relrieved by most Internet search
engines.

FOR FURTHER INFORMATION CONTACT:
Anna Mpras Vaughan, Office of
Exemplion Delerminations, Employee
Benefits Sscurity Administration, U.S.
Department of Labor, lelephone (202)
693-8565, (This is nat a toll-free
number,}

SURPLEMENTARY INFOAMATION: This
deocument containg a notice of proposed
exemption that, if granted, would
provide exemptive relicf from sactions
406(a)(1)(A), 406(a)(1)(B), 406(a)(1)(D].
406(a)(1)(E}, 406(a)(2). 406(b](1],
406(b)(2), and 407[a] of the Act and the
sanctions resulting from the applicalion
of section 4975 of the Cede, by reason
of section 4975(c)(1)(A), 4975(c)(1)(B},
4975(¢)(1)(D) and 4975{c](1)(E} of the
Code. The proposed exemption has been
requested by ATET pursuant lo section
408(a) of the Act and section 4975(c)(2]
of the Code, and in accordance with the
procedures set forth in 29 CFR Part
2570, Subpart B (76 FR 66637, 66644,
Dctoher 27, 2011). Eflective December
31, 1978, section 102 ofthe
Rearganization Plan No. 4 of 1978, 5

Vol. | Page 33&/0l. |

11.5.C. App. 1 (1896), transferred the
authority of the Secretary of lhe
Treasury ta issue administrative
exemptions under section 4975(c)(2) of
the Code to the Secrelary of Labor.
Accordingly, this notice of proposed
exemplion is being issued solaly by the
Depariment, ’

. Summary of Facts and

Hepresentations !
Background

1. AT&T Ing, (together with its
affiliates, AT&T), formerly known as
SBC Communicatiens Inc,, is & halding
company incorperated in 1983 under
the laws of the State of Delaware that
has its principal executive alfices in
Dallas, Texas, AT&T, a provider of
telecommunications services, offers its
services and products te consumers in
the 1.5, and to businesses and other
providers of telecommunications
services worldwide. The services and
products that AT&T offers vary by
market, and include: wireless
communicalions, local exchange
services, long-distance services, data/
broadband and Internet services, video
services, telecommunications
egquipment, managed networking and
wlholesale services,

2. AT&T is the spoensor of the AT&T
Pensian Benefit Plan (the Plan).
Effective December 14, 2010, the Plan
was amended [the 2010 Amendment) to
name the Plan‘s named fiduciary, AT&T
Services, as the plan administrator.
ATE&T Services, pursuant to delegation
{the Delegation) from its Board of
Directors (the Buard) dated July 1, 2011,
delegated to the AT&T Inc. Benefit Plan
Investment Cominilice (the Commitiee)
all powers and authority that may be
necessary or appropriate to the -
establishment, qualification,
administration, maintenance, and
operation of the SBC Master Pension
Trust (the Trust) established as part of
the Plan. Natwithstanding its power to
delegate authority, the Committee
retains, and may not delegate, the
anthority toauthorize “company-
directed” investments (i.e., investments
that have nol been delegaled to a third
parly investment manager) in amounlts
greater than $200,000,000.

3. In addition o AT&T Services and
the Committes, ather Plan fiduciaries
include Brock Fiduciary Services LLC
(the Independent Fiduciary), an
investment manager that is independent
aof AT&T [ne.

1 The Summary of Facts snd Reptesantations is
based on the Applicamt’s representatlon: and doas
nat teflact the views af the Departinant.



Substance

2012

% Change

2013

% Change

2014

% Change

Amphetamine (D,L) 9,703.48| 10,938.95 12.73%{ 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 -9.98% 37147 -6.21%
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% 118.78 4.38%
Ephedrine 1,635.62] 1,973.12 28.50%| 2,083.14 5.58%| 2,203.60 5.78%
Fentanyi 539.85 575.07 6.53% 848.23 -4.67% 544.38 -0.70%
Hydrocodone 64,933.52| 63,163.25 -2.73%] 61,575.69 -2.51%| §69,479.05 -3.40%
Hydromorphone 1,675.27| 1,912.39 14.15%| 1,926.07 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%| 5,531.24 -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%
Morphine 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% 77.44 -4.42% 77.41 -0.03%|
Oxycodone 70,885.82| 66,702.94 -5.90%] 60,308.91 -9.59%] 569,796.79 -0.85%
Oxymorphone 265574 1,958.25| -26.26%} 1,865.568 -4.73%| 1,951.68 4.62%
Pentazocine - 838.71 698.43] -16.82% 563.20 -19.36% 411.38 -26.96%
Pentobarbital 79.12 46.62| 41.07% 24.25 -47.99%| = 29.86 22.34%
Pseudoephedrine 104,476.73| 93,831.68| -10.09%]93,125.29 -0.86%| 100,386.58 7.80%
Remifentanil 1.05 1.11 5.83% 1.16 5.09% 1.20 3.53%].
Secobarbital 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

(b)(4)
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Hesic Clasg: $170-B
PQ Total[C M+PD):

2.331.000

Company DEA Nwm 2014 MQ Request A Mg 2013 Sales 2012 Total Sakes

b)(4):(b)(T)(E) 2.000 2.000 000 702.222.000
1.030.000.000 5B0.D00.COD TOV757.000 02,222 000

MO Tolkals: 10304002000  580,002.000 TOLTET.000
Final bnitial APQ: GLC, 00003
Propasad Revised: 1,021.000.000 Adjusted foq(h)(4) fHenial
Final Ravised APy 0.000 -
MO Heed=P0O" 1.5 - Revised MQ - nveatary: BET 474500 . CFR S0%: -BAT 618.000
2013 Inittal APQ; &00,000.D00
FOA Est = 2013 APQ " {1 + FDA Estl: 600,000,000
WS Est= 2013 APC* [1 + 1MS Es1). 954 360,000

1.266,750.000 with 25% buffar

(

2014 Revised APD
Workshests

% of 2013 Safes
o.aon
0.599

FDA Est;
M3 Cat:

Share af 2014 Total PQ 2013 Inventory 2G4 Projected Exports Cale Using CFR 30% Invent Calt Using CFR 50% Invent Final MQ

0008
225,458

DIPHENDXYLATE (FOR SALE)
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0000
285 969,000

285,965.000

0000
Q.000

Q.000

0.000
285,640,707

“282.840.707

0.000
-107.817.929

A.000
0.000

Q.000



(

Aasic Clasa: 22010
PO Tola{CMPOY;
Company DEA Mum
(b)(4).(L)(T)(E)
WO Totals:
Flnat initial AP 1,B87,000.000

Proposed Revised:

Final Ravised APL: 0.000

WO Need=PC* 1.5 - Revised MQ - Inventory: -608 445952

2013 Initiak APD: 1,687,000.000

FOA Est = 2013 APQ " (1 + FDA Est): 1,808,464 000

{MS Ext = 2013 APO* |1 « M5 Extl: 1,675,191.000
pendng requasis

b)(4) 62.400,00

1,104 315,000

2014 MQ Request
5000
200.000.000
97.526.000
2000
14,151,000

| 20.480.000
474,000 000
810,000,000
1,640,090
16,000 003
613.000
6,600,000

2014 MG
£.000 0000
151.000.000 36,960 000
B, 776000 56.343.353

.00 0.538
14,151.000 9,082,000
0.000 0,000

461,271,000 245 042.000
B10.000.200 £45,039.000

1,640,000 5000
IBDOB D00 4450000

813,000 0.000
6,600,000 0,000

1,641.017.000 1558058000 998,926.9%1

1,681,000.000 O with pending requests

CFR S0%:

2013 Sales 2013 Total Sales

930,926 901
998,920 931
93,026,911
935,926,921
998,926,921
998,826.001

F98,926.931.

599,926.531
556,526 841
998 926531
998,926,539
990,926 931

-£32,702.969

2014 Revised APQ
Workshests

% of 2042 Sales
0.000
0037
D.o%B
0030
0003
Q000
0245
D645
©¢.000
0.004
0.000
Q000

FENTANYL

FDA Est:
M5 Est:

o7z
-00?

Share of 2014 Todal PO 2013 inventory 2014 Projected Exports

Q.0e0

40,854,327
84,450 698
0585
10,040.163
£.000
FT0.054,344
712.091.240
0.000
4,930,535
0.000

0.000
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0,101
$1,892.000
6,002,341
1010
103.000
0.000
230,545 000
298 665.000
0.000
17,597.000
0.000

0.000

005,660,452

0.000
6,000
72,080.000
o000

€.000

0.000

. 0.000
£5,600.000
0,000

0.000

0,000
500.000

1B8,180.000

Calk Using CFR 3% [nvent Caic Using CFR 50% invent Final MQ

010
774875

. 149,885,063
«0.237

. 12,948.214
om0
121,843,518
721532871
0000
«17,107.304
0000
500,000

' 596,929,048

0,151
6.422.159
161,258,677
2432
14,717.703
0.000
160320306
£45,530.050
" 01000
10,348.830
0.000
500,000

0,000
0,CoD
0000
0.cod
Q.000
0,000
0.003
.00
0.000
0.a00
Q.000
0.000

0.000



2014 Revised APQ

Basic Class: 5153-A Worksheets .
PO Tet2I[CH+PDY. 6.000 FDA Est:
B IMS Est:

Company DEA Num 2094 MQ Request 2044 MO 2013 Salen 2013 Total Sales % of 2013 Sales Share of 2014 Total PQ 2013 Inventory 2044 Profeeted Experts Calc UslnICFR 30% Invend Calc Using TFR 50% tnvent Final MQ
(D)(4);(b)7)HE) | 104,00D.000  0.000 0000 0,000 0000 0.000 £.000 0.0 o.0c0 20C0  0.000
MO Tolals: 161000000 000D 0.000 0.000 0,000 0.000 . 0,000
Final Injtial APQ: 0.000
Proposed Revised: 140,000,000 Adfusted forfD)(4) |denial
Final Revyised APQ: 60008 -

MO Keed=PO" 1.5 « Revised MO - Inventory: 0.000 CFR 50%:; Q.000
2093 Inptial APQ: 0.000
FDA Est = 2013 APG * {1 + FDA Est): 0.000 N
WS Est = 2003 APQ* {1 + IMS Ext): 4000
- 137.500.000 with 25% buffer
LS

HYDOROCOUONE {FOR CONVERSION)
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2014 Ravisad APQ

Aacic Class: 1518 Worksheets
PO Towl|ClA+PD|: 65 3122 425000 FOM Est: £G1&
IMS Eat: -0
Cale Using OFR 30% Cale Using CFR 50%
Company DEA Num 2014 WO Reguast 2014 MO 2013 Sates 2093 Tokal S3len %Lof 2013 Sales  Sharo of 2014 Total PQ 2013 Wvantory 2014 Projacted Exports Inwent lavant Fina! MQ
{b){4) {b){?){E) 5000 5400 0.000 45,068,159 355 a4.000 0,000 ag0s5% 0.000 -0.051 0,051 0.000
141,100,000 + 99,400,000 Q.000 43,086, 153.255 0,000 0,000 0.000 0000 D 0o) 0.000 0.000
- 20000 200800 1] 45 068,180,353 0.00a 5182 Tace2 0.000 -B7.357 . 66.722 0.000
231,000.000 175,075.000 29,742,000 45,068, 169,355 .06 57,602 602 12,258 660 4.000 62625302 69, 6E0. 752 D000
7. 220000 7.320.000 10554000 45,068,169.15% 0.000 15,934,858 0.C00 0,000 20 715368 268710 0.000
7.400.0{)0.000 3,200,000.000 3.230,5549.000 45 068169357 0,072 4,682 415687 5 043 300 060 . 9.000 1.042,838.506 1617,357 602 0000
30000000000  15.274,159.000 22852876000  45,068,165.358 087 312200560 7 7ALITE QN 12,200.000 35,331,162.728 16.388.225.200 0000
31.600,000.000 1,585.910.000 8,721,000 45.068,763,355 oonh3 215,550.264  2,C01,9710.000 0.000 =179, 744258 ~1,725,341.319 3000
24,000,000.000 22,958 367,000 18 075428 530 45 068,168,255 0401 26,198, 774.054 3853835 900 0.000 WAC2TTLERS IE11.690.075 0.000
5,310, 000000 2184712000 E05.442.000 45,068, 189,355 0013 ar7.535, 568 2 209,540.000 0.000 -1.0659, 3,241 “951,659 540 0.000
9,00, 0:00. 3K 6,981,532.000 03 A5E 000 45068, 169 355 [+ 204 150,524 518 3,845 502,000 0,000 ~3649 H20 925 -1,631.383.352 0000
NQ Totals: 70599445000 55,765.511.000  45067568,235 . 24 535,061,044 12,200.000 60,350, 356803 0.000
Firu tnitlal APC: T8.700,000.000
Proposed Revised; 79,700,000 000 DK with pending requests
Finil Revlsod APQ: 0000 -
MO Need=F0r* 1.5 « Rewlsed MO - Inventory: 16,677 265 456 CFR 50%: 11,613.551.265
2011 tnitixd AP 79.700.000.000
fDA Ext= 2013 AFQ " (1 + FDA Exst): BO, B3 500.000
IMS Eat = 20713 APG * [1 + 1M5 Est): 76.990,200.000

pending regues)
b)(4) 41,700,000 bu res’y should be (for conversian)

HYDROCODOME {FOR SALE}
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Basic Classr 1500
PO TotakCMePD);

313,103,000

Company DEA Num_ 2014 WMQ Request 2014 MO 2013 Sales
b)(4);()(7)E) 5,000 5.000 0,000
100,006,060 76,700,000 0.000
20,000 39.000 28921
79.000.C00 T4.000.000 £.000
23891000 491826000 128452930
535990000 535838000 B74,9361334
445000000, 445000000 334 715.000
1,290,000.000 1,173,010000 987252000
1.725000.000 1,674 B18.0CD  1,263,B05.400
220,000,000 87, 711.000 44, 542.000
W] Totala: 4.727.724.000 4.219.698.000 13,574.718585
Final lnitial APD: 5,400,000 009
Proposed Raviged: 5,400,000.000 OK with pending requests
Final Revized APQ: 0.000
MO Need=sPG" 1,5 - Revised MO - Wnveraey!  -1,086,879228 GCFR 50%:;
2017 Initial APO: 4,774,004.000
FDAEst= 2013 APQ “(1 + FDA Eaty: 5.251.450.000
W3 Est = 2013 APQ ™ {1 + IMS Est): 4, 604,055,000

ndin
PRI | <z088000

2-May-14

2013 Total Sales
ASTATISOM
3574775079
3574 775.0M8
J574.775.0M9
B5TATTSOTE
3574775078
357 Nsave
3.574,775.079
3.574,775.019
3.574775.078

-4.021.475.332

Vol. |

20114 Rovwissg APQ
Workeheets

FDA Esi:
IS Ext:

L1068

% of 2013 Sales Share of 2044 Total FQ 2013 [nventory 2074 Projected Exports

HYDROMORFHONE
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0,000
0000

2707

0000
115,059 458
630,187 425
310,212,998
924253 580
1,284072.211
41261.56¢

000

0.000

49 447
0000
35,920.6%4
20310035
51,602,000
392055000
855,997.550
31,785.000

1,276,8353728

0K
0.000
0009
0.000
0.000
0.000
0000
0000
0.000

. Q.00

.00

Cale Using CFR AD% tnvem Cala Lsing CFR 50% Inverd Final MO

£.000

0.000

45528
0.000
118,854 49

. 609,990.228
151678.198
808.670.628
B8 496024
22 477.007

2.530,130.106

0,000
0,000

45333

0.000
145,019.408
748,475,455
219,844,248
5,011,770.950
1.107.544.084
31,548,430

0.000
0.000
0.000
0.009
0,000
G000
000G
0,060
0.0os
0.000

0,000



(

(

2014 Revised AFQ

Basic Class? 42200 Waorksheats
PC Total|CM«POR 4,448 000 FDA Ext:
IMS Est:
Company DEA Num 2014 K Request 2014 MO 2093 Bales 2013 Tota) Seles % of 2017 Sales-
b)(4);(b)(7)E) 2000 2,000 0.000 1.907.000 0.000 D.O00 0.000
3.600.000 1,588,000 1,607.000 18000 1.030 4,448 000 42,000
MG Totals: 3,602,000 1,500.000 1,507.000 42,000
Final Inftla) APQY: 1,602,000
Proposed Revised: 3.700.000 Adjusted for|(h)(4) cefial
Finai Revised APQ: 0oL
MO Need=PQ" 1.5 - Revised MQ - Inventary: £.030.000 CFR 80%: 4304750
2012 Initial APQ: 3.800.000
FOA Est = 2013 APQ “ (1 + FDA Est): IF00000 ‘
M3 Est = 2093 APQ " (1 +IMS ESt): 3,902.769
4525000 with 25% buffar
L]
LEVORPHANGL
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008
41000

41.000

0.Lod
$.781.400

5.761.400

n.o0o
5,045.750

Share of 2044 Tolal PQ 2013 Inventory 2014 Projected Exports Calc Using CFR 0% invert Calc Using CFR 50% Invent Final MO

0.000
0.000

0.000
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2014 Reviseq APQ

Bosfe Clasa: 9230-0 Warksheelts
' PO Total(CH+FD): 2 459,351,000 FOA Ext: -28
IMS Exi: 13
. Company DEANum 1014 MO Requed Z0V4 MO 2013 Sales . 2013 Tetal Sales % of 2013 Sales Share of 2014 Teta! PR 2012 Inventory 2044 Projected Expans Cale Using CFR 20% lavent Cale Using CFR $0% Invent Final MQ
D)4 (b} THE) 5,000 5,000 0000  2,500,07.840 CREE -1 0.000 0.000 0.000 £.000 0000 0000
4000000000 300855000 2170821.000  2,500.073.540 ' 0.808 2,435,559 873+ 658,753.000 50,000,000 2.607 474 835 3,043,427.042 0.000
5000 5.000 1540  2,500.073.540 060 1.515 4781 0.000 -2 822 +d.512 Q.Lo0
26,100,000 D.000 0000 2500073540 0.000 o000 - 0.000 0.000 0,000 ©.000 0.0600
TILCO000  TIO000.000 339151000  2.500072.540 . 0132 I22TEHAIZ . BD082.000 25,700,000 423 544,495 4R0.642.785 0.00d
M) Tonals: 473 110,000 A4,049,500.000 2500073540 T61.638.791 555700000 3,031 018,504 0.000
Final Initial AP 5§.0060,002.000
Prapased Revised: 5.000,000.000 OK with pending requests
Final Revises APL: 0.000
WO HeedwPD® 1,5 « Revisod M0 « Inventary:  -1,122,722.201 : CFR 50%: 1,113 541,856
2012 [nitial APG: 5,500,000.000
FDA Fst= 2012 APQ " (1 + FDA Es): £ 070,000,000
IM5 Exi = 2013 APG - [T + IMS Est): 4,250, 150.000
pending requasts
(D)(4) 26,100,000 23-Agn-14
A MEPERIDINE

Vol. | Page 344



(

Bastc Claxs: 9300-8,
PO Towl|CHM+PO):

4,917.510.500

2014 MQ Requen
131,000,000
43,480,000
5,730,000 DDO
150.000,000
44,000,000 00¢
5.000.0¢0
18,000,000 000
2,37,901.0¢0
1,864.000.000

F2.294,289.000

M4 MG
131,000,000
42460000
£,350,000.000
0.000
44,000.000.000
2,875.000
10.430,762.000
1.201,901,00¢
0.002

61,160,018 00D

73,000,000 000 OK with pending requeats

Company DEA Num

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

MQ Totals:

Fingl Initia | AFQ: 73,000, 002.03)

Propesed Ravised:

Final Revised APQ: .00

MO MNeedePO" 1,5« Raviscd MQ - lnventory: 69265 824,062

2013 tnitial APQ; 63,000,000.000

FOA Est = 2013 AFQ ™ {1 * FDA Est): B3.000.000 30

M5 Bet = 2013 APO “ (1 + IMS Eat): 83,000,030.000

pending requests

(0)(4)

1,960 600,000 Z7.MAR-14
1, 970,000,000 09-AFR-14

2013 Sales
D000
25,990 80
3,345263.000
0.000
35,55-,556.000
160,600
7.877.794.000
0000
0000

AT G000, 753 MY

CFR »0%:

2012 Total Salea
47.603,152.80
47,603,753 801
47,603,753, 801
47,003,753 81
47.6C2,753.801
47,603,753.801
47,803,753 891
47 803 752,804
AT 803,752,800

=5B,544 263,112

MORPHINE (FOR CONVERSION)
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2014 Revized APO
Warkshects

% of 2012 Sates
0.000
0.001
o.070
b.e0o
0755
£ 000
0165
[=)en o]
0,000

FOA Esh:
IS Est:

0.000 0000
2572EN 101380852
341,094,160 24.301.000

0.000 G.000

3.781. 248,325 12,504 910.000
16.459 €2.210
B10ITH.426 2451 20T.000
0.000 0.000

o.oto 0.000

15, 4E2 071,062

atos
. 0.000

. 3540550000
0.000

0.000

0.600

0.000

2.000

0.000

,B40,950,000

o baoo

L. . -BBIDT.AST
4262608410

0.008
-B,015,157.154
T 7013
-1.397,715.045
£.000

0.000

-5.248,358.062

e

0.000
81,745,688

5,079,320.459

6.000
937,014,415
8615
531,214,533
T
0000

Share of 2014 Tots] PG 2043 Invertory 2014 Projeeied Exparta Calc Using CFR 10% Invent Cate Using CER 30% lavert Final MO

0.000
¢.0oo
0.000
0.000
0.000
0,000
0.000
0000
0.000

.00



(

Baalt Claas! 2300.8
PO ToI[CMePOY:

40,730, 241.000

2014 MQ Requsst
5.000
1100, DOD
162.,630.000
F00.000.000
€,000.000.000
14,600.000,000
1.000,000
25,553.000.000
1.500,000.000
£,400,000.000

57,013,715.000

248,E20,000
4.779.867.000
14,244,006 D00
1,000,000
19,333,570.000
709,454,000
#.200.000.000

42,510,822 G0

50,000 000,000 OK wilth pending regurest

Compary DEA Num

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

MO Totaks:

Final lnjtlal AFQ: 50.000.000.000

Proposed Revisad:

Final Revised APQ: 0000

MG MeedaPO* 4.8 - Ravisad M - Invemony: 5426159720

2013 Indtlal AQ: 48.200.000.000

FOA Ex1= 2013 APG " {1 + FOA Enjt £9,145,200.000

WS Ext = 20013 APQ* (1 + (M3 Ext). A6 551,340,000
451,150.000

2.-May-14

2011 Seles
0,000
2185
10,000
52,500,080
3.211,287.000
12,4910,984.000
0.360
15,047,148 000
153724000
o000

32435642 B35

CFR S0%:

Vol. |

2013 Tatsf Ealos
45,757 056,635
35757050835
25,757 656 635
35,761 656 635
35757650 635
35,757.656.65
35,757,658 635
35,757 656.835
35757656 635
38,737.656.635

1353084879

(

2014 revised AFQ
Worksheels

% of 2013 Sales

WMORPHINE (FCR BALE)

Page 346

FDA Esi:
M5 Estn:

09
-0

Share of 2014 Towal PQ 2013 Invantary 2074 Projected Expons

0.000

2500

0,000
£53,B01.074
1,726 292 504
14,706 457 265
0410

18275, 763.830
1151018
0000

Q.o

1I0.578

0.000
157.184.176
71,227,000
5,194 456,000
0.000
5.729,823.000
%.000

0020

12,167 915900

0000
DO
4.000
o.0an
B.0ag
225.000.000
b od
0000
0000
0.000

25000000

Caks Using EFR 30% Invent Cak Lalng CFR 50% Javent Final MQ

-0.026
«127.208
0.600

75,042 180
LI7XTF4DTES
14,743,951 445
Q50
7032563978
227,522 584

004y

36.067,327.982

-0
-126.504

0,000

53,307 014

5 404 260,880
18,635, 374.0402
0603
20,120.412.258
257.308.292
8.000

Q.ood
Q.00
0.009
0,000
0.000
0.000
0,000
5000
0,000
Q000

Q.00



Basic Clask: 33300
PO TataHCM+PD)

5.977,005.000

Company CEA Num 2014 MQ Request

B)@). )7 )E) 5000

1,100 03.000

2.437,143.000

14 700,030, DD

4,235 pad.000

480,000.000

700,000,000

£30,000.000

MO Tatals: 24,082 148.000
Final Initiad APG: 18,200,U00.000

Proposed Revised: 22,100,600.000 Adjusied for
Final Reviaad APQ: 0.000
MO Nead="PO" 1.5 « Revised WO - Invantary: -9 585,597,500
2012 Initia) APD: 1B 200,000,000
FDA Est = 2011 APQ = {1 + FDA Ext): 18,200 240 000
NS Ext = 2013 AP0 * (1 » INS Exlh: 18,200,000.00¢
27.625,000.000 with 25°% butfer

reguests considered

b)(4)

1014 MQ
5000
¥, 100.000.000
1,674 318.000
10,732 268000
3.282,650.000
347 037000
512500000
2.000

17,748,808 000

014 Revisad APQ
Wearksheels

2013 Sakes 204D Total Sales 4 of 2013 Saies

OO0 13,621,761.480 0.00g
639490000  12,621,761.480 0047
176502000 12,621,761.480 DE Y
10,145,533.000 13,621,761 450 0748
2,555.244.480 13621 751480 0.18a
1KG2.000  12,621,751.480 0037
0000 13.527,760.400 0.000

0000 13,521,751 480 0,000

13,621, 761,450

CFR 50%:

-1.£74.408.320

8,600,000 {granted only 3,97 1kg atter APQ sdjustment should receive 3,868kg mare)

430,000

ORIPAVIMNE

Vol.| Page 347

FIA Esl:
M5 Est:

Share of 2614 Total PO 2013 Inventary 2014 Projected Exparta  Cade Using CFR 30% Inven Cale Using CFR 50% Invent Final MO

0,000
260.597.699
78323743
4452131875
1.125.587.406
A0, 354.577
oLen0

0.00g

0.000
3,167 000
253,484 000
65282 000
151,300.000
o pon
224264000
0.000

801,297 K0

0.000
0.000
0.000
5.000
0.000
o000
0.000
o.bog

0.000

0.600

361,610.00%

151,663 134
5.718485.437
1,312,163.238

52,473,950

324 264,000

0.000

£.068.809.500

0.000
507,452 624
-110,953 821
B5.032,516,083
4,897 195,003
A8 722
324,364,000
6.000

0.000
0.000
0.000
0.006
0.0el
0.000
LR
0.000

0.000



(

Basic Class! 91438
PO Total{CM+PD]: B2,51%,165 000
Company DEM Num 2014 WQ Request 2014 M2

- 5.000 5000

(b)(4).(L)(T)(E) 100me 180000500

E0.000 60,000

1,335520.000  1,335,520.000

20,964.000 &,000,000

3350000000 1,385000.000

24000000000 24,000,000 004

63 7E2,000.000  64,131.406.000

1,000,000 1.000,00C

26,000,000.000  24,000,000.600

B75.000.000 T84, 535,000

MQ Totals: 122,532,351.000 115,002 630.000
Final Initlal APG: 345,500,000 000

Proposed Ravised: 119,400,000.000 Ok with pending requests
Final Ravised APQ: 0.0cd
MG Nead=PQ* 1.8 - Ravised MG - Inventony -42,125 640.206
2013 Initial APC:; 105,200,000 000
FOA Est = 213 APG“ (1 + FDA Es): 155,200,000.000
WIS Est m 2013 APQ = {1 + 15 Eaty: 104,305, 800000
penting request
2-May-14

14,965,000

2613 Sales
1.520
0000
pra]
46,062 000
0.co0
294.40% 000
14,839,041.002
45.700,030.000
BEE 355 240
A6 655,655,000
150,483.000

TE,3¥1.255.584

CFR 30%:

2011 Tolal Sales
78,531,255.564
78,591,255 584
70.591.255.564
78,501 255 S84
76.591,255.584
T8,581,255.584
TBER1.255.584

Y TR591.255.5684
T78,691,255.824
78,551,255 594
TB 501,255 584

+43,105,618.600

2014 Rovrsed APQ
Worksheats

% of 2012 Gales
0,000
aa0n
0.000
0001
0,000
0.004
LA L]
0,581
LR
0312
0.002

FO& Ent.
W3 Esl:

Share of 2014 Tow1PQ 2013 Invaptory 2094 Projected Exgorts

15596 - 2.000
0.000 0000
10313 £10.806
40,344 445 23,138,000
D.CCo 0.D00

300689345 7BD,049.000
15,579,171.126 14,301 852,000
47,079,420.452 23,151,550.000

SD9.565.532 92406000

17 487 665 285 11,182,045.000_

193,383,763 S37,901.000

50,088, 762.805

OXYCODCNE (FOR SALE)

Vol. |

Page 348

0.000

©.000

Q.000

0.0c0

0.000

0.000
83,954,000
455,000,002
Q.000
6,000,000.000
D.000

6,563,954.000

¢

Calc Using CFR 20% lnventl  Gale Using CFR 50% Invert Finat MO

0078

a.000

«767.398
15,7208.270
0,000
389,962 347
5,040,014 464
39,706 666639
1,080,030.621
175519070
SZTFS22.003

63,739,700, 654

0.17%

0.000

-ras.458
48,626,506
0.000
332,211,064
6.970,616.157
48,732,133 118
1.261,141.100
20,541,754 B56
+240,300, 547

0.000
o.ond
0 o6t
Q.000
0,800
0.000
0023
0.000
0.000
0000
0000

0.000



(

2014 MO 2013 Sales 2013 Tolal Sales

5.000
0.000
5000
1,820.000
1.165.000
£.000

3,000.000

000
0 ooa
0000
D.oto
0060
0eR3

0.633

4700000 Adjusted Ter|(b)(4)

Beslc Class: 97390 .

PQ To1al{CMAFD): 3,050.000

Companry DEA Num 2014 M4 Request

(b)) (B)T)E) 4,000

1232 000

£.000

1,826,000

1,540 000

£.000

MG Tesals: 4 607000
Final Initiat APC: 3.000.900

Preposed Revised:

Final Revised APQ: 0.000
MG Need=PO" 1.5 - Revised MO - ) +4, 148,812
2013 Witlal APQ: 3,600.000
FDA Est= 2013 APO* [1 « FDA Esl). 3,000,000
IMS Es{ = 2043 APQ * {1 + IM5 Eat): 3,105.900

5875000 with 25% buffer

CFR 60%:

(

2014 Ravised Alu

Works heets
* of 2012 Sales
[ 0,000
0683 0 060
0682 0.000
[oll1-5] 0.000
0.E83 2.000
0653 1.000
-1.B11.142
REMIFENTANIL,

Vol. |

Page 349

0,000
0.0C0
0.000
.00
o.oon
3,050,000

FDA Est:
IS Est:

0000
0.000
0.000
2.223.000
0.000
0833

2723813

035

0.000
0,000
0.000
0000
0.000
Q.00d

D.000

0.000
0.000
0.000

2,723,000

0,000
3,964 187

1.241.187

.

Q.073
0.000
0,000
-2.7232.000
0.0a0
3,611.858

Share of 2014 Total PO 2013 Inventery Z014 Projected Exports Cale Using CFR 20% mvent Cale Using CFR 50% Invent Final MC

a.0q0
0.000
0.000
0.00a
0.0
0.000

0000



Bagic Class; S050-8
PO TotaliTMPD):

Company DEA Num
b)(@),b)(7)(E)
M Yolals:
Final Initial AP :!6,900_@.009
Proposed Revisad: 36,300,000.000
Final Rovised APQ; 0.000
WQ Keed=FO" 1.5 « Rovised MO - Inventary:  .5,877.415,193
2013 Initial APG: 39.605,600.000
FDAEst~ 2013 APQ* 1 + FDA Eat): 29,605,000.000
|MS Ext= 2013 APQ* {1 + IMS £s1): 49,605 000,000
Nihougi:n coimment received from {b){q.) ere ane

o pendmg requesis o consider

current APQ sufficient

28,306 205 000
014 MO Request 2014 MQ 2013 Sales
5000 5.000 Q.000
100,000 109,000 1.039

148,000,000 148,000,000 106,667,000
13500000000 93.145513.000 12,022,448.000
29.270.0000C0 17.231,585.000 13,170.418.000

1.000 000 1,000,000 1.330
5280000 COO 2554914000 711841000

40,193,105.009 33,081,157 0CO 26,011.178.359

CFR 50%:

2013 Total Sales
28.019,176.528
26,011,176.526
26,011,178 528
26,011,178.528
26,011,170,528
28,011,178 %28
26,011,178.528

501718

2014 Revisea APQ
Worksheals

*aof 2013 Sales
0.000
0.000
0.004
0462
0,506
0.000
Q27

FOA Est:
M5 Est!

Share of 2014 Total PQ 2093 Inventory 2014 Projected Exports Calc Using CFR 30% Invent Calc Using CFR 50% Invert Final MO

0, D00

1.011
03,778,035
11,698 606.005
12.813,454.903
1294
692,353.550

CODEINE (FOR SALE)

Vol.| Page 350

-

1.600

43883
458,357 000
£,171,283.000
5.127.800.000
0.800

0.000

10,755,525 653

0000
0000
H.000
8,140,000
D.DOa
000G
.00

B,1a0.0C0

-1.800

-42 579
321,488,155
10,042,447 407
11,520, 704,374
1682
BO0.059.677

22150680608

~1.600

42370
-300,040.208
12.463,229.257
14,161,635.879
1950
1,043,352 247

0.000
0,000
7000
2000
0,000
0.000
D.ooo

0.000



‘

2014 M0

5,000 0.000
151,000 000 38,960 00O
175426 000 58343383

2000 0,526
14.151.000  9.082.000
0.000 Qoo

451,271.000 245.042.000
810,000,000 £45,039.000

1.640.000 0.C00
16.000.000 4460000
613,000 0.0
6.600.000 0.00)

1,714,067 001 1,636,706.000 399926 931

Basic Class! 58010

PG Total{CM+PO) 1.047,135.000

Comnpany OEANum 2914 MQ Reguest

©)@).0)(7)E) 5000

200 000000

177,178 000

2.000

14,151,000

20.4B0.000

474 000 000

610,000,007

1.640.033

16,000,000

513 00O

0,001

MQ Totala:
Final Initlal APQ: 1,687.000.000
Fropossd Reviaed: 1 687,000,600
Final Revizsed APG: 0,000
MO Need=PO" 1.5 - Ravisod MO - lnvendery.  -672,659.932
2013 (il APDE 1,687,000 000
FDA Est ® 2013 APQ " {1 + FDA Ext): 1,BUB, 464 000
IMS Est= 2013 APQ - {1 » (M5 Ext): 1,667,000.000
pending requesls: request granl
(b)(4) 16,500) (6,600}
new + curment MO 1,630,108

curenl APQ sufficient

CFR 50%:

2012 Sales 2013 Total Salen

996,926 B31
998 628 631
§96,926.00%
994,926,831
998,624,931
S8 026,931
256,926.931
956,926.921
95H,926.9M
$98,926.831
I8,926.531
998,926.93

-684,912 963

2014 Revisod Aru
Workghoels

% af 2047 Salex
a0
0.037
0.058
0.050
0.003
0.000
0245
0.645
0008
Q004
0.000
o000

FENTANYL

FOA Est:
M3 Ext:

072

Share of 2014 Tatal PQ 2017 Inventery 2014 Projfected Expords

0.600
38,742,832
61,155.270
b.564
9,520,332
0.000
256.588.673
676.471.072
Q.000
4675.257
0,000

G.000

Vol.| Page 351

["R]:%
53,692 000
032,344
1.010
103.000
0,000
230.548.000
250,686.000
0.000
17.597.660
0,000

c.000

606,66 452

0.000
0.000
112.080.000
0,000
0.000
0.000
Q.000
5,600,000
0.000
0000
0.0%)
0.000

207,680,000

Cafe Uaing CFR 10% Invent Caic Using CFR 50% Invent Final MQ

0104
-3.525.018
185,554 710
0217
12,273 452
0.000
103,350,274
675.936.393
0.030
-11.518.166
0,000

D.000

H62,100.248

0,101
3.777.790
197,082 585
0471
4,067.815
0,000
151,767,341
803,387 583
0.000
+10,637.829
0.000

.000

0.Q00
0.000
0.000
a.600
0.000
0,000
0,000
Q.000
0.000
0.000
£.06D
0000

0.000



y

Bazlc Class; #193.8
PO Toral{CMsPD):

Lompanmy DEA bium
(b)(4).(L)(T)(E)

MQ Tetals:

Final Initial APD: " 79.700,000.000
Propozed Revised: T, 700, D00 GO0
Final Revised APOT 0000
NO NewdnfQ® 1.5 - Revisad MO - Inyentony: 5,158,857 858
2042 Initial APG: 79.700.000.000
FOA Est= 2013 APO " (1 + FDA Est): 78,504, 200,000
M5 Est = 2011 ARG * |1 » IMS Estp: 76,000,200.000

pending requests: requesl

(b)(4)

new + curenl MO

curent APQ sutficient

18,641,623

715,308,144

£4.790,220.000

2074 MQ Request
5.000
144.100.000
25000
431,000,000

- 73210000
7.403,000.000
30,000,000.00%
A 600,000 BOG
41,500,000 000
" 5,310,000.000
9,000, 000 000

07,189,445 000

arani

18,541,612

2014 MO
5000
99,400,060
206,600
175,079.000
7,420,000
4,200,600,000
16,274,159.000
1,885.910.000
22,958,367,000
2,184 719,000
£9%1,532.000

46,766 511.000

2013 Sals
0.000
D.000
3575
39,742,000
10,994.030
3,230.559.000
22 W52 526,600
148.721.000
18,075.438.630
505,442,000
103,852,008

45,067 ,568.235

CFR 50%.

2012 Totsl Sales
45,068,169.355
45,088,169,355%
45,068,169.35%
45,000, 163,345
45,068, 16% 2855
45,068 169355
45,068, 169.355
45,066,169.355
45,068 169,355
45,068 165 355
45,060, 165.955

10,348,292 018

HYDROCODONE {FOR SALE)

Vol. |

2014 Revized APQ
Waorkshoals

FOA Est:
WS Exi

-0

% of 22 S Share of 2014 Total FQ 2013 Invertedy 2014 Projected Exporta

0.003
0.6
0.008
0.007
0.000
Q072
0,507
0.003
nam
0013
0,002

Page 352

0.000 0.051
0000 0.000
5101 74.083
%6.710.020 14,258 boG
15.607.919 0.000

4 509 860,196 5043 303 000
32,605,5%0.314  T.141,172.000
NINEQTT  2.021,970.000
25702 811,368 1,855 G5 000
B63 522091 2.208,540.000
148,192,062 3,545,502,000

+ 24,539.851.044

0,000
9.000
B5.000
0.000
0.000
5,000
12,200,000
D000
06,000
0.000
0.000

12,200.000

Catc Using CFR 0% taverd  Cale Using CFR S0% Invent Final MO

-0.081
0,000

57.461
61,465,025
20,334,373
549,518.955
4,663,043,109
-1.756,086.500
20 875,018,508
. -1.056,820,481
-3,652,852.319

59,074,509,854

0051
£.000

56.823
68,565,024
22,356,481
1,426,661.998
38,745,652 B432
1,720.517.154
33,104,235.493
370,656,686
3,634,208 522

5.000
0.000
0,000
Q000
Q.00
0,000
0.000
0.000
0500
0000
.000

0000



Basic Clasy:  * 31500
PG Total[CM+FD):

Company DEA Humy

b)(4);(b)(T)(E)

MG Totals:

Final Initial APQ: 5,400,000.000
Propossd Revised: 5,400,000.000
Fina| Revlsed APG: 0.00d
M} Need=P0O* 1.5 - Revised MO - Invantary: -906,842.728
2011 Initlal APCH 4, 775.000.000
FDA Eet £ 2013 APQ * [1 +FDA ES1): 5,118,800.000
IMS Eat = 204X APQ " {1 + 8% Esl): 4 604,055 000

pending requests:  request

D)) 42,065
435,182
32,289
total new

new + current MQ granled 4,792,969

current APC sufficient

3.385,764.000

2014 #10 Request” ~Z0J4 MO

5.000 5.000
100000000 75,700,000
0,600 30.000

78,000.000 76,000,000
233591000 191,626.000
555207920 556.208.000
“G45.000.000  445,000.060

1,390,000.000 1.179.610.0C0
2.110.000.000 1.674,B18.000
. 130,000.000.  57,711.000

2014 Revisea arQ

2012 Sales 2013 Tatal Sales-

0.000

0.000 .
2921
0O0C -

12B.452.930
£73.938.324
334 745,000
97.252.000
1,389,805 400
44,542,600

5,043,023 120 4,299,5998.000 3,574,718 585

grani
34,438
435,182
23,351

482,971

CFR 50%:

3572775079
2,574.775.079
3.574,775.079
A574,11507%
3574775079
3574775018
3,574,775.009
3.574.775.079
2524775079 .
3574775078

-945,667 582

Vol. |

Worksheels

FDIA Est:
™S Bst:

072
-.038

% of 2013 Sales  -Share of 204 Tolal PO 2013 Inventory 2014 Projocted Exparts

anng
0.000
0,000
0.000
0.0
0.190
0034
D.2rg
D369
0012

HYDROMORPHONE

Page 353

L.o00
0000
. 2767

600 -
121,707,652 .
844,183 455 -
3713868

4611076
1,316.721 855
42,156 740

o000
Q.000
49.447

0.000

38 420 608
-208,218.005
251,602.000
392 B59.000
.. A5 597 S5O
31,189,000

1.776,B35.728

0.000
0.000
0.0
0.00
0,000
QoD
0050
0,000
a.000
2,000

6.000

(

Calc Deing CFR 30% Invent Calc Using CFR $0% Invent Final MO

2.000

0.000

-45 849
0.000
122299251
528,220,496
160,646.029
B35 305,399
BES. 740,804
22.670.662

2625525.892

0.000

0.009

45258

0000

148,328 601
765995905
228,469 085
1.027 467 84S
1137 356 160
A2656.175

0.600
Q.000
Q.000
0,000
0.600
0.006
10,000
0.00G
0.600
0.906

a.000



2014 Revised APQ

Basic Class: 92200 Worksheets
PG TotalfiCM+PL): 4,448,000 FDAEsT: .
[M% Est: a4
Company DEA Mum 2014 MQ Regquest 2014 MQ 2013 Sales 2013 Tolal Sales % of 2013 Sales Share of 2014 Total PO 2013 Inveslcry 2014 Projected Exports Calc Lising CFR 30% Invent Calc Using CFR 50 lmvent Final MG
b)(4).(b)(7T)E) 2000 2000 0000 1.907.000 w000 0,000 0.000 8,000 o000 ' 0000 0000
3,600.000 1,598.000 1.007.000 1,507 000 1.000 4,448.000 42,000 . 0Hoa0 5.740.400 5694750 0 00a
Ma Totals; 3.602.000 1600000  1.907.000 42000 T Q.000 5,740,400 003
Final Inkiat APQ: 1,600 000 ) . . B
Proposed Revized: 3,700,000 .
Final Revised APQ: D.00G ) .
WO Need=P0O* 1.5 - Revised MQ - Inventory: 5030000 CFR S0%: 4354750 .
Z043 Initial APQ: 3,600 000 ' .
FOA Est= 2013 APQ " [1+ FOA Est): 1,600 000 .
{M5 Est = 2013 APQ ™" [1 + IMS Est). 3 602.760
pending requests. request grani

b)(4) 2,002 2002
new + curen! MO granted 3602

revised APQ sutficien]

*  LEVORPHANOL

Vol. | Page 354



(

Bagit Clasat 22500
PO TotaKCM+EDY:
Company PEA Num
()E)(B)(T)E)
W) Taotals:
Final mital APQ; 2%,500.000.000
Propaed Revised: 25,500,000,000
Final Revried APO: 4000
MQ Neec=pPr 1.5 ~ Revised MO - Inventary: -562.262 841
2013 Initiat APQ: 20,000.000.000
FOA Bt = 2013 APQ* [1 + FDA Est): 17.560,000.02
NS Est= 2013 APQ " {1 + IMS Exip: 15,058,000, 150
pending requests ’ request
b)(4) 069,725
rew ¥ Cument MO 21704610

current APQ sufficient

2014 Revisea APQ

Warksheets
18,897,110.000 _ FDAEst: A
M5 Eul: -047
2014 MQ Request 2014 MQ 2013 Sales 2013 Todal Sales % of 20M3 Sales Share of 2044 Total PQ IGTY Inventory 2014 Projected Expots Cale Using CFR 30% invem Calo Using CFR 50% Invent Final MQ
2000000000 62378600000 5268803000 19,975 750454 285 £.001,326.887  3.491,767.000 0.000 3,000,957 853 4,081,582.258 0,000
10.¢00 10,000 1.454 19,975 JSB 454 0.000 1375 6,841 0.000 5053 -4 156 0,000
1052000000  339,395.000 65915000 19,975,758.454 Q.003 62386676 . 10,087,000 0.000 20976 679 84,937 845 0.0a0
13,000,000.000 10,145 1844000 11,396,609.000  19.975.750.454 0.5M 10.784.216.383 3456715000 A1, 530000 10,600,656 271 12.910.767.703 Q.000
5402000000 4532275000 3226429000 19975756 434 o182 3.052,208.8%  Sa6474000 0.00G 3.421,392,309 4.075,350.124 Q.00
24,454 C1D000 21,402 AT4 0001 19,575 758.454 7.505.053.841 41,830,000 17,103,019.155 10,000
CFR SO =292 600727
-
grant
IM 36
METHADONE

Vol. | Page 355



Basic Class: #2540
PG Yors|[CM+PO}:
Company DEA Num

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

MO Tatals:

Final Inttial APCE 31,100,000.000
Proposed Revised: 31,100,000.000
Fimal Rewtaad PO 0.000
MQ Need=P@* 1.5 - Revised MO« Inventory:  -23,317.471,500
2093 Inklal APQ: 26,000,000,000
FDA Ext = 2093 APG " (1 + FDA ExIj: 26,000, 000.000
IM5 Ext = 2013 APQ* {1 = IMS Est]: 256,000 CLC.CoD0

panding requesls reques!
b)(4) 1,729,261
new + current MO 15,046 546

eurent APQ sufficient

2044 MO Request
10.000
2,296,000.000
14,090,000.000
£,610,000.000

23,103.010.000

grant

1,224,277

2014 WQ
10,8600
822,975.000
11.920,645.G00
5,070, T325.000

17,022 369.000

2013 Salea
0.000
194,755.000
10,780,285 000
4,002 558000

14,577.638.000

CFR S0

2013 Tow Sales
22,287,908.000
22,287,908 0040
21 287,508,060
22287908000

-17,523 275,750

METHADONE-INTERMEDIATE

Vol. |

2014 Roviseu #PG
Worksheets

FDA Esi:
M5 Est:

% of 2012 Sales Share of 2014 Total PO 2043 Inventery 2014 Projected Exporte Cale Using CFR 10% Invernt  Cale Using CFR 50% Invent Final MO

0.000
0,009
0484
0.180

Page 356

0.Oo0
Caml
26602
©.877

D000

58, 167.000
2.1 TR.STZ000
1,258 128.000

3,495,285 000

0000
0,000
0.0co
0060

D.e60

0600
68,286 315
-2,170537.417
+1,258,113,960

-3.4%5,336.951

€000
17,597 649
524,132,503
25T 464153

0.000
0.600
0.000
0000

0.000



Hazic Class: 9300-A
PG Total{CH+FD]:

G CEA Num
(0)(4);()T)E)

wa Tetsls:

Final tnitial APQ: 3,000,000 000
Pryposad Revised: F3,000,000.C00
Final Ravised APQ; {.000
HC Necd=PR* 1.5 - Rovised MO - vendany.  -TT 4585062062
2013 Initial APQ: 3 000, 600.000
FOa Est e 2013 APQ " (1 + FDA Exil: 53,000, 000.000
IMS Ext = 2013 APQ " {1 + M3 Estk 83,030,000.000

no perdisdg reques!s to consider
b)(4) gues] granted on 7-18-14

4,817, 510.000

2014 MG Reguest
134,000.000
43,480.000
6,70,000.000
150,000.000
A44.200,000.000
5,000,000
15,500,000.000
237,901,000
1.96C,000.000

70,891,351.000

214 M0 2013 Sates.
131,000,000 0.000
43,480,000 28,560,801
$2350.000.000  3.335.267.000
0.000 0.000
44,000,000 000 16,564,556.000
2,575.003 160,000
15500000000  TBTRTSAGO0
2.371,901.000 o.con
1,860,000 000 o000

69,359,256.000 4T.R02 753EN

CFA S0%:

2013 Todal Sales
AT 603, 753801
47 801753801
4T.002 75180
47,800,T53.80%
47,801, TS3ECH
47,500,753.601
47,8503,750.601
47,803.752.801
47,503,753 401

06, TA3,5H1. 112

MORPHINE (FOR CONVERSION}

Vol. |

2014 Reviscq APQ
Workshaots

FODA Est:
M5 Es

T of 201] Saks Share of 2014 Total PO 213 nvendory 2014 Projected Enparts Cale Using SFR 30% Invent  Cale Using CFR 50% Invent Final MG

000G
4001
0070
0. ol
0765
0, Lo
0158
0000
0,000

Page 357

0.000
2672611
343,004,158
6.000
3,761,345.335
16.45%
BI0,378.426
o.000

©.000

0,000 0000
101,581,857 0,000
24,303,000 3,860,856.000
6000 0,000
12.504,910.800 0.00a
9210 0,000
2,451,207.000 0.000
0.000 0.000

£.000 o000
15.482,071.062 3,840.650.000

0.000

38,107 457
4,262 B69 415
.00

8,015, 157,164
41813
=1.397. 715,046
0,000

0.000

-5,240.350.062

0.000

81,745 BER
5,079,330 480
0.000

FI7 814419
B8535
511,214,533
0.00)

.00

£.000
D000
D.ooo
0.000
D.OG0
G.o0n
0000
L.o00
0,007

0.000



Basic Clags: 9300-8
PO Tatal[CM+PO):

Compary DEA Num

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

WG Totals:

Final inltial APQ; 59,000,000.000
Propoced Revised: 50,000,000, 000
Final Revised AP 0.000
WQ Heed-PO* 1.5 - Revised MO - Inventory: 5.995,279.220
2002 Iaitial AP 48 200 CCO.000
FDA Est= 2013 APQ * {1 + FDA Est): 44,185 400 035
IMS Est = 2013 APQ “ {3 » INS Ext): 46,651,240 000

pending requests. reguest

(0)(4)

451,180
1,692,000
{1,692,000)

tatal new gramted
new grant + curent MO

curent APQ sufficient

6471

43 607,259

42.563,500.000

2014 MQy Request - 2014 M
5.000 © 5000
106000 100,000
162,830,000 0.000
700000600 . 248,620,000
1.692,000.0C0 0.000
3.067,657.000 ' 4779.667.000
14.600.000.000 14,244.006.000
26.,550.000.600 19.332.575,000
1,000,000 1,000,000
1600000000 703,454,000

5400000000 4200000 000

53,793 602 000 43 510,828,000

prant
- 96,471

1,692,000
(1,692,000

(20 Salex
0.000
2.195
0.000
£2,500.080
3,322,312.000
4271, 287000
12.910,984.000

16,047,146.000-

a3en
153,724.000
£.000

45,757 656635

CFR 50%:

2912 Total Sales

26.757.656.635 .o 0,603
35,757,656.635 0,600
35, 757,656.038 9000
25,757,656 635 .00
25,757 656.835 D05
35, 757,656,635, oow
35.757,650.635 D.361
35.757.656.635 0.449
25,757 656 RS 0,006
38,757.656.635 0.004
35,757.655.635 0.600
5,202,318 379
MORPHINE {(FOR SALE)

Vol.| Page 358

2014 Rovised APD
Worksheets

% of 2013 Sales

FOA Est:
M5 Est:

0.000 04025

2613 130576

0.000 0.000
62501060 157184478
3,654 BAY DRSS 1,200.216.000
3.694.468.088 - T1.327.000

15370525982 5,192.456.000
19,104,131, 700 6.722,823.000

0,429 aXesli]
183008464 LR LE]
0000 - 0060

- 13,438,142.780

-0

Share of 2014 Tetal PO 2073 Inveatory 2014 Projected Exparts

0.00aG
Q.000
0.0
0,001
0.00¢
0.000
225 000.000
G000
0.000
0.000
0.000

225,000,000

‘

Calg Using CFR 33% Invent Cake Using CFR £0% lmvent Finz! MO

.0
-121.981
0.000

A 002 A05
3.6081.090.600
4,551,481, 485
| 15,007.232.576
18,105,542.210
0557

237 511002
0.000

42327, 207.220

D028
126,761

6.000
65,912,457
4,453,850 881
5,814 579635
17.466,452.477
21,162,122.125
0626
2571915680
0.000

0.000
0.000
0,000
a 00
0,060
0.000
0,000
D DO
0 G
o0
0000

0,000



,

DEAMNum 2014 MO Request 2014 MO 013 Sales 2092 Total Sales % of 2013 Sales

Bagic Class: 9630-0
PQ Total{CM+PD):
Company
©)#).B)7)E)
MO Total:
Final Initlal APQ: SO0 000000
Proposed Revised: 500,000,000
Fina] Revised APQ: 624,000,000
MO Newc=PO" 1.5 - Revised MQ « Inventory: 1,383,192.000
2013 Inilal APQ: 1.020,000.000
FDWA Est= 2013 APQ* {1 + FDA Est); 1,030,000 0400
IM5 Est 2013 APG * (1 + tMS Est); 1,030,000 000
previously denled: requested
b)(4) 54,350
40,00%
Total new grail 94,350
total new + current M granted 594,350
5% bufler for possike olher requast 29.Ha

Estimated total MG aced

Adjusled APQ with 25% buter

2014 Rovised AHG

1.247,154.000

£4350.000 25000000 21054000 386.554.000
430000000 430,000,000 365600.000 385 654,000
40,000,000 35000000 0002 356,654 000

§24 350,000 500,000600 286654000

CFR 50%: 968,067.0C0

granted

35,000
35,000

70,000

624 068 {round down for APQ)

780,000

Vol. |

Waorkshees

0054
0846
4000

QPIUM TINCTURE

Page 359

87 .908.760
1.173,244.240
0.000

FCOA Est:
IMS Est:

14,252 000
173,187.000
Q.q00

187,529.000

€.000
C.000
€.000

0.000

T2.030.683
1,359,930.512
0.000

1A433,761.200

T5.798.700
1.352.268.300
0.000

Share of 2044 Tolal PAQ 2012 Inventory 2014 Projected Exports Calc Using CFR 30% Invent Calc Uslng CFR 50% Invént Final MQ

0.0CO
0.0C0
0.0Co

4000



(

Haslc Clasy: $IM-0
PO TolaKCM+PD):

Company DEA Num
B)@).B)(7)(E)
W Totals:
Final Lnitiab APGE: 1B.200,000.000
Proposed Revised: 22,100.000.000
Final Revised APQ: 24 500 000,000
A Nead=POr 1.5 - Ravisad MO - iventory: .90 015,557,500
203 Inttial APDY 18,200,000.030
FDA Ect c 2013 APO * (1 + FDA& Esr): 18 200.000.000
IVS Est = 2013 AP {1 + 145 Est): 15,200 OB D00
pendlng reqguesis: requesiing
(b)(4) 3.167.702
N 1,966,350
Total pew grant 5.134,052
Iolal new » currenl MO granted  23.313,860
5% twffer fer poss ble other request 1.165693
Esfimatod tolal MO need . 24,479,553
Adjusted APQ with 25% butfer 30,625,000

5977 005.000
.
2014 WO Reguest 14 M 2013 Sples
- S.Cc0o 008 0.0o0

1.100.006.000  3,100,000.000 639,480.000
2,437.943.000 1ET4 314,000 176,502,000
13.900.600.000 10.732.236 000 10,146,553.000
5250000000 3203650000 2565244480

450,000.000 347 037.000 91,552,000
T00,000.000 612,506.000 0.0
430,000.000 430,000 000 0.000

24.297,140.000. 18,179,603.000 13,621,781 480

CFR 50%;

granting
3.167.702
1,866,350

5.134,052

{raend wp far APQ)

2013 Tetal Sales
13.621.761.482
13,621.761.480
13,621,761.480
41,621,761.480
13621741480
13.621,761.480
13,621,761.480
13.821,761.180

-8,104,408.280

Vol. |

2014 Rewised
AP Workshests

% of 2013 Bales
0800
Qo7
0013
0.745
0.186
o7
0000
Q000

ORIPAVINE

Share of 2014 Teiad PO 20121

0000

280,597 600
78,322,743
4,452.131.875
1,125,587 106
4D 364 577
L.000

0000

Page 360

FOA Ese:
IMS Est:

oon
3,167,000
253,484 002
69,262,000
151,100,000
0.000
324,264,000
‘oo

BO1.247.000

2014 P

0.000
0.000
0.000
0,000
0.000
0.000

0000

000G

‘

Cale Lising CFR 30% Invent Cale Using CFR S0% Invent  Final MO

0.030
361.610.009
-151,863.134
5,718,480 437
1,312,163.218
£2,473.950
~324 264,000
0 od

6,963,809.50C

0.000
507.452.624
110,953 821
8.032 518.003
1.857.195.002
73,450,722
<324 264 D00
0.000

0.Coo
o.0CD
a.000
€000
0.000
0.000
0.0%0
.00

0000



Faale Class; 5143-B
PO TolaCM+RD):
Company DEA Num
B)).(B)(7)(E)
MG Totats:
Fina! Iniial APC: 119,500.000.000
Proposed Ravigad: 119,500.000.030
Firal Revised APQS 0,000
MO Nood=PC* 1.5 « Rovisad MQ « Invenlony: .24 996,904 506
2013 Indtia] AP 105 200 D00 DD
FDA Ect = 2013 APO“ [1 « FDA Est): 65,732,000.000
IMS Ext = 2013 APQ * {1 + M5 Ext): 104,3G5,500.000
pending requests repess
b)(4) 14,968
1529662
35361
new grant
new + curvent MO granled  196,945378

current APQ sufficient

93,930,326.000

2014 MO Reguest MG

5000 5.000
200.000.000 180,000,000
0000 00,000
1,335420.000 9,335, 520.000
20,965,000 £ 000,000

2,654 665000  1,36%,000.000
24,000,000.000 24,000,000.000
68,750,000.000 - 64, 131,406.000
1,000.000 $,600.000
24,005,000.000  24,G00.000.000
E20.000.000  7B4533 003

122 022,216,000 195,603,610,000

grant
14,566
1,126,789

1,147,746

2013 Sakes
1.520
0.000
aR24
48,062,000
0.000
242 405 000
14,439, 041.000
45,700,030 DOD
865,355.240
16.656,858.000
100,483 000

78,591.255.594

CFR S0%:

2013 Total Salea
78,591,255 564
78,551,245.984
78,591, 255.504
78,591, 14% 584
8531, 255584
78,591 255 554
8,591, 255,554
78,591 255.584
78,591,255.584
78,531, 255,584
78,591,255.5684

-28.601.872410

OXYCODONE (FOR SALE)

Vol. |

2014 Reviacu aPQ
Warkshoota

FOA Est:
W3 Exy;

-03

% of 2011 Sales - Shant of 2014 Total PQ 2073 Invertory 2014 Projecied Exporta

0 O00
Q00
0,000
0.0
0,030
60064
0.18%
D 581
0011
p212
[HLiarg

Page 361

1.847
0.000
11.741
55,082,164
0000

9475229 -

17,735.255.001
54 619,546.210
1,035.445.368
159,907 876,897
227.660.513

2,000
o.000

210806
23,128.0%
D000
759,045,000
14,301,862.000
23,961.550.000
92,406,000
11,162,045.000
£47,901.000

£0,085,763,806

0,090
0o

4,000

0000

0.000

0.000
54,954,000
499,020,000
2.000

5,000 _DOA.000
0.000

£,583,354,000

Cate Using CFR 20% Invent Calg Using CFR 50% Invent Final #Q

0352

0,000

795 342
48,425 812
0.000
38731203
8,842 923,502
48,208,850.074
1.25)6T4.278
20,698, 184 967
=243, 042,255

78,604,603.9M

0.8

0.000

753.673
57,192,103
0.000
21902, 713
11,565,921,002
57T.03%.860.263
1.418.490,770
23,867,018.122
205,704,534

0.00%
0000
Q000
0.000
0000
0000
0500
3,000
0.000
0.000
0.000

0.000



Basic Glass: Q6524
PQ Total[CH+PD):

Company DEA Num

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

MQ Totals:

Final Initial APQ: 20,000,000 000
Fropoasd Revlsed: 20.000,000.000
Finzl Revised APO: D.oog
WO Negd=F0" 1.5 - Revised MG - Iventory:  -15,309.947 500
2013 Initlat APD: 14,700,000.000
FDA Esi = 2013 APQ “[1 + FDA Estl: 14,700,000.000
IMS Esl = 2013 APQ* {1 +1M5 Es); 14,700,000 000

no pering requests to consdes

current APD sufficient

2.959,663.000

2094 WG Reumst 2014 MO 2013 Sales
11,300,000.000 11.300,000.006 €,300,568.000
2751000000  2,751,000,000 1,493,214.000
-2,500.000,000 2,485 ,000.000 0.000

16,551,000.000 16.550.000.000 7.743.784.000

CFR 50%:

2013 Tatal Salea
7.791.766.000
1,703,766 000
T7.793,7EE.30C

~12,676.416.750

2014 Revisez APQ
Worksheets

% of 2013 Sales
0 808
b9z
0,000

FDA Esi;
NS Ests

Share of 2014 Tefal P 2013 aventory 2014 Projected Exponts Cade Using CFR 30% Invent Cale Using CFR S0%, Invemt Final MG

1.665,050.437
64,612,963
0000

OXYMORPHONE (FOR CONVERSION)

Vol. |

Page 362

1,579,762 000
269,560,000
0.000

1.840,442.000

0,000
0000
£.000

0.000

584,803 569
243316331
0.006

B828,119.900

2,076,683.047
596,620,203
0.000

0,000
0.000
0.004

0.000



Basic Class: 4852-8
PO TataliCM+FDI.

Compa LDEA Hum

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

W0 Totals:

Flral Initial APO: B, 200 000,000
Proposed Revised: 6,200 000 000
Final Revisod APG: 0000
MO Nead=PO" 1.5 - Revised MG - Inventary: 2 240 827,165
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2014 Proposed Adjusted Aggregate Praduction 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 I and II controlled substances. This responsibility has since

been delcgated 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 2014 aggregate production quotas {APQ) for each basic class of schedule [ 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 rescrve 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 tetrahydrocannabmols) to prevent potential drug shortage
issues.

Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of
schedule T and 1] controlled substances as well as list I chemicals ephedrine, phenylpropanolamine,

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

The followmg points provide brief explananons of the changes from the proposed lnmal AAN &
APQ valucs

List I chemicals

The AAN for-pseudoephedrine (for sale) was increased due to changes in registrant requirements.
Several DEA registrants were denied legitimate supplies of these controlled substances because their
requirements exceeded the established AAN. The AAN was cstablished based on the timely
submission of registrant applications which had requested to import lower quantities of API and / or
finished dosage forms than in previous years’,

Schedule I substances

The APQ for psilocybin and psilocin were increased. The manufacturing of these substances will
be used for analytical standards, reference, and resédrch material. New DEA registrant(s) entering
the reference standdrd market at the bulk manufacturing level. :

Schedule II substances

The APQ for dlphenoxylatc (for sale), ecgonine, and levorphanol were increased due to increased
registrant requiréments. - Several DEA registrants were denied legitimate supplies of these controlled
substances because their requirements exceeded the established APQ.

The APQ for hydrocadone (for conversion) is proposed to be increased from zero. A DEA

OD/ODQ/ODEQ 5/12/14 Page - 1-of2
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registered bulk manufacturer is requesting the material for product development efforts in the
development of a different synthesis route to manufacture hydromorphone. -

e The APQ for oripavine was increased due to the increased domestic sales and exports of the non-
controlled substances naltrexone, naloxone, and nalbuphine which utilize oripavine as the starting
material. The synthesis route includes the controlled substances oxymorphone (for conversion) and
noroxymorphone (for conversion).

¢ The APQ for remifentanil was increased due ta new applications from registrants conducting bulk
API product development efforts or supporting dosage form manufacturers in dosage form product
development efforts.

» The APQ for phenylacetone was decreased based on a registrant’s decision to import the bulk API
instead of manufacturing it domestically and the subsequent withdrawal of their manufacturing

quota.

OD/ODQ/ODEQ 5/12/14 Page-2-0of2
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BILLING CODE 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-378]

Proposed Adjustments to the 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 2014

AGENCY: Drug Enforcement Administration (DEA), Department of Justice.
ACTION: Notice with request for comments.

SUMMARY: The Drug Enforcement Administration proposes to adjust the 2014
aggregate production quotas for several 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-378” on all electronic and written correspondence. The DEA encourages that all
comments be submitted electronically through the Federal eRulemaking Portal at

http.://www.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: Ruth A. Carter, 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 ittp://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.

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. 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 IT 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 I and II
controlled substances and established assessment of annual needs for the list I chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine for 2014 in the Federal Register

(78 FR 55099) on September 9, 2013. That notice stipulated that, in accordance with 21

3

Vol. | Page 36%ol. |



CFR 1303.13 and 1315.13, all aggregate production quotas and assessments of annual
need are subject to adjustment.

Analysis for Proposed Adjusted 2014 Aggregate Production Quotas and Assessment
of Annual Needs

The DEA proposes to adjust the established 2014 aggregate production quotas for
certain schedule I and II controlled substances to be manufactured in the United States in
2014 to provide for the estimated medical, scientific, research, and industrial needs of the
United States, for lawful export requirements, and for the establishment and maintenance
of reserve stocks. These quotas do not include imports of controlled substances for use in
industrial processes. The DEA also proposes to adjust the established 2014 assessment of
annual needs for the list I chemicals ephedrine, pseudoephedrine, and
phenylpropanolamine to be manufactured in and imported to the United States in 2014 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.

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 II 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 chemical, 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 considered updated information obtained from 2013 year-end
inventories, 2013 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 2014 assessment of annual needs, the
DEA used the calculation methodology previously 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 2014 aggregate
production quotas and assessment of annual needs, 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 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 has included in all proposed adjusted schedule II 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 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 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 adjust the 2014 aggregate
production quotas for certain 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:
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Previously Proposed
Basic Class Established Adjusted
2014 Quotas 2014 Quotas
(® ®
Schedule I

gtrii?myllgé?éj;rloiy){])zl(i’ifﬁinc (UR-144) 15 No change
iamethyleselopropylmethanone (XLR 11 15| Nochange
1-(1,3-Benzodioxol-5-yl)-2-(methylamino)butan-1-one (butylone) 15 No change
(ll;gl,t?;-llgrfl::)zodioxol-s-yl)-2-(methylamino)pentan-l-one 15 No change
1-(1-Phenylcyclohexyl)pyrrolidine 10 No change
1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) 45 No change
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 No change
1-[1-(2-Thienyl)cyclohexyl]piperidine 15 No change
1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45 No change
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 No change
111 -CCg_cé())hexylethyl-S-(2-methoxyphenylacetyl)indole (SR-18 and 45 No change
1-Hexyl-3-(1-naphthoyl)indole (TWH-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 (JTWH-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 No 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 No change
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30 No change
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 30 No change
2-(2,5-Dimethoxy-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-

methoxybenzyl)ethanamine (25B-NBOMe; 2C-B-NBOMe; 25B; 15 No change

Cimbi-36)
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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; 25C; 15 No change
Cimbi-82)

2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 30 No change
2-(4-10d0-2.5?dimethoxypher.1yl)-;.’V-(IZ-m_ethoxybenzyl)ethanamine 15 No change
(251-NBOMe; 2C-I-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
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 30 No change
2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 30 No 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 (MDPV) 35 No change
3-Fluoro-N-methylcathinone (3-FMC) 15 No change
3-Methylfentanyl 2 No change
3-Methylthiofentanyl 2 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 No change
4-Methoxyamphetamine 100 No change
4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 No change
4-Methylaminorex 25 No change
4-Methyl-N-ethylcathinone (4-MEC) 15 No change
4-Methyl-N-methylcathinone (mephedrone) 45 No change
4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 15 No change
5-(1,1-Dimethylheptyl)-2-[(1R,35)-3-hydroxycyclohexyl]-phenol 68 No change
5-(1 ,l-[?imethyloctyl)-Z-[(lR,SS)-S-hydroxycyclohexyl]-phenol 53 No change
(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 No change
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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-Methyltryptamine (AMT) 25 No change
alpha-Pyrrolidinobutiophenone («-PBP) 15 No change
alpha-Pyrrolidinopentiophenone (a-PVP) 15 No change
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
Betaprodine 2 No change
Bufotenine 3 No change
Cathinone 70 No change
Codeine methylbromide 5 No change
Codeine-N-oxide 200 No change
Desomorphine 5 No change
Diethyltryptamine 25 No change
Difenoxin 50 No change
Dihydromorphine 3,990,000 No change
Dimethyltryptamine 35 No change
Dipipanone 5 No change
Fenethylline 5 No change
gamma-Hydroxybutyric acid 70,250,000 No change
Heroin 25 No change
Hydromorphinol 2 No change
Hydroxypethidine 2 No change
Ibogaine 5 No change
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Lysergic acid diethylamide (LSD) 35 No change
Marihuana 650,000 No change
Mescaline 25 No change
Methaqualone 10 No change
Methcathinone 25 No change
Methyldesorphine 2 No change
Methyldihydromorphine 2 No change
Morphine methylbromide 5 No change
Morphine methylsulfonate 5 No change
Morphine-N-oxide 175 No change
N-(1-Adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48) 15 No change
SN_é;r];t)r:;r;)i;éifgn]?i:-tg]y;”lxgjx\{;butdn 2-yl)-1-pentyl-1H-indazole 15 No change
LA i o erson 5| Mo hne
N,N-Dimethylamphetamine 25 No change
Naphthylpyrovalerone (naphyrone) 15 No change
N-Benzylpiperazine 25 No change
N-Ethyl-1-phenylcyclohexylamine 5 No change
N-Ethylamphetamine 24 No change
N-Hydroxy-3,4-methylenedioxyamphetamine 24 No change
Noracymethadol 2 No change
Norlevorphanol 52 No change
Normethadone 2 No change
Normorphine 18 No change
para-Fluorofentanyl 2 No change
Parahexyl 5 No change
Phenomorphan 2 No change
Pholcodine 2 No change
Properidine 2 No change
Psilocybin 30 40
Psilocyn 30 50
SSQ?SIPHB?;; ISIE_SPgl-nz);;pcmyl) 1 H-indole-3-carboxylate (5 15 No change
Quinolin-8-yl 1-pentyl-1H-indole-3-carboxylate (PB-22; QUPIC) 15 No change
Tetrahydrocannabinols 491,000 No change

10
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Thiofentanyl 2 No change
Tilidine 10 No change
Trimeperidine 2 No change
Schedule II
1-Phenylcyclohexylamine 3 No change
1-Piperidinocyclohexanecarbonitrile 3 No change
4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,687,500 No change
Alfentanil 17,625 No change
Alphaprodine 3 No change
Amobarbital 9 No change
Amphetamine (for conversion) 18,375,000 No change
Amphetamine (for sale) 49,000,000 No change
Carfentanil 19 No change
Cocaine 240,000 No change
Codeine (for conversion) 68,750,000 No change
Codeine (for sale) 46,125,000 No change
Dextropropoxyphene 19 No change
Dihydrocodeine 100,750 No change
Diphenoxylate 750,000 1,288,750
Ecgonine 144,000 174,375
Ethylmorphine 3 No change
Fentanyl 2,108,750 No change
Glutethimide 3 No change
Hydrocodone (for conversion) 0 137,500
Hydrocodone (for sale) 99,625,000 No change
Hydromorphone 6,750,000 No change
Isomethadone 5 No change
Levo-alphacetylmethadol (LAAM) 4 No change
Levomethorphan 195 No change
Levorphanol 2,000 4,625
Lisdexamfetamine 23,750,000 No change
Meperidine 6,250,000 No change
Meperidine Intermediate-A 6 No change
Meperidine Intermediate-B 11 No change
Meperidine Intermediate-C 6 No change
Metazocine 19 No change
Methadone (for sale) 31,875,000 No change
Methadone Intermediate 38,875,000 No change
Methamphetamine 2,811,375 No change
11
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[1,250,000 grams of /evo-desoxyephedrine for use in a non-controlled, non-prescription product;
1,500,000 grams for methamphetamine mostly for conversion to a schedule III product; and 61,375

grams for methamphetamine (for sale)]

Methylphenidate 96,750,000 No change
Morphine (for conversion) 91,250,000 No change
Morphine (for sale) 62,500,000 No change
Nabilone 30,375 No change
Noroxymorphone (for conversion) 17,500,000 No change
Noroxymorphone (for sale) 1,262,500 No change
Opium (powder) 112,500 No change
Opium (tincture) 625,000 No change
Oripavine 22,750,000 27,625,000
Oxycodone (for conversion) 9,250,000 No change
Oxycodone (for sale) 149,375,000 No change
Oxymorphone (for conversion) 25,000,000 No change
Oxymorphone (for sale) 7,750,000 No change
Pentobarbital 35,000,000 No change
Phenazocine 6 No change
Phencyclidine 19 No change
Phenmetrazine 3 No change
Phenylacetone 67,000,000 45,750,000
Racemethorphan 3 No change
Remifentanil 3,750 5,875
Secobarbital 215,003 No change
Sufentanil 6,255 No change
Tapentadol 17,500,000 No change
Thebaine 145,000,000 No change
List I Chemicals
Ephedrine (for conversion) 1,000,000 No change
Ephedrine (for sale) 3,000,000 No change
Phenylpropanolamine (for conversion) 44,800,000 No change
Phenylpropanolamine (for sale) 5,300,000 No change
Pseudoephedrine (for conversion) 5,000 No change
Pseudoephedrine (for sale) 192,000,000 224,500,000

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

12
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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 2014 aggregate 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(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 any adjustment of
2014 aggregate production quota for each basic class of controlled substance and
established 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.

13
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DEPARTMENT OF JUSTICE

Drug Enforcement Administration
{Docket No. DEA-378]

Proposed Adjustments to the
Aggregate Production Quotas for
Schedule | and 1l Controlled
Substances and Assessment of
Annual Needs for the List | Chemlcals
Ephedrine, Pseudoephedrine, and
Phenylpropanotamine for 2014

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

ACTION: Notice with request for
comments.

sumMmaRryY: The Drug Enforcement
Administration praposes to adjust the
2014 aggregate praduction quotas for
several controlled substances in
schedules [ and If of the Controlled
Substances Act and assessmant of
annual needs for the list | chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine,

DATES: Interasted persons may file
writien comments on this notice in
accardance with 21 CFR 1303.11(c) and
1315.11{d). Electronic commenls must
be submitted, and written comments
must be postmarked, on or before July
14, 2014, Commenters should be aware
that the elecironic Federal Docket
Management Systerm will nat accept
comments after midnight Eastern Time
on the last day of the commant period.
ADDRESSES: To ensure proper handling
of comments, please reference “Docket
No. DEA-378" on all electronic and
written correspondence. The DEA
encourages that all commments be
submitted electronically through the
Faderal eRulemaking Portal at http://
www.regulations.gov. Paper comments
that duplicate electronic submissions
are not necessary. Should you, however,
wishl to submit wrillen comments via
regular or express mail, they should be
sent to: Orug Enforcement
Administration, Attentian: DEA Federal
Register Representative/ODW, 8701
Morrissette Drive, Springfield, Virginia
221562.

FOR FURTHER INFORMATION CONTACT:
Ruth A. Carter, Office of Diversion
Gontrol, Drug Enforcement
Administration, 8701 Morrissetis Drive,
Springfield, Virginia 22152, Telephane:
(202) 5956812,

SUPPLEMENTARY !NFORMATION:

Phsting of Public Comments

All comments received are considered
part of the public record and will be
made available for public inspection

anline at http://www.regulations.gov.
Such information includes personal
identifying informetion (such as your
name, addrass, atc.) voluntarily

’ submittodely tha commaenter.
t

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
camment, but de not want it to be made
publicly available, yau must include the
phrase “PERSONAL [DENTIFYING
INFORMATION" in the first paragraph
of your comment. You must also place
all the parsonal {dentifying information
you do not want made publicly
availabla 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 {irst paragraph
of your comment, You must also
prominently identify the canfideniial
business information to be redacted
within the camment. 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
businass information identified as
directed above will be made publicly
available in redacted forrm.

An electronic copy of this decument
is available at fittp://
www.regulotions.gov for easy reference.
11 you wish to personally inspact 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 "Far
Further Information Contact' paragraph
above. .

Legal Authority

Section 306 of the Controlled
Substances Act (CSA), 21 U.5.C. 8286,
requires the Attorney General to
determine the total quantity and
establish aggregate production quotas
fur'each basic class of controlled
substance listed in schedules1and (I
and for the list | chemicals ephedrine,
pseudoephedrine, and
phenylpropanclamine; 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 10
the Deputy Administrator, pursuant (o
28 CFR pt, 0 subpt. R, App.

Vol. | Page 38¥ol. |

The DEA published the established
agpregate production quotas for
schedule [ and Il controlled substances
and established assessment of annual
needs for the list I chemicals ephedrine,
pseudoephadrine, and
phenylpropanolamine for 2014 in the
Federal Register (78 FR 55099) on
Septamber 9, 2013. ThLat notice
stipulated that, in actordance with 21
CFR 1303.13 and 1315.13, all aggregate
production quotas and assessments of
annual nead are subject to adjustment.

Analysis for Proposed Adjusted 2014
Aggregale Production Quotas and
Assessment of Annuul Needs

The DEA proposes to adjust the
established 2014 aggregate production
quotas [or certain schedule [ and Il
controlled substances to be
manufactured in tha United States {n
2014 to provide for lthe estimated
medical, scienlific, research, and
industrial needs of the United States, for
lawlul export requirements, and for the
establishment and maintenance of
reserve stocks. Thesa quotas do not
include imports of controlled
substances for use in industrial
procasses. The DEA also praposes to
adjust the sstablished 2014 assessment
of annual needs for the list [ chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine to be
manufactured in and imported to the
United States in 2014 to provide for the
estimated medical, scientific, research,
and industrial needs of the Uniled
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 Il controiled
substances and assessment of annual
neads for ephedrine, pseudoephedrine,
end phenylprapanolamine 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 Lhe rate of
net disposal of the class or chemical by
registrants holding individual
manufacturing quotds for the class; [2)
whether any 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 oz
chemical can be met through existing
inventories, increased individual
manufacturing quotas, or increased
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importation, without increasing the
. aggregate production quota; (4] whether
any decreased demanﬂ for that class or
chemical will resull in excessive
inventory accumulation by all persons
registered to handle that class ot
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.
he DEA alsa considered updated
information obtained from 2013 year-
end inventories, 20139 disposition data
submitted by qucla applicants,
estimates of the medical needs of the
United States, product development,
and other information made available to
the DEA after the initial agpregate
production quotas and assessment of
annual needs had been established.
Other factors tha DEA considered in
calculating the aggregate production
quotas, but nat 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 2014 assessment
of annual needs, the DEA used the

calculation methodalegy previously
dascribed 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 2014
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 the availability of
sufficient quantities to maintain an
adequate reserve stock pursuant to 21
U.S.C. 826(a), as intended. Seg 21 CFR
1303.24. This would be concorning if a
natural disaster or other unforeseen
gvenl resulted in substantial distuption
to the amount of controlled substances
available to provida for legitimate
public need. As such, tha DEA has
included in all proposed adjusted
schedule Il controlled substance
aggregate production quolas, and certain
proposed adjusted schedule I controlled
substance agpregate production quotas,
an additional 2a% 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 adjustad estabtished aggregate
praduction quotas will reflect these
included amounts, This action will not
affect tha ability of manufacturers to
maintain inventory allowances as
specified by regulation, The DEA
expects that maintaining this reserve in
certain established aggregate production
quatas will- mitigate adverse public
effects if an unforeseen event cesulted in
substantial disruption to the amouut 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 ¢ircumstances.

The Deputy Admiristrator, therefors,

proposes to adjust the 2014 apgregate
production quotas for cartain schedule 1

.and II controlled substances and

assessment of annual needs for the list
I chemicals ephedrine,
pseudoephedrine, and
phenylpropanclamine, expressed in
grams of anhiydrous acid or base, as
follows:

Basic class

Previously

Proposed
esiablished adjusted 2014
2014 quolas quotas
o]} (9)

Schedule ]

{1-Pentyl-1H-indol-3-v1)(2,2,3,3-letramelhylcyclapropyl)melhanone (UR-144) coersarans
[1-(8-Fluoro-pentyl)-1H-indol-3-yl){2,2,3,3-telramethylcyclopropyl)methanane (XLR11)

1-{1,3-Banzadioxol-5-yl}-2-(methylamino)butan-1-one (putytone} ...
1-{1,3-Benzadioxal-5-yl}-2-{methylaminojpentan-1-one {pentylane) ...

1+(1-PhenylcyclohexyDpyrrolidine ...........

15 | No change. »~
15 | No change, v/
15 | Wo change,

15 | No change,

10 | No change.

1-(5-Fluoropentyl)-3-(1-NApINOYINAAOLE (AMZ20T) woremreercc e

1-(5-Fluoropentyl}-3-{2-lodobenzoyllindola (AME94)

1-{1-{2-Thienyl}cyclohexyllpiperidine ..

1-42-{4-Marphalinyl)ettwil-3-{1-naphthoyljindole (JWH-200)

1-Butyl-3-{1-naphthoyljindale {IMWH-073) .....

45 | No change.w”
45 | Na change.y”
$5 [ No change.y”’
45 | No ¢hange. ./
45 | No change, v~

- 1-Cyclohexylelhyl-3-{2-melhoxyphenylacetyliindole (SR-18 and RCS-8)

1-Hexyl-3-(1-naphthoyljindole (JWH-019)

45 | No change.s”

45 [ No change.v”

1:Methyl-4-phenyl-4-propionoxypiperidine .......

1-Pentyl-3-(1-naphthoyl)indola (JWH-018 and AME78) ..
1-Penityl-3-(2-chlarophenylacetyllindele {JWH-203) .....
1-Pentyl-3-(2-methoxyphenylacetyllindale ({AVH-250) ....
1-Pentyl-3-(4-chloro-1-naphthoyljindele {JWH-338)
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) .vvvcrrerens
1-Pentyl-3{{4-methoxy)-benzoyllindole (SR-18, RCS-4}
1-Pentyl-3-41-{¢-methaxynaphthoyl)lindole (JWH-081)

2-(2,5-Dimethoxy-4-n-propylphenyliethanamine {2C-P)
2-(2 5-Dimelhoxy-4-sthyiphenyl)ethanamine (2C-E} ....
2-(2,5-Dimethoxy-4-methylphenyljethanamine {2C-D)
2-(2,5-Dimelhoxy-4-nilvo-phenyljethanamine {2G-N) ......»

2-(2,5-Dimethoxyphenyljethanaming (2C-H) ..

2 | No change. v

45 | No change., v

45 | No change. v

45 | Mo change.
45 | Ho ehange.+~
43 | No change,v”
45 | No change, v

456 | No change. v’

30 | No change.~”
30 | No change, v

30 | No change. .

2-{4-Bromo-2,5-dimathoxyphenyl)-N-{2-methoxybenzy

38).

2-{4-Chioro-2,5-dimelhoxyphenyl}ethanaming (2C-C)
2-{4-Chlora-2,5-dimethoxyphenyl)- N-{2-methoxybenzyi)ethanamine

Cimbi-82).

2-{4-lode-2,5-dimethoxyphenyljethanamine (2C-1)
2.{4-lode-2,5-dimethoxyphenyl)- N-{2-melhoxybenzy
2-(Methylamina)-1-phenylpentan-1-cne (pentedrone)

2 5-Dimethoxy-4-ethylamphetarming (DOQET)
2 5-Dimethoxy-4-n-propylthiophenethylaming

.

30 | No change.
30 | No change.
15 | No change. /*

30 | No chanye, J/

(@5C-NBOMe; | 2C-C-NBOMe:  25C; 15

No changa.v”

30 | No change.v”

hethanamine {251-NBOMe: 20--NBOMe; 25/; Cimbi-5} ... 15

Mo change.
15 | Mo changer”
25 1 No change.:a/’

Vol. | Page 38Yol. |
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sisblaned | adjusted 20
; astablis adjuste 14
Basic class 2014 cguolas ! quotas
g _ (g)
2,5-Dimethoxyamphelamine .. 25 | No change, v
2-14-(Ethylthic)-2,5- dlmetho:yphenyllemanamlne (2(.‘.-‘1' 2} voren 30 | No change..”
2-[4-{Isopropyithio)-2,5-dimethoxyphenyljethanaming {2C-T- 4) . 30 | No change. v’
3,4,5-TAmethoxyamphelamineg ... 25 | Mo change,
3.4-Mclhylenedioxyamphe!amine (MDA} ot e s e sanm s e 55 { No change.n”
3,4-Methylenedioxymethamphetamine (MDHA) 50 | No change.
3,4-Mathylenedioxy-N-ethylamphetaming (MDEA] .......... 40 | -No change.
3,4-Methylenedioxy-#-melhylcathinone (methylone) .............. 50 | No change.~”
3,4-Methylenedioxypyrovalerone (MDPV) ............. 35 | No change.
3-Fluoro-N-mathylcathincne {3-FMC) ... [T 15 | No change.»”
AMBthyIfEOAIY] «ccvveoveeerreceesesenssseies . 2 | No changey”
A-Methythiodantanyl . ... s 2 | No changex”
4-Bromo-2,5-dimethoxyamphetamine (DOB] 25 | Ne change.”
4-Broma-2,5-dimethoxyphenethylamine (2« CB] 25| No change.,
4-Fluoro-N-methyleathinone (4-FMC) ...iinn . 15 | Mo change.
4-Mathoxyamphetamine ... 100 | No change. v
4-Mathy!-2 S-dlmelhoxyamphetamina (DO\'!] 25 | No change.v”
4- Mcthylaminorex 25 | No change./
4-Methyl- N-athylcathlnone (4 MEC) 1% | No changeyw
4-Mathyl-&-methylcathinone {mephedrong) ..... 45 | No change,
4-Methyl-u-pyrroliding propiophenone {(4:MePPP) ... e it s e it 15 | No change.
§-{1,1-Dimethyihe ptyl)-2-[{1 A,35)-3-hydroxycyclohexyl]-phenol 68 | No change. -
£-(1,1-Dimethyloctyl)-2-[(1 R.35)-3-hydroxycyclohexyll-phenal (eannableyclohexanat or CF-47,487 CB homo- 53 | No change. .~
log).
5-Melhoxy-3,4-methylenedioxyamphelamine 25 | No change.v”
§-MaLhaxy-N, A diSOPropytryPLAMING ... e e bt e s s s s 25 | No changs.v
5.Mathoxy-N N-dimethyliryptamine 25 | No change. v’
Acelyl-alpha-methyllentanyi ........ 2 | No change. v
Acelyldihydrecodeine 21 No change.
Acetylmethadol ... 2 | No change.
Allylpradine ... 2 | No change,
Alphacetylmetnadol 2 | No change,v”,
alpha-Ethyliryptamine 25 | No changa.
Alphameproding ...... " 2 | No change.r
Alphamethadal ., ; 2 | No change.w~
aipha- Melhylfentanyl 2 | No change.v”
aipha-| Meihyllhnofentanyl v evera ers seare£am ye s et ed AR RE AR £ Ear 4R RS 128 b AT P AR AP e Pt AR ne g R 2 | No change..~
alpha-Meihyltryplamine (AMT] et S e AL LR B s 25 | No change...~
afpha-Pyrrolidinobutiophenone (a- PBP] . \eeseneataresran s eEodPE AR Sy Sme s SR AR nE AR 4100 15 | Mo change.v”
aipha-Pyrrolidinopentiophenone {(@-PVP) ..comrrenee 15 | No change.w”
BUNITIOPEX 1 vererserarnonss crnsssrsnnssns sersssasss vasns sedid b4 184H0R0Y P massnbtebHst L0LSE LEARY LELSLLAEATSESE Sapnan e nt PR 25 | Mo change, .~
BanzyiMorphing ... irmi s s e 2 | No change, «~
Belacelylmethadol ... 2 | No change. 1"
beta-Hydroxy-3-netiylentany] .. oo miis i s e 2| Mo change.v”
Bata-Hydroxylentanyl .......e.ceeeeesisiresmscsinimmesssrimesss s s i 21 Ng change..”
BtAMBPTOMIIC 11 raeesrmers ceessasss sasss sanpa rensessess rassbsss ssamssssmssssms prars s saend FAPE IR SR S nad A 2ad RS SmE s 2 | No change.,~
Botaprodine ....... 21 No changes”
Bufotenine . 3| No changeu./
Cathingne .. 70 | Mo change.
Codeing methyibmmlde ....... 5 | No change~”
Codeina-N-oxide wererrr e araens 200 | No change.v”
DIESOMOPIUNTE .eev.v.vvveerecmsssrarsssnsessnrtsnsss 418t pases se o 28 BLELS SR BLLRR 4RSS 5581 S50 AR RA AR 1000 5 | Mo change.~"
Dielhyltryptamine 25 | No change.”
DIHIETIORIN v vvsreesvereeresseeeeeeetimsssasnstsetstrons s veras veses sen s RERSEF0SRDSS RS EAEBE PuEsnSmrasb BS4on S5 mmnsns b ed s b dRA S SR r R e nn s €0 | Na change. «”
Dihydremorphine ..... 3,980,000 | No change..”
DGR PLAMITIE ooooceoeemsmasminorss seessrass 121 eness i skt x4 A1 e b T s b 10 35 | No change.-/
DPIZANOIE eorrceeietieremmcsisnins nss ereas sesesses b oL B R p RS L SR s LR 81008 e S 5 | No change.~
Fenethylline .. 5 | No change.v”
gamma-Hydmxybutyric actd 70,250,000 { No change. .
Herolh ... 25 | Na changa.~
Hydromorphmol ............................... 2 i Mo change.~”
Hydroxypethidine . 2 | No change..~
bagalng ... 5 | No change.»”
Lysergic acid disthylamide (LSD) ... 35 | No changas”
MANRUANG .ovocoresasssiacrassoras rrrss b ressnesesssinns 650,000 | Mo change. v~
Mescaling ..., 25 | No changg. "
METNAGUAIONB otviss sresamrirarsrseaes emesssss ssrssasmtsersamassssssensstssas oitn 10 | No changa.«”
Metheathinone ... 25 | No change.”
Methyidesorphine .. 2| Mo change.
Methyldinydremorphine 2 { Mo change.v
MOTPRING MEINYIDIOMIAE 11rvusreseeemseessraimssrsonesons uemmsaarreisomessas st ardon o bd b4 B 4d 44 P38 80740 nE 4RSSm0 480 S e bb b2 e 5 | No change. ./
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. N Pre:\.lfiroul_ish.(rj ' Propgsed
\ ' . - establishe adjusted 2014
. Basic class 2014 quolas- quotas
@ |
Morphing methylsullonate ......eviiecens PR e et L L RN RSP RS SEaer b RS B ST £t S 51 No change.«
Momphine-froxide ... . 175 | NO change..”
N-{1-Adamantyl)-1-pantyl- 1H-|ndazolc a carboxamlde (AKEMB] .......... 15 j No change.

15 | No change v/

N-{1-Amino-3,3-dimethyl-1-oxobutan-2-yi)-1-pentyl-1 H-indazale-3-carboxamide (ADB- PINACA}
15 | No change. v’

N-{1-Amine-3-methyl-1-oxobutan-2-yl)-1-(4-luorobenzyl)-1H-indazole-3-cartoxamide (AB-FUBI N'ACA) .

N, -Dimethylamphetamine ™ 25 | No change~”
Naphthylpyrovalerone (Naphyrone) ......i.weiissss o, vt et bbb e 18 | Ne change.v
N-BénzyIpinerazine .o sirisrreioer . 25 | No change., ~~
N-Ethyl-1-phenyicyclohexylamine .. 5 | No change.v’
N-Ethylamphetamine 24 | No change. o
N-Hydroxy-3,4- methylenedluxyamphetarnine 24 | No change.~
Noracymethﬂdol . 2 | Ne ehange.~”
Noslevorphanal . . e b eamoeasatete neAm EaR e aes RS b ANE e SRt eneer e L ASAP LA A AR pRAE g e . 52 | Ne change. "
Nommethadene ... . emreetesdteetrend e et b ran b ded bk 1A LA PR/ AT S s PP PSR SRR e AT 2 | Mo change. »*
Nomorphing ...ecmeeee i 18 | Mo change..”
para-Fluorafentany! ..., 2 | No change.
Parahexyl ............ 5 | No change.
Phenomorphan etueseeeeseeeastiestatetetsraE e ARS et pre Sare Feate SteiafetsaEeEaneseiehed S 4eE EA S nes Pt ARRE P RS SR SR ST hr SR At aramen 2 | No change..”
Pholcoding ....vvanw eter e . 2 | No change. v
Propen’d[ne. AU, PR, 2 | Mo change.v
Psilocyhin .. . 30| 40v
PSIOCHN 11asvsvarsnssserss seeas reererasss sissesms ssarspasme seasassasmsrasmesd sobd441 KIS A4 TEnRE ane vt sa T AR g ne s 30| 60 .-
Quinolin-8- yl (5 ﬂuorcpentylj -1#Indole- a-carboxylate (S-fluoro -PB-22; 5F-PB-22) 15 | No change..
Quinolin-8-yl 1-pentyl-1+-indole-3- carhoxylata (PB-22 QUPICY ... vivisinisscriiannr 15 | No change..
TOhraNYOrOCAMNADINOIS svcrirrerererssecsstiasirminssees srbes s e sbas e sabed e sb3 L ) AFRRAFRE SA S S AR 4R 000 491,000 | No change”
Thiofertanyl ... Lernn e e s e 2 | No changex-
THlING s . 10 | No changes
TrHMERANAMINE ooviccrn i o ssrrare e s s b L T i e s oevesaEraReR paes e e ERE AR e e bR A Lo AR 2 | No changes

Schedulg 1l

'3 | No ehange.Y”

3 | No changes
2,687,500 | No changa.
17,625 | No change.~”

1-Phenyicycichexylamine

1 -P:pendlnocyclohexanenarbonnnle
\‘r 4-Anilino-N- phenethyl-4 piperidine (ANF‘F)

Altentanil .

Alphaprodine 3| No chango.”
AMODArBILED ,.uiviviareranemsaremsvirenns . g | No change.
Amphetamine {for conversion) 18,375,000 | N& change

48,000,000 | No change. v
1§ | No change.
240,000 | No changa.vf
68,750,000 | No change. «
46,125,000 | No change.v
19 | Mo ehange.v”
100,750 | No change,v”

Amphetamme (Tor sale)
Carfcntanil .. -
Cocaineg ..
Codeine {rcr conwrmon}
Codaine (for sale} ..

Dextropmpoxyphene .

Dihydrocodeing .....c.ccaarsirare .
Diphenoxylale ... - 750,000 1 1,288,750 ~ ' "7 >
ECOOMINE ..ooeeeciirmsssarirvarsraresmeseemenes 144,000 | 174,375 +7 o
Ethylmorphina 3 | No change. v

Fentanyl 2,108,750 | No change,~”

Glutethimide .. 3| No change.*

0137500 v  y10,030
99,625,000 | No change...~
6,750,000 | No-change.”

Hydrocodane (ior COnve rsion)
Hydrocodone {for sala) ..

Hydramorphong

Isomethadone . 5 | No change. v

Levo- alphacetylmethadol (LAAMJ 4 | No change. v
Levomethorphan .. I 185 | No change.
Leverphanol .. 2,000 | 4,625 o D
Lisdexamfatamine . 23,760,000 | No change. v
Meperiding .. [T rotpaearten saeeab gt e E e saa TS 6,250,000 | No change. .~
Meperiding Intermed te-A OOV VS PP & | No change.~

11 | No change. v

Mependine Intermediate-B
§ | No change. ~

Meperidine Intermediale-C |

Metazocing ... - revsrnemrnnms ! 19 | No change. =
Methadone (for sale) ... eerniien 41,875,000 |- No change.
Methadone Intermediate q8,875,000 | No change. «”
Melhamphetaming ... e - [ 2,811,375 | No change.
[1,250,000 grams of fevo-desoxyephediing for use in a non- .controlled, non-preseription produet; 1,500,000 grams lor metharmphetamine mostly
for conversion to a schedule Nl preduct; and 61,375 grams lor methamphetarine (lor salej] s

N Melhyiphenidate . eeerreeeermse | 96,750,000 | No change.~’

Marphine tior canversiony 91,250,000 | No change 1/

Vol. | Page 38¥ol. |
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Fabbehed | adusiad so14
"R eslablishe adjuste i
Basic class 2014 quotas I quolas
iet] L+}]

Morphine (for sale) $2,500,000 | No t_:hange.&
NabHORE ..o conirenessenssranses s ssnn s st s s s 30,375 | No change; ~~
Noroxymorphone (for conversion} 17,500,000 | No change.
Naraxymorphone {for sale] ....... 1,262,500 | No change
Cpium {powder) .....uvomemine 112,500 | No change. v~
Opium {tincture) ... 625,000 | No changa. »
Oripaving .......... 22,760,000 | 27,625,000 -
Oxycodone {for conversion) ... 5,260,000 | No change.,~
Oxycodone {lor 5ale) .oeemneis 149,375,000 | No change.~~
Oxymorphone (for conversion) , 25,000,000 { No change. 1.~
Oxymorphone (for sale) ......... 7,750,000 | No change.v”
Pentobarbital ... eceeee 35,000,000 | No change.y-
Phonazotinge ... 6 | No thange.

Phencycliding ...

Phanmetrazine ........

19 | Mo change.
: 3| No change.v
67,000,000

77 o0 o0t

Phenylacetone ... 45,750,000 +
Racemethaorphan 3 | No change. +
Remifentani! .... 3750 | 5,875
Secobarbital ... 215,003 | No change. -
Sufentanil 6,255 | No change. ¢t
Tapemadol ........... 17,500,000 | No change.~”
THEDZING 1vruraee eovsssrerarsnsorsos ossmers sbaet bssnt e ssni rasmegamsssems emt 146,000,000 | No change. .~
List | Chamicals

Ephedrine {tor conversion) 1,000,000 | No change.w-
Ephadrine (for-sale) 3,000,000 | No change. .
Phenyipropanolaming (IoF €0NVErsion) ..o 44,800,000 | No change.
Phenylpropanciamine (lor sale) ......... 5,300,000 | No change. v
Pseudoephedrine (for canversion) s - 5,000 | No change. v~
PSEUCOEPREANNG (JOF SRIZ)Y oviresvirerniierarsicrimnisars fearsssassomress s 1134 e paass e S 4L AR Rt mb s 192,000,000 | 224,500,000

The Deputy Administrator further
propases that aggregate production
quotas for all other schedula Land 1l
contrelled 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 2014
aggregate production quolas and
assessment of annual needs as needad.

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
detsrminations. Based on comments
received in response to this notice, the
Depuly Administrator may hold a
public hearing on one or mare issues
raised. 21 CFR 1303.11(c) and
1515.11(e). In the event the Depuly
Administrator decides to hold such a
heering, the Deputy Administrater will

ublish a notice of the hearing in the
Federal Register. After consideration of
any comments or objections, or after a
hesring, if one is held, the Deputy
Administrator will issue and publish in
the Federal Register a final order
establishing any adjustment of 2014
aggregate production quata for each
basic class of controlled substance and

established assessment of annual needs
for the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanclamine. 21 CFR
1303.11(c) and 1315.11(f).

Dated: June 4, 2014.
Thomas b, Harrigan,
Deputy Adminisirator.
IFR Doc. 2054-13804 Filed 6-~11-14; 8:45 am)
BILLING COBE 3810-09-P

OFFICE OF MANAGEMENT AND
BUDGET

Fiscal Year 2014 Cost of Hospital and
Medical Care Treatment Furnished by
the Department of Defense Medical
Treatment Facllities; Certaln Rates
Regarding Recovery From Torticusly
Liable Third Persons

AGENCY: Executive Office af the
President, Office of Management and
Budget.

ACTION: Notice.

- SUMMARY: By virtua of the authority

vested in the Presidant by Section 2(a)
of Pub. B. 87-603 (76 Stat. 593; 42
U.S.C, 2652}, and delegated to the
Direcior of the Office of Managemenlt
and Budget by the President through
Executive Ordér No, 11541 of July 1,

Vol. | Page 38%/|. |

1970, the rates referenced below ars
hereby established. These rates are for
use in connection with the recovery
from tortiously liable third persons for
the cost of inpatient medical services

furnished by military treatment facilities

through the Department of Defense
(Dol}). 'The rates have been established
in accordance with the requirements of
OMB Circular A-25, requiring
reimbursement uf the full cost of all
services provided. The FFY14 inpatient
madical rates referenced are effective
upon publication of this notice in the
Federal Register and will remain in
effect until further notice. Previously
published outpatient medical and
dental, and cosmetic surgery rates
remain in effect until further natice.
Pharmacy rates are updated
periadically. A full disclosure of the
rates is posted on DoD's Uniform
Business Office Web site: hitp://
www, tricare.mil/ocfo/mefs/ubo/mhs_
rates.cfm.

Brian C, Decse,

Depuly Director.

|FR Dac. 2014-13687 Filed 6-11-14; 8:45 ar)
BILLING CODE P



(

[ieue o | Comment Amaunt Response Pr d APO | Reyized APOQ Chapee
- Anilipn-phenethyl-4-piperidine (ANPEY b)(4) i APQ 120474 APQ sufficige 2,150,00( 2,150,000 : -
 eodeine [ for sale) increase AP unknown APO =ufficiem 26,500.G0 36 300 000 -
wr dinhennylare ingrease APO 90 000 ADQ sulficient | 1.031.000 ~L031.000 -
et h increase AP 435, APO sufficient 5 400 D00 5 400 000 : -
o levpmhanol Lipgrease APO 2 002 APQ sufficient 3 700 -
L marphine [Tof eonversion} | increase APCH AFC sulflicient 73.000.600 73,000,040 -
L npavine | increase APO 3167302 justificd, incrense AT 22,100,060 24.500.000 2,400,000
oxveodong (for gale} | increase APD 1 529685 suffieient 119.500, 119,500,000 -
o axyrppephpne (for eopversion) [ increase APO 141491 APQ snfficient 20,000,060 20,000,600 -
o oxyinorphore {far sale) Lincrense APC | 74 aém APQ sufficjery 6200000 £.200,000 -
v etrabydrocanmahing] 5 ircrease APO b5 GH8 APO sufficient 393,000 - 397 (M0 -
Nutuber of registran tafentities commenting: 5
Number of drugs ted om: LE 1"
L CMEA Chemical : } I ¥, T Crmment | Amnnnt | Besnonse {Prnnn ed uu_l_uumuh_a_aﬂ_‘__&m;l
Number of registrantsfentifies commenting: 0
Number of List 1 chemicals commented an: 0
Additional Drog Considecations: .
Drue R Pr 4 Revised |
=~ 4.Anilina-phenctyld-ninerdi Pl AP snfficient see above see above
o cocaine APO suffipient 52.000 192,000 -
- ECROnIng pranasad revised APL) inerzased i amizioating of cram, 39500 139 540 -
- dilrydreniorghine APC sufficisng 3590000 3.990 040 -
fe—ntan? reguest o telinonish ouota AP cuffipient 1 £87.000 1.687.000 -
- __gamma hydroxybutne acid - ALY enfficein 56.260.000 56,200,000 -
L hydrocodane {for sale) _APO sulficient 79,700.000 76.70¢ 000 -
hydromarphone 2 reristrant kennests for increases pf 32 389 + 43 DS g resnecively tee above ea above
v nicthadone _APQ sufficeint 25.300.000 25.500.000 -
v wiethadone intermediaie APD sufficeint 31,100,000 31,100,000 .
[ methyiphenidate APD o fficsent 77.400.000 77,400,000 -
W mornhine (for sal=) APO suffiniees 50,000,000 0.000.000 =
- opium linciue increase aP0, hased o 1 inls = 500,000 624,000 124,000
N oripaving increase APO, baced o additional custemer noed o ) 956 350c see above __ seeohove |
ovyeodone [for sale) APC cufficient see above : scc phove
o pentobarbilal APO sufficionr 2€ 000 000 2X.000.000 .
4 tetiglvdrocannabinols repiegrant js chaneing syh-drie codes. APO sufficien st above see above
Additional Chemical Considerafians:
Drus Rrananse Pronnsed Revized Chanse
ephpdrine | For sale) AAN ‘D Icsnonse o custoaer d 1c. 1,123,500 3.000 000 4,200,000 1,200,000
nsgudocphedrine {{or ale) _APO sufficien 224 SQO000 ] 234 400,000 -

2014 Proposed Revised APQ AAN

Summary of proposad revised cemmenls recaived as of 7-21-14
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(0)(4); (D)7
E)

CONFIDENTIAL

July 9, 2014

Prog Enforcemant Administration

Attention: DEA Federal Repister RepresentativerODW
B701 Momrisserte Dirive

Springfield, VA 22152

Subject: Ducket Mo. DEA-378

Dear Sirs:

\-r w)@ | manufzcturing

registration | | am submitting. this commenl on (he Proposed Adjustmonts to the
Agpregate Production Quota for 2014 for various products as published in the Juae {2, 2014
Federal Repister.  We consider the information in this first paragraph to be “PERSONAL
IDENTIFYING INFORMATION" and (his information should not be released under the
Freedom of Informalicn Act per 5 USC Sce, 552(b)(4). In udditian. the fallgwing information is
“CONFIDENTIAL BUSINESS INFORMATION", The manufacturing quota for the following
itlem should be increased by the identified quantity: (i} Oxycodone by 1,994,665 grams a5 base.
As noted herein, this first paragraph of this [etler contains personal identifving and confidential
business infermation and sheuld be redacted in its entirety from any public dockel.

We fzel the proposed quantity for the material mentioned above is not sullicient to provide for
adequate supplies for the medical, scientific, research and! industriz, needs af the United States,-
and for the lawlul export requirements, and thet the quota should be increased 1o cover our needs.
For this item. quota reques! was submitted and we arc awaiting a responsc (vom the Agency.

Very truly vours

Vol. | Page 38¥0l. |



(b)(4)

(b)(4)

Jumoe 30, 2014

DrugEnforcement Administration .
Attention: DEA Federal Register Representative/ODW

8701 Morrissette Drive,
Springfield, Virginia 22152

RE: Docket No, DEA-378[Y®)  |Comment

Dear Sirs;

P®

the following actions be considered on the drug codes listed below

— uests
dunng l‘ﬁc_m‘xs

Adjustments to the Aggregate Production Quotas for Schedule I and T Controlled Substances.
and Assessment of Annual Needs for the List [ Chemicals Ephcdnne. Pseudoephedrine, and

Phenylpropanolamine for 2014.
Quota Category Drug Code Action Needed
. ; . An aggregate increase on
’ agpregate increase based on
Manufacturing Morphine for Conversion- 9300 omer demand and
development initiative
. An appregate mcrease based on
Mutuctog | Opromhone o Convrion 2652 |1 e
development initiative
. gate increase based on
Mmufumng Hydromorphone - 9150 )a) custorner demand
Thank you iriadvance for considering tt hwonc’ stions regarding this

request, please.do not hesitate to contacl

st te;
(0)(6)

 Director, Controlled Substance Compliance
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(0)(4)

June 30, 2014 .

Drug Enforcement Administration

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

Springfield, Virginia 22152

RE: Dacket No. DEA-378 Co'mment

Dear Sirs:

@HJIDJ{?J{EJ —lmques‘s

the following actions be considered on the drug codes listed below during the 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, Pseudoephedrine, and
N Phenylpropanolamine for 2014.

Quota Category ' Drug Code Action Needed

Manufacturing Codeine - 9050 {b‘;?:; amgﬁoﬂm 4
An aggregate increase based on
Manufacturing Morphine for Conversion- 9300 Wmmer demand and
_ development initiative

An aggregate increase based on

. Oxymorphone for Conversion -9652 ﬁ
Manufacturing Oxymorphone for Sale -9652 sl dcve;;mgzm: and

An agpregate increase based on

Manufacturing Hydromorphone - 9150 D)) stomer demand

Thank you in advance for considering these requests. If you have any questions regarding this
request, please do not hesitate to contact me at[®)(*).(0)(6)

Best regards,
(D)(6)

N I Director, Controlled Substance Compliance

Vol. | Page 388/0l. |



(b)(4) \rdrocu( ota Summary

(_

(0)(4),B)7)(E) ]
. 2014 Tnitial
) i Requested Quotal  Increase Distrihution/Sales
Qunta Citegory Material Name Oumabf;;m {ke (kg base} (kg base) (kg base)
June 26, 2014 Submission Procur¢ment Hydrocodane = 9193 14,830 21,450 6.620 22,435
July 2, 2014 Revision Procurement Hydrocadane — 9193 14.830 29.450 14,620 23,372
[(b)(),(X7)E) [
2014 Initial
e .| Requested Quota Increase DistributionfSales
Quota Category Material Name Quolabgsr;m (kg (kg base) (kg base) (kg base)
y Procurement . CPS-Thebaine — 3670 28,579 34,000 5421
June 26, 2014 Submission Manufacturing Hydrocodone for Salk — 9193 22,958 32,500 9,542 26422
. Procurement CPS-Thebaine = 9570 28,579 45,600 17.021
July 2, 2014 Revision Manufacturing Hydrocodone for Sale — 9193 22,958 41,500 18,542 31419

Vol. |
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(

b)(4) 014 Hvdr( 1Sales (Kg Base)

(

JD)4):(b)T)E) ] kD) &) (D) TIE) Combined
1f1/14-6/13/14 2014 Remaining Total 2014 1/1/14-6/13(14 Total 2014 " Total 2014
Customer Rep# kgs, as salt | kgs, as base] kes, as salt | kgs, as base| kgs, as salt |kgs, as base] kgs, as salt |kgs, as base| kgs, as salt | kgs, as base| kgs, as salt |kigs, as base
b)(4);(b)(T)(E) 286 174 280.0 170.8 1086 128.2 1.3 0.8 1.3 0.8 30%.9 189.0
5.0 3.1 - - 5.0 il - - - 5.0 3.0
50 3.1 350 214 40.0 24.4 . - - 400 244
102.4 117.3 2000 122.0 3924 239.3 - 3924 239.3
5576 3401 - - 5576 340.1 - - - 557.6 340.L
23042 1.405.6 1.081.0 659.4 13852 2.065.0 - - - 3.385.2 20650
85.5 522 - | - 85.5 52.2 - RS.5 52.2
191.5 116.8 1.G00.0 610.0 11905 726.8 - - - 11815 726.8
165.0 100.7 825.0 5p03.3 9500 603.9 - = - §550.0 603.9
0.1 0.1 - - 0.1 0.1 - 0.1 0.1
10.0 6.1 ~ - 10,0 6.1 - - - 10.0 6.1
0.1 0.0 - - 0.1 0.0 - 0.1 0.0
_ - - - - 3.00003 0.00002 - -
0.3 0.2 - - 0.3 0.2 - 0.3 0.2
12.0 33 5.0 3.1 17.0 10.4 - - - 17.0 10.4
1.0 0.6 2.0 1.2 3.0 1.8 - - - 3.0 LB
- 106.0 647 106.0 64.7 - - - 106.0 64.7
- 125.0 76.3 125.0 76.3 - - - 125.0 763
0.0 0.0 - - 0.0 0.0 - 0.0 0.0
0.1 0.1 - - 0.1 0.1 - 0] 0.1
0.8 0.5 - - 0.8 0.5 0.00003 0.00003 0.8 0.5
6.0 3.7 - - 8.0 3.7 - 6.0 3.7
1.194.6 7287 4.300.0 26230 5494 61 3.3151.7 2,319.2 1,414.7 2.319.2 1,414.7 78138 4,756.4
75.0 45 8 130.0 79.3 205.0 125.1 - - - 2050 125.1
0.0 0.0 - - 0.0 0.3 - 0.0 0.0
3.0 3.1 - - 50 3.1 - - - 5.0 3.1
0.2 0.1 - - 0.2 0.1 - 0.2 0.1
0.0 0.0 - - 0.0 0.0 - 0.0 0.0
60.0 366 30.0 183]° 90.0 54.9 - - - 50.0 54.9
147.8 90.1 160.0 97.6 307.8 1877 - - - 307.8 187.7
0.0 .0 4350 2654 435.0 2654 - 4350 2654
54.8 334 - 54.8 334 - - - 54.8 3314
400.0 244.0 400.0 2440 400.0 244.0
$.3 5.0 - 83 5.0 - - - 8.3 5.0
0.1 0.1 - 0.1 0.1 - 0.1 0.1
- 5.0 3.1 50 3t - - - 5.0 a1
5658 345.1 i .600.0 976.0 21658 13211 - - - 2.165.8 1,321.1
bl
2of6 7/2f2014
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(

[P bois Hydr(

1 Sales {Kg Base)

(

(D)(4);(bX7)E) 0.5 0.3 - 0.5 0.3 - 0.5 0.3
6,986.3 4,261.6 7.461.0] 45512 144473 §.812.8 s8259] - 3.5538 58259 35538 202730 12.366.6
1,084.8 661.7 310150 1.83% 2 4.099.8 2.500.9 - - - 4.095.8 2 .500.9
39 2.4 - 3.9 2.4 - 3.9 2.4
- .- - - 0.0005¢ | 0.00031 5 -
168.0 162.5 32000 1,952.0 3,368.0] 20545 - - - 3,368.0 2.054.5
13,920.1 8491.3 | 243950 14.8810( 38315.1) 23,3722 B8,146.4 4,269.3 8,146.4 49693 | 46461.5] 283415
M [(b)(@)
3cf6 7/2/2014
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(

hydro( Inventory Calculations

|{b){4) (
2014 Quota Current  |Requested Quota| Chanye
CPS-ATA - Procture WT 0 0 0
|hydrocodone - Make WT 1,886 1,886 0
|hydrecodone - procure WT 14,830 25,450 14,620 N
With
Current | With Additional
2014 [nventory Calculations Quata Quata
2013 Ending Inventory ' 8,639 8,619
Non saleable material 110 110
2012 Validation Material 1,914 1,214
2013 Available End. Inv. 6,615 6,615
2014 APl Quoia (Procure) 14,830 29,450
2014 APl Quota (Manuficiuge) 0 0
2014 Dispositions:
Salcs 23,372 21372
Processing Losses {1300 (2,439)
2014 Ending Inventory -3,230 10,254
Converted to % Yearend -157% 50.0%
kes, base
2013 Dispositions 17,665
2014 Estimated Dispositions 23372
Average 20,519
50% Inventory Allowance 10,255
ACTUAL YEAR TO DATE (5/31/14) ESTIMATE WITH ESTIMATE WITH
- - < REMAINING QUOTA ADDITIONAL QUAOTA
_ Input to Net output | Loss by | Input to ] Output | Lossby | Inputto | OQutputaef| Loss by
Description Step Process Yield of step - | step Step of Step step Step Step- step
Hydrocodone for Sale - MO
.|CPS Thebaine to Crude hydrocodone (CHB) 0 £72.5% 0 0 0 ¥} 0
CHB 10 purified hydrocodone base {PHB) 0 94.0% [1] 0 0 0 0 0 0 0
PHB to hydrocodone bitanrate (HBT) - i 94.2% [1] 1] 0 0 0 ] 0 [i]
HBT to HBT Finished Good AP] 0 99.4% 0 D 0 0 ! 0 0 0
Total MQ 0 O 0
Hvdrocodone for Sale - PO
PHB 1o hydrocodone bitartrate (HBT) 5,302 93.1% 4,936 13603 5,567 8,907 (6) 14,621 13611 (1,009}
HBT 1o HBT Finished Good APl . 5,500 99.1% 5,449 313 5359 9,272 (87) 13601 13,485 (127
Reprocessing of OQ§ HBT 0 91.1% 0 0 1,566 1427 1159y
Total PQ ’ KR (R86) (1.15%)
40f6 71242014
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( Hydro( .nventary Calculations (

2014 Quota ) Current | Requested Quota]  Change
CPS-ATA - Procurc AT 28579 45,600 {7,021
hydrocodone - Make AT 22,958 41,500 18,542
|hydrocodone - procure AT 5,000 5.000 0
|hydracodone - procure WT . 14,830 29450 14,620
With
Current | With Additional
2014 Inventory Calculations Quota Quota
2013 Ending Inveniory 3,714 3,714
Mon saleahle materiat 60 §0
2013 Availahle End. Inv. 3.654 3.654
2014 AP| Quora {Manufacture) 22,958 41,500
2014 Dispositions:
Sales 34,419 314,419
Processing Losses (1,665) {2,644)
2014 Eading Inventory -9,472 8.000
Converted to % Yearend -36.1% 30.4%
kes, base
2013 Dispositions tofb)(4) | 18,047
2013 Dispositions 1
2014 Estimated Dispositions to [b)(4) 20.450
2014 Estimaied Dispositions 4969
Average 26,234
50% Lnventory Allowance 7.916
ACTUAL YEAR TO DATE (5/31/14) ESTIMATE ON —WITHl ADDITIONAL QUOTA |
Input to Net output | Losshy | Inputte | Qutput | Lossby | [nputto | Guiputof
Description Step Process Yield of step step Step of Step step Step Step  |Loss by step
Hydrocodone for Sale - '
CPS Thebaing (o Crude hydrocodone (CHB) 18,357 86.1% 15,801 8314 7.157 21,540 18,542
CHB _to purified hydrocodone base (PHB) 15.039 04.1% 14,245 {(194) 7,157 6,779 {378} 18.542 17,562 (479
PHB 1o hydrocodene hitanteate (HBT) 3,483 $0.8% 3,126 (330 Q 0 0 0 0 .0
HBT to HBT Finished Good AP( 4,081 92.1% 4,045 136) 0 0 0 0 0 0
Reprocessing of 008 HOT 1,283 92.2% 1,187 1]} ) )
Tuatal {1.287) i 378y - [CrL)
Sof6. 7{2/2014

Vol.| Page 393



ydrc( \nventory Calculations

(b)(4)
With
Current | With Additional
2014 CPS-Thebaine Inventory Calculations Quota Quota
2013 Ending Inventory 12,972 12972
Naon saleable material 1 1
2013 Available End. Inv. 12,9711 12,971
2014 CPS ATA Quota 28,579 45,600
2014 Import Requirement for Exiernal Manul. (AFC) 920 920
Total 2014 CPS Requirement 29,499 46,520
2014 Dispasitions:
Converted to Hydrocodone for Sale 48311 48.211
Disposition from Import to Exiernal Manuf (AFC) 920 920

Total Dispositions 49,131 46131

2014 Ending Inventory 6,641 10,360

Converted to % Yearend =19.4% 30.1%

kps, basc N
2013 Dispositions 19,683
20 |4 Estimated Dispusitions 49,131
Average 14,407
30% Inventory Allawance 10,322
6of b
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= PUBLIC SUBMISSION

(-

roket: DEA-2014-0009 .
Proposed Adjustments to the Aggregate Production Quotas for Schedule ['and II Controfled Substances and Assessment of

Annual Needs for the List [ Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2014

Comment On: DEA-2014-0009-0001
Proposed Adjustments ta the Aggregate Production Quotas for Schedule | and 11 Controlled Substances and Assessment of
Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanalamine for 2014

Docutnent; DEA-2014-0009-0004
Comment on FR Doc # N/A

Page 1 ol 1

Asof 7/16/14 8:45 AM
Received: July 14,2014
Status; Posted

Posted: July 16, 2014

Tracking No, 1jy-8d7w-al?d
Comments Due: July 22, 2014

Submission Type: Web

Submitter Information

Address:

(0)(4)

Email:{(b)(4);(0)(6)

Phonej

This attached letter constitutes{()(4).(0)(7)(E)

General Comment

Quotas for 2014.

|comments on the Proposed Revised Aggregate Production

(0)(4)

Attachments

2014 Cormmment to Docket No, DEA-378

The attachment is restricted to restrict all because it contains confidential business information dala

o

htips:/fwww. fdms. govidms petcanteni?object|d=090000648 1 7ac036& format=xmldes howorip=false

Vol. | Page 39¥0l. |
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July 14,2014

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

Attn: DEA Federal Repister Representative [Docket No. DEA-378]

This letter constitutes [0)4) __|comments on the Proposed Revised Aggregate
Production Quotas for 2014, as published in Federal Register on June 12, 2014, FR
Volume 79, Né. 113, pages 33780-33784, It should be considered to he Confidential
Business Information.,

In light of the fact that[®®) _ has no knowledge of either the amounts of any
available aggregate quotas or DEA’s planned allocation of any aggregate,[p® |
requests that DEA make any adjustments to the aggregate quotas sufficient to satisfy our
requests for increased manufacturing quotas, which are outlined belaw. Because this
comment contains proprietary information on our manufacturing quota needs,

()4 lso requests thar DEA treat this entire document as confidential,

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

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

D@ Frequests that the revised aggregate be sufficient to includefl® |
request for 1,040,000 grams AA of 4-Anilino-N-phenethyl-4-piperidine (ANPP)
manufacturing quota for 2014, reference DEA online submission number 120142,

9170 Diphenoxylate

b)(4) requests that the revised agpregate be sufficient to include
request for 890,000 grams AA of Diphenoxylate manufacturing quota for 2014, reference
DEA online submission number 120107,

9220 Levorphanol

b)(@) requests that the revised aggregate be sufficient to include
request for 3,600 grams AA of Levorphanol manufacturing quota for 2014, reference DEA
online submission 120083. ‘

Contains Conlidential and Proprietary Business Information Page {1 of 2
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9330 Oripavine

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

request for 13,900,000 grams AA of Oripavine manufacturing quota for 2013, reference
DEA online submission 120144. '

All ather quota requests remain unchanged from [P)4) origingl request,

Sincerely,

b)(8)

Supervisor, Controlled Substance Compliance
(D)(4);(b)(6)

Contains Confidentiai and Proprietary Business Information Page 2 of 2
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(

Requect ID Data Submitted DEANWMW  Company

120142

1157

120182

118631

119752

119753

120107

119754

120154

120087

1124

120022
119755

120114

120083

v 2089

120038

120011

119758

120010

120146
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2014 Final Adjusted Agpregate 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 thé List I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This

responsibility has been delegated to the Administrator of the Drug Enforcement
Administration (DEA), and redclcgated to the Deputy Administrator.

DEA regulations allow the Deputy Administrator 10 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
2014 final adjusted aggregate production quotas (APQ) for schedules I and II controlled

substances and assessment of annual needs (AAN) for the list [ 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 IT substances and those schedule [ substances that are used to produce
drugs that have a medical need (specifically, GHB and tetrdhydrocannabinols) to prevent
potential drug shortage issues.

Expeditious review and publication of this notice is necessary to ensure an uninterruptable
supply of schedule 1 and II controlled substances as well as list [ chemicals ephedrine,
phenylpropanolamine, and pseudeephedrine 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 1 Chemicals:

OD is recommending an increase in the AAN for ephedrine (for sale). The increase is
based on increased domestic sales and import requirements from registrant applications and
projected demand for allergy and flu season. '

Controlled Substances:

OD is recommending an increase in the APQ for opium tincture. The increase is based on
domestic sales and import requirements from registrant applications and projected demand.

OD is recommending an increase in the APQ for oripavine. The increase is based 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. The
synthesis route for these non-controlled substances includes the controlled substances
oxymorphone (for conversion) and noroxymorphone (for conversion).

DEA/OD/ODQ 7/23/2014 ' Page 1of 1
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Billing Code 4410-09-P
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-378]
Final Adjusted Aggregate Production Quotas for Schedule I a‘r;d II Controiled Substances
and Assessment of Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine,
and Phenylpropanolamine for 2014 '
AGENCY: Drug Enforcement Administration (DEA}, Department of Justice (DOJ),
ACTION: Notice.
SUMMARY: This notice establishes the final adjusted 2014 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 ephedrine, pseudoephedrine, and
phenylpropanolamine, as well as the 2014 aggregate production quotas for three recently
temporarily controlled substances.
FOR FURTHER INFORMATION CONTACT: Imelda Parcdes, Executive Assistant, Office
of Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield,
VA 22152, Telephone: (202)598-6812.
SUPPLEMENTARY INFORMATION:
Background

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 [ and 11 and for ephedrine, pseudoephedrine, and
phenylpropanolamine. 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 Deputy Adminisirator, pursuant to 28 CFR pt. 0 subpt. R, App.

The DEA published the 2014 established aggregate production quotas for controlled .

substances in schedules I and 11 and for the assessment of annual needs for the List I chemicals
1
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ephedrine, pseudoephedrine, and phenylpropanoclamine in the Fed.eral Regiéter (78 FR 55099) on
September 9, 2013, That notice stated that the Deputy Administrator would adjust, as needed,
the established aggregate production quotas in 2014 in accordance with 21 CFR 1303.13 and
21 CFR 1315.13. The 2014 proposed adjustéd aggregate production quotas for controlled
substances in schedules I and II and assessment of annual needs for the List 1 chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine were subsequently publishéd in the
Federal Register on June 12, 2014 (79 FR 33780) in consideration of the outlined cr;1teria. All
interested persons were invited to comment on or object to the proposed adjusted aggregate
production quotas and assessment of annual needs on or before July 14, 2014.
Analysis for Final Adjusted 2014 Aggregate Production Quotas and Assessment of Annual
Needs

Consideration has been given to the criteria outlined in the June 12, 2014, notice of
proposed adjusted aggregate production quotas and assessment of annual needs, in accordance
with 21 CFR 1303.13 and'21.CFR 1315.13. ;Five companies submitted timely comments
regarding a total of 11 schedule I and 11 controlled substances. Comments received proposed
that the aggregate production quotas for 4-anilino-phenethyl-4-piperidine (ANPP), codeine
(for sale), diphenoxylate, hydromorphone, levorphanol, morphine (for conversion), aripaving,
oxycodone (for sale), oxymarphone (for conversion), oxymorphone (for sale), and
'tetrahydrocannabinols were insufficient to provide for the estimated medical, scientific, research,
and industrial needs of the United States, for export requirements, and for the establishment 'anci
maintenance of reserve stocks. The DEA did not receive any comments for the proposed
adjustments to the 2014 assessment of annual needs for ephedrine, pseudoephedring, and
phenylpropanolamine.

The DEA has taken into consideration the above comments along with the relevant 2013

year-end inventories, initial 2014 manufacturing and import quotas, 2014 export requirements,
2
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actual and projected 2014 sales, research and product development requirements, and the
additicnal applications received. Based on all of the above, the Dc-puty Administrator has
determinea that the proposed adjusted 2014 aggregate production quotas a-nd asscssmcm.of
annual needs for opium tincture, oripavine, and ephedrine (for sale) required additional
consideration and hereby further adjusts the 2‘0 14 aggregate production quota and assessment of
annual needs for these substances. Regarding 4—ani]'ino—phenethyl-4-piperidine {ANPD)}, codeine
(for sale), diphenoxylate, Hydromorphone, levorphanol, morphine (for conversion), oxycodone -
(for sale), oxymorphone (for conversion), oxymorphone (for sale), and tetrahydrocannabinols the
Deputy Administrator hereby determines that the proposed adjusted 2014 aggregate production
quotas and assessment of annual needs for these substances and List [ chemicals as published on
June 12, 2014 (79 FR 33780) are sufficient to meet the cutrent 2014 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 2014 aggregate
production 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 a:l 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 has inéiudcd 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 amounts.

This action will not affect the ability of manufacturers to maintain inventory allowances as
3
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specified by regulation. IThe DEA eﬁcpects that maintaining this reserve in certain established
aggregate production qu(;tas will mitigate adverse public effects if an unforeseen event results in
the substéntial di‘sruptién to the amount of controlled substances available to provide for
legitimate public need, as determined by the DEA. The DEA does not anticipate utiliz-ing the
reserve in the absence of these circumstances. |

Pursuant to the above, the Deputy Aciministrator hereby finalizes the 2014 aggregate
production quotas for the following schédule [ and I controlled substances and the 2014
assessment of annual needs lfor the List [ chemicals ephedrine, pseudoephedrine, and

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

Final
adjusted
Basic class 2014
quotas
(g)
Schedule I

(1-Pentyl-1 H-indol-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone (UR- (5
144)

[1-(5-Fluoro-pentyl)-1 H-indol-3-y1](2,2,3,3- 15
tetramethylcyclopropylmethanone (XLR11)
1-(1,3-Benzodioxol-5-y1)-2-(methylamino)butan-1-one (butylone) 15
1-(1,3-Benzodioxol-5-y1)-2-(methylamino)pentan-1-one (pentylone) 15
1-(1-Phenylcyclohexylpyrrolidine 10
1-(5-Fluaropentyl)-3-(1-naphthoyl)indole (AM2201) 45
[-(5-Fluaropentyl):3-(2-iodobenzoyl)indole (AM694) 45
1-[1-(2-ThienyDcyclohexyl]piperidine 15
1-[2-(4-MorpholinyDethyl]-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-methoxyphenylacetylindole (JWH-250) 45
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45
1-Pentyl-3-(4-methyl-1-naphthoylindole (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
2-(2,5-Dimethoxy-4-»-propylphenyl)ethanamine (2C-F*) 30
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30

p _
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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-methoxybenzy!)ethanamine (25B- (5
NBOMe; 2C-B-NBOMe; 25B; Cimbi-36)
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30
2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine (25C- 15
NBOMe; 2C-C-NBOMe; 25C; Cimbi-82)
2-(4-lodo-2,5-dimethoxyphenylethanamine (2C-I) 30
2-(4-lado-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine (251~ 15
NBOMe; 2C-I-NBOMe; - 251; 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-dimethoxyphenyl]ethanamine (2C-T-2) 30
2-[4-(Isopropylthin)-2,5-dimethoxyphenyl Jethanamine (2C-T-4) 30
3,4,5-Trimethoxyamphetamine 25
3,4-Methylenedioxyamphetamine (MDA) 55
3,4-Mecthylenedioxymethamphetamine (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-Methylthiofentanyl 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- dlmethoxyamphetamme (DOM) 25
4-Methyldaminorex - 25
4-Methy!- N—c‘rhylcathmone (4 MEC) 15
4-Methyl-N-methylcathinone (mephedrone) 45
4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) - 15
5-(1,1-Dimethylhepty])-2-[(1R,35)-3-hydroxycyclohexyl]-phenol 68
5-(1,1-Dimethyloctyl)-2-{(1R,3.5)-3 hydroxycyclohexyl] phenol 53
(cannabicyclohexanol or CP-47,497 C8-homolog)
5-Methoxy-3,4-methylenedioxyamphetamine 25
5-Methoxy—MN-diisoprop)'liryptamine' 25
5-Methoxy-N, N-dimethyltryptamine 25
Acetyl- a!pha—methylfentanyl 2
Acetyldihydrocodeine 2
Acetylmethadol - 2
Allylprodine - 2
Alphacetylmethadol 2
25

alpha-Ethyltryptamine
' 5
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"Alphameprodine 2
Alphamethadol 2
aipha-Methylfentanyl 2
alpho-Methylthiofentanyl 2
alpha-Methyltryptamine (AMT) 25
alpha-Pyrrolidinobutiophenone (a-PBP) 15
alpha-Pyrrolidinopentiophenone (¢-PVP) 15
Aminorex . _. 25
Benzylmorphine ' 2
Betacetylmethadol 2
beta-Hydroxy-3-methylfentanyl 2
beta-Hydroxyfentanyl 2
Bétameprodine 2
Betaprodine 2
Bufotenine 3
Cathinone 70
Codeine methylbromide 5
Codeine-N-oxide 200
Descmorphine 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
Ibogaine 5
Lysergic acid diethylamide (LSD) 35
Marihuana 650,000
Mescaline 25
Methaqualone 10
Methcathinone 25
Methyldesorphine ~ 2
Methyldihydromorphine 2
Morphine methylbromide 5
Morphine methylsulfonate 5
Morphine-N-oxide 175
N-(1-Adamantyl)- 1-pentyl-1H-indazole-3-carboxamide (AKB48) 15
N-(1-Amino-3,3-dimethyl-1-oxobutan-2-yl)-1-pentyl-1H-indazole-3- 15
carboxamide (ADB-PINACA)
N-(1-Amino-3-methyl-1-oxobutan-2-yl)-1-(4-fluorobenzyl)- 1 H-indazole-3- 15
carboxamide (AB-FUBINACA)
N, N-Dimethylamphetamine 25
15

Naphthylpyrovalerone (naphyrone)

(

6
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N-Benzylpiperazine 25
N-Ethyl-1-phenylcyclohexylamine 5
N-Ethylamphetamine 24
N-Hydroxy-3,4-methylenedioxyamphetamine 24
Noracymethadol 2
Norlevorphanol 52
Normethadaone 2
| Normorphine 18
para-Fluorofentanyl -2
Parahexyl 5
Phenomorphan 2
Pholcodine 2
Properidine 2
Psilocybin - 40
Psilocyn 50
Quinolin-8-yl 1-(5-fluoropentyl)-1H-indole-3-carboxylate (5-fluoro-PB-22; 5
SF-PB-22)
Quinolin-8-yl 1-pentyl-1H-indole-3-carboxylate (PB-22; QUPIC) 15
Tetrahydrocannabinols 491,000
Thiofentanyl 2
Tilidine ' 10
Trimeperidine 2
' ' Schedule I1
1-Phenylcyclohexylamine 3
1-Piperidinocyclohexanecarbonitrile 3
4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,687,500
Alfentanil 17,625
Alphaprodine 3
Amobarbital 9
Amphetamine (for conversion) 18,375,000
Amphetamine (for salc) 49,000,000
Carfentanil 19
Cocaine 240,000
Codeine (for conversion) 68,750,000
Codeine (for sale) 46,125,000
Dextropropoxyphene 19
Dihydrocodeine 100,750
Diphenoxylate 1,288,750
Ecgonine 174,375 |
Ethylmorphine 3
Fentanyl 2,108,750
Gluicthimide ) 3
Hydrocodone (for conversion) 137,500
Hydrocodone (for sale} 69 625,000
Hydromorphone 6,750,000
[somethadone 5
Levo-alphacetylmethadol (LAAM) 4 ]

&

7
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Levomethorphan 195
Levorphanol 4,625
Lisdexamfetamine 23,750,000
Meperidine 6,250,000
Meperidine Intermediate-A 6
Meperidine Intermediate-B 11
Meperidine Intermediate-C 6
Metazocine 19
Methadone (for sale) 31,875,000
Methadone Inmtermediate 38,875,000
Methamphetamine 2,811,375

[1,250,000 grams of Jevo-desoxyephedrine for use in a non-controlled, non-prescription
product; 1,500,000 grams for methamphetamine mostly for conversion to a schedule III

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

Methylphenidate 86,750,000
Morphine (for conversion) 91,250,000
Morphine (for sale) 62,500,000
Nabilone 30,375
Noroxymorphone (for conversion) 17,500,000 |
Noroxymorphone {for sale) 1,262,500
Opium (powder) 112,500
QOpium (tincture) 780,000
Oripavinc 30,625,000
Oxycodone (for conversion) 9,250,000
Oxycodone (for sale) 149,375,000
Oxymorphone {for conversion) 25,000,000
Oxymorphone (for sale) 7,750,000
Pentobarbital 35,000,000
Phenazocine 6
Phencyclidine 19
Phenmetrazine 3
Phenylacetone 45,750,000
Racemethorphan 3
Remifentanil 5,875
Secobarbital 215,003
Sufentanil 6,255
Tapentado!l 17,500,000
Thebaine 145,000,000
List I Chemicals S
Ephedrine (for conversion) 1,000,000
Ephedrine (for sale) 4,200,000
Phenylpropanolamine (for conversion) 44,800,000
Phenylpropanolamine (for sale) 5,300,000
Pseudoephedrine (for conversion}) 5,000
Pseudoephedrine (for sale) 224,500,000

8
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Aggregate production quotas for all other schedule [ and IT controlled substances included in
N 21 CFR 1308.11 and 1308.12 remain at zero.

‘Dated: Thomas M. Harrigan,
Deputy Administrator

8
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DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Dockel Ho. DEA-378]

Final Adjusted Aggregate Production
Quatas for Schedule | and I Controlled
Substances and Assessment of
Annual Needs for the List | Chémicals
Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2014

AGENCY: Drug Enforeement
Administration (DEA), Department of
Justice (DO]).

ACTION: Notice.

SUMMARY: This notice establishes the
final adjusted 2014 aggregate production
quotas for controlled substances in
schedules [ and 1T of the Cantrolled
Substances Act (CSA] and the
assessment ol annual necds for the Lisl
1 chemicals ephedrine,
pseudcephedrine, and
phenylpropanolamine, as well as the
2014 aggregate praduction quolas for
thres recantly temporarily controlled
substances. .

DATES: Effective August 25, 2014,
FOR FUATHER INFORMATION CONTACT:
Imelda Paredes, Executive Assistant,
Office of Diversian Control, Drug
Enforcement Administratian, 8701
Morrissette Drive, Springficld, VA
22152, Telephone: (202) 598~6812.
SUFFLEMENTARY INFORMATION: ’

Background

Section 306 of the Controlled
Substances Act (CSA) (21 U.5.C. 826)
requiras the Attorney General to
establish aggregate productian quatas
for each basic class of controlled
substarce listed in schedules [ and 1
and for ephedrine, pssudasphedrine,
and phenylpropanolamine. This
respansibility has been delegated to the
Adminishator of the Drug Enforcement
Administration {(DEA) through 28 CFR
0.100(t). The Administratar,.in lurn, has
redelegated this function to the Deputy
Administrator, pursuant.to 28 CFR pt, ©
subpt. R, App.

Tho DEA published the 2014
estabilished aggregate production quolas
fur vuntrolled substances in schedules I
and Il and for the assessment of annual
needs for the List [ chiemicals cphedrine,
psondeephodrine, and
phenylpropanolamine in the Federal
Register (78 FR 55099) an Seplember 9,
2013. That notice stated that the Deputy
Administrator would adjust, as necded.
the established aggregate production
quaotas in 2014 in accordance with 21
CFR 1303.13 and 21 CFR 1315.13. The
2014 proposed adjusted apgregate

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 an Juna 12, 2014 (79 FR 33780)
in consideration of the outlined criteria.
All interested persons were invited to
comment on ar objecl to the proposed
adjusted aggregate production guotas
and assessment of annuel needs on or
halore July 14, 2014,

Ana.lysis for Final Adjusted 2014
Aggregate Production Quotas and
Assessment.of Annual Needs

Consideration has been given to the
criteria outlined in the June 12, 2014,
notice of proposed adjusted aggregate
preduction quotas and assessment af
annual needs, in accordance with 21
CFR 1303.13 and 21 CFR 1315.13. Five
companies submitted timely comments
regarding a totul of 11 schedule Tand I
controlled substances. Comments
received proposed that the aggregate
production quctas for 4-anilino-
phenethyl-4-piperidine (ANPP), codoine
(for sale}, diphenoxylate,
hydromorphone, levorphanol, morphine
(for conversion), oripavine, oxycodone
(for sale), oxymorphons (for
conversion), oxymorphone (for sale],
and tetrahydror:annaEinuls were
insufficient to provide for the estimated
medical, scientific, research, and
industrial needs of the United States, far
export requirements, and for the
establishment and naintenance of
resarve stocks. The BEA did not receive
any comments for the proposed
adjustments ta the 2014 assessment of
annual needs for ephedrine,
pseudoephedrine, and
phenylpropsanolamine.

The DEA has taken into consideratian
the abave comments along with the
relevant 2013 year-end inventories,
initial 2014 manufacturing and impaort
quotas, 2014 export requiraments, actual
and projected 2014 sales, rescarch and
praduct development requirements, and
the additional applications received.
Based cn all of the above, the Deputy
Administrator hus determined that the
proposed adjusted 2014 aggregate
praduction quolas and assessment of
annual needs for opium tincture,
oripavine, end ephedrine (for sale)
required addilional consideration and
hereby further adjusts the 2014
aggregate praduclian quota and
assessment of annual nesds for these
substances. Regarding 4-anilino-
phedetliyl-4-piperidine (ANPP], codeine
{for sale), diphenoxylate,

Vol. | Page 41Yol. |

hydromorphone, levorphanol, morphine
{for canversion], oxycadone (for sale],

‘oxymorphone (for conversion),

oxymnrphone {for sale], and
tetrahydrocannabinols the Deputy
Administrator hereby determines that
the proposed adjusted 2014 aggrepate
production quotas and assessment of
annual needs for these substances and
List I chemicals as published on June
12, 2014 (79 FR 33780) are sufficient to
meel the ¢urrent 2014 estimated
medical, scientific, research, and
industrial nesds of the United States
and tu provide for adequate reserve
stock.

As described in the praviously
published natice establishing the 2014
aggregate praduction quotas and
assessment of annual needs, the DEA
has specifically considered that
inventory allowances granted 1o
individual manufaclurers may not
always result in the availability of
sufficient quantities to maintain an
adequate reserve stock pursuant to 21
U.5.C. 826(a}, as intonded. See 21 CFR
1303.24. This would be concerning if a
natural disaster or other unforeseen
event.resulted in substantial disruption
lo the arounl 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 [ aggregale
produclion quotas. an additienal 25% of
the estimated medical, scientific, and
research needs as part of the amount
niecessary ta cosure the eslablishment
and mainlenance ol reserve stocks, The
resulting revised established aggregate
production quota will reflect these
included amounts. This acticn will not
affect the ability af manufacturers to
maijnlain inventory allowances as
spacified 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
tha substantial disruption to the amount
of.controlled substances available to
provida for legitimate public need, as
determined by the DEA. The DEA does
not anticipate wtilizing the reserve in
tha absence of these circumstances.

Pursuant to the abave, the Deputy
Administrator horaby finalizes the 2014
aggregale production quotas for the
following schedule I and [1 conlrolled
substances and the 2014 assessment of
annual needs far ihe List I chemicals
ephedrine, pseudoaphedrine, and
phenylprepanolamine, expressed in
grams of anhydrous acid or base, as
fallaws:
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Fina!
: adjusted
.. Basic class 2014
quolas
- {9}
. Schedule |

(1-Pentyl-1H-indol-3- yl}{:-l 2 3.2-tetramethyleyelopropylymethancne (UR-144).., e 4ee Lt 1o e et e s a4 ne R e gh b pan 15
[1-{5-Fluoro-pentylj-1 H-indol-3-yi](2,2,3,3-telramethyleyclopropyl) methanone [XLFI'H) . ot e ges . 15
1-(1,3-Benzodioxol-5-yl)-2-(melhylaminojbutan-1-ang {hutylone) ... ccneene, - 5
1+(1,3-Benzadioxgl-5-yl)-2-(methylamino)pentan-1-one (pentylone) .......... 15
1«(1:Phenylcyctohexyl)pyrrolidine .. FRUUR, 10
1-{5-Fluoropentyl)-3-{1- naphihnyl):ndole (AM2201] 45
1-(5-Fluoropentyl)-3-(2-icdobenzoyl)indole (AM594) 45
1-j1-{2-Thignyllcyclohexyl]pipanding ... e s raen 15
1-12-{4-Momholinyljethyl}-3-{1-naphthoyllindole (JWH-200} .. . 45
1-Butyl-3-(1-naphthoyllindale (JWH-073) ... i e tssonsnssane brrvsannenr 45
1-Cyclohexylethyi- 3—(Z-mcthoxyphenylacetyl]mdols (SA—18 and ACS-8) ......ccvovurarrnene 45
1-Hoxyl-3-{1-naphinoyindole (IWH—OT1T) ... ceeenrese s rrasse ars s emeess ste s ras a18s resessntsss1ema <1 emaes serasas s sesasbarasos 45
1-Methyl-4-phenyl-4-propionoXyYRIDaATING .. .o veoreeerseras seemsssneriasiin 2
1-Pantyl-3-(1-naphthoyllindale {(JWH-018 and AMBTE)] ..o i arnimronmmse s svevereseosassen e tnessssnsss smssnasseatsasssansn e 45
1-Pentyl-3-(2-chlorophenylacetyljindole (JWH-203) .......cccoivnnniecnees 45
1-Pentyl-3-(2-mothoxyphenylacstyllindole (JWH-250) ........ . 45
1-Pentyl-3-(4-chlore-1-naphthoyDindale (JWH=39B) .......cccummnmmeiessnsssnisnsinssrasn d5
1-Pentyl-2-(4-maihyl-1-naphthoyllindole (JWH-122) .......cccivuinne- 45
1-Pentyl-3-[{4-methoxy)-benzoyllindole [SR-18, RCG=4) . it ressssne e smeses seees 45
1-Pentyl-3-[1-{4-methaxynaphthoyl)indole (JWH-081} ... 45
2-{2.5-Dimathoxy-4-m-prapylphenylisthanamine (2C-P) ... 30
2-(2,5-Dimathaxy-4-ethylphenylethanamine {BO—E] .o i e eice s e stsse res s ass 2005 bt sms st 44 0810 008400 134 0181142 0 s b e rebadnen - 30
2-(2,5-0imethoxy-4-methylphenyljethanamine (2G-D) 3¢
2-(2.5-Dimsthaxy-4-nitra-phenyl}ethanaming (20=N) ... i i i s s i sessmers semsssssra sasssssnesss a0
2-(2,5-Dimethaxyphenyl)ethanaming (ZC=H) ... i e e e 30
2-[4-Bromo-2,5-dimethoxyphenyl}-N-(2- methuxybanzyljathanamlne {25B-NBOMe; 2C-B-NBOMe; 25B; Clmh: -36} 15
2-{4-Chlgre-2,5-dimethoxyphenyl)athanaming (2C—C) ....ocwiemimncmrenm e cevscssisrscens s ersee s seanres 30
2-(4-Chlare-2,5-dimethoxyphenyl)-M-(2- melhcxybenzyl)ethanamme [25C—NBOM9 2C-C- NBOMe; 25C; C:mb1-82) 15
2-(1-lodo-2,5-dimethoxyphenyljethanaming {2C-1) ...coewnunmiiammon.. 30
2-(4-lodo-2,5-dimethoxyphanyl)-N-(2-methoxybenzyljethanaming {(251-NBOMs; 2C—I—NBOMe. 251; Cimbi-5) ... 18
2-(Methytaming)-1-phenylpentan-1-one (pentedrena) e rr e et et 15
2.5-Dimaethoxy-4-ethylamphetamine {DOET) 25
2,5-Dimethoxy-4-r-propylitiophanalhylZMming ..........cusee s sceeeieesecassrssssan e eress 25
2,5-UOimethaxyamphetamine .. . 25
2-[4-(Ethylthio}-2,5- dlmethcxyphenyl]elhanammo [20-T2) oottt cteriiseansassins svssmsmes vesss smres sesesensas bt be e s aessme 30
2-[4-(Isopropylihio)-2 5-dimethoxyphenyllethanaming (28-T—4) 0
3,4,5-Trimethoxyamphetaming 25
3.4-Methylenedioxyamphataming {MOA] ... i i et s eaes rresss repas paess seses st br i vabsn savonensasas 55
3.4-Méthylenadioxymethamphetamine {MDMA} ... 50
3.4-Melhylenadioxy-N-cthylamphelaming (MDEA) ...c.comrvininneas 40
3,4-Methylenedioxy-N-melhyleathinoae {melhyrone} e A 4P R et et b SR Py e 50
3,4-Melhylenedioxypyrovaterane (MDF—’V} ...... eeeaeaesnessan e s ene By ienas s 35
3-Fluaro-A-methyleathinone {3-FMOC) .. ctrsn s s et s st s s 15
3-Methylientanyl O O S VPO DTS ORI 2
A-MethyHRIofEntany] ....oco..ovi s e v s rmee i s s e 2
4-Bromo-2,5-dimethoxyamphetaming (DOB) ....cciueenrin s snseninies s eeses vess s sesssamees feesnsssan b s bbbt pebbdpama 25
4-Bromo-2,5-dimethoxyphenelhylaming {(2-CB) ..., 25
4-Flugro-A-methylcathinone (4=FMC) ..o s e e st s sttt sstssins 15
A-MEBINMOXYAMIPNEIAMING it coriiaireraruemrarerirrassssonaraosarsses r1iss s aEer esss eeet 14104 1400 121 RELS4 1R824 #2374 #2070 S0 401 08 &m 620414445 H om0 o0 100 ShAER A E 8404 BRE 00T S0 e 100
4-Malhyl-2 5-dimethaxyamphetamine. (DOM] . 25
-MERYIAMUNGIER 1ovcerrans rrceenieresi e cvaransissesaesss s e e seeesaemiansnems 25
A-MEtYI-N-ethylCEINNOME (A=MEC] oo oo veversmess seeesssresss s esest et st st snsssenssssmase s sesss e o sress 15
2-Methyl-N-MethylICAtNINGNG (IMEPNEUTONB} ..vueeueecsciisssreasceeesseenssersserarsssasessrsesesesisnibtsst assasesasts vos rasssmsaesmspepesssmmemt sisases 45
4-Methyl-a-pyrrotidinopropiophancne (4-MeaP PP} 15
5-(1,1-Dimethyinaptyl)-2-[{1A.38)-3-hydroxycyclohexyl]- Dhenol .................... 68
5-(1,1-Dimethyloctyl)-2-[{172,35)-3- hydroxycyclohexyl] phenol [cannablcyclchaxano! or CP—47,497 C8-homolog) ... 53
5-Methoxy-3,4-methylenedigxyamphelamine .. P 25
5-Methoxy-N,N-diisopropyltryplamine - 25
5-Meathoxy-N A-dimetnyltryptaming .............. 25
Acetyl-aipha-methylfentany! ..... 2
Acetyldinydrocadeing . s 2
Acelyimethadol ... 2
Alylproding ... : 2
AlDNECOIYIMBINATO] evveeeccesriisimrismsesis e it sr s e TR PR b et e B bt S S s batas s 40 2
alpha-Ethyltryplaming ...oenan . et eeerebesH o eebe b AR TeeSpanas s es et 2ame PR S et £ e LS RS EeEnE ne et eE A AR S 14 AR Py an s v s naare 25
AIDNAMBEIOIING oo eeececirarrirarersrse s sevms sme st sememaas et esssas oeed 41 p s ras et sar F4421 Pamp e e s b LS4 b p T RSO S8 08B ey e e eR Rt a e nanr 2
Alchamethadal ....... et et LR YS L PSR A TR peRE e re v s eanaseent PO 2
ATPHA-METYIEIIEANY] 1ovtirertreseeeetisrraastrannars orese e dramees bores FeBe4 8404140005 P08 17008 w20 w2 e 8 4RE FRAR SRR £ ne b0 RS Sanabed B LR A RR L PAT SRR b as e 41 A S0 L brar pananias 2
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Final
adjusted .

Basic class 2004

quotas

(9)

alpha-Mathylthictentany! ......... 2
alpha-Methyltryptamine (AMT) " " 25
afpha-Pyrralidinobutiophenone (BePBP] o rtir ot st sttt e s e S S 15
alpha- Pyrrnhdmnpenlmphenone {n: PVF‘) 15
Aminorex .. - 25
Benzylmnrphme 2
Betacsatylmethadol 2
beta-Hydroxy-3-methyllentany 2
bela-Hydraxyfentanyl " 2
Betameprodine 2
Belapradine 2
Bulolenine .. 3
Calhinone .. 70
Codeine melhyl . 5
Codaina-N-0%ide ... 200
Descmorphine ... 5
Diathyitryptaming 25
DHENOXIN ©oevccieeereesrseraresssrerisesnsnsescrss e ras srans rmems speas seses seses sassemsnssunes 50
Oihydromorphine 3,990,000
Dimethyltryplamine ...... 4oL h 44O AL 4S1ER 425 nE £t S € st same e A s - EBAS oA ASRS AR RS e YA SRR AR R T A RS R 35
Dipipanone ereeapee o e B AL LA 1 BT AR S R e A S e e e et 5
Fenethyline ............. . 5
gamma-Hydroxybutyric acid ... Leverertiees s rer e s s e R RO R Ten e e 70,250,000
HEIOIN Lrireereeresemissssiamssan sonss o 25
Hydrgmorphing! LR AeEE et nae EhE s 1o AaR P4 SRARS VA SR PR SRR s ren s me s e b R 2
Hydcroxypethidine 2
Ibogaine 5
Lysergle acid dlelhylarmde (LSO} 35
Marihuana . 650,000
MESCANING wnuiurismiisn s mmreraressesisnran 25
Melhaqualane 10
Metheathinone 25
Methyldesorphine 2
Methyldihydromorphine 2
Morphine methylbromide 5
Merphine methyisullonate ... 5
MOrphine-N-OKI0E .-.coi v irirar rarra ettt s s 175
MN-(1-Adamantyl)-1-pentyl- 1H-lndazo!e 3-carboxamide {AKB48) 15
A(1-Amino-3,3-dimethyl-1-oxobutan-2-yl)-1-pentyl-1H-indazole-3-carboxamide (ADB—PINAGAJ 15
 N-(1-Amino-3-methyl-1-oxchulan-2 -yl) 1 t4 IIunrubanzyl) -1H-indazole-3-carboxamide (AB FUBINACA} 15
NA-Dimethylamphselamine .. - . 25
tNaphthylpyrovelsrone (naphyrona) 15
N-Bonzylpiperazine ., e . 25
N-Eihyi- 1-phenylcyclohexylamme .......................... 5
N-Elhylamphetamine 24
N-Hydroxy-3,4-mathylenedioxyamphelaming ... oo cnsivonns 24
Noracymethadel 2
Norevorphanol ....ceccvscinimnienn 52
Nommethadone . 2
PUDEIMIOTDENIIE ooue.rsases cerrmsrsemsvs sosvrssmrsessareassseseR b AR EATAPAS FaeLabam b aTeE s AT AE R SarE ks b b e b b B LR LT £ R et a4 21RO s 08 18
para-Flugrotentanyl 2
Parahexyl 5
Phenomarphan ... 2
Pholcodine 2
Pmperidine 2
Psilocybin .. 40
Psilacyn 50
Quinclin-8-yl 1-(S-fluoropentyl)- 1H—Indole-3 -carboxylata (5-fluora-PB-22; SF-PB-22) .. 15
Quinalin-8-y 1-pentyl-17-indols-3- carboxylata (PB-22;: QUPF! C) ..................................... AR e et e m s e e 15
Talrahydrocannabinals ... v PP 491,000
ThiolaRANY] ooeeiecrsnnrners 2
Tilidine rerrenanes 10
Trirneparidine 2
{-Phenylcyclohexylamine ........ eeeteebeResbeieamEeeamesamceiiiebiimEEILELEIEETERREESsEeiIarEebeESAREIE LSS et 3
1-Piperidinocyclohexanecarbanitrile ....... 3
4-Anilino-N-phenethyl-4-piperldine [ANPP) 2,687,500
Alfentanil 17,625
Alphaproding ... 3
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Final

adjusted
Basic class 2014
guolas

{0)
Amaobarbital ......... g
Amgphetamine (for conversion) 18,375,000
Amphetamine {for sale) ..o 49,000,000
Carfentanil ....occoeeeeer 19
Cacaine 240,000
COTRING (TOF CONVBIBION] .verriuararrreerrmerntess sesssessmses sebearbeaas bbb a4 B ERPRa 02 b 2 A SR TR P T ap et e 68,750,000
Codeine (for sale) ......... 46,125,000
Dextropropoxyphene 19
Dihydrecodeing ... 100,750
Diphenoxylate 1,288,750
ECGONING e crsinimtmresnntencasms sems s 174,375
Ethyimarphine 3
Fentanyl ...... 2,108,750
Glutethimide 3
Hydrocodone (for canversion) 137.500
Hydrocodone (for sale) 99,625,000
Hydromatphone ... 6,750,000
[SOMEINADONG +oitarssesescecsreerermsteemi st herbedadsasaessdsatspsesmssassnsnasmnradsrpaas snnan snems 5
Levo-alphacetylmethado! (LAAM} .. 4
Lavomsetharpham ... 185
Levorphanol ......ceceenen 4,625
Lisdexamfatamine 23,750,000
Meperiding ... 6,250,0C0
Meperiding intermediale-A .. 6
Meperidine Intermediate-B .. 1"
Meperidine Intermadiate-C .. 6
Metazocing ... ieeremecennas 19
Methadone (for sale) ... 31,875,000
Methadone INEErmMEdiale ... s 38,875,000
Methamphetamine [ 2,811,375

(1,250,000 grams of javo-desoxyephedrine for usa in & non-centrolled, non-prescriplion product; 1,500,000 grams for methamphetamine mostly

lor conversian 10 a schedule lil produet; and 61,375 grams for methamphetamine (for sale)]

IBENYIDREIURLE v..oveevercerss erir s e crossoessssscesssebbmt b 4404 40414 R SRR 48RS B R B R e 96,750,000
Marphine {for conversion) 91,250,000
Morphine (far sale) ... §2,500,000
Nabilona e eevaveseesmmasiuessssarsesessasassraranieseteter nRONSne ru eend Ay g orbd SR RS RLEEY RS Y PrEnm e P44 TS F IS8 o LR Lm0 ek S 30,375
Noroxymarphone {for CONVErSion) ... i 17,500,000
Naroxymarphone {for sale) _........ 1,262,500
OPIUM [DOWDBI] e ervaneieeresasessesaseasssasasmessasias b ams se8es Fa1ospesos o600 4808 1R mn R LR AL IR 1P LT R 1 os skt 112,500
OPIUM INCIUIB) ovvarnsrresssesrresrmes 0004101108 bresg e mbEAEA IS8 B b ot 1ot 20 bbb bt R SR s 780,000
QEDAVITIE ..oeooeeecceceerrairecsvsmeermees et et s snbaban s s s dmmesdmmbad o bedbd bEn L RE RS 00 30,625,000
OxYCOAONE {FOF CONVEBISION) . ocertierusticarseis tirsssirsrsaressesss s eessters e ot sea b st E B b e s i a0 9,250,000
Oxycodone (for sale) ... 149,375,000
OxymOrphONg (FO7 CONVEISION] 1w reerteesttresar st arnrns e bt b0 PRI e s st s 45,000,000
Cxymorphone {for sale) ... 7,750,000
Penlobarbital .............. 35,000,000
I TIBNAZOCIMIE ertreerrsrsrssensseparas wetassesstis easssrsss shere stebdEEESS 1o8 a0 £2Esanbesd shas brskarhe SUITERITASAS PRmSE S ans rmbhsnn s b 44088 1200 ERe s e Rk 4 SE R aR a2 e n 6
PRENCYCIING <.oveenriianre e e i s onr e e s s et b PG e e 18
P B IR ZI «eoeeeeeeces o eeictaeees setvanessasn syems s smavas s sm s 454 SRS S o s ad s 804 £rmd 41 Hhsm s st er et e e b A4S 4R P ELE T 008 SRR Tm e s o E R AR R K]
PRENYIACEIONE 1uvurvssurssrransesens csemsessners iasrs orass sesss sesstsesss sesms s iesasbrsas nbes bnded b o B YR P00 3 4448 LS APt s e 45,750,000
RACEMIBINOTPNEAN .. cecee cnevrimmnnsscent st e et 2ot st b AT s gm0 k|
REMIMEBIIANIL «o.\evvoer e oo e eecenscseearars setes bss st sss iesme e s ran e s s om gt 41 n s 5,875
Secoharbital 215,003
Sufentanil .. reres e et s 6,255
Tapentadol . 17,500,000
TR ITIE oo eoietiestsetessnssassesenaesename eamesesat sanss £eaas £esams 4essSas £ 5mmses smees oe et e dAEL L4 AR S E PR e S P £ e mmen st 44 E LS E L L LA F TS Brs EEE s e e b SR 145,000,000
List | Chemicals
Epnedrine (for CONVErSION} ..uuirenenroeen: 1,000,000
Ephedrine {for sale} 4,200,000
Phanylpropanclaming {for convarsion) 44,800,000
Phenylpropanolamine {for sale) ..... 5,300,000
Pseudoephedrine {for conversion) ..........cismimae. 5,000
Pseudosphedrine {for sala) ..., 224,500,400
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Aggrepate praduction quolas for all
ather schedule [ and II contsolled
substances included in 2t CFR 1308.11
and 1308.12 remain at-zero.

Dated: August 15, 2014,

Thamas M, Harrigan,

Deputy Administrator.

IFR Dot. 2014~20137 Filed 8-22-143 8:45 am)
BILLING COOE 441609

DEPARTMENT QF JUSTICE

Drug Enforcement Administration
[Docket No, DEA-392)]

Importer of Controlled Substances
Application: CATALENT CTS, LLC;

Carrection

ACTION: Notice of correction,

In the Tuesday, June 17. 2014,
Federal Regisler dacument number
2014-14123, Vol. 79, No. 116, page
34551, third column, the second -
paragraph. remove the first senténce
from the paragraph: “In reference to
drug cade 7360, the company plans lo
imporl a synthetic cannabidiel.”

Dated: August 19, 2014.

Joseph T, Rannazzisi,

Dupuly Assistant Administrotor,

[ER Due. 2014-20110 Filed 8-22-14; 8:45 aml
HOLLING CQUE 4410-09-F

MILLENNIUM CHALLENGE
CORPORATION

[MCC FR 14-05)

Repart an Countries That Are
Candidates for Millennium Challenge
Account Eligibility in Fiscal Year 2015
and Countries That Would Be
Candidates But for Legal Prohibitions

AGENCY! Millennium Challenge
Corparation,

ACTION: Notice.

SUMMARY: Section 608(d) of the
Millennium Challenge Act of 2003
requires the Millennium Challengp
Corporation to publish a report that
identifies cuuniries thal are “candidate
countries” for Millennium Challenge
Account assislance during FY 2015. The
report is set forth in full below.

Dated: August 19, 2014.
Thomas G. Hohenthaner,
Acting VP/General Counsel and Corporaie

Secretury, Millennfum Challenge Corporation,

Repart an Countries That Are
Cahdidates for Millennium Challenge
Account Eligibility for Fiscal Year 2015
and Countries That Would Be
Candidates but for Legal Prohibitions

Summary

This report to Congress is pravided in
accordance with section 608(2) of the
Millennium Challenge Act of 2003, as
amended, 22 U.8.C. 7701, 7707{(a) (the
Act).

The Act authorizes the provision of
Millennium Challonge Account (MCA)
assistance for couniries that enter into a
Millennium Challenge Compact with
the United States to support policies
and programs that advance the progress
of such countries to achieve lasting
economic growlh and paverly
reduction, The Act requires the
Millennium Challenge Corporation
(MCC]) to take a number of steps in
selecting countries with which MCC
will seek to enter inlo a compact,
including determining the countries that
will be eligible for MCA assistance for
fiscal year (FY) 2015 based on (a) &
country's demonstrated commitment: lo
(i) just and democratic povernance; {ii}
economic freedom, and (iii) invesimenls
in its people; and (b} considering the
opporlunity to reduce poverty and
gencrate economic growth in the
country; and (c) the availability of funds
to MCC. These steps include the
submission of reports to the
congressional committees specified in
the Acl and the publication of notices in
the Federal Register that identify:

The counlries thal are “candidate
countries' for MCA assistance for FY
2015 based on their per capita income
levels and their eligibility lo receive
assistance under U.8. law and countries
that would be candidate countries but
for specified legal prohibitions on
assistance [section GO8[a) of the Act);

The criteria and methodolagy that the
MCC Board af Directors (Board} will use
ta measure and evaluate the relative
policy performance of the “candidate
countries™ consistent with the
requirements of subsections (a) and (b)
of section 607 of the Act in order to
datermine “'eligible countries” from
among the “candidate countries”
(section 608(b) of the Act); and

The list of cauntries determined by
the Board to be 'eligible countries” far
FY 2015, identification of such
countries with which the Board will
seek to pnler into compacts, and 8
justification for such eligibility
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determination and selection for compact
negotiation (section 608(d) of the Act).

This report is the first of three
required reports listed above,

Candidate Counlries for FY 2015

The Act requires the identification of
all countries that are candidates for
MCA assistance for FY 2015 and the
tdentification of all countries that would
be candidate countries but for specified
legal prohibitians on assistance. Under
the terms of the Act, sections 606[a) and
(b set forth the two income tests
countries musl satisfy 10 be candidates
for MCA assistance.! However for FY
2014, those categories are delingd by
MCC’s FY 2014 approprialions act, the
Department of State, Foreign
Operations, and Related Programs
Apprapriations Act, 2014, Public Law
113-76, Div. K (the FY 2014 SFOAA).
Specifically, the FY 2014 SFOAA used
the same definitions that have been
used since the FY 2012 appropriations
act and defines low income candidate
countries as the 75 poorest countries as
identified by the World Bank and
pravided that a country that changes
during the fiscal year from low income
to lower middle income (or, vice versa)
will retain its candidacy status in its
former income categary far the fiscal
year and two subsequent fiscal years,
Assuming these definitions will be used
again in FY 2015, MCC is using them for
purposes of this report.?

nder the redefined caregaries, a
country will be a candidate for MCA
assistance for FY 2015 if it:

Meets one of the lollowing tests:

Has a per capite income that is not
greater than the World Bank's lower
middle income country threshold for
such fiscal year ($4,125 GNI per capita
for FY 2015); and is among the 75

1 Sectians 60G{a) i (L) of the Aot provide that
a tounlry will be a candidate for MCA nssistanes
if it (1] has a per capila incomw equal to ot less than
thy histaricnl ceiling of 1he International
Develnprmont Associatian eligibility for the fiscal
year invalvied (the “low income calegory™] or (2] is
classifed as a lower middly incame country in the
thin most rerent edition of 1he Warld Development
Report for Reconsteuction and Developmont
published by the Internationa] Bank (or
Recanstruction and Developmcnt and has an
intomo greater than the histarical ceiling far
Ilnterational Devalapinent Association eligibility
Tor tho Mseal year invalved (the "lower middle
income category™'); and is nol inoligible 10 recaive
U.8, eeonomic sssistonce undser parl | of the Forcign
Assistance Act ol 1901, a3 amwended (the Foreign
Assistance Ard), by reaxun of the application of the
Foreign Assistance Act or nny other provision af
Lawe,

21 the lunguage relating to the definilion of low
incame candidate countries 15 unt enacted or js
chimged for MCE"s FY 2015 approprislions ucl,
MCC will revisit the sclection pracess enca tha FY
2015 approprintions sct §a enacied snd will canduct
the sulection process in accordance wilh the Ael
and upplicable provisions for FY 2015,





