Basie Clasa: wire
Tots PO Requested:

1013 Requastsd ¥
B)(4). (D)7 NE)

5000 oo

2000

75000

0 Yot 3552000
1012 Flasd inveed APD; 11000000
1912 Finad Rirvised APQ: 7 19360000
FOA Est Q017 LuEa ARG * FDA %) 3 600
R Eat (2042 Inidsd APQ * M3 W): b0
1913 Proposed mitsl APQ: 30,800 &0

1911 Ravised MO P01 Bales

oom oo

20m0 oo
149898000 @ 9M.000
15,000,000

FO11 DEA MO Sabes.
9979 000
8,979 000
9979 000

2013 InRial APQ Workthewls

% of 111 Dadey
© 200
o000

1.000 43000

ALFENTANIL
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FOA €sC
INE Fst

Bhare of 101} Vot PO 1011 wrveniory
Do
oo

77000

1%
o
1011 Projected €xparts 2001 Projestsd Sales 2013 Projectsd €xports  Two Thirds Cwls  Cofle Using CFR 0% Invent  propoved MQ
oom 4.500 000 o0 000 4300000 4500 000
0000 o050 o000 ARL 1) .1 000 1 500
. 2,740 000 24,840 000 oo 10118067 27494 800 3tam 500
41,000 00p



Basic Clavs: w080 2013 inftial APQ Worksheets
Total PO Requedted. 0000 FOA Est o
M3 Est aw
111 Bocuasted MO 1012 Ravised MO 2011 Smen 011 DEA M Sates % of 1ot Baies Shae o113 Total PA 1011 ivventory 2012 Projected Exports 1011 Projectsd Saes 1615 Projected Caports  Two Thirds Cale  Cale Using CFR B0% imvent  propoted MQ
b)(4).(bY7XE) som oo Qo0 © oo oo oo 0000 om0 1 000 oo oo 1000 S0
MO Totss: 2000 0000 - S o0
IO1E Pl iniud AP: 0.000
7911 Finel Revised APQ; oo
FOA Esk (2092 el APQ * DA XJ: oooo
143 E5t (2012 initiad APO * 1M3 %) oo
2013 Proposed Iaital A0: sam

DESOMORFHINE
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Base Class; una : 2013 Inkial APQ Workahests
Tous PQ Requesirs: Tafo FDA Est oo
NS Est oo
Company DEA Wum  101) Aeguestsd MG 3011 Revissd MO 2011 Sales 2011 DEA WO Sales % of 7014 Bales Bhare of 2013 Totsd PO 011 ventory 1012 Projectsd Exporty 2011 Projectsd Salss 1013 Projected EXparts Toeo Thirds Calc Cafc Using CFR #0% trreent B oposed MO
(D)(4) (bX7XE) 3000 s000 oo 6,578 767 450 oo 0000 a0 0000 4000 oo 3 CE] s.000
10000 2000 Qa0 8.570.207 «0 0000 0.00 o3 Q.00 1000 L= T3 187 10000
g Tolsie: 15000 ¥ o0 13000
101 Final inicd APQ: 1 oo
011 Fiosl Revised APQ: 7000
FOA Est (2017 inflal APQ * FDA %) Qom
1MS Et (2011 el APQ " IMS %k 0.0
2013 Proposed nflel APQ. 1500

DEXTROPROPOXYFHENE, BULK (NON

Vol. | pPage 17



Basie Class: nos
Yousl PO Requested:

DEA wum
b)(d) (bTHE)
MO Totais:
2012 Final bvosl APD: 400 00 QU0
1011 Finel Qeviesd APQ: 400,000 000
FO& Ext: (2011 bndilad ARG * FDA %1 0000
M3 Ext (2012 Infllal APQ * IS Y| aom
2013 Propossd inftle APO: 200,000 000

2011 Requetied MO
5
§ o
80,000,000

80510000

2011 Ruvised Q2011 Sabes 3911 DEA MQ Seles

$000
somn

280 000 000
300 000

280 310 000

oo
od
90,291 000
-0

0308 078
XA eTe
oxaars
w30 oTe

2013 Inkial APQ Worksheols

FDA Esc s
Mg Exe oow
% of 1071 Sales Bhare of 2011 Total PO 11 lnventory 2012 Projectsd Eaports
oo LT ] 000 €000
L] 0004 nms o000
own s 110,788 000 0co0
oo o 101 350 €00

DiHYDROCODDEINE
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2017 Profectnd Saies
4 Qoo
400
87,000,000
500 000

2013 Projected Experts
0000
oo
Qo0
0o

Twe Thirds Cale
ER ]
amr

200,874,000
7 100

Caig Using Company invent
1000

propoted MQ
se0a
som
80,000 000
378 00

60 338 000



(

Banle Clara: nuo
Tots PQ Requanted:

DEA Num

b)(4) (BXTHE)

WO Totain:

1012 Final Inital APG: 1,008 000 OC0
2012 Finad Revised APQ! 3,608,000 000
FDA Est (2912 inflal APT * FOA %) oo
1S 5T (7011 inidat APQ “ M3 RE gooo
1) Propeaad iniflal APO: 3,300,000 000

2013 Ragquersted
4000
3o
281,100,000
00,000 300
2.000,000 20

181,190 00

TUIE Ravised WG
5000

5000

1,000 o0
1,180,000 000
1,734 000 0O

3,180,010 000

2011 Raben 111 DEA nQ Saren

000

1]

08 811 700
441,50 000
1832,581 000

2579572 70
2379.522.700
230572 10
23782270
2,37 522700

2013 initial APQ Workshosts
FO4 Est oow
™3 Est [
W of 011 Baken Bhare of 201) Totsl PO Z01) Imventary 1012 Projectsd Exports

o o0e Com 0 0o0 o000
Qoo Q000 138 0o
01 1483 12,970 200 o000
o168 200 410,150 00 bom
Ll T340 350 500 000 oo

DIHYDROMORPHINE

Vol. | Page19

1012 Projected Bales
4000
1,000
#1100 000
870,113 000
1,978,481 000

7011 Projsctes Exporn
oot
oo
amo
oo
00

T Thirts Cale
333
8%
190 848 800
1,043,430 T
|, 329 007

Cade Uuing CPR BI%, irreent Propesed MO

00

-8 ode
54,380 568
410 534 440
311,000 433

LE

ey
54,381 508
590,000 041
311,980 433

1.084 407 829



Bauc Class. © Wrea
Total PQ Requented:

Com parvy DA Num
b)(4).(b)7XE)
MO Totsie:
101 Vinad inddal APG: 00 000 000
2013 Final Revised APG: 00,000,000
FOA Eet (1012 inftlf APQ *FOAX) 520800000
189 Ext (2012 bidlaf APQ * M3 %) [
213 Propossd Initial APG: 800,000 000

1043 Requesind MO
2000
300000
570,000 000

579, 302000

012 Revised MQ 2011 Bafen 1011 DEA NG Baben

2000
3,000 000
854 500 000

© 000
0000
447,950 000

207,970 000
407,950 000
507,080 000

(

FO& Est
™3 Est

oo
0.000

2013 infttal APQ Worksherts
% of 3011 Sales Share of 2013 Total PO 2011 Laventery
Qo000 [Leee]
0000 0o
1000 1000

CIPHENOXYLATE (FOR SALE)

Vol. | Page 20

308,577 000

011 Projecied Experts
o
oo
€ 000

2092 Projectsd Sale
X0
4,650 000
308 000 000

1) Projecd Exports
0o
LL-
0000

Two Thirds Cale
130

1433 30
T78.384 007

Caic Using CFR 60% Inverd  preposed MQ

-1.000
12,600 000
=444 578 750

2000
9,300 6ca
470,000 0

579,203 000



Total PQ Requested:

1141691 242

DEA Hum 2013 Requested MO

Company

(D)(4).(bX7)HE)

MO Totss:

2012 Final infisl APO: 1,478,000 000
2012 Final Revisad APQ: 1,470,000 000
FOA Est (2012 Intial APQ* FDARE  1,522.248 000
M3 Eat: (2012 Inltfa! APQ ° IM3 X 0000
2013 Proposed inftial APQ: 1,547,000 000

5000
250,000 000
100,000 D00

2000
155 000 000

1,400 000
500 000 000
830,000 000

1,938,407 000

1012 Ravised MO
5000
82,500 000
3,000 000
2,000
7,800 00O
0.000
474,000 000
TT9.000.000

1.398.207.000

2011 Sasen
0000
30,401 000
30,830 200
0000

7,695 000
M8y
341,194 000
652.755 000

(

1011 inftial APQ Workshests
FOA Est: G60%
M3 1 oo

2011 DEA NQ Sabew % of 2011 Bales  Sharm of 2013 Tetal PQ 2011 Inverriory 2012 Projectsd Exports

1LN215e 0 0000 0000 0001 0000
1,412,159 038 o027 312713788 102,383 000 0600
1.112.199038 00 81479 833 0,598 048 100,000 000
1,112,169 038 0.000 0000 axme 2000
1,112,149 030 0007 7,000 720 1,400 000 0 000
1,112,163 030 0 000 200 22 0000 0000
1.112.150 038 0325 IT0RI4 8 284,415 000 0000
1112150 039 0587 870208778 357,329 000 95,600,000
.
FENTANYL
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1012 Projected Sales 2013 Projected Exports

4000

196 500,000
100,000,000
0.500
153,000 000
1,400 00O
318,000 00O
290 360,000

0.000
0000
0000
0.000
©.000
0000
0.000
0.000

Two Thirds Calc  Cale Using CFR 50% Invem

33M
121,008 687
2390207
1485
6,133333
0.000
S12270087
757552667

0249
78,170 235
229,938 407
-1.228
187,825 913
1,750.040
123,883 542
882,139 489

proposed MQ
5000

122.000 000
100 000 000

81,250 000

1,400 000
500,000 000
882,119 469

1,688,798 459



Bauc Clany: "
Total PQ Requerted

Cormpany DEA Mum
DHAY(BUTHE)
MO Totats:
2012 Final Inetiadl 4PQ: 20000
7911 Finst Ruvised APQ: 0000
FDA £t (2012 InBai APQ * FDA %) oo
M8 EsE (1012 Infll AP * IN8 %) Ll ]
2013 Proposed inftal APQ: F-1-

K1) Requeated BQ 011 Revised MQ 011 Saies

5000 Sa00 0.000
S0 500 35
15.000 0000 000
25 000 10000

2011 DEA UQ Bafes
st
asm
s

2013 (nhial APQ Worksheats

0 o0c
.000
oo

% of IOV Baien Share of 1013 Towd PO
o000
1000
0%
HEROIN

Vol. | Page?22

FO4& Est
ML o

01T rventory
oo
s
Tera

o
o0

218 Projected Caparss 1011 Projected Seey

0000
0000
0o

4 000
5000
0000

2075 Projectsd Exports
o0
0000
oo

Two Thirds Cale
Im
&4
am

Caig Using CFR 1% Lavert
020
kg
T 8T8

propoved MQ
5000
s
13000

23 000



Basle Clasy: $os
Total PO Reuasted: 199558 009

13 Requesied NGO

(D)(4) (bYTHE) S000

100 000

112500 00O

8,800,000, 000

2,500,000 600

5,000 000

1,313 000,000

2.700. 000,000

LRl 53,000 805 a0
111 Fins bt APD: 39,000,000 O
012 Final Revised APG: 9,000,000 000
FOA Est (7911 keitial APQ “ FDA %) 0754000 000
3 Est (1011 Infte ARG * 3 %Y a0
191) Proposed Ll APQ: 41,000,000 000

ION2 Revined w0
s.000

100 200

L
3,500,000 000
17,000,000 000
1,007,000 000
12,264,000 000
1,250,000 000

%4.002 00S 000

il Saled
0000
i
44,830 000
1,567 47000
20021173 0

1,908,433 000
) 0 000

011 DEA NQ Sales
M ez T
Meme2T™
Mamen2 TR
34 4m0, 052 TR
34 480,002 732
a2 T
Map et
M1t

% of 2011 Saes

2013 initlal APQ Works heets

FOA Eat
3 EsT

Share of 2013 Total PO 7011 Investory

oo Q.000
6800 2004
oo B1,343 308
o3 2145 400 168
0580 27,300,004 314
oo T
OMs 16anrms
oms 1,304, 037008
MORPHINE (FOR SALE)

Vol. | Page 23

anie
1m0
80478000
068,185 000
LTET 540 000
2000

€.725 343000
om0

1011 Prejsctsd Exports
o0
0000
oo
0000
23,000 000
00
0000
000

1012 Projectsd Sales
400
50 000
192.300 000
€.00C. 000 000
2460, 108 000
S.000 000
12,230,000 000
2.700.000.000

1) Proctsd Eiports Two Thirds Cals

o000
o omo
0 000
oo
0000
oo
0000
0000

313

146 €92

ET 418687
1TTT A8 007
12,178,630 08T
871313
12,060,162 000
£33.330 333

Cais Using CFR 80% invend
ane
.20
103,051 248
5,390,568 110
31,420 763 813
<149.773 392
21,001,273 619
3,302 672 008

prepoted MO
5000
100 000
103.000 000
1.211,500 600
17,200 000 000
5.000 000
17,000,000 000
1.457.000.000

14,982 805000




(

Basis Cleve; wasa
Total 0 Requested:
< DEA Murs.

b)(4) (b} THE)

wQ Towdy:

2012 Fined indlad 4PQ: w01 000 00
212 Pl Revisad APG: 1.981.000.000
FDA CaC (7012 Infoal APQ " TDA W7 Qo
S Est (2012 invSal ARG * (3 %): oom
1013 Propossd inftal APG: 407,000 00

2,408 DOC

2913 Raquestad MO
400,000 000

3,500 000
3,000 000

406,910 600

2011 Ravived MO 1011 Salas X011 OCA MO Ssiee
306 965 000 169,200 000

3 000
3,000 000
1,000 000

401,000 00O

oo
xn.000
020

169 501 200
1868 501 0
69,801,260
189,501 200

2013 Inktial APQ Worksheets

FOR Est
N3 ET
% of 2011 Sabes Ehare of 1013 Totad PQ 7011 |Aventary
L= 2301 259 69,451,000
o0 o oo 135 34
0003 A 431,000
o000 oom 0 om

NOROXYMORPHONE (FOR SALE)

Vol. | Page 24

2011 Projectsd Exports
32,760 000
e.000
nooo
L)

1012 Projectad Balve
653,760 000
1000
2,008 000
3,000 000

913 Projected Erparts
oo
L)
o000
Qoo

e Thirds Catc
310,086 333
wen
233733

oo, 687

Caic Using CFR 50% invent oposed MG

Sa2917 30
<134 184
28673

2250 004

00,000 000
1eam
3,500 00
3 000 000

408,910 00




Basic Clasy: "0
Total P Requettad:

(D)}4)(D)TXE)

1,243 417.000

-0 Totas:

2011 Final ldosl ARG 1,000 000 000
1011 Finad Ravised APQ. 1.000 000 000
FOA Eat (011 nftlad AP * FOA X LT
M3 Ert (2002 \nila APQ * MR8 R 0000
2011 Propesad InfSal APO: 1,000,000 300

T01] Ravised MQ 2011 Saes 2010 DEA WQ Sabes

2011 inktlal APG Worksheets
FOA Ext o
M3 Est oo

% of 2014 Salen Shars of 113 Tetal PO 1011 trventery 2911 Projecmd Exparts ol Projecwrd Sales 201) Prejecwd Exports
oaoa oo =05 400 GO0 000 0000 oo 000G 27.000 000 © 000
881 000 000 501 400 000 ¥ e A0 oo 120417 000 4SY 75 000 Ll 838 000 00D € 000

CPIUM TINCTURE
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Tws Thirds Culs Calc Using CFR Br% tnvent prapossd kQ
oo 27 000 000 27,000 00D
150,150 330 1,421 702 250 780,000 000
747 000 000




(

Banle Class; 91300
Totsl PQ Requested:

Compary DEA Num

(D) 4) (bNTHE)

MO Totais:

2012 Final Inftiat APQ: $.800.000 D00
2012 Firal Revisad APQ: 16,300,000 000
FOA Exi: [7012 initlal APQ " FDA%): a.000
NS Est: [2912 Intlad APQ * IMS R ): 0.000
2013 Proposed Inftisl APQ: 18,200,000.000

2,3%69.003 000

7011 Requestsd MO

5000

1.000,000 000
2,674 000 000
£,600,000 000
§.800,000 000
€68,000 000

700,000 009

19,442,005 000

2012 Revisad MO 2011 Sulen 2011 DEA MO Salen % of 7011 Salea

5000 0000
750,000 000 0000
1,630,000 000 1,877,847 000
628,000 000 0,763,750 000
2.312,000.000 1,142.260.410

815.000 000 708,074 000
0.000 0 000
10.541.00% 000

10,092,742, 410
10,092,742 410
10,092,742 430
10,082,742 410
10,002,742 410
10092.742.410
10.092.742 410

(

1013 Inttial APQ Worksheets

0.000
C 000
LAl ]
(L1 ]
[ BLH]
ooxw
0000

Vol. |

0000
0000
464,207 803
1,584,083 42
269,347 811
£8.370 B04
5000

ORIPAVINE

Page 26

FOA Est:
INS Est:

0.000
0000
128,052,000
40,957.000
484,215 650
1,955,000
o000

00%
%

Share of 2013 Totad PQ 2011 Inventory 2011 Projectsd Exports

0000
0000
0 60
0 oo0
0 000
0 00O
0.000

1012 Projected Saias 7013 Projecied Exports

4000

BOO 000 000
2,674,000 000
0444 444 000
§.800,000 000
668 000 DO
100,000 000

000
0000
0 00d
000
0000
0000
0 000

Two Thirds Cale  Calc Uslng CFR 50% Imvert

113
500,000 000
1,304,034 667
4,144.635.000
1,884,143 787
411,303 333
0000

0250

337 500 600
1,705,708 804
ssavsman
2.0172.210 100
205,258 630
100,000 000

proposad WO

1,000,000 000
1,365,000 000
8,600,000 000
5,800,000 000
48,000 000
700,000,000

18,133.005.000



BASIC CLASS: 2013 Initial Quota Worksheets QOripavine 9330
Company: bX4)
Request: 26740 1000.0 663.0 8600.0 5800.0 700.0
Current Year MQ: 16300 750.0 (buprenarphine pd) 615.0 51360 2312.0 0.0
Year end lwentory 326.1 0.0 us.yEDJ(M 981.0 484.2 2976.5 (PQ Inventory)
Caleulations amtneeded subtance MO yield amtneeded subtancs MQ yield smtnseded subtance MO yiekd amtnaaded substance MQ  yield amt nesded  substance MO, yield amtneeded substance MQ  yeld
hydromarphone 346.667 156 0.459, 182.887 160.000 0.875 0.000 5818.182 3200.000 0.000 0.000 0.540
arlpavine 700.000 [ ©)(4)
oripavine/bupr phi rivath 1000.000 700.000 0.700
oxymerphona (sale) nrme 143.000 0.450| 1224.096 508.000 0.415] 0.000 0.000 0.000 0.000 0.820
oxymorphane (tonv) 444,404 0.000 0.000 3031.250 2425.000 0.800
total needed 13654484 1009.000 1405954 B444.444 5818.182 3031.250
INITIAL MQs
est nead 1787.004 1437.500 1798.566 10881599 7366511 812563
Ma:
Total Initial MQs: 1365.000 1000.000 658,000 £600.000 SB00.000 700.000
Total MQs: 18133.000 +others 0.005 = 18133.005
FURTHER CALCULATIONS
Proposed Initial APQ 18200
oripavina

Vol. | Page 27




LPPLICATION FOR: INDI‘J'IDUM’- muncmme QIJ'DTR

ate Submitted | 13-APR-12

OXWORPHQﬁEJFOEj&LEL I . i 5 5 Schedule/Ligt Number | = 0 |
jatrant Orug Code .| . 9652-B .
DX4) ota Year = 2013
DEA Registration Numberf?)*) (ON/HE]
Contact Peraon|0)t) (b)) } N T Fax. Ne T dmie
ail Address e . Phone No. ____

NOTB: All Quantitles are to be Expregsed in Orans of Achydrous Acid, Bass, or Alkaloid(not ap ¢ B-l.u?. —
_Quocas Previau aly Issued by DEA

Quota Histery . 2011 | 2n2 2013 nu::"mqun:og’__l
; [ 15,000.0 50,000.0 0.0 143,000.0 |
Production Data ’ SRS " "Znd Preceding Year 1st Preceding Year Estirate for Estimate for Year
: Current Year Requeated
Inventory ae of Dec 31 ] - 5
a.Bulk Controlled Substance/List 1 Chemical... :E g'g 10.003.0 lo.oog.g
i b.In-Process gaterial ........... e teeeen R ___ 0.9 -_. o 0.4 5.9
! ¢, Contained in FINISHED Dosage Forms........ 0.0 o.d 10,600.0 10, 000.0
bxsp;altloztsale]IU:ili:ation _ 0 o0 = 133,000.0'_ 1_:;-3‘000.:
A.DOmMeBEAC.  can st imEsan . s 0.4 O'CL_ 0.0 0.0
g B ERPOE B csmm e nwraisive . 0.0 0.9 133,000.5 133,000.0
pcquisition/production
r gunom“ic P 0.0 0.9 143,000,0] 143,000.0
.Don e P T ] oo | 1430600 143 000.0

It the Burpose is to Manufacture Another Substance(s), Furninh the Following Information:

Hane of New Bubotance Drug | " " muﬁ_qm_ng_ﬂgﬁg —— i % Yield
o i : 2010 _ 2011 — 2013

%

" Product Divnlop-mr. Dosags Form ‘Strength I Units/Batch l ¢ of Batchss J Batch Purpose | Bat. Quantity !ht chhuan Tiza)
Q ) —
Transter quuﬁuf]—_' Explanation of Transfer
I
!
H
!'pate of Deptructios | - 3 Explanaticn =

I
i 1
' 7 7 ‘packaging Product Namo strength | Unita/Pkg [ ¥ of vkgs Furpose [ Total Guantity
j
i
I
Remarks - B

Please see supporting documentation sent in separate email.

'
'




T APPLICATION FOR INDIVIDUAL MANUPACTURING QUOTA

Roquoat ID. 412154

Name_of Basic Class_or List_1 Chemical (onlv 1 _per DEA-189)
OXYMORPHONE (FOR_CONVERSION)

D)(4)

Date Submitted [

__24-APR-12

t

_Jﬁ_'ihgdusl Ligt Kumbex
yrug Code _

Quota Year

Q

'5652-A_

i

2013

DEA Registration Number|

D)4).(bKTHE}

CTontact Personld

I

Bmail Address f-------a----

. ._Eﬁ!s;_.ﬂp.._._.._...-_

b)(4].(bK&)

NOTE: All o-uut.h.iu aro to be hp:-"_u_g_;g_axm of Anhydrous Acid, Base, or Alkaloid{nor as Salts).

R = — - Quotas Previously Issued by DEA =
Quota luntnry 2011 2012 2011 Quota Requested
: "¢,100,000.0 7,166,000.0 . 0.0 7,600,000.0
Production Data T Ind preceding Year 1t Preceding Year | Estimate for Estirate for Yaar
" Current Year Requeated
SANEBEGGY 9 R Dee 2 0.0 379,490.0 1,379,450.0
E a.Bulk Controlled Substance/List 1 Chemical... »——-- “9'“; z a'o L : olu 0.9
h..ln-Prosesa Hat.en.al == %0 = 7.0 7.0 — QG
c. Contained in FINISHED Dosage FOrms......... B19,584.0 0.0 1,379,490.0 1,379,490.0
(T LI O e —
:Dispoul.tiol:\ eI p e S Lo R 9. B 0.0 7,805,096.0 7,805,096.0
i ADomestic. . iiivseeneniinaas Ve e v 0. 0.0 .4 *’-‘—'—n_n
| b EXpPOrt8.....0v00nes IR rhvens teeraaean 0.0 0.0 7,B805,096.0 7,805,096, C
Acquisiticn/Production T e
:’“Domatic . 0.0 0.q 7,600,000.0 7,600,000, 0f
.Domestic Sources....... P . \ | o.d 7 600 060 7600066 0
. s 55 : i
1f the Purpose is to Manufacture Another Substance(s}, Furnieh the Following Information:
Haze of Rew Subgtance Drug = _ Amount Used for this Pu % Yield
L : I 2010 2011 i 2013 |
—
NOROXYMORFHONE (FCR SALE) 9666-B bl o 7.825 - <7 §3.00
NOROXYMORFHONE (FCR CONVERSION) 9668-A 1,731,048 4,319,604 ':.797.271 63.00 —-

" product Davalopment Dosage Yorm

Btrength l Units/Batch

# of Batches Batch Purposs

Est. Quantity [ln. Cozpletion Time

Transfer Registrant l

Explanaticn of Transfer

:Data of Destructios _ Explazation
Packaging Product Naoe i Btrangth l I!n!.u.ﬂkg —I # of pPxges l Purpose 1 Total Quantity
i
i
|
Lmrka__
Vol. | Page29



APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA
Date Submittod |  24-APR-12

Request ID.112151
Name of Basic Class_or Liat,l‘t:heuical.,lonly 1 wer DEA-183)

NOROXYMORPHONE _ (FOR_SALE) - - - gchedule/List Numher 0
t rug Code 9668-B
£)i4) Quota Year 72013
DEA Registration Numbaz{P!(4) BN7}E)
Contagt_Person0/6) . B . uaa_la b)4) {bN6)
Bmail Address ------------
HOTE: All Ount}:iu are m ba Expressed in Gress _of Ashydrous Acid, Base, or Alkaloid(not s Salta}., |
b s e = ! Quotas Previously lssued by DEA |
Quota Eistory I 2011 2012 2013 __Quota Rogueated
. ' 3,500.0 3,000.0 0.0 3,500.0
Froduction Data - - - 2nd Preceding Year 1st Preceding Year Eatirate for Escicate lor Year
Qurrent Year lequelud.
Inventory as of Dec 11 o : S
, a.Bulk Controlled Substance/List 1 Chemical... |-—— “’:-u :-: 1.3::.u & 31;.:
{ D.In-Process Material..... SRR “ia 7o R 70
i c. Contained in FINISHED Dosage Forms......... 251.0 0.0 1,313.0] 1,313, 0]
ait ey /uell - :
m:p;z:t‘:’:c'sa e /uelifzation” B 3049 0.0 3,025.0] 3,035, 0
p-Domestic. SR S Nt - 0.0 0.9 2.a
. BXPOELa. Trrrrrrrreeeserrey et 305.0 0.0 3,025.0] 3,025.0]
Acquisition/Production
. 67.0 0.0 3,500.0] 3,500.0]
. Sourcea.......
r a.Domestic Sourcea 7.0 0.9 3,500.0 3,500.0)
TE the Purpese is to Manufacture Another Substance (s), Furnich the Following Information:
¥ame of New Substance prug | Ancunt Used for this Furpose % Yield
L ] . 2010 I 2011 2013
i

Product Develop=ent Douqn rorm [ u:unth l Uoits/Batch l # of Batchea Batch Purposs I Est. Quaatity [xn. Cempletion Time

‘rtm!or Registrant ] Explanstion of Transfer
1

f ..

T T S T

i

|

!

' Packaging Product Name Strength unite/Prg I ? of Fxgs I Furpose | Toral Quantiey
; -

|

,:l.mikﬂ
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

Request ID.[112152

Name_of Basic Class_or List 1 Chemical (onlv 3. Dex DEA-185)_

NOROXYMORPHONE (FOR CONVERSION)

Name_and Address of Registzant

Di(4)

= Date submitted| 24-APR-12
F.qhndnhlmu_ﬂunber 0
__DPrug Code. . . . . 9668 -A
ota Year 2013

DEA Registration Numberfbi4) THTHE)

Contact, Peraon|”/®) |

ax. No

Email Address [------------

um. All Quantitios are to be npruud in Grams of Anhydrous Acid, Base, or Alkaloid(mot as Solts).

Fhone_No.

D}4) (b)E)

. Quotas hnwuullx Issued by DEA

Quota History 01 2012 2013 Quota Roquastod
~ 74,900,000.0 3,606,000.0 0.0 5,600,000.0
Production Data T 2nd Preceding Year lat Preceding Year Estimate for Estitate for year
ourrent Year Requested
Inventory as of Dec 31 .
106, 262.0] 0.9 516,016, 518,016.0
a.Bulk Controlled Substance/List 1 Chemical... 17456 006.0 oo 300,000, 3000000
b.In-Process Material............. saeseneen e 0.d .0 o | 0.0
' ¢. Contained in FINISHED Dosage Fom 1,562,268.0 0.0 818,016.0] 818,016.0|
Disposition{Sale) /Utilization o d 0.0 44.694,166.0 44,694, 166.0|
IR " R e - D-CI a:u —= . n'J“‘ ~oa
B BapOreso. 0.9 0.0 44,694,166.0] 44.654,166.0
Acquisition/Production
' 0.0 0.0 5,600,000.0{ 5,600,000.0
L . Dom 1C: SONITRE o e e 0w T P
Pl e 0.4 0.q 5,600,000.0] 5,600,000,
If the Purpose is to Manufacture Another Substancels), Furnish the Following Information:
| NHaze of New Substance Drug Azount Used for this a | % ¥ield
: L _ 2010 T 2011 2013
Xalbuphine {Excepted) 0000-0 0 ] 637,000 20.00
Kaltrexcne (Excepted) Q000-0 [+] L] 2,690,298 85.00
Kaloxone (Excepted) 0000-0 1] ] 1,366,868 78.00
| &
S —
» Product Devolopment Dosage Form l ftrength ‘ Units/Batch l # of Batchsa Batch Purpoae I Eot. Quantity Eob. Cozpletion Time
Transfer Reglstrast [ T Explanstion of Transfar
"Dato of Deotructica . Explanation __ i
Fackaging Froduct Hame { Btrangth } Unita/Fxg I # of FPkgs yurposs Total Quaptity

Remarka

Vol. |
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Basic Claas: Ha3A

Total PQ Requasied: 3.620.230 000
DEANuUm 2013

rm(-‘.) (b)THE) 9,800,000 000

WO TR 9,800,000 000
2012 Final Inhtial APQ: 4 600,000 000
2012 Final Revised APQ: 4 600,000,000
FOA €5t [2012 Initial APQ * FOA X): £.000
I3 Est: (2011 Intisd APQ * IMS %): ©ooo
2013 Proposad inftiel APG: 8 200,000 000

MO 2012 Revised MO 7011 Sales

4,005,000 000 4.452.292.000

6,003,000 000

2013 Initlal APQ Worksheats

FDA Est;
IMS Ext:

oo%
Joew

2011 DEA MQ Sales % of 2011 Swiew  Share of 2011 Totel PO 2011 Imvertory 2012 Projected Esports 2011 Projected Sakes 2013 Pigjected Esports
0000

4,452,290 800

1000

3670220088 1871751000

OXYCODONE (FOR CONVERSION)

Vol. | Page 32

8 000

8,163 205 000

Two Thirds Cale
4,584,500 687

Calc Using CFR $0% invent
Toricesan

proposed MO
1,013,044 811

7,073,040 811



BASIC CLASS:

Company:
Request:

Current Year MQ:
Year end inventory

Calculations
oxymorphone (sale)
total needed
INITIAL MQs

est need

MQ:
Total [nitial MQs:

Total MQs:

FURTHER CALCULATIONS

Proposed Initial APQ,

2013 Initial Quota Worksheets

b)(4)

9800.0
5005.0
1871.8
amt needed substance MQ yield
8163.265 4000.000 0.490

8163.265

9583.581

8200.000

8200.000 + others

8200
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Oxycodone (conversion)

9330

8200.000




“PLIC‘-ATIDN rnn INDIVIDUAL nmncrnnm QU'OTA

| Request ID.112157 Date Submic:ad[ 24-APR-12
| Name of Basic Clage.or List 1 Mcal_(;mlv_l_nn:_nmm
— QXYCODQNE_ (FOR._ CQNYERSIQHJ._. e ..._Bchedule/List_ llunboz‘,__.l_,. | r——
t Drug Code -5 e L -
bi4) ta Year 2013
i PEA Registration Nurbor| b)4).(DHTNE)
Contagt Person|”'”) . . ) Fax, No s BN4) OXB)
Email Address ~----------- Phone No.
. NOTE: All uunelllln are to be I:pu-_lpd in grams of Anhydrous Acid lcl.d_,_slic. or Alkaloid(pnot am Balts).
Lo L [ ) Quotas P:evicujM_lgx DER
IQuo:a Himtory 2011 i 2012 2013 Quota Requasted
i 5,000,000.0 ‘.230.0!30.0 0.0 9,800,000.0
Producticn Data ’ . ind Preceding Year ist Preceding Year Esticace for Estirate for Year
- current Year Requeated
knven:ow 4n of Tes 1) 4.386.0 0.0 695,221 695,221.0
514. - . 0 i e R
a.Bulk Controlled Substance/List 1 Chemical... 1.357.365. 0 W 17950, 600.0 1.956.600. 0
b.In-Process Materfal........ccovnuunen 0.0 0.0 0.0 2.0
c. Contained in FINISHED Dosage Forms......... 1,871,751.0 0.0 2,645,221, 0] 2,645,221.0
p:.sp;;ttios:(sale)IU:Ln:auon .0 0.0 8,163, zes o 8,163,265.0
: a. estic.......... s senaas Beseasasa 0.0 9.0 q 0. a
, B BIPORE B o voaiesnminoiins o eiaim e wse et o i0ss 0 7.0 5.163,265.0] 3.163,265.0
Acquisition/Production - - =
0.0 0.0 5,800,000.0] 9,800,000. 0
D iec & ssibtsassannas sieiescnnne = L
A-Uomgclc Soupces [ 0.0 9.800,000.0 3,800,000.0
ftf the Purposs is to Manufacture Another Substance(s). Purnish the Following Inforration:
Nana of New Substance Drug I__ = Aoount Used for this Nr% I % Yiald
R L 2010 | 2011 2013 |
OXYMORPHONE {FOR SALE] 9652-B 3,815.184 4.167,535 8,163,265 45.C0
i
" Prodict Development Dossge Form J Strangth Unita/Batch —I # of Batchas Batch Purposs Xot. Quantity [¥et. Cozpletion Timo
i
— irrﬁiﬁ "l'ogT-r.nnTi - - Explanation of Transfar
 — .
i
1
i
:b_-t_-_&l_g_o_o_écuu : ; Explanation
i —
i
|
1
! Pumhq Ptodn:t. Nazns | Gtreagth ] Units/Phg I # of FPkgs Purposs I Total Quantity
|
\
|
Remarka
P - - -——1
| y
i
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o " APPLICATION POR INDIVIDUAL MANUFACTURING QUOTA o ne
Request ID.112158 _Date Submitted|  24-APR-12

— |
_Schedule/List Number _ | 0 _ |
xug_Code ;

Name_of Basic Clasn ox_List_ 1 Chemical (only 1_ner PRA-1B9)
OXYMORPHQNE (FOR SALE) ___

am Ad Regigtrant D 2652-8
b)(4) Quota Year _2013
DEA Registration Numbaer[U)#)®N7IE)
Contact. Pexgon("/® [——— : s Fax. No JEATTERET
Email Address ~------------ . _Phone No.

NOTE: All Quantities are to be s:;;tup-d in Gramw of Ashydrous Acid, Bass, or Alkaleid(mot as Salts).

R e — . __.._QM.-.ﬂ._i’_rsxi.n_’_xnﬂ- Issued by DEA
Quota History : 2011 2012 2013 Quota Requested
2,200,000.0 1,697,000.0 0.0 4,000,000.0
Production Data sSSic R Ind Freceding Year 18t Preceding Year Hatirate for Enticate for Year
i Current Year Requested
Inventory as of Dec 31 foaoboano— = = e e
! a.Bulk Controlled Substance/List 1 Chemical... | arL,23. 0.9 878, 581.0] 879,361.0
' . 0.0 Q.0 250.000.ﬂ 250,000, 0|
b.In-Process Material....cocveeriiossnnnnnnnes [ 0.0 0.0 0.0, 7.0
c. Contained in FINISHED Dosage Porms...... 377,233.0 0.0 1,128,981.0] 1,128,961.0]
Jispoaicion(Sal 1 ’
,P’P; :i’(s e} ueilizacion 2,368,152.4 0.9 3.517,725.0 3,517,725.0)
! :.gmnes B vonc e N R 1.0 °.a 0.0l o
. XPOTES. .o vvunn e 37368.153.0 7.0 3517, 725.0) 3517,735.4]
Acquisition/Production - ’
y 0.4 0.0 4,000,000.0 4,000,000.0
a.Doment Si R T el besessn s e
I ementic Sources | 0.0 4,000,000.0] %,000,000.0

1f ﬁhTPhi;pose-ii to Manufacture Another Substance (s), Furnish the Following Information:

Name of New Bubstance Drug Amount Used for this . % Yield
l ) ) l 2010 L =01y i 2013 }

tAPmmt Developzent Dosage Form i_ Strength l 'IhitlflulchJ ¢ of Batches [ Batch Purposs [ Est. Quantity rl-r.. Completion Time

!\;H;ﬂ_u" io_qra_télnt ) Ll Explanation of Transfex

e L e e oo o™ == = = -—

},ﬁgﬂ!’-@ Explanation

Packaging Product Name Btremgth | Unito/Fkg ; # of Pkge [ Purpose Totsl Quantity
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( ( (

Bask Clasw: s 2013 Initial APQ Works ety
Total PO Requeriad: 21684 \l0 FOA Ext 2020w
1S Est oo
OLA Mum 013 Requesied MO 2012 Revised MO 1917 Bales 3911 DEA 8Q Balvs % of 7011 Dabes Share of 1013 Totsl PQ 2011 inventery 2012 Projected Exports 2012 Projecred Sslus 2013 Prejscted £1porta Tws Thirds Cale  Cale Using CFR 5% Mvant proposed Q.
(D)(4) (bXT)(E) 91000 1,830 000 4an 000 448 000 1.000 2684170 1.168 000 aomo 1,092 000 0000 1 PO 667 1891 3 910,000
.00 aom 0000 48 000 Qo0 Qo0 ors 0000 5000 0000 0187 4149 5000
W3 Totais: 913 0o 1,530 000 ) 15,000
012 Final il APO: 2500 00
2011 Rnal Revised APG: 2500 000
FDA Est (2012 Inilal APQ * FOA %k 3007 500
g Est (2011 aital ARG " W3 %) o000
2913 Propesed Inftsl APG: 2000000 now: 20711 imponsd 0.1

REMIFENTANIL
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Basic Clasn: L oE ]
Total PQ Requested:

DEA Num
b)4) (o) 7XE)
NG Totals:
7012 Final inftial APQ: 5,400 000 BOO
2012 Fina! Revised APG: 5,400,000 000
FDA Ext [2012 indtial ARG * FDA %) 0000
145 Ext (2012 Inftial APQ * IMS %} 0000

2013 Proposed Ioftisl APQ:

60.603 100 000

2013 Roquested MO
10 000

190,000 600

500,000 000

5,000 000

10.000,000 000

10,894,010.000

(

2013 Inial APQ Worksheets

01 Revined MQ 2011 Saiew 2011 DEA MQ Ssiew % of 2011 Sates

16,000
‘304 D00 00O
0 000

0128
0 000
0.000

T2.000 000 6185907, 770

3 000,000 000

1,376,010 000

10,800,000 000 based on contrued pd and aunch

6.125,172.808
6,375,122 808
6325122 698
0,325 122 898
875122 600

0000
0.000
0000
0 580
0000

FDA Ewt:
IMS Evt:

00%
00%

Share of 2013 Tetal PO 2011 tvestory 2011 Projected Exports

1.207

0.000

0.000
$9.€5,621.907
0000

TAPENTADOL
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4579
© boo
0000
3,578,874.600
0000

0000
0000
0000
0000
0 00g

2012 Projected Saes 2013 Projectad Eaports

2000

390,000 000
450,000 000
31,100,009 0C0
8,000,000 000

0000
0000
0.000
0000
0000

Two Thirds Cate  Calc Using CFR 30% inverd  proposed MQ

970

202 G50 667
0000

2,473 842 087
2.000.000 000

4570
162,000 000
450,000,000

101,874.192.784

6 750,000 000

10 000
390,000 000
240,008 000

.000 000
10,000,000 000

10,645,010,000




Aggregate Production Quotas

{all values are in grams unless indicated otherwise)

Vol. | Page 38

Controlfod Substance {FInal Revised| Final Revised Initial ' Proposed  Proposed
: Revised Initial
Schedule I: ‘ 2010 2011 | 2012 082 2013
3,4-Methylenedioxyamphetamine (MDA) 20| 22! 22 22 30
3.4-Methylenedioxy-N-methylcathinone (methylone) o 8 12 15
3.4-Melhylenedicxymethamphetamine (MDMA) 20| 22 22 22 35
3,4-Methylenedioxypyrovalerane (MDPV) | 8 12 15
5-Methoxy-N,N-dimethyltryptamine ' 10
Bufotenine 3 3 < 2 3
Oesomorphine 5
Dihydromarphine 3,608,000 3,608,000 3,608,000 3,608.000 3,300,000
Gamma-hydraxybutyric acid 52,156,000 5.772,000| 47,000,000, 47,000,000 _ 37.000,000
Heroin 20 20 20 20 25
Lysergic Acid Diethylamide 15 16 16, 16 30
Methcathinone 4 4 4 12 14/
Controlled Substance h ’ Final RevisedFinal Revised|  Initial | Proposed Propnsod_<
Revised Initial

Schedule Ii: 2010 2011 2012 2012 2013 |
1-Piperdinocyclohexanecarbenitrile 0. 2 2 27 17
Alfentanil ! 8,000 12,800 15,000 19,550 30,600
Amgbarbital 3 40,007 40,007 40.007 7
Amphetamine (for conversion) 7.500.000! 8.500,000] 8.500.000 8.500,000  14,700.000
Amphetamine (for sale) 18,600,000 25,300,000 25300,000 29,400,000  30.400,000
Cocaine 247,000 216,000[  216.000 216,000 192,000
Dextropropoxyphene 92,000,000 A 1 15
Dihydrocodeine 800,000 255,000/ 400,000 400,000 200,000
Diphenoxylate 827,000 730,000 900,000 900,000 600,000
Ecgonine i ~ 83,000 83,000 83.000 83,000 102,000
Fentanyl 1,428,000 1,428,000/ 1,428,000 . 1,428,000 1,687.000
Lisdexamfetamine 9,000,000/  10,400,000] 12,000,000 12,000,000 15,400,000
Methamphetamine 1 3,130,000 3,130.000 3,130,000 3,130,000 3,130,000

levo-desoxyephedrine 750,000. 750,000/ 750,000 750,000 770,000

methamphetamine (for conversion) 2,331,000 2,331,000 2,331,000 2,331,000 2,311.000

methamphetamine (for sale) 49,000 49,000 49,000 49,000 48,000
Methylphenidate 50,000,000' 56.000,000; 56,000,000, 56,000,000 57,800,000
Morphine (for sale) 39,000,000, 39.000,000] 39,000,000 39,000,000  41,000.000
Noroxymorphone (for sale) 41,000 401,000 401,000: 1,981,000 407,000
Opium (tincture) 1,500,000 1,000,000 1,000,000 1,000,000 1,030,009,
Oripavine 15,000,000 8,000,000 9,800,000) 15,300,000  18,200.000
Oxycodone (for conversion) 5.600,000 5,600,000 5,600,000 5,600,000 8,200.000
Remifentanil 2,500 2,500 2,500 2,500 2,000
Secobarbital - 67,000 336,002 336.002 336.002 172,002
Tapentadol [ 71,000,000 403,0000 5,400,000, 5,400,000 10,800,000

L 1
Page 1



Billing Code 4410-09-P

DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-365]

Proposed Aggregate Production Quotas for Schedule [ and II Controlled Substances and
Proposed Assessment of Annual Needs for the List I Chemicals Ephedrine,
Pseudoephedrine, and Phenylpropanolamine for 2013

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

SUMMARY: This notice proposes initial year 2013 aggregate production quotas for controlled
substances in schedules I and II of the Controlled Substances Act (CSA) and assessment of

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

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

Eastern Time on the last day of the comment period.

ADDRESSES: To ensure proper handling of comments, please reference “Docket No. DEA-
365" on all electronic and written correspondence. DEA encourages that all comments be
submitted electronically through http://www.regulations.gov using the electronic comment form
provided on that site. An electronic copy of this document is also available at the

http://www regulations.gov Web site for easy reference. Paper comments that duplicate the
electronic sui.amission/ 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 regular or express mail should be sent to the Drug Enforcement Administration,
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Attention: DEA Federal Register Representative/ODL, 8701 Morrissette Drive, Springfield, VA

22152.

FOR FURTHER INFORMATION CONTACT: John W. Partridge, Chief, Liaison and Policy
Section, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield, VA 22152,

Telephone: (202) 307-4654.

SUPPLEMENTARY INFORMATION:
Posting of Public Comments

Please note that all comments received are considered part of the public record
and made available for public inépection 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 also place all the
personal identifying information you do not want posted online or made available in the
public docket in the first paragraph of your comment and identify what information you

want redacted.

If you want to submit confidential business information as part of your comment,
but do not want it to be posted online or made available in the public docket, you must
include the phrase “CONFIDENTIAL BUSINESS INFORMATION” in the first

paragraph of your comment. You must also prominently identify confidential business

information to be redacted within the comment. If a comment has so much confidential
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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.

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

person by appointment, please see the “For Further Information 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 controlled substance listed in schedules [ and
11 and for ephedrine, pseudoephedrine, and phenylpropanolamine. This responsibility has been

delegated to the Administrator of the DEA by 28 CFR 0.100.

The proposed year 2013 aggregate production quotas represent those quantities of
schedule I and 11 controlled substances, and the list I chemicals ephedrine, pseudoephedrine, and
phenylpropanolamine, to be manufactured in the United States in 2013 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.

In determining the proposed 2013 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.S.C. 826(a), 21 CFR 1303.11 (aggregate production quotas for controlled substances),
and 21 CFR 1315.11 (assessment of annual needs for ephedrine, pseudoephedrine, and

phenylpropanolamine). DEA proposes the aggregate production quotas and assessment of annual
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needs for 2013 by considering (1) total net disposal of the class or chemical by all manufacturers
and chemical importers during the current and two preceding years; (2) trends in the national rate
of net disposal of the class or chemical; (3) total actual (or estimated) inventories of the class or
chemical arnd of all substances manufactured from the class or chemical, and trends in inventory
accumulation; (4) projectéd demand for such class or chemical as indicated by procurement and
chemical import quotas 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 United States,
lawful export reduircments, and reserve stocks, as the Administrator finds relevant. Other factors
DEA considered in calculating the aggregate producu'oﬁ quotas, but not the assessment of annual
needs, include product development requirements of both bulk and finished dosage form
manufacturers, and other pertinent information. [n determining the proposed 2013 assessment of
annual needs, DEA used the calculation methodology previously described in the 2010 and 2011

assessment of annual needs (74 FR 60294 and 75 FR 79407, respectively).

DEA also specifically considered that inventory allowances granted to individual
manufacturers may not always result in the availability of sufficient quantities to maintain an
adequate reserve stock pursuant to 21 U.S.C. 826(a), as intended. See 21 CFR 1303.24. This
would be concerning if a natural disaster or other unforeseen event resulted in substantial
disruption to the amount of controlled substances available to provide for legitimate public need.
As such, DEA proposes to include in all schedule 11 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 established aggregate production quota will reflect these included
amounts. This action will not affect the ability of manufacturers to maintain inventory
allowances as specified by regulation. DEA expects that maintaining this reserve in certain

established aggregate production quotas will mitigate adverse public alfects if an unforeseen
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event resulted in substantial disruption to the amount of controlled substances available to

provide for legitimate public need, as determined by DEA. DEA does not anticipate utilizing the

reserve in the absence of these circumstances.

The Administrator, therefore, proposes that the year 2013 aggregate production quotas

and asscssment of annual needs for the following schedule I and 11 controlled 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 2013 Quotas

1-(5-Fluoropenty!)-3-( 1-naphthoyl)indole (AM2201) 45¢
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45g
1-[1-(2-Thienyl)cyclohexyl]piperidine 5g
1-[2-(4-Morpholinyl)ethyl]-3-(I-naphthoyl)indole (JWH-200) 45g
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45g
1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR—~18 and RCS— 45g
8)

1-Hexyl-3-(1-naphthoyl)indole (JWH-019) 45 g
1-Methyl-4-phenyl-4-propionoxypiperidine 2g |
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45g |-
[-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45g
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45g
1-Pentyl-3-(4-chloro- 1 -naphthoyl)indole (JWH-398) 45g
I-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45¢
1-Pentyl-3-[1-(4-methoxynaphthoy!)]indole (JWH-081) 45 ¢
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS—4) 45¢g
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) 15g
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 15g
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 15g
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 15g
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 15g
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 15g
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 15g
2,5-Dimethoxy-4-ethylamphetamine (DOET) 12g
2,5-Dimethoxy-4-n-propylthiophenethylamine 12¢
2,5-Dimethoxyamphetamine 12g
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]cthanamine (2C-T-2) 15g
2-[4-(Isopropylthio)-2,5-dimethoxyphenyljethanamine (2C-T—4) I5g
3-Methylfentanyl 2g|-
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3-Methylthiofentanyl 2g |
3,4-Methylenedioxyamphetamine (MDA) 30g
3,4-Methylenedioxy-N-methylcathinone (methylone) 15¢g
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 24¢g
3,4-Methylenedioxymethamphetamine (MDMA) 35g
3,4-Methylenedioxypyrovalerone (MDPV) 15¢g
3,4,5-Trimethoxyamphetamine 2g|
4-Bromo-2,5-dimethoxyamphetamine (DOB) 12¢g |
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 12g
4-Methoxyamphetamine 88¢g
4-Methylaminorex 12g|
4-Methyl-2,5-dimethoxyamphetamine (DOM) 12g |
4-Methyl-N-methylcathinone (mephedrone) 15g4 ~
5-(1,1-Dimethylhepty!)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 68¢g |
5-(1,1-Dimethylocty}-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol S3g|.
{cannabicyclohexanol or CP-47, 497 C8-homolog)

5-Methoxy-3,4-methylenedioxyamphetamine 12g |~
5-Methoxy-N,N-diisopropyltryptamine 12g |
5-Methoxy-N,N-dimethyltryptamine 10g |~
Acetyl-alpha-methylfentanyl 2g |
Acetyldihydrocodeine 2g
Acetylmethadol 2g |
Allylprodine 2g |-
Alphacetylmethadol 28l
Alpha-ethyltryptamine 12¢g |
Alphameprodine 2g |7
Alphamethadol 2g| -~
Alpha-methylfentanyl 2glv-
Alpha-methylthiofentanyi 2g
Alpha-methylitryptamine (AMT) 12g |~
Aminorex 12g (.~
Benzylmorphine 2g |l
Betacetylmethadol 2g|v
Beta-hydroxy-3-methylfentanyl 2g |-
Beta-hydroxyfentanyl 2g |-
Betameprodine 2g i
Betamethadol 2g |-
Betaprodine 2¢ |-
Bufotenine gl»
Cathinone 12g
Codeine-N-oxide 602 g |-
Desomorphine S5gi~
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Diethyltryptamine 12¢g
Difenoxin S0g
Dihydromorphine 3,300,000 g
Dimethyltryptamine 18¢g
Gamma-hydroxybutyric acid 46,250,000 g |-
Heroin 25g
Hydromorphinol 54¢g
Hydroxypethidine 2g |
Ibogaine 5g
Lysergic acid diethylamide (LSD) 30g |
Marihuana 21,000 g
Mescaline ' 13g
Methaqualone 10g{:
Methcathinone 4g| -
Methyldihydromorphine 2g |-
Morphine-N-oxide 655¢g |
N-Benzylpiperazine 12g]-
N,N-Dimethylamphetamine 12g
N-Ethylamphetamine 12g1-
N-Hydroxy-3,4-methylenedioxyamphetamine 12¢g
Noracymethadol 2g |
Norlevorphanol S2g
Normethadone 2g |
Normorphine 18¢g
Para-fluorofentanyl 2g |
Phenomorphan 2g |
Pholcodine 2g!
Properidine 2g |-
Psilocybin 2g.
Psilocyn dg|-
Tetrahydrocannabinols 491,000 g
Thiofentany! 2g
Tilidine 10g|—
Trimeperidine 2gi-
Basic Class — Schedule Il Proposed 2013 Quotas
1-Phenylcyclohexylamine g
|-Piperdinocyclohexanecarbonitrile 2lg
4-Anilino-N-phenethy!-4-piperidine (ANPP) 2,250,000 g |
Alfentanil 38,250 g
Alphaprodine 3g
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Amobarbital 9g
Amphetamine (for conversion) 18,375,000 g-{/
Amphetamine (for sale) 38,000,000 g
Carfentanil %
Cocaine 240,000 g v
Codeine (for conversion) 81,250,000 g+
Codeine (for sale) 49,506,250 p-r=—
Dextropropoxyphene 19g |.
Dihydrocodeine 250,000 g
Diphenoxylate 750,000 g
Ecgonine 127,500 g |.
Ethylmorphine jg
Fentanyl 2,108,750 g
Glutethimide gl
Hydrocodone (for sale) 78,750,000 g
Hydromorphone 4,535,000 g
Isomethadone gl
Levo-alphacety!methadol (LAAM) gl
Levomethorphan 6g
Levorphanol 4,500 ¢ |-
Lisdexamfetamine 19,250,000 g
Meperidine 6,875,000 g
Meperidine Intermediate-A 6g
Meperidine Intermediate-B Ilg
Meperidine Intermediate-C 6g
Metazocine bg
Methadone (for sale) 25,000,000 g
Methadone Intermediate 32,500,000 g
Methamphetamine 3,912,500 g

[962,500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product;
2,888,750 grams for methamphetamine mostly for conversion to a schedule [l product; and 61,250

grams for methamphetamine (for sale)]

Methylphenidate 72,250,000 g
Morphine (for conversion) 103,750,000 g
Morphine (for sale) 51,250,000 g
Nabilone 25,628 ¢ |
Noroxymorphone (for conversion) 9,000,000 g
Noroxymorphone (for sale) 508,750 g
Opium (powder) 91,250 g
Opium (tincture) 1,287,500 g
Oripavine 22,750,000 g
Oxycodone (for conversion) 10,250,000 g
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Oxycodone (for sale)

123,375,000 g

Oxymorphone (for conversion) 16,000,000 g
Oxymorphone (for sale) 6,875,000 g
Pentobarbital 42,500,000 g
Phenazocine 6g
Phencyclidine 30g
Phenmetrazine Jg
Phenylacetone 20,000,000 g
Racemethorphan g
Remifentanif 2,500 g
Secobarbital 215,003 g
Sufentanil 6,250 g
Tapentadol 13,500,000 g |
Thebaine 145,000,000 g

Basic Class — List I Chemicals

Proposed 2013 Quotas

Ephedrine (for conversion) 12,000,000 g
Ephedrine (for sale) 3,200,000 g
Phenylpropanoclamine (for conversion) 25,700,000 g
Phenylpropanolamine (for sale) 4,400,000 g |
Pseudoephedrine (for sale) 185,000,000 g

The Administrator further proposes that aggregate production quotas for all other

schedule I and I! controlled substances included in 21 CFR 1308.11 and 1308.12 be established at

zero. Pursuant to 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of the relevant

factors, the Administrator may adjust the 2013 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 proposed determinations. Based on comments

received in response to this Notice, the Administrator may hold a public hearing on one or more

issues raised. In the event the Administrator decides in her sole discretion to hold such a hearing,

the Administrator will publish a notice of any such hearing in the Federal Register. After
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consideration of any comments and after a hearing, if one is held, the Administrator will publish
in the Federal Register a final order establishing the 2013 aggregate production quota for each
basic class of controlled substance and assessment of annual needs for the list T chemicals

ephedrine, pseudoephedrine, and phenylpropanolamine.

Dated: Michele M. Leonhart
Administrator
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within the vicinity of Los Banos,
California. The general project location
is south of State Route 152 between U.S.
101 and Interstate 5, approximalely two
hours southeast from San Francisco.

The RMP/GP area is owned by
Reclamation and was built as part of the
waler storage and delivery system of
reservoirs, aqueducts, power plants, and
pumping stations operated under the
California State Water Project and
Central Valley Project. Construction
began on San Luis Reservoir in 1963
and was completed in 1967 with
planned joint-use by the State Water
Project and the Central Valley Project.
The California Department of Parks and

Recreation was given the responsibility

to plan, design, construct, maintain, and
operate the recreation areas surrounding
the reservoirs.

The new plan will: (1) Enhance
natural resources and recreational
opportunities without interrupling
reservoir operations; (2) provide
recreational opportunities to meet the
demands of a growing population with
diverse interests; (3) ensure diversity of
recreational opportunities and quality of
the recreational experience; (4) protect
natural, cultural, and recreational
sources while providing resource
education opportunities and
stewardship; and (5) provide updated
management direction for establishing a
new managenent agreement with the
State of California.

The Draft E1S/Revised Draft EIR
outlines the formulation and evaluation
of alternatives designed to address these
issues through a representation of the
varied interests at the Plan Arca. The No
Action/No Project Alternative
(Alternative 1) would result in the
continuation of current management
practices. Action Alternative 2 (Limited
New Access and Development)
emphasizes resource protection and
limited new development. Action
Alternative 3 (Moderate New Access
and Development) balances natural and
cultural resource protection and
recreation opportunities. Action
Alternative 4 (Maximum New Access
and Development) provides the most
overall recreation facility development.

The Draft RMP/GP EIS/EIR has heen
developed within the authorities
provided by Congress through the
Reclamation Recreation Management
Act of 1992 (Pub. L. 102-575, Title 28,
16 U.S.C. 460L) and other applicable
agency and Department of the Interior
policies.

Copies of the Draft RMP/GP EIS/EIR
are available for public review at the
following locations:

e Bureau of Reclamation, Mid-Pacific
Region, Regional Library, 2800 Cottage
Way, Sacramento, CA 95825.

« Bureau of Reclamation, South-
Central California Area Office, 1243 N
Streel, Fresno, CA 93721,

» Four Rivers Sector Office, 31426
Gonzaga Road, Gustine, CA 95322

¢ Los Banos Library, 1312 South 7th
Street, Los Banos, CA 93635.

» California Department of Parks and
Recreation, Northern Service Center,
One Capitol Mall, Suite 500,
Sacramento, CA 95814,

» Bureau of Reclamalion, Denver
Office Library, Building 67, Room 167,
Denver Federal Center, 6th and Kipling,
Denver, CO 80225.

+ Natural Resources Library, U.S.
Departmenl of the Interior, 1849 C Street
NW., Main Interior Building,
Washington, DC 20240-0001.

Public Meeting

A brief presentation, including a
project overview, will open the public
meeting. This will be followed by an
open house during which individual
concerns and questions will be
addressed through inleraction with the
project team.

If special assistance is required al the
public meeting, please contact Mr. Dave
Woolley at 559-487-5049, (TTY 1-800-
735-2928), or by emailing
dwoolley@usbr.gov. Please notify Mr.
Woolley as far in advance as possible to
enable Reclamation staff enough time to
secure the needed services. If a request
cannol be honored, the requestor will be
notified.

Public Disclosure

Before including your address, phone
number, cmail address, or other
personal identifying information in your
comment, you should be aware that
your entire comment—including your
personal identifying information—may
be made publicly available at any time.
While you can ask us in your comment
to withhold your personal identifying
information from public review, we
cannot guarantee that we will be able to
do so.

Dated: May 17, 2012.

Pablo R. Arroyave,

Deputy Regional Director, Mid-Pacific Region.
[FR Doc. 2012-18021 Filed 8-2-12; 8:45 am|
BILLING CODE 4310-MN-P
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DEPARTMENT OF JUSTICE

Drug Enfarcement Administration

[Docket No. DEA-365]

Proposed Aggregate Production
Quotas for Schedule | and Il Controlled
Substances and Proposed
Assessment of Annual Needs for the
List | Chemicals Ephedrine, ‘
Pseudoephedrine, and
Phenylpropanolamine for 2013

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

ACTION: Notice with request for
comments.

SUMMARY: This notice proposes initial
year 2013 aggregate production quotas
for controlled substances in schedules
and II of the Controlled Substances Act
(CSA) and assessment of annuzal needs
for the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine.

DATES: Electronic comments must be
submitted and wrilten commenls must
be postmarked on or belore September
4, 2012. Commenters should be aware
that the electronic Federal Docket
Management System will not accept
comments afler midnight Eastern Time
on the last day of the comment period.

ADDRESSES: To cnsure proper handling
of comments, please reference “Docket
No. DEA-365" on all electronic and
written correspandence. DEA
encourages that all comments be

.submilted electronically through http://

www.regulations.gov using the
electronic comment form provided on
that site. An electronic copy of this
document is also available at the http://
www.regulations.gov Web site for easy
reference. Paper comments that
duplicate the electronic submission are
not necessary as all comments
submitted to htip://www.regulations.gov
will be posted for public review and are
part of the official docket record.
Written comments submitted via regular
or express mail should be sent to the
Drug Enforcement Administration,
Attention: DEA Federal Register
Representative/ODL, 8701 Morrisselte
Drive, Springfield, VA 22152.

FOR FURTHER INFORMATION CONYACT: John
W. Partridge, Chief, Liaison and Policy
Section, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, VA 22152, Telephone: (202)
307—4654.

SUPPLEMENTARY INFORMATION:



46520 Federal Register/Vol. 77, No. 150/Friday, August 3, 2012/ Notices

Posling of Public Comments

Please note that all comments
received are considered part of the
public record and made available for
public inspection online at http://
www.regulations.gov and in the DEA’s
public docket. Such information
includes personal identifying
information (such as your name,
address, elc.) 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 also place
all the personal identifying information
you do nol want posted online or made
available in the public docket in the first
paragraph of your comment and identify
what information you want redacted.

If you want to submit confidential
business information as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “CONFIDENTIAL BUSINESS
INFORMATION" in the Tirst paragraph
of your comment. You must also
prominently identify confidential
business information to be redacted
within the comment. If a comment has
so much confidential business
information that it cannot be cffectively
redacled, 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 located as set forth above
will be redacted, and the comment, in
redacted form, will be posted online and
placed in the DEA's public docket file.
Please note that the Freedom of
Information Act applies Lo 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 Lo
establish aggregate production quotas

for each basic class of controlled
substance listed in schedules I and 11

and for 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 lo the Deputy
Administrator, pursuant to 28 CFR
0.104.

The proposed year 2013 aggregate
production quotas represent those
quantities of schedule [ and 11 controlled
substances, and the list I chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine, to be
manufactured in the Uniled States in
2013 to provide for the estimated
medical, scientific, research, and
industrial needs of the United Stales,
lawful exporl 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.

In determining the proposed 2013
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.S.C. 826(a). 21 CFR 1303.11
(aggregate production quotas for
controlled substances), and 21 CFR
1315.11 (assessment of annual needs for
ephedrine, pseudoephedrine, and
phenylpropanolamine). DEA proposes
the aggregate production quotas and
assessment of annual needs for 2013 by
considering (1) total net disposal of the
class or chemical by all manufacturers
and chemical importers during the
current and two preceding years; (2)
trends in the national rate of net
disposal of the class or chemical; (3)
lotal 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 Stales, lawf{ul export
requirements, and reserve stocks, as the
Deputy Administrator finds relevant.
Other factors DEA considered in
calculating the aggregate productian
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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 2013 assessment of annual
needs, DEA used the calculation
methodology previously described in
the 2010 and 2011 assessment of annual
needs (74 FR 60294 and 75 FR 79407,
respeclively).

DEA also specifically considered that
inventory allowances granted to
individual manufacturers may not
always result in the availability of
sufficient quantities to maintain an
adequate reserve stock pursuanl 1o 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, DEA proposes to
include in all schedule II aggregate
production quotas, and certain schedule
1 aggregate production quotas (gamma-
hydroxybutyric acid and
tetrahydrocannabinols), an additional
25% of the estimaled medical,
scientific, and research needs as part of
the amount necessary to ensure the
establishment and maintenance of
reserve slocks. The resulting established
aggregate production quota will reflect
these included amounts. This action
will not affect the ability of
manufacturers to maintain inventory
allowances as specified by regulation.
DEA expects that maintaining this
reserve in certain established aggregate
production quotas will mitigate adverse
public affects if an unforeseen event
resulted in substantial disruption to the
amount of controlled substances
available to provide for legitimate
public need, as determined by DEA.
DEA does not anticipale utilizing the
reserve in the absence of these
circumstances.

The Deputy Administrator, therefore.
proposes that the year 2013 aggregate
production quotas and assessment of
annual needs for the following schedule
I and II controlled substances and for
the list I chemicals ephedrine,
pscudoephedrine, and
phenylpropanolamine, expressed in
grams of anhydrous acid or base, be
established as follows:
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Proposed
2013
quotas
g
Basic Class—Schedule |

1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) ... 45
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AME94) .. 45
1-{1-(2-Thienyl)cyclohexyllpiperidine .. 5
1-[2-(4-Morpholinyl)ethyl]-3-(1- naphlhoyl)indme (JWH—ZOO) 45
1-Butyl-3-(1-naphthoyl)indole (JWH-073) .. 45

1-Cyclohexylethyl-3-(2- methuxyphenylacelyl)mdole (SR—-18 and HCS—B) 45
1-Hexyl-3-(1-naphthoyljindole (JWH-018) .......... 45
1-Methyl-4-phenyl-4-propionoxypiperidine ... 2
1-Penty!-3-(1-naphthoyl)indote (JWH-018 and AMB?S) 45
1-Pentyl-3-(2-chloraphenylacetyi)indole (JWH-203) .. 45
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH—ZSD) . 45
1-Penty)-3-(4-chlore-1-naphthoyl)indole (JWH-388) ..... 45
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) .... 45
1-Pentyl-3-[1- (4-melhoxynaphthoyl)]indole (JWH-081) ... 45
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-18, RCS-4) . 45
2-(2,5-Dimethoxy-4-(n)-propylpheny!)ethanamine (2C-F) .... 15
2-(2,5-Dimathoxy-4-ethylphenyl)ethanaming (2C—E) ..cvoeeirniinciniiisnisiarsnssss e s s 15
2-(2,5-Dimathoxy-4-methyiphenyl)ethanamine (20—0) " 15
2-(2,5-Dimathoxy-4-nitro-phenyl)ethanamine (2C=N) ........cccrimmmmiismmes s 15
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) .. . 15
2-(4-Chloro-2,5-dimethoxyphenyljethanamine (ZG—C) 15
2-(4-lodo-2,5-dimethoxyphenyljethanamine (2C-1) .... 15
2,5-Dimethoxy-4-ethylamphetamine (DOET) .. 12
2,5-Dimethoxy-4-n-propylthiophenethylamine . 12
2,5-Dimethoxyamphetlaming ....c..ccemimsssssssssssssmsnmen 12
2-[4-(Ethylthio)-2,5-dimethoxyghenyllethanamine (2C-T-2) .... 15
2-[4-(Isoprapylthlo}-2 Sdamethoxyphenyllethanamme (20—-T—4) ; 15
3-Methylentany! ... o e 2
3- Methy!lhmfen‘tanyl 2
3 4—Melhyfanednoxyampheiamme (MDA) ............... 30
3,4-Methylenedioxy-N-methylcathinone (methylone) . 15
3,4-Methytenedioxy-N-ethylamphetamine (MDEA) ... 24
3.4-Methylenedioxymethamphetamine (MDMA) ... 35
3.4-Methylenedioxypyrovalerone (MDPV) ....... 15
3.4,5-Trimethoxyamphetamine .. G 12
4-Bromo-2,5- dlmethoxyamphelamme (DOB) 12
4-Bromo-2 Sdmelhoxyphenethylamme (2«-08) 12

4-Methoxyamphetamine ......... 88
4-Methylaminorex ........... 12
4-Methyl- asdmeumxyamphelamme ( 12
4-Methyl-N-methyicathinone (mephedrone) .. 15
5-(1,1-Dimethylheptyl)-2-[(1R,35)-3- hydroxycyc!ohe:yl] phenol = 68
5-1,1-Dimethyloctyl)-2-[(1R,3S)-3- nydroxycyc!chexm phenol (cannablcyclohexanol or CP«-4? 437 Cs-homo.og) 53
5-Methoxy-3, 4—methylenedioxyamphelamme - 4 12
5-Methoxy-N,N-diisopropyltryptamine ......... 12
5-Methoxy-N,N-dimethyltryptamine .. 10
Acetyl-alpha-methylfentanyl ....... 2
Acetyldinydrocodeine ......... 2
Acetylmethadol ........ 2
Allylprodine .......... 2
Alphacetyimethado! ..... 2
Alpha-gthyitryptamine . 12
Alphameprodine ... 2
Alphamethadel ..... 2
Alpha-methylfentanyl .. 2
Alpha-methylthiofentany! .... 2
Alpha- me!hyllryptamme (AMT) — 12
Aminorex .. . . . 12
Benzylmmphme et remasen arrnast s pebA SRR SR S A 2
Betacetylmethadol ................ 2
Beta-hydroxy-3- melhwfentanyt 2
Beta-hydroxylentanyl .. 2
Betameprodine . 2
Betamethadol “
Betaprodine .. 2
Bufotenine ... 3
Cathinone ..... 12
Codeine-N-oxide . 602
DIESOMOMPRING ..uovevussssenssnsensenssesssransiiobsasssassssnssasarasssses saness s inss AESH1SE11ER1TR1E 1208 11 S0 E0S  ame00 5
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Praposed -
2013
quolas
9
DisthylVDRIMING orovonemmemsomsssesssmssnsssinemnsmenss 12
Difenoxin ..... 50
Dihydromorphine 3,300,000
Dimethyltryptamine ... 18
Gamma- hydroxybulync acm 46,250,000
FAEYBIY . o omsicins o ssiesiomimmsssuosss susnnsomnsiiens s sosins ks pm s v s S A A S N SN 25
Hydromorphmol 5 54
Hydroxypethidine .. S T e e R R SR e e S T S 2
IBODAINR i Wb e R R e ; 5
Lysergic acid disthylamide (LSD) ........................................... 30
Marihuana . . ; : 21,000
Mescaline .. T PP e PR TR SRS 13
Meihaqualona 3 10
Methcathinone ....... 14
Melhyldihydromarphine . 2
Morphine-N-oxide ..... 655
N-Benzylpiperazine .......... 12
N,N-Dimethylamphetamine .. NN 12
N-Ethylamphetamine ..........ccooniisinisiniane P 12
N-Hydroxy-3.4-methylenedioxyamphetamine .. S B L, RS 12
Noracymemaool «..mniimmiiamnminimiimisrmsbaives wisaisssiaiy 2
Norevorphanal ... 5% i 52
NOMMBRAONE .ccuisassismiisisiis irsmirassise B —— 2
Normorphine retearee e s saen 18
Para-fluorcfentanyl ........ccccoceverecnanns 2
PhENOMOIPRAN! oo aai s s i sh i 2
Pholcodine ...... 2
P BT TR i wavwixaivhosanosa i S A A 2
Psilocybin . . 2
PEIBOUN s amd S 4
Telrahydrocannabmols 3 491,000
Thiofentanyl 2
THIdINE .0vpnens 10
Trimeperiding ISP 2
Baslc Class—Schedule Il
1-Phenylcyclohexylamine .......... siielonsiinpensenssanensmnensosig 3
1- Pxperdmocyc!ohexanmmonnnle 21
4-Anilino- N-phanethyl—d-plpeﬁdme (ANPF) 2,250,000
Alfentanil 38,250
Alphaprodine .. ]
Amobarbital .....ieieee. 5 o 9
Amphetamine {for conversion) T 18,375,000
Amphetamine (for sale) ....... = 38,000,000
Carfentanil ............ce.. 6
Cocaing ......cnecmseesns e RSN ETSrTAr aws shan AR SR AR 240,000
Codeine {for conversicn) 3 % 81,250,000
Codeine (for sale) .. 3 - % T — 49,506,250
Daxtropropoxyphene ... 19
Dihydrocodeine .... ‘ ’ 250,000
Diphenoxylate S R AR 750,000
Ecgonine ......... ; : : ; 127,500
Ethylmorphine . R S R AP 3
Fentanyl .. 2,108,750
Giutethimide .. 3
Hydrocodone (for sa]e) 78,750,000
Hydromorphone ... 4,535,000
Isomethadone ......... 5
Levo- a!phacelytrnelhadol ( LMM) 4
Levomethorphan ........... 6
Levorphanal .. 4,500
Lisdexamfelamine .. 19,250,000
Meperidine ............. 6.875.000
Meperidine Intermediate- &
Meperidine Intermediate-B .. 1"
Meperidine Intermediate-C 6
Metazocine .. 6
Methadone (for sale) .. gg-ggg-gﬂog
thadone In UL
Methadone tarmediate 3.912.500

Methamphetaming ........ccosee e
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46523

Proposed
2013
quotas
9
(962,500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 2,888,750 grams
for methamphetamine mostly for conversion to a schedule |l product: and 61,250 grams for methamphet-
amine (lor sale)).
R R I s o S e e S e s e B A 72,250,000
Morphine (for conversion) 103,750,000
Morphine (for sale) ..... 51,250,000
1151 RO RU————— 25,628
Noroxymorphone (for conversion) 9,000,000
Noroxymorphene (for sale) ... 508,750
Oplum (powder) ............. 91,250
Opium (tincture) 1,287,500
Orpaving ......cooovvivmncnenns 22,750,000
Oxycodone (for conversion) 10,250,000
Oxycodona (for sale) ............ 123,375,000
Oxymorphone (for conversion) .. 16,000,000
COxymorphone (for sale) ......... 6,875,000
Pentobarbital ............... 42,500,000
PRBNBZOCIIG sauivansiiocos o cosiausns v SV esd s s iR v o83 55 6
Phencyclidine ... ; 30
Phenmetrazine . . RS 3
PhenylacBloNne ...c.cc..vveeeecrieserinemiissinieeisesssssssanasssanserasssnsace 20,000,000
Racemethcrphan . 3
Remifentanil . 2,500
SeCobArNAl s 215,003
Sufentanil ..... . - 6,250
Tapentadol e s T 13,500,000
TREDAINE ©.veuvevevrecsseramesereemessreessessesas st en e smes sesessenseesass o ERe e s st sh et s b sarbrasasarmmsans 145,000,000
Baslc Class—List | Chemicals

Ephedrine {for conversion) .... 12,000,000
Ephedrng (for sall). ....inmsiainmmnaisisinsmisysvaseis 3,200,000 .
Phenylpropanolamine (for conversion) . ; ; 25,700,000
Phenylpropanolamine (for sale} ........ P 4,400,000
Peaudoaphedrinie {Jor SIB) ....c.iiismmsinsssnsmsasisstssmasssinsssnssastssrisabstssrinsssssos shssassassts s st aTE s a8 sns s snsrmsnesns sy aesamnsns 185,000,000

The Deputy Administrator further
proposes thal aggregate production
quotas for all other schedule I and 1l
controlled substances included in 21
CFR 1308.11 and 1308.12 be established
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 2013
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 writien comments on or
objections to these proposed
determinations. Based on comments
received in response to this Notice, the
Deputy Administrator may hold a
public hearing on one or more issues
raised. In the event the Deputy
Administrator decides in his sole
discretion to hold such a hearing, the
Deputy Administrator will publish a
notice of any such hearing in the
Federal Register. After consideration of
any comments and after a hearing, if one
is held, the Deputy Administrator will

publish in the Federal Register a final
order establishing the 2013 aggregate
production quota for each basic class of
controlled substance and assessment of
annual needs for the list ] chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine.

Dated: july 31, 2012.
Thomas M. Harrigan,
Deputy Administralor.
|FR Doc. 2012-108052 Filed 8-2-12; 8:45 am|
BILLING CODE 4410-00-P

DEPARTMENT OF LABOR
Office of the Secretary

Agency Information Collection
Activities; Submission for OMB
Review; Comment Request; Prohibited
Transaction Class Exemption for
Cross-Trades of Securitles by [ndex
and Model-Driven Funds

ACTION: Nolice.

SUMMARY: The Department of Labor
(DOL} is submitting the Employee
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Benefits Security Administration
(EBSA) sponsored information
collection request (ICR) titled,
'Prohibited Transaction Class
Exemption for Cross-Trades of
Securities by Index and Model-Driven
Funds,” to the Office of Management
and Budget (OMB) for review and
approval for continued use in
accordance with the Paperwork
Reduction Act (PRA) of 1995 (44 U.S.C.
3501 et seq.).
DATES: Submit comments on or before
September 4, 2012.
ADDRESSES: A copy of this ICR with
applicable supporting documentation;
including a description of the likely
respondents, proposed frequency of
response, and estimated total burden
may be obtained from the Reglnfo.gov
Web site, http://www.reginfo.gov/
public/do/PRAMain, on the day
lollowing publicalion ol this notice or
by contacting Michel Smyth by
telephane at 202-693—4129 (this is not
a toll-free number} or sending an cmail
to DOL_PRA_PUBLIC@dol.gov.
Submit comments about this request
to the Office of Information and
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_Drug 1 Company Comment Ampunt ! Response Proposed APQ | Faablish APQ Chunge APQ w/ 25% bulfer
| amphetamine (for gonversion) kbi(4) | increase APD | 219,000 increase APQ, based on lisdexamfetamine 14,700 000 18,300,000 3,600,000 | 12,875,000
increste R0 000
amphetamine (for sale) i increase APQ, based on sales 30,4n0,000 34,100,000 3,700,000 42,625,000
increace APQ 1,100,000,
codeine (for conversion) | increase APQ 13,500,000 APQ adegquate, ng change 65,000,000 65,000,000 . .
codeine (for sale) | decrease APQ 6,588 000 PQ adeguate, no change 19,605 000 19,605,000 = -
| _eymma i¢ AGid mere PQ 1,660,000 APQ adequate, no chanue 17,000,000 17,000,000 - =
I | increase APQ 12,832 8%0 .
hydrocadooe (for sale) incrense APO 10-000 608 increase APQ, based on sales 63,000,000 79,700,000 16,700,000 99,625,000
hydros ane ngrease APQ - increase APQ, based on i 1,628,000 4,775,000 47, s 7
v mphetmine |_inctease APQ 12 increase APQ bosed on new cequests 170,000] 790, G87,500
tisdexamfetamine ety :’,3 i ;{% increase APQ, based on exponts 14,400,000 16,800,000 1,400,000 21,000,000
\di | increase APQ 26,100 < u »
meperidine increase APO 23,000 APQ adequate, no change $,500,000 £,500,000
increase APQ 951
mcthylphenidate decrea increase APQ, based on exports 57,800,000 64,600,000 6,800,000 80,750,000
|increase APQ .
mocphine (for conversion) _mg.es_alg . APQ adequate, no change 83,000,000 3,000,000 . -
morphine (for 1alc) - ArA LIALLC increase APQ, based on sales 41,000,000 48,200,000 7,200,000 60.250,000
noroxymorphgne (for eonvergion) [_increase APQ 5,400,000/ APQ adequate, no change 7,200,000] 7,200,000, = -
oripavine i APQ 41 APQ hange 0 . -
e (for sale increase APQ 1 increase APQ, based on sales 98,700,000 105,200,000 131,500,000
oxymorphone (for conversion) _decrease APQ 235 incren based on new requests 12,800,000 14,700,000 1,900,000 18,375,000 |
| oxymorphone (for sale) |_decrease APQ 2,077,000 APQ adequate, no change 3,500,000 5,500,000 . -
remifentamil |_increase APQ 1,820/ increase APQ based on new requests 2,000 3 1,000 3,750
sufentanil increase APQ 100/ increase APQ, based on new requests 5.000 5002 2 6253
tapent inciease APQ 23 increa; hbased on o uests 10,800,000 11,000,000 200,000 { 13,750,000
thebaine decrease APQ 3,000,000 AP haa) 116,000,000 116,000,000 - -
Nomber of registrant/entities commenting: & {one non-rewistrant)
Number of drugs commented on! n 22
! CMEA Chemica! | Company ] Comment | Amnount 1 Respanse | #ro Faushlish AP (ha
PA (for conversion b)(4) increase APQ | 2 | 23,700, rm] 25,700 ow* 2 l
Number of reglstranis/entities commenting: 1
Number of List ) chemmicals commented on: 1
Additional Consld
Drug {Response Proposed Revised Change
i 5 33 20
2 ts k]
3,4 methytenedioxypyrovalerene S 25 10
4-methyl-N-methylcathinone (mephedrone) increase APQ, based on new requests 5 28 10
-




Drug Proposed APQ w/ 25% buffer Establish APQ w/ 25% buffer

amphetamine (for conversion) 18,375,000 22,875,000
amphetamine (for sale) 38,000,000 42,625,000
hydrocodone (for sale) 78,750,000 99,625,000
hydromorphone 4,535,000 5,968,750
levo-methamphetmine 962,500 987,500
lisdexamfetamine 19,250,000 21,000,000
methylphenidate 72,250,000 80,750,000
morphine (for sale) 51,250,000 60,250,000
oxycodone (for sale) 123,375,000 131,500,000
oxymorphone {for conversion) 16,000,000 18,375,000
remifentanil 2,500 3,750
sufentanil 6,250 6,253
tapentadol 13,500,000 13,750,000
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(1] CONFIDENTIAL
RECEIVED
0ODE

August 30, 2012 2012SEP -5 AM T: Ll

DEA Headquarters

Attention: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-365

Dear Sirs:
1, e _ | manufacturing
@6 | am submitting this comment on the 2013 Proposed Aggregate

Production Quota for various products as published in the August 3, 2012 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 conversion) by 219,000 grams as base; (ii)
Amphetamine (for sale) by 800,000 grams as base [400,000 grams for D,L-Amphetamine and
400,000 grams for D-Amphetamine]; (iii) Gamma-hydroxybutyric acid by 1,660,000 grams as
base; (iv) Lisdexamfetamine by 123,500 grams as base; (v) Meperidine by 26,100 grams as base,
(vi) Methamphetamine by 12,800 grams as base; (vii) Remifentanil by 1,820 grams as base; and
(viii) Sufentanil by 300 grams as base. These numbers are over and above the volumes identified
on our late April 2012 requests for 2013. As noted herein, this first paragraph of this letter
contains personal identifying and confidential business information and should be redacted in its
entirety from any public docket.

We feel the proposed quantities for the material mentioned above are not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of the United States,
and for the lawful 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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(1] CONFIDENTIAL
RECEIVED
“ODE
August 30, 2012 2012 éEP -5 AM T:4l

DEA Headquarters

Attention: DEA Fedcral Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-365

Dear Sirs:

I, [0)(4) (B)E) J manufacturing

b)4)XTHED am submitting this comment on the 2013 Proposed Aggregate
g P gereg

Production Quota for various products as published in the August 3, 2012 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 § 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 1,800,000 grams as base {300,000
grams for D,L-Amphetamine and 1,000,000 grams for D-Amphetamine]; (ii) Codeine (for
conversion) by 13,500,000 grams as base; (iii) Hydrocodone by 12,832,550 grams as base; (iv)
Methylphenidate by 951,000 grams as base; (v) Morphine (for conversion) by 1,500,000 grams as
base; and (vi) Morphine (for sale) by 7,500,000 grams as base. The following items’
procurement quota should be increased by the identified quantity: (i) Phenylpropanolamine (for
conversion) by 2,200,000 grams as base. These numbers are over and above the volumes
identified on our late April 2012 requests for 2013. As noted herein, this first paragraph of this
letter contains personal identifying and confidential business information and should be redacted
in its entirety from any public docket.

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

Very truly yours
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T

b)4) (b}6)
m: F ’

Seampnt: Friday, September 07, 2012 1:50 PM
b)6}
To:
Cc:
Subject: 2013 Updated Quota Sheets

DX 7XE)

| completed the updating of the manufacturing and procurement 2013 quota sheets forf
updates are:

b)(4) (ON7NE)

Manufacturing

The

codeine for conversion, 113370 replaces 112303 d,l-amphetamine for sale, 113342 replaces 112443 d-amphetamine for
sale, 113341 replaces 112444 hydrocodone, 113369 replaces 112304 methylphenidate, 113340 replaces 112306
morphine for conversion, 113343 replaces 112302 morphine for sale, 113374 is new oxycodone, 113344 is new

Procurement

“PS AMA, 113382 replaces 112309

— 'S AOA, 113372 replaces 113371 and 112307 CPS ATA, 113373 replaces 112308 PPA, 113381 replaces 112447

D)(4) (b)Y TXE)

Manufacturing

d,l-amphetamine for sale, 113367 replaces 112448 d-amphetamine, 113366 replaces 112449 d-amphetamine for
conversion, 113354 is new GHB, 113346 replaces 112256 hydrocodone, 113365 replaces 112277 methamphetamine,
113350 replaces 112257 lisdexamfetamine, 113362 replaces 112260 meperidine, 113352 replaces 112259 morphine for
sale, 113363 replaces 112291 oxycodone, 113345 replaces 112289 remifentanil, 113348 replaces 112264 sufentanil,

113351 replaces 112265

Procurement

CPS AQA, 113378 replaces 112294
morphine for sale, 113377 is new

b)(6)

If the reader of this email is not the intended recipient(s), please be advised that any dissemination, distribution or
-opying of this information is strictly prohibited,rmm ]has its main place of business at

1 |
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While|” lims to keep its network free from viruses you should note that we are unable to scan certain
emails, particularly if any part is encrypted or password-protected, and accordingly you are strongly advised to check
this email and any attachments for viruses. The company shall NOT ACCEPT any liability with regard to computer viruses
nsferred by way of email.
~—
Please note that your communication may be monitored in accordance with E’““ jinternal policy
documentation.

Vol. | Page59



- - -

As of: September 04, 2012
Received: September 04, 2012

: Status: Pending_Post
PUBLIC SUBMISSION Tr}:::ingc';(:.n 811(());9da
Comments Due: September 04, 2012
Submission Type: Web

Docket: DEA-2012-0005
Proposed Aggregate Production Quotas for Schedule 1 and ]I Controlled Substances and Proposed Assessment

of Annual Needs for the List ] Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2013

Comment On: DEA-2012-0005-0001
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 Phenylpropanolamine for 2013

Document: DEA-2012-0005-DRAFT-0004
Comment on FR Doc # N/A

s

Submitter Information

Name:["” |
Address:

b4} ]

Email: (b)(4) (D)) |

Phone:
~ Fax (b)(4).(b)(6)

l
Organization:|"" ]

{(0)(4) (D)(E} I

General Comment

4} (bH7)E)

The attached document constitutes|” Jcomments to the Proposed Aggregate
Production Quotas for Schedule T and IT Controlled Substances for 2013. '

Attachments

[Docket No. DEA-365]("""“"" ]Commem to the Proposed Aggregate Production Quotas for
2013
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kD )4)

September 4, 2013

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

Attn: DEA Federal Register Representative [Docket No. DEA-365]

This letter constitutes f il comments on the Proposed Initial Aggregate
Production Quotas for 2013, as published in Federal Register on August 3, 2012, FR Vol.
77, No. 150, pages 46519-46523.

In light of the fact that™  ]has no knowledge of cither thc amounts of an

available apgregate quotas or the planned allocation of any aggregate,

requests that DEA make any adjustments to the aggregate quotas sufficient 1o satisfy its
requests for increased manufacturing quotas, which are outlined below. Because this
comment contains proprietary information on its manufacturing quota needs, we also
requesl that DEA treat this entire document as confidential.

All requests below are stated in grams anhydrous base (“AA”).
1100 Amphetamine

rcqucsts that the initial aggregate be sufficient to include its request for
1,100,000 grams AA of Amphetamine manufacturing quota for 2013,

1724 Methylphenidate

'equcsts that the initial aggregate be sufficient to include its request for

12,000,000 grams AA of Methylphenidate manufacturing quota for 2013.

9668 Noroxymorphone (for conversion)

requests that the initial aggregate be sufficient to include its request for
,400,000 grams AA of Noroxymorphone (for conversion) manufacturing quota for 2013.

Contains Confidential and Praprietary Information
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September 4, 2012 DEA Federal Register Representative Page 2 of 2
[Docket No. DEA-365)

- 9652 Oxymorphone (for conversion)

equesls that the initial aggregate be sufficient to include its request for
‘ 7,800,000 grams AA of Oxymorphone (for conversion) manufacturing quota for 2013.

All other quota requests remain unchanged from ori ginal request.

Sincerely,
bX6)

Supervisor, Controlled Substance Compliance

(b}4) (b)6)

—~— Contains Confidential and Proprietary Information

Vol.| Page 62




As of: September 04, 2012
Received: August 31, 2012

: Status: Pending_Post
PUBLIC SUBMISSION Tracking No. $100iad2
Comments Due: September 04, 2012
Submission Type: Web

. Docket: DEA-2012-0005
Proposed Aggregate Production Quotas for Schedule I and I Controlled Substances and Proposed Assessment
of Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2013

Comment On: DEA-2012-0005-0001
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 Phenylpropanolamine for 2013

Document: DEA-2012-0005-DRAFT-0002
Comment on FR Doc # N/A

Submitter Information

Name: """ }

Address:

b)4)

Email: ["© 0@
Phoue.rm{ag )6
i Fax. rh}iﬂ.} 06

Organization:|""

General Comment

Sec attached file(s)

Attachments

(D) l

Docket No. DEA 365
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(0)(4)

August 31, 2012

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODL
Office of Diversion Control

8701 Morrisette Drive

Springficld, VA 22152

RE: Docket No. DEA-365["°  IComment

Dear Sirs:

b)4).(bX7THE)

]have

- DK4
categories|

equests that the correspondence provided to the Quota Unit, which

submitted i uota correspondence as set forth in the table below for the following manufacturing

constitutes
Aggregale Production Quota review.

ONFIDENTIAL BUSINESS INFORMATION™, be considered during the 2013

Quota
Quota Category | Application Material Name Action Needed
Ref. #
Manufacturing 112416 Codeine - 9050 e Sl DO ANICE
(0)4) ustomer demand
. 112415 Morphine - 9300 An aggregale increase based on
Manilactizing 112414 Morphine for Conversion- 9300 (O34} customer demand
Manufacturing 112418 Oxycodone for Sale — 9143 45 AgprepuinnicteRse Based ol
b)4) ustomer demand
T _, 112420 Oxymorphone for Conversion -9652 | An aggregate increase based on
& 11242] Oxymorphone for Sale -9652 @ customer demand
. - . An aggregate increase based on
Manufacturing 112421 Oxymorphone for Sale -9652 T
Manufacturing 112337 Oripavine- 9330 AFLH?W: fle increase hased on
o ' customer demand
; An aggregale increase based on
Manufacturing 112338 Hydromorphone - 9150 r&—g—‘mm ol i
: : . An aggregate increase based on
Manufacturing 112330 Hydrocodone for Sale — 9193 @ Jcustomer demand
; ey An aggregate increase based on
Manufacturing 112339 Methylphenidate — 1724 P Listomer demiod

Thank you in advance for considering these requests. I you have any questions regarding this

request, please do not hesitate to contact me at
BCSI/T@ P

D)(E)

‘ /'

Director, Process Engineering and DEA Compliance
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Supporh'ng doda 10
APR eomments

b)4)

August 31,2012

Drug Enforcement Administration

P DDEQ

Office of Diversion Control
8701 Morrisette Drive
Springfield, VA 22152

RE: Docket No. DEA-ssq Fomment

Dea M,

DN4) (DHTNE) JhaVC

submitted 2013 manufacturing quola requests as set forth in the table below for the following

drug classes/”™ Jrequests that the information provided in this correspondence be

considered during the 2013 Aggregate Production Quota review.

Quota 2013 April Revised
Site Cgtl;o? Application Material Name | Submission | 2013 Quota E ha:agsz
gty Ref.# kgs base kgs base g

ail Manufacturing 112416 Codeine - 9050 21,121 14,533 (6,588)
Manufacturing | 112415 Morphine - 9300 * 21,313 24,500 3,187
Manufuctoring | 112414 | MOrPhine for Comversion= |y 796 5000 | (7,796)
Manofacturing | 112418 | Oyeodone forSale- 79000 | 91000¢ | 12,000

z Oxymorphone for

Manufacturing 112420 Conversion -9652* 4,285 4,050 (235)
Manufacturing | 112421 | OWmoehoneforSae - |y 57 1950 | (2.077)
Manufacturing 112423 Tapentadol-9780 10,000 10,000 -
Manufacturing 112417 Thebaine-9333 15,000 12,000 (3,000)
Manufacturing 112337 Oripavine- 9330 5,800 5,841 41
Manufacturing 112338 Hydromorphone - 9150 * 3,200 3,200 -
Manufactoring | 112330 | Hydrocodone forSale— 1 5500 45000 | 10,000
Manufacturing 112339 Methylphenidate - 1724* | 30,000 27,100 (2,900)

* Assumes current quota letters sent in July are denied
*# Includes 1,225 kgs base needed to support validation/development initiatives

BUSINESS CONFIDENTIAL INFORMATION
Page 1 of 41
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2013 Quota RetusI _rh;m BITHE)
August 31,2012

Quota Quota , 2013 {&pril R;;']s; 9 Change
Site Category Application Material Name Submission - kgs
Ref. # kgs base kgs base base
& Procurement | 111613 PSC - AMA 36,079 4),087 | 5,008
Procurement 111593 PSC- ACA 15,500 5,675 (9,825)
Procurement. 111595 PSC - ADA 9,000 7,495 (1,505)
Procurement 1115%4 PSC - ATA 111,000 123,574 | 12,574
Procurement 111583 CPS AOCA 6,500 7,088 588
Procurement | 111578 CPS-ATA 35,000 | 50,997 | 15997
Quota Calculations:

¢ For each drug class, quota needs are calculated using the same tables provided in typical

[P huota requests.

. » The calculations reflect the fact that

requests.

[P Inas not received any grants for their July

2012 and 2013 sales forecasts are used to calculate a yearend allowable limit for each
year. For illustration and calculation purposes the 2013 quota grants shown result in 2
year-end inventory meeting the 50% limit.

Using 2011 ending inventory and current grants (or production volumes if lesser), the
2012 ending inventory is determined and carried over to 2013 calculations.

Process losses are calculated using 2012 actual yield information and included in each
section. ' :

If a process step is deferred to 2013, there will not be any input material in the table.
Some cases where the drug class changes, a molecular weight change (MWC) factor is
included

BUSINESS CONFIDENTIAL INFORMATION
Page 2 of 41
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Manufacturing Quotas granted as result of 2012 APQ Final Revised

‘fentanil
o final APQ
previously granted
Company  granted
tb”‘“ 14,002
|/Amphetarnlnes
final APQ
previously granted
Company  granted
bX4) d-amp 1,750,000
d-amp 920,000
d,l-amp 755,316
d-amp 500,000
d,l-amp 600,000
d,l-amp 180,000
d-amp 10,000
“—
Codeine (conv)
final APQ
previously granted
Company  granted
b)4) 6,955,000
10,000
Codeine (sale)
final APQ
previously granted
Company  granted
bX4) 2,361,000

29,002
15,000

29,002

33,400,000
25,299,535

27,049,535
27,969,535
28,724,851
29,224,851
29,824,851
30,004,851
30,014,851

65,000,000
47,684,990

54,639,990
54,649,990

39,605,000
32,265,105

34,626,105

Vol. |

Dihydromorphine
final APQ
previously granted

Company granted

0]

385,000
112,500

L{wdrcn:udrme (sale)
final APQY

previously granted

Company granted
pae) 10,000
2,785,000
7,148,000
10,729,000
" Hydromorphone
final APQ

previously granted

Company  granted
R 191,154
190,438
39,000
44,250
Mﬁylphenidate
final APQ

previously granted

Company  granted
o 3,081,000
393,000
5,046,000

1of3

Page 97

3,750,000
3,189,010

3,584,010
3,696,510

79,700,000
58,999,725

59,009,725
61,794,725
68,942,725
79,671,725

4,207,000
3,627,942

3,819,086
4,009,534
4,048,534
4,092,784

64,600,000
55,955,914

59,036,914
59,429,914
64,475,914



‘ethadone
‘ — final APQ
i previously granted
‘. Company  granted
o 1,403,000

Methadone Intermediate
final APQ
previously granted

Company  granted
g 2,243,880
1,094
|
|
Morphine (conv)
final APQ
previously granted
o
Company  granted
i 20,000
11,748,000
Morphine (sale)
final APQ

previously granted

: Company  granted :
o 326,000
1,806,000
7,571,000

23,100,000
15,989,762

21,392,762

29,970,000

20,166,124

22,410,004
22,411,098
22,411,098

83,000,000
60,457,280

60,477,280

72,225,280

48,200,000

38,472,005

38,798,005
40,604,005
48,175,005
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Manufacturing Quotas granted as result of 2012 APQ Final Revised

Oxycodone {(conv)
final APQ
previously granted

Company  granted
l“““’ 2,537,000
Oxycodone (sale) _

final APQ

previously granted

Company  granted

Kl 3,171,000
3,310,000

7,600,000
5,005,000

7,542,000

105,200,000

97,999,765

101,170,765
104,480,765

b){4)

il

Oxymorphone (conv)
final APQ
previously granted

Company  granted

(ON4

1,048,500

Oxymorphone (sale)
final APQ
previously granted

Company granted

e 110,000

Page 98

12,800,000
10,267,500

11,316,000

5,500,000
5,302,981

5,412,981



“ipavine

Company

Manufacturing Quotas granted as result of 2012 APQ Final Revised

final APQ
previously granted

granted

o 1,064,000
1,372,000

Noroxymorphone (conv}

Company

final APQ
previously granted

granted

b)(4)

1,994,000

Noroxymorphone (sale)

——
Company

(D}4)

final APQ
previously granted

granted

15,300,000
10,543,005

11,607,005
12,979,005
7,200,000
4,194,200
6,188,200
1,981,000

401,000

401,000
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PCC
final APQ
previously granted
Company  granted
e 20
Sufentanil
final APQ
previously granted
Company ranted
b)4) _1‘ 725
\
1
30f3
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27

22

6,730
4,502

6,227



IMS Data 20u. £012 (est) ‘

hsta 008 009 Yo (e 010 % e 0

< 3 3 % ang 1 Yo ange
Amphetamine 14,342.034| 16,603.058 16.77%| 18,562.562 11.80%| 20,164.553 8.63%| 22,142.094 9.81%
Codeine 27,836.518 27,365.950 -1.69%| 25,249.8786 -7.73%| 25,992.290 2.94%| 24,020.264 -7.59%
Hydrocodone 54,437 480| 59,527.711 9.35%] 61,536.902 3.38%| 64,858.625 5.40%| 64,635.099 -0.34%
Hydromorphone 1,142.810| 1,341.428 17.38%| 1,458.354 8.72% 1,671.450 14.61%| 1,879.161 12.43%
Methylphenidate** 17,760.310] 18,091.414 1.86%| 18,545.359 2.51%]| 19,051.768 2.73%| 19,899.590 4.45%
Morphine 25,729.607) 27,775.560 7.95%)] 28,926.223 4.14%)| 30,340.353 4.89%| 30,695.325 1.17%
Oxycodone 52,212.385| 58,308.543 11.68%| 68,128.272 16.84%| 70,629.751 3.67%| 67,956.168 -3.79%
Oxymorphone 816.257] 1,257.880 37.28%| 1,645.704 30.83% 2,643.474 60.63%] 2,110.595 -20.16%

* 2012 Estimate based on Jan-Jun 2012 data

Both MQ and PQ Inventories = 50% Proposed al Re
Substance 2011 exp est 2012 exp w/ c.f. w! PQinv w!/ MQ inv Rev. APQ APQ
Amphetamine 508.778 559.772| 22,142.094| 23,802.751 35,704.126) 53,556.189 33,400.000] 33,400.000
Codeine 1,216.333 1,124.050| 24,020.264| 19,216.211 28,824 317 43,236.475 39,605.000f 39,605.000
Hydrocodone 30.646 30.540| 64,635.099| 39,427.410| 59,141.115| 88,711.673 63,000.000f 86,600.000
Hydromorphone 550.175 618.545 1,879.161 2,290.999 3,436.498 5,154.747 3,628.000f 4,207.000
Methylphenidate 8,684.280| 9,070.739] 18,899.590| 26,383.382| 39,575.073| 69,362.609 56,000.000| 64,600.000
Morphine 547.128|. 553.529| 30,695.325| 27,258.462| 40,887.692| 61,331.539 39,000.000f 48,200.000
Oxycodone 6,061.125| 5,831.691| 67,956.168| 64,953.556| 97,430.335| 146,145.502 98,700.000| 105,200.000
Oxymarphone 18.181 14.524| 2,110.595 1,850.742 2,776.113 4,164.169 3,070.000 5,500.000

Inventories adjusted - PQ =30% and MQ = 50%

hsta U exXp e ) exp 0 P (]
Amphetamine 509.778 559.772| 22,142.094| 23,802.869| 30,943.728| 46,415594
Codeine 1,216.333] 1,124.050] 24,020,264, 19,216.211 24.981.075| 37,471.612
Hydrocodone 30.646 30.540] 64,635.099| 389,427.410{ 51,2565.633| 76,883.450
Hydromorphone 550.175 618.545 1,679.161 2,290.999 2,978.298 4 467 447
Methylphenidate 8,684,280 9,070.739| 19,899.580| 26,383.382 34,298.396| 51,447.595
Morphine 547.128 553.529| 30,695.325| 27,258.462 35,436.000| 53,154.000
Oxycodone 6,061.125| 5,831.691| 67,056.168| 64,953.556 84,439.623| 126,659.435
Oxymorphone 18.191 14.524] 2,110.595 1,850.742 2,405.965 3.608.947
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2013 Establish Initial Aggregate Production Quotas and Assessment of Annual Needs

Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to
cstablish limits on the production of schedules I and I controlled substances. This
responsibility has since been delegated to the Administrator of the Drug Enforcement
Administration (DEA), who has re-delegated this responsibility to the Deputy Administrator
of the DEA. ‘

The attached Federal Register notice, prepared for your signature, established initial year
2013 aggregate production quotas (APQ) for schedules I and II controlled substances for
which the United States has medical, scientific, industrial, export and reserve stock
requirements. Also attached is a list of the 2011 and 2012 APQs for these substances for
comparison.

The APQ (Controlled Substances) and the AAN (Ephedrine, Pseudoephedrine, and
Phenylpropanolamine) have previously been published as separate documents. With this
publication, they have been combined into a single document. The CSA does not distinguish
between the quotas for controlled substances and the quotas for the three chemicals. The
DEA regulations are separate for the APQ and AAN, however, there is no prohibition to
combining the two and CC did not have any comments regarding this action. Additionally,
the combining of the two documents increases efficiency by providing one document to be
tracked, for both industry and DEA personnel, and reduces costs related to publishing.

In an effort to prevent potential drug shortage issues, DEA has added an additional 25% to
the APQ for Schedule 11 substances and Schedule I substances that are used to produce drugs
that have a medical need (specifically, GHB and marijuana). DEA learned through meetings
with industry that manufacturers do not always maintain the 50% inventory allowance that is
permitted and sometimes do not maintain any inventory at all. If a disaster or some other
unforeseen event were to occur, there is a strong likelihood that drugs would become
unavailable and, if all or most of the quotas had been issued to manufacturers, DEA would
not be able to respond quickly because the DEA regulations require public notice and
comment for adjustments to the APQ. As such, DEA has determined that an amount of 25%
should be adequate to ensure that DEA could immediately respond to such situations and
provide sufficient quota to allow continued manufacturing to alleviate potential shortages.
The 25% amount is equivalent to one quarter of the year, which is the longer end of the
typical manufacturing cycles as communicated to DEA by industry.

Expeditious publication of this notice is necessary to ensure that quota is available at the
beginning of 2013 for manufacturing. The following points provide brief explanations of the
changes from the proposed APQ values:

Schedule 1 substances

The APQ for 4-methyl-N-methylcathinone, 3,4-methylenedioxy-N-methylcathinone,
3,4,methylenedioxypyrovalerone, and N-benzylpiperazine were increased due to
additional applications received to support the manufacturing of diagnostic kits and / or
reference standards.
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Schedule 11 substances
¢ The APQ for amphetamine (for conversion), lisdexamfetamine, and methylphenidate
were increased to support increased exportation requirements.

» The APQ for amphetamine (for sale), hydrocodone (for sale), hydromorphone,
morphine (for sale), and oxycodone (for sale) were increased to the increasing trend in
sales data as provided by the manufacturer and IMS Health data.

¢ The APQ for methamphetamine, oxymorphone (for conversion), remifentanil,
sufentanil, and tapentadol were increased due to additional applications received to support
manufacturing efforts.

List I chemicals

e The AAN for ephedrine (for conversion), ephedrine (for sale), and phenylpropanolamine
(for sale) were increased due to additional applications received to support manufacturing
efforts.
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Controlled Substance Schedule |;

Final

Revised
2010

3,4-Methylenedioxy-N-methylcathinone (methylone)

3 4-Methylenedioxypyrovalerone (MDPV)
4-Methyl-N-methylcathinone (mephedrong)

N-Benzylpiperazine

Controlled Substance Schedule II:

Amphetamine (for conversion)
Amphetamine (for sale)
Hydrocodone (for sale)
Hydromorphone
Lisdexamfetamine
Methylphenidate

Morphine (for sale)
Oxycodone (for sale)
Oxymorphoene (for conversion)
Remifentanil

Sufentanil

Tapentadol

List | Chemical

Ephedrine (for conversion)
Ephedrine (for sale)
Phenylpropanolamine (for sale)
Pseudoephedrine (for sale)

Final
Revised
2010

7,500,000
18,600,000
55,000,000

3,455,000

9,000,000
50,000,000
39,000,000

105,000,000
12,800,000
2,500

7,000
1,000,000

Final
Revised
2010
75,000,000
3,900,000
7,400,000

Final
Revised
2011

Final
Revised
2011

8,500,000
25,300,000
59,000,000

3,455,000
10,400,000
56,000,000
39,000,000
98,000,000
12,800,000

2,500
5,000
403,000

Final
Revised
2011
18,600,000
4,200,000
5,300,000

404,000,000 299,000,000
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Final Revised
2012

24
20

Final Revised
2012

13,300,000
33,400,000
79,700,000
4,207,000
12,000,000
64,600,000
48,200,000
105,200,000
12,800,000
2,500
6,730
5,400,000

Final Revised
2012
12,000,000
4,303,000
5,800,000
278,000,000

Proposed
Initial 2013

15
15
15
12

Proposed
Initial 2013

18,375,000
38,000,000
78,750,000
4,535,000
19,250,000
72,250,000
51,250,000
123,375,000
16,000,000
2,500
6,250
13,500,000

Proposed
Initial 2013
12,000,000

3,200,000

4,400,000

185,000,000

Established
2013

35
25
25

15

Established
2013

22,875,000
42,625,000
99,625,000
5,968,750
21,000,000
80,750,000
60,250,000
131,500,000
18,375,000
3,750
6,255
13,750,000

Established
2013
15,100,000
3,500,000
6,100,000
225,000,000



Billing Code 4410-09-P

DEPARTMENT OF JUSTICE
‘Drug Enforcement Administration
[Docket No. DEA-365]

Established Aggregate Production Quotas for Schedule I and IT Controlled
Substances and Established Assessment of Annual Needs for the List I Chemicals
Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2013

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

SUMMARY: This notice establishes the initial 2013 aggregate production quotas for
controlled substances in schedules I and II 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: John W. Partridge, Executive
Assistant, Office of Diversion Control, Drug Enforcement Administration, 8701

Morrissette Drive, Springfield, VA 22152, Telephone: (202) 307-4654.

SUPPLEMENTARY INFORMATION: Section 306 of the CSA (21 U.S.C. 826)
requires the Attorney General to establish aggregate production quotas for each basic
class of controlled substance listed in schedules I and IT and for the list I chemicals
ephedrine, pscudoephedrine, and phenylpropanolamine. This responsibility has been

1
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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 2013 aggregate production quotas and assessment of annual needs represent
those quantities of schedule I and II controlled substances and the list [ chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine to be manufactured in the United
States in 2013 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 August 3, 2012, a notice titled, “Proposed Aggregate Production Quotas for
Schedule I and I Controlled Substances and Proposed Assessment of Annual Needs for -
the List | Chemicals Ephedrine, Pseudoephedrine, and Phenyipropanolamine for 2013,”
was published in the Federal Register (77 FR 46519). That notice proposed the 20‘13
aggregate production quotas for each basic_class of controlled substance listed in
schedules I and II and the 2013 assessment of annual needs for the list I chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine. All intercsted persons were

invited to comment on or object to the proposed aggregate production quotas and the

proposed assessment of annual needs on or before September 4, 2012.

Five comments (four from DEA-registcred manufacturers and one from a non-
registrant) were received within the published comment period, offering comments on a
total of 20 schedule I and II controlled substances and one list [ chemical. Commenters

stated that the proposed aggregate production quotas for amphetamine (for conversion),
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amphetamine (for sale), codeine (for conversion), codeine (for sale), gamma
hydroxybutyric acid, hydrocodone (for sale), hydromorphone, lisdexamfetamine,
meperidine, methamphetamine, methylphenidate, morphine (for conversion), morphine
(for sale), noroxymorphone (for conversion), oripavine, oxycodone (for sale),
oxymorphone (for conversion), oxymorphone (for sale), remifentanil, and sufentanil were
insufficient to provide for the estimated medical, scientific, research, and industrial needs
of the Unit;d States, export requirements, and the establishment and maintenance of
reserve stocks. One commenter stated that the proposed assessment of annual needs
quota for phenylpropanolamine (for conversion) was insufficient to provide for the
estimated medical, scientific, research, and industrial needs of the United States, export

requirements, and the establishment and maintenance of reserve stocks.

In determining the 2013 aggregate producﬁon quotas and assessment of annual
needs, 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
other relevant factors, including the consideration of 2012 manufacturing quotas, current
2012 sales and inventories, 2013 export requirements, industrial usc, additional
applications for quotas, as well as information on research and product development
requirements. Based on this information, DEA has determined that adjustments to the
proposed aggregate production quotas and assessment of annual needs for 3,4-
methylenedioxy-N-methylcathinone (methylone), 3,4,methylenedioxypyrovalerone
(MDPV), 4-mcthyl-ﬁ-methylcathinone (mephedrone), N-benzylpiperazine, amphetamine
(for conversion), amphetamine (for sale), hydrocodone (for sale), hydromorphoné,
lisdexamfetamine, methylphenidate, morphine (for sale), oxycodone (for sale),

oxymorphone (for conversion}, remifentanil, sufentanil, tapentadol, ephedrine (for
3
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conversion), ephedrine (for salc), phenylpropanolamine (for sale), and pseudoephedrine

(for sale) are warranted. This notice reflects those adjustments.

Regarding codeine (for conversion), codeine (for sale), gamma hydroxybutyric
acid, meperidinc, methamphetamine, morphine (for conversion), noroxymorphone (for
conversion), oripavine, oxymorphone (for sale), and phenylpropanolamine (for
conversion) DEA has determined that the proposed initial 2013 aggregate production
quotas and assessment of annual needs are sufficient to meet the current 2013 estimated
medical, scientific, 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 result in the availability of sufficient quantities to maintain
an adeéuate reserve stock pursuant to 21 U.S.C. 826(&), 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, DEA included in all schedule IT 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 (o maintain inventory allowances as specified by regulation.

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
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public need, as determined by DEA. DEA does not anticipate utilizing the reserve in the

absence of these circumstances.

In accordance with 21 U.S.C. 826,21 CFR 1303.11, and 21 CFR 1315.11, the

Deputy Administrator hereby establishes the 2013 aggregate production quotas for the

following schedule I and IT controlled substances and the 2013 assessment of annual

needs for the list [ chemicals ephedrine, pseudoephedrine, and phenylpropanolamine,

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

Basic Class — Schedule |

Established 2013 Quotas

1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) 45¢g
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45g
~1—-{]-(IZ-Thien.yl)cyc:lohx:xyl]pipvt:rio:iine 5g
1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45¢g
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45¢
I-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR—18 and RCS-8) 45g
I-Hexyl-3-(1-naphthoyl)indole (JWH-019) 45g
1-Methyl-4-phenyl-4-propionoxypiperidine 2g
|-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45¢
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45 g
[-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45g
I-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45¢g
[-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45¢g
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS—4) 45 g
1-Pentyl-3-[-(4-methoxynaphthoyl)]indole (JWH-081) 45g
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) 15¢
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 15g
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) I5g
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) I5g
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 15g
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 15g
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 15g
2,5-Dimethoxy-4-ethylamphetamine (DOET) 12g
2,5-Dimethoxy-4-n-propyithiophenethylamine 12g
2,5-Dimethoxyamphetamine 12 g
2-[4-(Ethylthio)-2,5-dimethoxypheny!]ethanamine (2C~T-2) 15g
2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T—4) 15g
3.4,5-Trimethoxyamphetamine 12g
3,4-Methylenedioxyamphetamine (MDA) 30g
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3,4-Methylenedioxymethamphetamine (MDMA)

35¢g

3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 24 g
3.4-Methylenedioxy-N-methylcathinone (methylone) 35g
3,4-Methylenedioxypyrovalerone (MDPV) 25¢g
3-Methylfentanyl 2g
3-Mecthylthiofentanyl 2g
4-Bromo-2,5-dimethoxyamphetamine (DOB) 12g
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 12g
4-Methoxyamphetamine 88¢g
4-Methyl-2,5-dimethoxyamphetamine (DOM) 12g
4-Methylaminorex 12g
4-Methyl-N-methylcathinone (mephedrone) 25g
5-(1,1-Dimethylheptyl}-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 68 ¢g
5-(1,1-Dimethyloctyl)}-2-[(1R,3S)-3-hydroxycyciohexyl]-phenol S3g
(cannabicyclohexanol or CP-47, 497 C8-homolog)

5-Methoxy-3,4-methylenedioxyamphetamine 12g
5-Methoxy-N,N-diisopropyltryptamine 12g
5-Methoxy-N,N-dimethyltryptamine 10g
Acetyl-aipha-methylfentanyl 2g
Acetyldihydrocodeine 2g
Acetylmethadol 2g
Allylprodine 2g
Alphacety!methadol 2g
Alpha-ethyltryptamine 12g
Alphameprodine 2g
Alphamethadol 2g
Alpha-methyifentany| 2g
Alpha-methylthiofentanyl 2g
Alpha-methyltryptamine (AMT) 12g
Aminorex 12g
Benzylmorphine 2g
Betacetylmethadol 2g
Beta-hydroxy-3-methylfentanyl 2g
Beta-hydroxyfentanyl 2¢g |
Betameprodine 2g
Betamethadol 2g
Betaprodine 2g
Bufotenine 3g
Cathinone 12g
Codeine-N-oxide 602 g
Desomorphine 5g
Diethyltryptamine 12g
Difenoxin 50g
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Dihydromorphine 3,300,000 g
Dimethyltryptamine 18¢
Gamma-hydroxybutyric acid 46,250,000 g
Heroin 25g
Hydromorphinol S4 ¢
Hydroxypethidine 2g
Ibogaine 5¢g
Lysergic acid diethylamide (LSD) 30g
Marihuana 21,000 g
Mescaline 13g
Methaqualone 10g
Methcathinone 14 g
Methyldihydromorphine 2g
Morphine-N-oxide 655 g
N,N-Dimethylamphetamine 12g
N-Benzylpiperazine 15¢g
N-Ethylamphetamine 12g
N-Hydroxy-3,4-methylenedioxyamphetamine 12g
Noracymethadol ‘ 2g
Norlevorphanol 52g
Normethadone 2g
Normorphinc 18g |,
Para-fluorofentany! 2g
Phenomorphan 2—};
Pholcodine 2g
Properidine 2g
Psilocybin 2g
Psilocyn 4g
Tetrahydrocannabinols 491,000 g
Thiofentanyl 2g
Tilidine 10 g
Trimeperidine 2¢g

Basic Class — Schedule 11

Established 2013 Quotas

1-Phenylcyclohexylamine g
1-Piperdinocyclohexanecarbonitrile 2lg
4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,250,000 g
Alfentanil 38,250 g
Alphaprodine 3g
Amobarbital - 9g

Amphetamine (for conversion)

22,875,000 g

Amphetamine (for sale)

42,625,000 g
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Carfentanil bg
Cocaine 240,000 g
Codeine (for conversion) 81,250,000 g
Codeine (for sale) 49,506,250 g
Dextropropoxyphene 19¢
Dihydrocodeine 250,000 g |
Diphenoxylate 750,000 g
Ecgonine 127,500 ¢
Ethy!morphine g
Fentanyl 2,108,750 g
Glutethimide 3g
Hydrocodone (for sale) 99,625,000 g
Hydromorphone 5,968,750 g
Isomethadone S5¢g
Levo-alphacetylmethadol (LAAM) 4g
Levomethorphan 6g
Levorphanol 4,500 g
Lisdexamfetamine 21,000,000 g
Meperidine 6,875,000 g
Meperidine Intermediate-A 6¢g
Meperidine Intermediate-B 1l g
Meperidine Intermediate-C 6g
Metazocine 6g
Methadone (for sale) 25,000,000 g
Methadone Intermediate 32,500,000 g
Methamphetamine 3,912,500 g

|_grams for methamphetamine (for sale)]

[987,500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product;
2,863,750 grams for methamphetamine mostly for conversion to a schedule III product; and 61,250

Methylphenidate 80,750,000 g
Morphine (for conversion) 103,750,000 g
Morphine (for sale) 60,250,000 g
Nabilone 25,628 ¢
Noroxymorphone (for conversion) 9,000,000 g
Noroxymorphone (for sale) 508,750 g
Opium (powder) 91,250 g
Opium (tincture) 1,287,500 g
Oripavine 22,750,000 ¢
Oxycodone (for conversion) 10,250,000 g
Oxycodone (for sale) 131,500,000 g
Oxymorphone (for conversion) 18,375,000 g
Oxymorphone (for sale) 6,875,000 g
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Pentobarbital 42,500,000 g
Phenazocine 6g
Phencyclidine g
- Phenmetrazine 3g
Phenylacetone 20,000,000 g
Racemethorphan 3g
Remifentanil 3,750 g
Secobarbital 215,003 g
Sufentanil 6,255 ¢
Tapentadol 13,750,000 g
Thebaine 145,000,000 g
Basic Class — List [ Chemicals Established 2013 Quotas
Ephedrine (for conversion) 15,100,000 g
Ephedrine (for sale) 3,500,000 g
Phenylpropanolamine (for conversion) 25,700,000 g
Phenylpropanolamine (for sale) 6,100,000 g |
Pscudoephedrine (for sale) 225,000,000 ¢

The Deputy Administrator also establishes aggregate production quotas for all

other schedule [ and II controlled substances included in 21 CFR 1308.11 and 1308.12 at
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i zero. Pursuant to 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of the
relevant factors, the Deputy Administrator may adjust the 2013 aggregate production
quotas and assessment of annual needs as needed.

Dated: ' Thomas M. Harrigan,
Deputy Administrator
— 9
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1-(S-Fiuoropentyl)-3-(1-naphthoyl)indole (AM2201) 0
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AMB94) 0
1-[1-(2-Thienyl)cyclohexy!]piperidine . 5 5
1-[2-{4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45 35
1-Butyl-3-(1-naphthoyl)indole {{WH-073) 45 35
1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS— 45 0
1-Hexyl-3-(1-naphthoyl)indole (JWH-019) 45 0
1-Methyl-4-phenyl-4-propionoxypiperidine 7 2
1-Pentyl-3-{1-naphthoyi)indole (JWH-018 and AM678) 45 35
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH=-203) 15 0
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 0
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45 0
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45 0
1-Pentyl-3-[{4-methoxy)-benzoyl]indole (SR-19, RC5-4) 45 0
1-Pentyl-3-[1-{4-methoxynaphthoyl)]indole {(JWH-081) 45 0
2-(2,5-Dimethoxy-4-{n)-propylphenyl)ethanamine (2C-P) 15 0
2-(2,5-Dimethoxy-4-ethylphenyl}ethanamine (2C-E) 15 0
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 15 0
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 15 0
2-(2,5-Dimethoxyphenyl)ethanamine {2C-H) 15 0
2-(4-Chloro-2,5-dimethoxyphenyljethanamine (2CC) 15 0
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine {2C-1) 15 0
2,5-Dimethoxy-4-ethylamphetamine (DOET) 12 12
2,5-Dimethoxy-4-n-propylthiophenethylamine 12 12
2,5-Dimethoxyamphetamine 12 12
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 15 0
2-[4-(Isopropylthio)-2,5-dimethoxyphenyljethanamine (2C-T-4) 15 0
3.4,5-Trimethoxvamphetamine 12 12
3,4-Methylenedioxyamphetamine (MDA) 30 29
3,4-Methylenedioxymethamphetamine (MDMA) 35 35
3,4-Methylenedioxy-N-ethylamphetamine {MDEA) : 24 23
3,4-Methylenedioxy-N-methylcathinone (methylone) 35 22
3,4-Methylenedioxypyrovalercne (MDPV) 25 23
3-Methylfentanyl 2 2
3-Methylthiofentanyl 2 2
4-Bromo-2,5-dimethoxyamphetamine (DOB) 12 12
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 12 12
4-Methoxyamphetamine 88 87
4-Methyl-2,5-dimethoxyamphetamine (DOM) 12 12
4-Methylaminorex 12 12
4-Methyl-N-methylcathinone (mephedrone) 25 25
5-(1,1-Dimethylheptyl)-2-[{1R,35)-3-hydroxycyclohexyl}-phenol 68 50
5-{1,1-Dimethyloctyl)-2-}(1R,35)-3-hydroxycyclohexyl]-phenol

{cannabicyclohexanol or CP-47, 497 C8-homolog) 53 40
5-Methoxy-3,4-methylenedioxyamphetamine 12 12
S-Methoxy-N,N-diisopropyltryptamine 12 12
5-Methoxy-N,N-dimethyltryptamine 10 10
Acetyl-alpha-methylfentanyl 2 2
Acetyldihydrocodeine 2 2
Acetyimethadol 2 j
Allylprodine 2 2
Alphacetylmethadol 2 2
Alpha-ethyltryptamine 12 12
Alphameprodine 2 2
Alphamethadol 2 2
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Alpha-methylfentanyl
Alpha-methylthiofentanyl
Alpha-methyltryptamine (AMT)
Aminorex

Benzylmorphine
Betacetylmethadol
Beta-hydroxy-3-methylfentany!
Beta-hydroxyfentany!
Betameprodine
Betamethadol

Betaprodine

Bufotenine

Cathinone

Codeine-N-oxide
Desomorphine
Diethyltryptamine

Difenoxin

Dihydromorphine
Dimethyltryptamine
Gamma-hydroxybutyric aid
Heroin

Hydromorphinol
Hydroxypethidine

Ibogaine

Lysergic acid diethylamide {LSD)
Marihuana

Mescaline

Methaqualone
Methcathinone
Methyldihydromorphine
Morphine-N-oxide
N,N-Dimethylamphetamine
N-Benzylpiperazine
N-Ethylamphetamine
N-Hydroxy-3,4-methylenedioxyamphetamine
Noracymethadol
Norlevorphanol
Normethadone
Normorphine
Para-fluorofentany!
Phenomorphan

Pholcodine

Properidine

Psilocybin

Psilocyn
Tetrahydrocannabinols
Thiofentanyl

Tilidine

Trimeperidine

pasic Class = Schedule il
1-Phenylcyclohexylamine
1-Piperdinocyclohexanecarbonitrile
4-Anilino-N-phenethyl-4-piperidine (ANPP)
Alfentanil

Alphaprodine

Amobarbital

Amphetamine (for conversion)
Amphetamine (for sale)

Vol
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Carfentanil

Cocaine

Codeine (for conversion)

Codeine (for sale)

Dextropropoxyphene

Dihydrocodeine

Diphenoxylate

Ecgonine

Ethylmorphine

Fentanyl

Glutethimide

Hydrocodone (for sale)

Hydromorphone

Isomethadone

Levo-alphacetylmethadol (LAAM)

Levomethorphan

Levorphano!

Lisdexamfetamine

Meperidine

Meperidine Intermediate-A

Meperidine Intermediate-B

Meperidine Intermediate-C

Metazocine
—>tviethadone (for sale)
Methadone Intermediate
Methamphetamine {dex} (for conversion)
Methamphetamine (d and d,l) {for sale)
Methamphetamine (levo)
Methylphenidate
Morphine (for conversion)
Morphine (for sale)
Nabilone
Noroxymorphone (for conversion)
—-—)'Noroxymorphone (for sale)

Opium (powder)

Opium (tincture)

Oripavine

Oxycodone (for conversion)

Oxycodone (for sale)

Oxymorphone (for conversion)

Oxymorphone (for sale)

Pentobarbital

Phenazocine

Phencyclidine

Phenmetrazine

Phenylacetone

Racemethorphan

Remifentanil

Secobarbital

sufentanil

Tapentadol

Thebaine

e

E;-:ll'-'e;;rin'é~ (for égrmr‘si'onj -

Ephedrine (for sale)
Phenylpropanolamine (for conversion)

~==  Phenylpropanolamine (for sale)
pseudoephedrine (for sale)

6

240,000
81,250,000
49,506,250
19

250,000
750,000
127,500

3
2,108,750
3
99,625,000
5,968,750
5

4

6

4,500
21,000,000
6,875,000
6

11

6

6
25,000,000
32,500,000
2,863,750
61,250
987,500
80,750,000
103,750,000
60,250,000
25,628
9,000,000
508,750
91,250
1,287,500
22,750,000
10,250,000
131,500,000
18,375,000
6,875,000
42,500,000
6

30

3
20,000,000
3

3,750
215,003
6,255
13,750,000
145,000,000

Established - *

15,100,000
3,500,000
25,700,000
6,100,000
225,000,000
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3013" Quota (8).,,+

5

192,000
65,000,000
39,605,000
15

200,000
600,000
102,000

2
1,687,000
2
79,700,000
4,775,000
4

3

5 .

3,600
16,800,000
5,500,000
5

9

5

S
20,000,000
26,000,000
2,291,000
49,000
790,000
64,600,000
83,000,000
48,200,000
20,502
7,200,000
407,000
73,000
1,030,000
18,200,000
8,200,000
105,200,000
14,700,000
5,500,000
34,000,000
5

24

2
16,000,000
2

3,000
172,002
5,004
11,000,000
116,000,000

5

137,720
41,080,585
31,491,664
15

80,380
579.302
78,620

2
1,518,110
2
61,332,359
3,947,453
2

2

2

3,102
10,688,363
3,850,507
3

7

3

S
19,973,928
23,914,341
598,500
35,130
766,010
59,944,983
57,964,265
36,928,242
12,819
6,203,974
403,628
53,360
860,054
15,200,366
5,840,045
92,912,773
11,449,375
4,475,998
27,442,002
5

13

2
14,113,875
2

1,825
81,002
4,933
2,566,510
87,525,910

300
2,978,000
2,960,000
5,650,000

174,689,000

S e
s [ssued (g):= AAN {g).

0
54,280
23,919,415
8,113,336
0
119,620
20,698
23,380
1]
167,890
0
18,367,641
827,547
2
1
3
498
6,111,637
1,649,493
2
2
2
0

26,072 &
2,085,659
1,691,500
13,870
23,990
4,655,017
25,035,735
11,271,758
7,583
996,026

3376
19,640
169,946
2,599,634
2,358,955
12,287,227
3,250,625
1,024,002
6,557,998
0
11
0
1,886,125
0
1,175
91,000
71
8,433,450
28,474,090

15,099,700
522,000
22,740,000
450,000
50,311,000
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DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA-365)

Established Aggregate Production
Quotas for Schedule | and Il Controlled
Substances and Established
Assessment of Annual Needs for the
List | Chemicals Ephedrine,
Pseudoephedrine, and
Phenylpropanoclamine for 2013

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

ACTION: Notice.

SUMMARY: This notice establishes the
initial 2013 aggregate production quotas
for controlied substances in schedules |
and II of the Contralled Substances Act
(CSA) and assessment of annual needs
for the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanclamine.

DATES: Effective Date: October 1, 2012,

FOR FURTHER INFORMATION CONTACT: John
W. Partridge, Executive Assistant, Office
of Diversion Control, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, VA 22152, Telephone: (202)
3074654,

SUPPLEMENTARY INFORMATION: Section
306 of the CSA (21 U.S.C. 826) requires
the Attorney General to establish
aggregate production quotas for each
basic class of controlied substance listed
in schedules I and II and for the list [
chemicals ephedrine, pseudoephedrine,
and phenylpropanolamine, This
responsibility has been delegated to the
Administralor 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 2013 aggregale produclion quotas
and assessment of annual needs
represenl those quantities of schedule [
and II controlled substances and the list
I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine to be
manufactured in the United States in
2013 to provide for the estimated
medical, scientific, research, and
industrial needs of the United States,
lawful exporl requirements, and the
establishment and maintenance of
reserve slocks. These quotas include
imports of ephedrine, pseudoephedrine,
and phenylpropanolamine but da not
include imports of controlled
substances for use in industrial
processes.

On August 3, 2012, a notice titled,
“Proposed Aggregate Production Quotas

for Schedule I and I Controlled
Substances and Proposed Assessment of
Annual Needs for the List [ Chemicals
Eﬁhedrine, Pseudoephedrine, and
Phenylpropanclamine for 2013," was
published in the Federal Register (77
FR 46519). That notice proposed the
2013 aggregate production quotas for
each basic class of controlled substance
listed in schedules 1 and Il and the 2013
assessment of annual needs for the list

I chemicals ephedrine,
pseudocphedrine, and
phenylpropanclamine. 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
September 4, 2012.

Five comments (four from DEA-
registered manufacturers and one from a
non-registrant} were received within the
published comment period, offering
comments on a total of 20 schedule
and II controlled substances and one list
I chemical, Commenlers stated that the
proposed aggregate production quotas
for amphetamine (for conversion),
amphetamine (for sale), codeine (for
conversion), codeine (for sale), gamma
hydroxybutyric acid, hydrocodone (for
sale), hydromorphone,
lisdexamfetamine, meperidine,
methamphelamine, methylphenidate,
morphine (for conversion), morphine
(for sale), noroxymorphone (for
conversion), oripavine, oxycodone ([or
sale), oxymorphone (for conversion),
oxymorphone (for sale), remifentanil,
and sufentanil were insufficient to
provide for the estimated medical,
scientific, research, and industrial needs
of the United States, export
requirements, and the establishment
and maintenance of reserve stocks. One
commenter stated that the proposed
assessmenl of annual needs guota for
phenylpropanolamine (for conversion)
was insulfficient to provide for the
estimated medical, scientific, research,
and industrial needs of the United
Stales, export requirements, and the
establishment and maintenance of
reserve stocks.

In determining the 2013 aggregate
production quotas and assessment of
annual needs, 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
other relevan! factors, including the
consideration of 2012 manufacturing
quotas, current 2012 sales and
invenlories, 2013 export requirements,
industrial use, additional applications
for quotas, as well as information on
research and product development
requirements. Based on this
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information, DEA has determined that
adjustments to the proposed aggregate
production quotas and assessment of
annual needs for 3,4-methylenedioxy-N-
methylcathinone (methylone),
3,4,methylenedioxypyrovalerone
(MDPV), 4-methyl-N-methylcathinone
(mephedrone), N-benzylpiperazine,
amphetamine (for conversion),
amphetamine (for sale), hydrocodone
(for sale), hydromorphone,
lisdexamletamine, methylphenidate,
morphine (for sale), oxycodone (for
sale), oxymorphene ({or conversion),
remifentanil, sufentanil, tapentadol,
ephedrine (for conversion), ephedrine
(for sale), phenylpropanolamine (for
sale}, and pseudoephedrine (for sale) are
warranted. This notice reflects those
adjustments,

Regarding codeine (for conversion),
codeine (for sale), gamma
hydroxybutyric acid, meperidine,
methamphetamine, morphine (for
conversion), noroxymorphone (for
conversiun), oripavine, oxymorphone
(for sale), and phenylpropanolamine (for
conversion), DEA has delermined that
the proposed initial 2013 aggregate
production quotas and assessment of
annual needs are sufficient to meet the
current 2013 estimated medical,
scientific, research, and industrial needs
of the United States. This notice
finalizes these aggregate production
quolas at the same amounts as
proposed.

DEA also specifically considered that
inventory allowances granted lo
individual manufacturers may not
always result in the availability of
sufficient quantities to maintain an
adequate reserve stock pursuant to 21
U.S.C. 826(a], as intended. See 21 CFR
1303.24. This would be concerning if a
natural disaster or other unforeseen
event resulted in substantial disruption
to the amount of controlled substances
available to provide for legitimate
public need. As such, DEA included in
all schedule II aggregate production
quotas, and cerlain schedule 1 aggregate
production quotas, an additional 25% of
the estimated medical, scientific, and
research needs as parl 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 mainlain inventory
allowances as specified by regulation.
DEA expects that maintaining this
reserve in cerlain 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
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public need, as determined by DEA. Deputy Administrator hereby needs for the list I chemicals ephedrine,
DEA does not anticipate ulilizing the establishes the 2013 aggregate pseudoephedrine, and
reserve in the absence of these production quotas for the following phenylpropanolamine, expressed in
circumstances. schedule [ and If controlled substances  grams of anhydrous acid or base, as

In accordance with 21 U.S.C. 826,21  and the 2013 assessment of annual follows:
CFR 1303.11, and 21 CFR 1315.11, the
Basic class ;;:gbgﬁgffs
Schedule |

1-{5-Fluoropenty!)-3-(1-naphthoylindole (AM2201) ...t bbb st s e s st s bbb
1-{5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AMB94) .
1-[1-(2-Thienyl)cyclohexyllpiperidine ......... =
1-[2-(4-Marpholinyl)ethyl]-3- (1-naph1hoyl)|ndole (JWH—ZDO)
1-Bulyl-3-(1-naphthoyl)indole (JWH=073) ...ceerieiirictinisiinicssiss st s vnacaantas
1-Cyclohexylethyl-3-(2- melhoxypheny!acetyl)indule (SR—18 and FICS—S
1-Hexyl-3-(1-naphthoyl)indole (JWH-019) .. e
1-Methyl-4-phenyl-4-propionoxypiperiding ............ccouee
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AME78)
1-Pentyl-3-(2-chloraphenylacetyl)indole (JWH=203) ........
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250)
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) ....
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) .......
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-18, RCS—4)
1-Pentyl-3-[1-(4-methoxynaphthoyl)Jindole (JWH-081) .......
2-(2,5-Dimethoxy-4-(n)-prapylphenyl)ethanamine (2C-P)
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) .......
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (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 (ZG—C)
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-1)
2 5-Dimethoxy-4-ethylamphetamine (DOET} ........
2,5-Dimethoxy-4-n-propylthiophenethylamine
2,5-Dimethoxyamphetamine ..
2-{4-(Ethylthio)-2, S-dlmethoxyphenyl]eihanamme (20-T-2)
2-[4-(Isopropyithio}-2, 5»d|methoxynhany!]ethanamme {2G—T—4)
3.4,5-Trimethoxyamphetamine .........
3.4-Melhylenedioxyamphetamine (MDA) v
3.4-Methylenedioxymethamphelamine (MDMA} ...
3,4-Methylenedioxy-N-elthylamphetamine (MDEA) ..
3,4-Methylenedioxy-N-methylcathinone (methylone)
34- Mathylenedloxypymvalerone (MDPV) .............
3-Methylfentanyl ... s
3- Mathylih)oien!anyl
4-Bromo-2,5- dlme!hoxyamphelamme (DOB}
4-Bromo-2,5-dimethoxyphenethylamine (2-CB)
4-Methoxyamphetamine ......... 2
4-Methyl-2 Sdlmelhoxyamphetamlne (DOM
4-Methylaminorex ............
4-Methyl-N- me!hylcathinona (mephedrona) B
5-(1,1-Dimethylheptyl}-2-[(1R,38)-3- hydmxycyclahexyi] phenol ........................
5-(1,1-Dimethyloctyl}-2-[(1R,3S)-3- hydroxycycloheuyl] phenol (cannabicycrohexanul or CP—47 497 CS homolog) .
5-Methoxy-3,4- methylenedmxyampheiamme o -
5-Melhoxy-N,N-diisopropyliryptamine ..
5-Methoxy-N,N-dimethyitryptamine .
Acetyl-alpha-methylfentanyl .........
Acelyldihydrocodeine ........
Acetylmethadol ......
Allylprodine ............
Alphacetylmethadol ....
Alpha-ethyltryptamine
Alphameprodine .....
Alphamethadol .......
Alpha-methylfentanyl ...,
Alpha-methyithiofentanyl .......
Alpha- methyllryptamme (AMT)
Aminorex .. sl
Eenzylmorphine
Balacelylmelhadol
Beta-hydroxy- &melhyﬁenlanyl
Beta- hydroxyfenianyl =
Betameprodine ...
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Established
Basic class 2013 quotas
Betaprodine ... 29
Bufotenine .. 39
Cathinone ...... 12g
Codelne-N-oxide 602 g
Desomorphine .......... 5g
Diethyltryptamine 12g
DifenoXin ....ovueecnne. 50qg
Dihydromerphine . » 3,300,000 g
DimethyRryptaming .......cccvicormrimmmiersssssmssssssesases 18 g
Gamma- hydroxybutyrrc acid 46,250,000 g
Heroin . T 259
Hydromorphlnol 54g
Hydroxypethidine .. 2g
Ibogaine ........... 59
Lysergic acid delhylamide (LS i 30¢
Marihuana .. 21,000 g
Mescaline ...... 134g
Methaquatone ... 10g
Methcathinone ...... 14 g
Methyldinydromorphine 29
Morphine-N-oxide ........... 655 g
N.N-Dimethylamphefamine . 12g
N-Benzyipiperazine ... kS 15¢g
N-Ethylamphetamine ... 12g
N-Hydroxy-3 4-melhylenedzoxyamphelamme ........... i2g
Noracymethadol 2g
Nortevorphanol .. 52¢g
Normethadone .. 2g
Normorphine ... 18g
Para-fluorofentanyl 239
Phenomorphan . 2g
Pholcodine . 29
PO BT 1oz T A S A AUV A o5 A B S 29
Psilocybin ... 2g
Psilocyn ......... 49
Tetrahydrocannabinuls 491,000 g
Thiofentanyl .. T 2g
Tilidine . - . 10g
Tﬂmependme 29
Schedule I

1-Phenylcyclohexylamine ..o 3g

1-Piperdinocyclohexanecarbonitrile .. 21g
4-Anilino-N- pheneihyl 4-p\per|dir|e (ANPP) 2,250,000 g
Alfentanil . - 38,250 g
Alphaprodlne 3q
Amobarbital . 9g
Amphalamma {for cunversron) 22,875,000 g
Ampheiamme {for sa.la) ......... 42,625,000 g
Cartentanil .. - ciassiiiaatniad ssmna s Seiadin 6g
Cocaine .. : : : 240,000 g
Codeine (tor convers:cn) ....... 81,250,000 g
Codeine (for sale) .. T — 49,508,250 g
Dexlropmpoxyphene 189
DIRYAIOCOTRBING .vcevrereeecesias it san e scbissiansiasrssssasesseess g 8888 AR SRR RSS20 b 250,000 g
Diphenoxylate ... 750,000 g
Ecgoning ....c..... 127,500 g
Ethylmorphins 3g
Fentanyl .. 2,108,750 g
Glulethlmlde i 3g
Hydrocodone (for sale) T R RN 99,625,000 g
Hydromorphone .. 5,968,750 g
Isomethadone ...... 59
Levo-alphacetyimethado! (LAAM) . 49
Levomethorphan .............. 6g
Levorphanol ........ 4,500 g
Lisdexamfetamine 21,000,000 g
Meperidine .. 6,875,000 g
Meperidine Intermodiate-A 69
Meperidine Intermediate-B g
Meperidine Intermediate-C 6g
Metazocine .. S 6g
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5 Established

Basic class 2013 quolas
MEtNAAONE (TOF SAIEY ..vu.eeerrerresrsisraanissrnsssssamnsrssressestasssssrsaresss 10441818 S 81 SE S smentaRssnbes sasamsss dasbdapbas bsann sapson e smbaest bnasrasns a0 s s businaheiantans 25,600,000 g
Methadone Intermediale . 32,500.000 g
Methamphelaming ......cc.c.creeimicmicsmmsisnmssersmessssrersnssesansns 3,912,500 g

(987,500 grams of levo-desoxyephedrine for use in @ non-contralled, non-prescription product; 2,863,750 grams for methamphetamine mostly

for conversion 1o a schedule Il product; and 61,250 grams for methamphetamine (for sale)).

MERNYIDRENIARLE ....cccveuereieiseerseisssisiosonsnnscassssnnes insenstsnsbsasarmn ot 61448 HHORESHARRE SRR L b banbe s bRB ISR LR RES L LSS OARS IR PO A SRR RPER SR S RRS 4AO04 400001 PRRS L n b mnEnen 80,750,000 g
Marphine (for conversion) 103,750,000 g
Morphine (for sale) ..... 60,250,000 g
Nabilone ...cmeireeeianannans 25,628 g
Noroxymorphone (for conversion) 9,000,000 g
Noroxymorphone (for sale) ........ 508,750 g
Opium (powder) .............. 91,250 g
Opium (lincture) 12875009
Oripaving .....cccimsiesssnssenss 22,750,000 g
Oxycodone (for conversion) 10,250,000 g
Oxycodone (for sale) ............ 131,500,000 g
Oxymorphone (for conversion) .. 18,375,000 g
Oxymorphone (for sale) ......... 6,875,000 g
Pentobarbital .......cciiiiimrmmseinsissianiiannssinsissssssns 42,500,000 g
Phenazocine .... 64g
PHENCYCHTING < evevomreoereveeeessseamss s serns e sesecssesssssanesenses 309
Phenmetrazine . 3g
Phenylacetone ..... 20,000,000 g
Racemethorphan . ag
Remifentanil ..... 37509
Secobarbital . 215,008 g
Sufentanil ..... 6,255 g
Tapentadol . 13,750,000 g
THOBAINE o e A IS T AT T S s oS TS O e S P BNV A R B A St 145,000,000 g
List | Chemicals
EPhEOrNg (TOT COMVEISION) ..iociiietinerinerassisssssnsssmsass sssnss sssasssassisssassseressssnssnssesessatons (04080 10RL1ILE11LORERNAESEILELIREIIELBIRRSPERS SRS ERTEE e e h s R b bR AL 15,100,000 g
Ephedrine (for Sale). ..c.cceurerniinsuonesie 3,500,000 g
Phenylpropanclamine {for conversion) . 25,700,000 g
Phenylpropanolamine {for sale) ........ ; 6,100,000 g
PSEUAOEPHEUNNG {fOr SAIB) .ivvvivsiiissueisiusssissssessiesinessisse s sasass s 8481 ER 814104 100812 R 00508 828R b 00 225,000,000 g

The Deputy Administrator also DEPARTMENT OF LABCOR
establishes aggregate production quotas
for all other schedule 1 and II controlled
substances included in 21 CFR 1308.11
and 1308.12 at zero. Pursuant to 21 CFR
1303.13 and 21 CFR 1315.13, upon
consideration of the relevant factors, the
Deputy Administrator may adjust the
2013 aggregale production quolas and
assessment of annual needs as needed.

Dated: September 25, 2012.
Thomas M. Harrigan,
Deputy Administrator.
[FR Doc. 2012-24089 Filed 9-28-12; 8:45 am]
BILLING CODE 4410-08-P

Employment and Training
Administration

[TA-W-81,791]

Fasco, a Division of Regal Beloit
Corporation, Including On-Site Leased
Workers From Penmac Personnel
Services, Eldon, Mi; Notice of
Affirmative Determination Regarding
Application for Reconsideration

By application dated August 30, 2012,
workers requested administrative
reconsideration of the negative
determination regarding workers’
eligibility to apply for Trade Adjustment
Assistance (TAA) applicable to workers
and former workers of Fasco, a division
of Regal Beloit Corporation, Eldon,
Missouri (Fasco). The determination
was igsued on August 7, 2012. The
Department’s Notice of determination
was published in the Federal Register
on August 23, 2012 (77 FR 51066).

Fasco is a warehouse and distribution
center for electric motars. The subject

Personnel Services.,

amended.
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worker group includes workers engaged
in activities related to the supply of
warehousing and distribution of electric
motors, as well as engineering, customer
service and information technology
services. The worker group includes on-
sile leased workers from Penmac

The initial investigation resulted in a
negative determination based on the
findings that there were no shifts to/
acquisition from a foreign country by
Fasco in the supply of services like or
directly competitive with those
supplied by the subjecl workers; that
there were no increased imports of
services like or directly competitive
with those supplied by the subject
workers; that Fasco is neither a Supplier
to nor a Downstream Producer of a firm
that employed a worker group eligible to
apply for TAA; and that the workers of
Fasco have not met the criteria set forth
in Section 222(e) of the Trade Act, as

The request for reconsideration states
that workers of the Engineering Services
Department provide engineering




IMS Data 2071« - 2013 (est)

Substance 2011 % Change 2012 % Change 2013 % Change

Amphetamine . vl 8,875.83] 9,704.33] .: 9.33%{10,981.49{ " 13.16%| 11,318.45 -+ 3.07%
Cocaine 53.89 48.53 -9.96%|  44.03 -9.26% 41.18 -6.48%
Codeine .25,351:25] 26,124.26{:- ' 3.05%] 23,600.01 -9.66%| 2549139 8.01%
Dihydrocodeine 112.37 107.21 -4.59% 75.47 -29.60% 61.44 -18.59%
Diphenoxylate- 1 .-480:24|7.  462.58| . +-3.68% 418.96| © -9.43%| 417.79| = -0.28%
Ephedrine 1,478.40( 1,535.38] 3.85%| 1,976.57 28.73%| 1,701.44 -13.92%
Fentanyl .. 510.25| . 2539.82) . 5.80%] -588.02|: ~ .8.93%| =~ 57844]: '.-1.63%
Hydrocodone 61,719.78| 65,105.06 5.48%| 65,037.75 -0.10%| 63,756.39 -1.97%
Hydromorphone-. .| "1,460.16] 1,675.15]. ".14!72%| 1,925.44|- ~14.94%| 2,120.37|: = 10:12%
Levorphanol 0.14 0.32| 136.46% 1.61 399.07% 2.23 38.36%
Lisdexamfetamine® | :10,311.46] 12,337.65| =~ 19.65%| 14,031.68| .. 13.73%| 14,371.09| . 2.42%
Meperidine 2,579.08f 230277 -10.71%| 1,891.98 -17.84%( 1,665.56 -11.97%
Methadone - | .7,859.04| -7,638.93 -2.80%| 7.184.37| =~ -5.95%! °6,678.:61] -7.04%
Methamphetamine 14.86 13.86 -6.74% 14.61 5.36% 14.09 -3.56%
Methylphenidate . .| 18;704.32] 19,217.30|" . 2.74%|19,747.16 '2.76%) 19,367.44 -1.92%
Morphine 28,997.24| 30,434.73 4.96%| 31,003.40 1.87%| 29,663.62 -4.32%
Opium '« . 84.35|*  8496| - 0:72%| - 81.32| -428%| - 80.65 _-0.82%
Oxycodone 68,320.72| 70,866.67 3.73%| 67,866.14 -4.23%| 65,311.45 -3.76%
Oxymorphone - "°|. -1,653.43| . 2,655.67|- -.60.62%| 1,959.43| - -26.22%|.  1,850.54 '=5.56%
Pentazocine 694.40 839.71 20.93% 712.27 -15.18% 617.63 -13.29%
Pentobarbital . . = | . 8541} . 79.08] - -7-41%| - . 46.56} . -41.12%| "~ 34.03|. -26.92%
Pseudoephedrine 127,452.77| 104,502.78] -18.01%] 94,451.20 -9.62%| 109,963.75 16.42%
Remifentanil 0.89] - 1:.05)" -17.99% 142] " " 7.56% <413 .0.74%
Secobarbital 23.20 2078 -10.43% 18.67 -24.59% 13.20 -156.76%
Sufentanil -0.07 - 0.05] -22.81% ~0.05 - -1.44% 0.04] - -15.22%

*Estimates based on Jan-Mar 2013 Data
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Baslc Class: 9250-0
PQ TotaKCM+PD): 16,175,370.000
Company DEA Num 2013 MQ Request 2013 MQ 2012 Sales
(D)4) (b} THE) 6,421,387.000 6321000000 4976800000
5,000.000 0.000 0.000
10.000 10.000 2583
big) 390.393.&0' 223,393 000 26,872.000
34,700,000 0000 0.000
67,000.000 0.000 ©.000
b -1&2m.mn.000| 9.904.525000 9,774,716.000
3,851,000000 3,551,000.000 3,057.378.000
MQ Totats: 26,969,490.000 15,998,928.000 17,835,768.533
Firal Initlal APQ: 20,000,000.000 3
Proposed Revised: 26,500,000000  33,125,000.000 with 25% buffer
Final Revised APQ: 0.000
MQ Need=PQ" 1.6 - Revised MQ - Inventory: -3 403,854 535 CFR 60%:
2012 Initial APQ: 20,000,000.000
FDA Est = 2012 APQ* (1 + FDA Est): 18,720,000.000
IMS Est = 2012 APQ " (1 « IMS Est): 18,592,000.000
Pencing
DEA Name DEA Num Requested Praviously Granted
B)@) BH7NE) 39039300 223,393000
16,200,000.00 8,904,525.000
Total Pending

(

2013 Revised APQ Worksheets

2012 Total Sales % of 2012 Sales

17 ,835,768.583 0279
17,835.766.583 0000
17,835,768 583 0000
17,835,768 583 0.002
17,825,768.583 0.000
17,835,768.583 0.000
17,835,768 583 0.548
17.835,768.583 0171
-2,688,754 890
Difference
167,000.000
6,295.475.000
6,462 475,00
~
METHADONE
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FDA Est:
IMS Est:

-084
o7

Shars of 2012 Total PQ 2012 Inventory 2013 Projected Exports Calc Using CFR 30% Invent Calc Using CFR 50% Invent

4.513,491.025 3,316,884.000

0.000 0.000
2343 5.608
24,370,385 62,133,000
0.000 0.000
0.000 0000

8,864,751.032 1,835734.000
2.772,755.217  652,225.000

7.666,9581.536

0.000
0.000
0.000
0.000
0.000
©.000
13,350.000
0.000

13,350.000

2550654332
0.000

2491
.30,451.500
0.000

0000
7,901,792.341
2952356782

13,374,345 464

3,569,179.781
0.000

-1.962
-24,952 019
0.000

0.000
9,902.233.789
3.578,063.521



(

[DEA Num Requested Granted ARCOS 2013 Est 30% Inv Total Difference
b)(4).(bNTHE) 15,000,000.00 9,804,525.00f 4,322,160.566] 17,288,642.264| 5,186.592 679 22,475234.943 12,570,709.9432
6,421,387.00 6,321,000.00] 1,422,145.268 5,688,581.072] 1,706,574.322 7,395,155.394 1,074,155,3936
3,851.000.00 3,551,000.00 716,926.952 2,863,707.808 859,112.342| 3,722 820.150 171.820.1504
390,393.00 223,393.00 57,525.770 230,103.080 69,030 924 299,134.004 75,741.0040
10 10 0.027 0.108 0.032 0.140 -9.8596
TOTALS 25,662,790.00( 19,999,928.00 6,517,758.58 26,071,034.33 7,821,310.30 33,892,344.63 13,892,416.63

Est ARCOS sales for PQ

17,910,755.804

Current PQ granted

16,621,860.000

2012-2013 1st qtr Methadone ARCOS Data
MQ 2013
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Est MQ required to meet PQ ARCCS

26,866,133.706

Est MQ required to meet granted PQ

24,932,790.000




(

(

(

Methadone Data PQ 2013
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Reguest ID Quota Allotment JARCOS 2013 Est 30% Inv Total Difference
113230 P4 (BI7NE) 7.617,869.00] 2,547,794.101] 10,191,176.404| 3,057,352.921]| 13.248,529.325| 5,630,660.325
110954 5,617,134,00] 1,221,265.238| 4,685,060.952| 1,465,518.286| 6,350,579 238|  733,445.238
113581 2,041,118.00] 501,919.432] 2,007677.728] 602,303.318] 2.609,981.046] 568,863.046
113787 546,645.00 0.000 0.000 0.000 0.000] -546,645.000
113912 353,500.00| 32,711.786]  130.847.144| 39,254.143| 170,101.287| -183,398.713
111303 189,000.00( 4,322,160.566| 17,288,642.264| 5,186,592.679] 22,475,234.943| 22,286,234.943
111287 189.000.00 0.000 0.000 0.000 0.000]  -189.000.000
114103 15,366.00 0.000 0.000 0.000 0.000] -15,366.000
111074 10,500.00 1,644.720 6.578.880 1,973.664 B8,552.544 -1,947.456
113459 8,408.00 4,895.498 19,581.992 5.874.598 25,456.590 17,048.590
114171 7.322.00 2,415.596 9,662.384 2,898.715 12,561.099 5,239.099
112663 5,180.00] 181,596.614] 6546,386.456| 193,915.937| B840,302.393] 834,122.393
110548 3,300.00 670.800 2,683.200 B04.960 3,488.160 188.160
114312 2,589.00 646.651 2,586.604 775.981 3,362.585 773.585
112054 2.516.00 " 275.958 1,103.832 331.150 1,434.982 -1,081.018
115264 2,440.00 0.000 0.000 0.000 0.000 -2,440.000
112793 1,500.00 304.096 1,216,384 364.915 1,581.299 81.299
113825 1,294.00 704.787 2,819.148 B45.744 3.664.892 2.370.892
111102 1,245.00 241.488 965.952 289.786 1,255.738 10.738
114184 975 268.320 1,073.280 321.984 1,395.264 420.264
113253 961 1,610 6.440 1.832 8.372 -952.628
112047 869 0.000 0.000 0.000 0.000 -869.000
113892 756) 2561.818 1,007.272 302.182 1,309.454 553.454
111213 300 30.998 123.992 37.198 161.190 -138.810
111114 300 0.000 0.000 0.000 0.000 -300.000
111152 269 36.721 146.884 44.065 190.949 -78.051
111196 150 9.999 39.996 11.989 51,995 -98.005
111036 100 0.000 0.000 0.000 0.000 -100.000
113877 71 2.147 8.588 2.576 11.164 -59.836
114916 52 0.000 0.000 0.000 0.000 -52.000
111752 25 0.000 0.000 0.000 0.000 -25.000
111270 25 0.000 0.000 0.000 0.000 -25.000
113862 25 0.000 0.000 0.000 0.000 -25.000
111497 10 0.027 0.108 0.032 0.140 -9.860
111992 10 0.000 0.000 0.000 0.000 -10.000
110974 7 0.000 0.000 0.000 0.000 -7.000
113761 5 0.000 0.000 0.000 0.000 -5.000
111548 5 0.000 0.000 0.000 0.000 -5.000
110949 5 0.000 0.000 0.000 0.000 -5.000
114351 3 0.546 2.184 0.655 2.839 -0.161
111185 2 0.000 0.000 0.000 0.000 -2.000
111786 2 0.000 0.000 0.000 0.000 -2.000
113981 2 0.000 0.000 0.000 0.000 -2.000
112574 2 0.000 0.000 0,000 0.000 -2.000
111448 2 0.000 0.000 0.000 0.000 -2.000
111827 1 0.000 0.000 0.000 0.000 -1.000

1
TOTAL B 16,621,860.00] 4,477,688.95] 17,910,755.80| 5.373.226.74| 23,283,982.55| §6,851,122.55
{b)m.cb}(ma ]




Baslc Class: 92540
PQ Total{CM+PD):

Company DEA Num

bX4) (DHTKE)

MQ Totals:

Final Initlal APQ: 26,000,000 000

Proposed Revised: 32,400.000.000

Final Revised APQ: 0.000

MQ Need=PQ" 1.6 - Revised MQ - Inventory: .15 133,335 500

2012 initlal APQ: 26,000,000.000

FDA Esto 2012 APQ" (1 + FDA Est): 26,000,000.000

IMS Est = 2012 APQ* (1 ¢ IMS Est): 26,000,000.000

7.705,055.000
2013 MQ Requast 2013 MQ 2012 Sales
10000 10.000 0.000

877.000.000  877,000.000 138.508.000
8,600.000000 8800,000.000 8929,140.000
150.000 €00 0.000 0.000

. 16,000,000.000 10,791.331.000 10,214,405.000
6,080,000.000 4238000000 4,621,506.000

31.707,010.000 24.506,341.000 22.904,569.000

(

2013 Revised APQ Worksheets

. 2012 Total Sales % of 2012 Sales
23,904, 559.000 0000
23.904.559.000 0008
23,904,559.000 0.374
23,904,559.000 0.000
23,504,558 000 0427
23,904,559.000 0183

40,500,000.000 with 25% bufer Increased 10 match the increase in mathadone (9250)

CFR 60%:

-11,083,519.500

FDA Est:
IMS Est:

Share of 2013 Tolal PQ 2012 Inventory 2013 Projected Exponts Calic Using CFR 30% Invent Calc Using CFR 50% Invent

0.000

44,967 021
2,878,091.782
0.000
3,292,365.792
1,488.630.405

METHADONE-INTERMEDIATE
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0.000
0.000
522,600.000
0000
858,064 000
803,973.000

2,184 837.000

0000
0.000
0.000
0.000
0.000
0.000

0.000

¥ 0.000
58.457.128

3218919216

0.000
3422,011.529
1,132.546.527

7.831,834.500

0.000
91,085.777
$.307.2909.727
0.000
5,810,994 450
2,213,441.507




(

Baslc Class: 9300-A 2013 Revised APQ Worksheets
PQ Tota{CM+PD) 4,193,200011 FDA Est: *
IMS Est:
Company DEA Num 2013 MQ Request 2013 MQ 2012 Sales 2012 Total Sales Sales Share of 2013 Total PQ 2012 Invontory 2013 Projected Exports Calc Using CFR 30% Invent Calc Using CFR 50% Invent Final MQ
fo)4) (DHTHE) 125,000.000 125,000 000 Q0CO 47,831,774.800 0.000 £.000 0.000 0.000 0.000 0.000 0.0C0
159,100.000 158,200 000 82.091.800 47,831,774 800 0.002 7.196.625 54.994.900 0000 -45,819.288 -25,476.169 0.060
3,500,000000 3,500,000000 1,432653.000 47,821,774 800 0030 125,682.014 950.000 3,325,000 000 3,487 436 618 3,839,565.767 0.000
56,000,000 000 42285080000 34704093000 47,831,774 800 , 072 3,042,354.246 19,670,020.000 0000 -15,714,959.480 -7,191,053.943 0.000
1,000.000 1,000.000 0.000 47.831.774800 0.000 0.000 0.000 ooco 0.000 0.000 0.000
12,796,000.000 12.796,000.000 11,170,137.000 47.831.774.800 0234 975,235476 1,111,683.000 0.000 161,324,419 2.904,696.845 0.000
2822000000 1,595,875.000 441,800.000 47.831,774.800 0009 38,730.651 0.000 o.oco 50,349 846 150,663.313 0.000
MQ Totals: 75,403,100.000 60,465,265.000 47,831,774 800 20,837 .547.900 13,325,000.0C0 -12,061,487 866 0.000
Final Initial APQ: 83,000,000.000
Proposed Revised: 73,000,000.000 lowered to reflect trand for past 3 years of MQ granted; will be 91,250,000.000 with 25% butfer
Final Revised APQ: 0.000
MQ Need=PQ" 1.6 - Rovised MQ - Inventory:  -75013,112.884 CFR 60%: -64,103,469.186
2012 Initlal APQ: 83,000,000.000
FDA Est = 2012 APQ " {1 + FDAEst): 83,000,000.000
IMS Est = 2012 APQ " (1 + IMS Est): 83,000,000.000

MORPHINE (FOR CONVERSION)

Vol. | Page 140




Basic Class: 9668-B
PQ Total{CM+PD):

4,855,000

Company DEA Num 2013 MQ Request 2012 MQ 2012 Sales
bi(4) (b7HE) 1,000,000 D00 400,00C.000 166,804,000
10.000 10.000 0.242
3,500.000 2,618.000 0.000
3,000.000 1,000,000 3140
MQ Totals: = 1,006,510.000 403,626.000 166,807.382
Final Initfal APQ: 407,000.000
Proposed Revised: 1.010,000.000 1,262,500.000 with 25% butfer
Final Revised APQ: 0.000
MQ Need=PQ* 1.5 - Revised MQ - Inventory: -771.437.041 CFR 50%:
2012 Inltia! APQ: 401,000,000
FDA Est = 2012 APQ * (1 + FDA Est); 401,000,000
IMS Est= 2012 APQ " (1 + IMS Est): 401,000 000

2013 Revised APQ Worksheets

2012 Tolal Sales % of 2012 Sales

166,807.382
168.807.382
166,607,382
166,807 382

-730,840.948

1 000
0000
0.000
0.000

FDA Est:
IMS Est:

Share of 2013 Total PQ 2012 inventory 2013 Projocted Exports Calc Using CFR 30% Invent Cale Using CFR 50% Invent

4,854 902
0.007
0.000
0.091

NOROXYMORPHONE (FOR SALE)
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374,296.000
261.541
534.000

0,000

375,091.541

1.000,000.000
0.000
0.000
0.000

1,000,000.000

632,015372
-261.532
-534,000

0.119

631,219.959

673,473,627
-261.472
-534.000

0.899



Basic Class: 31438

PQ Total{CM+PD): 77,119,414 000

Company DEA Num 2013 MQ Request

b)(4) (ON7HE) $.000

60 000

135,000.000

22,500.000

3,600,000.000

1,060,000.000

22.000,000.000

fai 000000

5,000.000

26,000.000.000

¥Q Tolals: 119,424,565.000
Final Initial APQ: 105,200,000 000

Proposed Revised: 123,000000.000 153,750,000.000
Final Revised APQ: . 0000
MQ Need=PQ" 1.6 - Revised MQ - Inventory: -23,380,540.459
2012 Inttial APQ: 93,000,000.000
FDAEst= 2012 APQ " (1 + FDA Est): 98,000,000 000
IMS Est = 2012 APQ * (1 +IMS Est); 94,315,200 000

Pending
DEA Name DEA Num Requested

b)4) (bY7HE) 3,600,000 00

65,500,000.00

1,078,000.00

Tetal Pendng

2013 MQ 2012 Sales
5.000 0.000
60 000 3.9%3
115,835 000 2,938.C00
22,500,000 0.000
300,000.000 385,669.000
1.080,000.000 Q.c00
22000000000  18,099,856.000
43326873000  39,262,449.000
5,000 000 11,19€.710
26,000,000.000 20,480,277.000
565,000.000 439,731.000
94,015273.000  78,672,122.708
with 25% buffer
CFR 50%:
Previously Granted
800,000.000
43,328,873.000
565,000.000

(

2013 Revised APQ Worksheets

2012 Total Sates %4 of 2012 Safes  Share of 2013 Total PQ
78,672,122.708 0000 0.000
78,672,122 708 0.000 3819
78.672,122.708 0.000 2.878.054
78,672,122.708 0,000 0.000
78672,122.708 0.005 358,451.991
78,672,122.708 0.000 0.000
78,672122.T08 0.230 17,742,638 833
78,672,122.708 0.439 38,487,547.483
78,672,122.708 0000 10,969 845
78,672,122.708 0260 20,085,871.597
78872.122.708 0008 431,052 269

-22,992,763282

Ditterence

2,700,000.000

FDA Est:
IMS Est:

2012 laventory
0020
803 439
12,187.000
0.000
890,207.000
0.000
16,073,590.0C0
12,240,254.000
29,325.000
15,657,708.000
140,704,000

45,044,788.459

22.173,127.000 Currenly approved fer remaining APQ, usitfied for balance 11,000kg

513,000.000

25,388,127.000 based on this figure APQ could be increased to

Total oxycodene API granted for this product from the above registants

Total oxycedone AP granted for all other pq product deveiopment efforts
Total oxycodone API granted fer previously granted pq commercial efforts
Total requirements for granted pq commercial and produci development effar
CFR mandated Inventary allowance for bulk manufacturers

Total APQ required to supporl MQ without considering manufacturing losses

445.404 kg
10,016.589 kg
71463805 kg
81,025.598 kg

50%

122,888.397 kg

7.002.000 kg exported in 2012
1,156.C00 kg exported 1st qtr 2013

There is also ~ 6,593.000 kg in pending pq requesls

OXYCODONE (FOR SALE)
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118,500,000.000

2013 Projected Exports
0.000

0.000

0.000

0.000

0.000

0.000

0.000

0.000

0.000
5,000,000.000
0.000

§,000,000.000

Calec Using CFR 30% Invent Calc Using CFR 50% Invent

-0.020

-798 344
-8.445 530
0.000
-424219.412
0.000
6,991,840.482
37,793.547.74%
-15,084 201
15,453,925.075
419,663 950

60,210,449.741

-0.020
-797.541
-7,855.432
0.000
-350,724.762
0.000
10,629,675.041
45.684,782 616
-12815016
18,572,200.748
508,044,087

76,022,509.718




(

(

Dea Num __ [Company Quota Request _|Quota Allotment  |ARCOS 2013 Est 30% Inv Total Difference

b4),(ONTHE) 79,000,000.00 43,326,873.00] 10,726,042.261] 42,904,169.044] 12,871,250.713 55,775,419.757 12,448,546.757
26,000,000.00 26.000,000.00 9,721,752,525| 38,887,010.100 11,666,103.030 50,553,113.130 24,553,113.130
22,000,000.00 22,000,000.00 2,925518.154] 11,702,072.616 3,510,621.785 16,212,694.401 -6,787,305.599
1,080,000.00 1,080,000.00 0.000 0.000 0.000 0.000 -1,080,000.000
9,920,000.00 900,000.00 3,530.292 14,121.168 4,236.350 18,357.518 -881,642.482
644,000.00 565,000.00 161,693.368 646,773.472 194,032.042 840,805.514 275,805.514
139,000.00 115,835.00 65.963 263.852 79.156 343.008 -115,491.992
22,500.00 22,500.00 0.000 0.000 0.000 0.000 -22,500.000
5,000.00 5,000.00 3.139 12.556 3.767 16.323 -4,983.677
60 €0 0.170 0.680 0.204 0.884 -58.116
5 5 0.000 0.000 0.000 0.000 -5.000

Current Total MQ ARCOS est Possible APQ Difference of est

94,015,273.00 94,154,423.488 based on 1stqtr  ARCOS total and

ARCQOS salesas  quota allotment

does not consider in process year est + 30% inv 28,385,477.534

MQ requests which utilize remaining APQ

Current Total PQ
104,975,452.00

Possible MQ required to

meet granted PQ
136,468,087.60

Total PQ ARCOS est

87,260,182.66

Possible MQ required to
meet PQ ARCOS est

130,890,289.00

2012-2013 1st gtr Oxycodone ARCOS Data

MQ
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122,400,750.534




(

(

(

Dea Num _ |Company Quota Request |Quota Alloiment [ARCOS 2013 Est 30% [nv Total Difference
b)4) D7 HE) 16,417,523.00] 16,417,5623.00] 3,447,926.453| 13,791,705.812| 4,137,511.744] 17,929,217.556] 1,511,694.556
15,500,000.00] 12.144,208.00| 2,864,129.451| 11,456,517.804| 3.436,955.341/ 14,893,473.145| 2.749,265.145
16,662,655.00] 10.963,865.00] 2,228.885.553| 8,915542.212| 2,674,662.664| 11,590,204.876 626,339.876
15,662,665.00] 10,963,865.00] 3,220,021.200] 12,880,084.800| 3,864,025.440| 16,744,110.240] 5,780,245.240
8.366.327.22 8.366,327.00] 2,271,246.406]| 9.084,985.624| 2,725,495.687| 11,810,481.311] 3.444,154.311
5,553,000.00 5,099,323.00] 1,395,375.323| 5,581,501.292| 1,674,450.388| 7,255,951.680| 2,156,628.680
5.463,000.00 5,099,323.00] 1,580,828.092| 6,323.312.368| 1,896,993.710] 8.220,306.078| 3.120,983.078
53,663.00 3,929,359.00 919,751.565| 3,679,006.260) 1,103,701.878| 4,782,708.138 853,349.138
4,294,000.00 3.314,000.00 5.788.088 23,152.352 6.945.706 30,098.058| -3,283.901.942
4,294,000.00 3.314,000.00 56,006.060]  224,024.240 67,207.272 291,231.512] -3.022,768.488
3,940,651.00 2,360,865.00] 607,815.467| 2,431,261.868| 729,378.560| 3,160,640.428 799,775.428
2,100,000.00 1,770,024.00] 585642.659| 2,342,570.636 702,771.181| 3,045,341.827] 1,275,317.827
1,898,797.00 1.701,000.00 7,701.183 30,804.732 9.241.420 40,046.152] -1,660,953.848
1,659,000.00 1,658,000.00 0.000 0.000 0.000 0.000} -1,658,000.000
56,137.00 1,384,605.00 1.759.218 7.036.872 2.111.062 9,147.934| -1,375,457.066
1,323,540.00 1,270,080.00 0.000 0.000 0.000 0.000] -1,270,080.000
1,311,750.00 1,215,600.00 0.000 0.000 0.000 0.000] -1,215,600.000
2,361,735.00 1,199,210.00] 315679.031] 1.262,716.124] 378,814.837| 1,641,530.961 442,320.961
2,419,569.00 1,138,077.00 11,487.751 45,951,004 13,785.301 59,736.305| -1,079,340.695
1,102,683.00 1,102,693.00 92,169.344 368,677.376] 110,603.213 479,280.588] -623.412.411
2.000,000.00 1,030,887.00 3.139 12.556 3.767 16.323| -1,030,870.677
963,900.00 963,900.00 858.356 3,433.423 1,030.027 4,463.450{ -959,436.550
1,354.640.40 890,810.00 109,993.285] 439.973.142| 131,991.942 571,965.084] -318,844.916
1,265,276.00 736,000.00 66,976.170]  267,904.681 80,371.404 348,276.085| -387,723.915
775,000.00 715,885.00 193,955.577 775,822.307| 232,746.692| 1,008,568.999 292,683,988
600,000.00 600,000.00{ 10,726,042.261| 42,904,169.042]12,871,250.713] 55,775,419.755| 55,175419.755
485,230.00 485,230.00 537,353.622| 2,149,414.490 644,824.347| 2,794,238.837| 2,308,008.837
1.620,000.00 455,000.00 6,675.693 26,702.772 8,010.832 34,713.603 -420,286.397
369,216.00 369,216.00 45,303.552 181.214.207 54,364.262 235578.468] -133,637.531
3.873,380.00 364,000.00 180,230.029 720.920.116] 216,276.035]  937,196.151 573,196.151
378,720.00 341,473.00 78,953.796 315,815.185 94,744 .555]  410,559.740 69,086.740
315,000.00 315,000.00f 933,027.273] 3.732.109.093] 1,119,632.728] 4,851,741.821] 4.536,741.821
417,349.80 298,107.00 45,382.569 181,530.277 54,459.083 235,989.360 -62,117.640
256,934.00 256,934.00 3.794.625 15,178.500 4.553.550 18,732.050  -237,201.850
3.873,380.00 244,500.00 282,398 1,129.590 338.877 1,468.467| -243,031.533
233,122.00 233,122.00 0.000 0.000 0.000 0.000] -233,122.000
244,235.00 228,757.00 22.861 91.443 27.433 118.876] -228,638.124
216,670.00 216,670.00 22.377 80.507 26.852 116.359| -216,553.641
209,500.00 209,500.00] 2,925518.154| 11,702,072.618) 3,510,621.785] 15,212,694.403| 15,003,194.403
Snapshot of larger lis of registrants 132,356,515.77 104,975452.00 21,815,048.17 87,260,192.66 26,178,057.80 113,438,250.46 8,462,798.46

r;. W4,

2012-2013 1st gir Oxycodone ARCOS Data
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2013 Proposed Adjusted Aggregate Production Quotas

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

The attached Federal Register notice, prepared for your signature, Proposed Adjustment for calendar
year 2013 aggregate production quotas (APQ) for schedules I and II controlled substances and the
annual assessment of 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.

In an effort to prevent potential drug shortage issues, DEA has added an additional 25% to the APQ
for Schedule 11 substances and Schedule I substances that are used to produce drugs that have a
medical need (specifically, GHB and tetrahydrocannabinols). DEA learned through meetings with
industry that manufacturers do not always maintain the 50% inventory allowance that is permitted
and sometimes do not maintain any inventory at all. If a disaster or some other unforeseen event
were to occur, there is a strong likelihood that drugs would become unavailable and, if all or most of
the quotas had been issued to manufacturers, DEA would not be able to respond quickly because the
DEA regulations require public notice and comment for adjustments to the APQ. As such, DEA has
determined that an amount of 25% should be adequate to ensure that DEA could immediately
respond to such situations and provide sufficient quota to allow continued manufacturing to alleviate

- potential shortages. The 25% amount is equivalent to one quarter of the year, which is the longer end

of the typical manufacturing cycles as communicated to DEA by industry.

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

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

Schedule I substances

The APQ for the temporarily controlled schedule 1 substances (1-Pentyl-1H-indol-3-y1)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-144), [1-(5-fluoro-pentyl)-1H-indol-3-y1](2,2,3,3-
tetramethylcyclopropyl)methanone (XLR!11), N-(1-adamantyl)-1-pentyl-1H-indazole-3-
carboxamide (AKB48) are proposed in this FR. The manufacturing of these substances will be used
for analytical standards, reference, and research material.

The APQ for 3,4-Methylenedioxymethylamphetamine (MDMA), 4-Methyl-2,5-
dimethoxyamphetamine (DOM), psilocybin were increased. The manufacturing of these substances
will be used for analytical standards, reference, and research material. New DEA registrant(s)
entering the reference standard market at the bulk manufacturing level.

The APQ for tetrahydrocannabinols was increased. This increase is due to a bulk manufacturer

changing names and registrations, which requires quota to move physical inventory material to the
|
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new registration plus an allowance to continue manufacturing activities for the remainder of the
calendar year.

Schedule II substances
o The APQ for ecgonine was increased due to increased registrant requirements. One DEA registrant

was denied legitimate requirements because their requirements exceeded the previously established
APQ.

* The APQ for morphine (fér conversion) was decreased. The decrease was determined by a review
of the requested API quantities and the subsequent granted quotas.

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

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

e The APQ for methadone intermediate 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), lisdexamfetamine, and methadone.

OD/ODQ/ODEQ 6/6/13 Page - 2 - of 2
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Aggregate Production Quotas

(all values are in grams unless indicated otherwise)

" Controlled Substance |Flnal Revised! Initial meal Revlsad' Estabiished | Proposed
SN SURNUY . S ; Revised

~—Schedule l: _zou_ BT R _' T0i3 | 2013
(1-Panty-1R-indol-3-](2,2,3, 3 teiramelhyicyclopropyljmethanone (UR-144) ol iniuntiy pilgete Sanlign.
(145-fluoro-pentyi)-1H-indol-3-y1)(2.2.3.3-telramethylcyclopropylimethancne | - L - b - 15
3.4-Methylenedioxymetnamphetamine (MOMA) ~ f e - I R .
4-Methyl-2,5-Dimethoxyamphetamine (DOM) _ T /. I — My
N-(1-adamantyl)-1- pentyl1H-mdazole-3-carbcxamlda (AKB#S) B 4 — __j R L.
Psilocybin 22 2 2. . 10
Tetrahydrocannabmols . _193._(!90} 77393900;'_ ___39_3000 ‘491.000_1 705,000

e e T e Fe TR A A T A VA WS Sese e sz s N N | -

Controlled Substance lFina! Revised'r Initial ;Final Revised! Established | Proposed

i Revised
Schedule Il T ‘__;":f:___'ﬁ_fj'_‘"'"z_o11_"1" 2012 2012 ;ﬂ'___ 2013 72013
Amphetamine (for sale) T T 25,300,000 25,300,000 33,400,000 42,625,000 47,186,000
Ecgonine ] s T 830000 83,000 83,000 _ 127, 500|' 144,000
Methadone forsaley " 1 20,000,000 20,000,000] 23.100,000 25,000,000  33.125.000
Methadone Intermediate e 26000 000 _ZE_DQ_O_OUO 129,970,000 32,500,000] 40,500,000
Methyphemidate 7 T " T 7777 766,000,000  56,000,000] 64,600,000 80,750,000 782,930,250
Morphine (for conversion) | 70,000,000/ 83,000,000/ 13000005{ 103,750,000] 91,250,000
Noroxymorphone (forsate) 401 ooo___acmog 1,881,000 50&750 1262500
Oxycodone (forsale) _ — ~ — -~ ___gg_qooouo 98,000, uocj:wszoo 000| '131,500,000| ~ 148,375,000
Phenylacetone T — T T aoocooa1 16000000!_ 16,000,000, 20,000,000/ ~ 28,628.750

Sl dussasliosunieatlhisait fos isoss i ouiginy TR *"—'74‘
Mote 2013value5 haveazs% buffer added tothecalculated d US rec reqmremenls B _l e _}___ﬁ _J_ — -___
' i
WEL RamOAL S =I e e e ——— — — _.__l. ST ,i_.._. —— — t_._ —_—— .I,_.___,W T S —_— e
“—
“—
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Billing Code 4410-09-M
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-365]

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 Phenylpropanolamine for 2013

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

ACTION: Notice with request for comments.

SUMMARY: This notice proposes to adjust the 2013 aggregate production quotas for several
* controlled substances in schedules I and II of the Controlled Substances Act (CSA) and
assessment of annual needs for the list I chemicals ephedrine, pseudcephedrine, and
phenylpropanolamine, as well as to establish the 2013 aggregate production quotas for three

recently temporarily controlled substances.

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-
365" on all electronic and written correspondence. DEA encourages all comments be submitted
electronically through http://www.regulations.gov using the electronic comment form provided
on that site. An electronic copy of this document is also available at http://www.regulations.gov
for easy reference. Paper comments that duplicate the electronic submission are not necessary

and are strongly discouraged as all comments submitted to www.regulations.gov will be posted
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for public review and are part of the official docket recorci. Should you, however, wish to submit
written comments via regular or express mail, they should be sent to the Drug Enforcement
Administration, Attention: DEA Federal Register Representative/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) 307-4654. |
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 postcld online or made available in the public
docket, you must include the phrase “PERSONAL IDENTIFYING INFORMATION” in thé first
paragraph of your comment. You must also place all the personal identifying information you do
not want posted online or made available in the public docket in the first paragraph of your
comment and identify what information you want redacted. |

If you want to submit confidential business information as part of your comment, but do
not want it to be posted online or made available in the public docket, you must include the
phrase “CONFIDENTIAL BUSINESS INFORMATION” in the first paragraph of your

comment. You must also prominently identify confidential business information to be redacted
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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 posted online or made available in
the public docket.

Personal identifying information and confidential business information identified and
located as set forth above will be redacted, and the comment, in redacted form, will be posted
online and placed in the DEA’s public docket file. Please note that the Freedom of Information
Act applies to all comments received. If you vfish 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 fbr each basic class of controlled substance listed in schedules [ and

1l and for ephedrine, pseudoephedrine, and phenylpropanolamine. This responsibility has b;cn
delegated to the Administrator of the DEA through 28 CIFR 0.100. The Administrator, in turn,
has redelegated this function to the Deputy Administrator, pursuant to 28 CFR 0.104. DEA
published the 2013 established aggregate production quotas for controlled substances in
schedules I and II and assessment for annual needs for the list I chemicals ephedrine,
pseudoephedrine, and phenylpropanolamine in the Federal Register (77 FR 59980) on October 1,
2012. That notice stipulated that, as provided for in 21 CFR 1303.13 and 21 CFR 1315.13, all
aggregate production quotas and assessments for annual need are subject to adjustment.
Analysis for Proposed Aggregate Production Quotas for Temporarily Scheduled
Substances

On May 16, 2013, the Deputy Administrator issued a final order to temporarily schedule

three synthetic cannabinoids in schedule I of the CSA: (1-Pentyl-1H-indol-3-y1)(2,2,3,3-

3
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tetramethylcyclopropyl)methanone (UR-144); [1-(5-fluoro-pentyl)-1H-indol-3-y1](2,2,3,3-
tetramethylcyclopropyl)methanone (XLR11); and N-(1-adamantyl)-1-pentyl-1H-indazole-3-
carboxamide (AKB48). See 78 FR 28735. DEA has received applications for registration and
quota for these temporarily scheduled controlled substances. In examining the information
provided by the applicants, along with other information, DEA finds that there is a current need
for these substances. Aggregate production quotas represent those quantities of schedule I and I
controlled substances to be manufactured in the United States in 2013 to provide for the
estimated medical, scientific, reéearch, and industrial needs of the United States, lawful export
requirements, and the establishment and maintenance of reserve stocks. As such, pursuant to 21
U.S.C. 826(a), the Deputy Administrator must determine the total quantity and establish
production quotas for each of the three temporarily controlled substances.

In making this determination, the Deputy Administrator has taken into account the
criteria that DEA is required to consider in accordance with 21 U.S.C. 826(a) and 21 CFR
1303.11. DEA proposes the aggregate production quotas for these three temporarily controlled
substances by considering: (1) total estimated net disposal of each substance by all
manufacturers; (2) estimated trends in the national rate of net disposal; (3) total estimated
inventories of the basic class and of all substances manufactured from the class; (4) projected
demand for each class as indicated by procurement quotas requested pursuant to 21 CFR
1303.12; and (5) other factors affecting medical, scientific, research, and industrial needs of the
United States and lawful export requirements, as the Deputy Administrator finds relevant.
These quotas do not include imports of controlled substances for use in industrial processes.
Analysis for Proposed Revised 2013 Aggregate Production Quotas and Assessment of

Annual Needs
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DEA proposes to adjust the established 2013 aggregate production quotas for some
schedule I and 11 controlled substances and assessment of annual needs for the list [ chemicals
ephedrine, pseudoephedrine, and phenylp;opanolamine to be manufactured in the United States
in 2013 to provide for the estimated medical, scientific, research, and industrial needs of the
United S'tates, 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.

In proposing the adjustment, DEA has taken into account the criteria that DEA is
required to consider in accordance with 21 CFR 1303.13 and 21 CFR 1315.13. DEA determines
whether to propose an adjustment of the agé,regate production quotas for basic classes of
schedule I and IT controlled substances and ephedrine, pseudoephedrine, and
phenylpropanolamine by considering: (1) changes in demand for the basic class, changes in the
national rate of net disposal for the class, and changes in the rate of net disposal by the
registrants holding individual manufacturing quotas for the class; (2) whether any increased
demand or changes in the national or individual rates of net disposai are temporary, short term,
or long term; (3) whether any increased demand can be met through existing inventories,

.. increased individual manufacturing quotas, or increased importation, without increasing the
aggregate production quota; (4) whether any decreased demand will result in excessive inventory
accumulation by all persons registered to handle the class; and (5) other factors affecting the
medical, scientific, research, ana industrial needs of the United States and lawful export
requirements, as the Deputy Administrator finds relevant.

DEA also considered updated information obtained from 20.12 year-end inventories, 2012

disposition data submitted by quota applicants, estimates of the medical needs of the United
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States, product development, and other information made available to DEA after the initial
aggregate production quotas and assessment of annual needs had been established. 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 information.. In determining the proposed revised 2013
assessment of annual needs, DEA used the calculation methodology previously described in the

2010 and 2011 assessment of annual needs (74 FR 60294 and 75 FR 79407, respectively).

As described in the previously published notice establishing the 2013 aggregate
production quotas and assessment of annual needs, 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. 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, DEA has included in all proposed
revised schedule Il 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 specified by
regulation. 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 thc amount of controlled substances available to provide for legitimate

public need, as determined by DEA. DEA does not anticipate utilizing the reserve in the absence
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of these circumstances.

The Deputy Administrator, therefore, proposes that the year 2013 aggregate production

quotas for the three temporarily scheduled substances be established, and to adjust the 2013

aggregate production quotas for some schedule I and II controlled substances and cphedrine,

pseudoephedrine, and phenylpropanolamine, expressed in grams of anhydrous acid or base, as

follows:

Proposed or

Previously R———
Basic Class Established .
2013 Quotas Adjusted 2013
Quotas
Temporarily Scheduled Substances

(1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone N/A 15¢g
[1-(5-fluoro-pentyl)-1H-indol-3-y1}(2,2,3,3- N/A 15¢g
tetramethylcyclopropyl)methanone (XLR11)

N-(1-adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48) N/A ISg

Schedule I

1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) 45¢g No change
1-(5-Fluoropenty!)-3-(2-iodobenzoyl)indole (AM694) 45¢g No change
1-{1-(2-Thienyl)cyclohexyl]piperidine S5¢g No change
1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45 g No change
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 ¢ No change
1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR—18 and 45¢ No change
RCS-8)
1-Hexyl-3-(1-naphthoyl)indole (JWH-019) 45 g, No change
1-Methyl-4-phenyl-4-propionoxypiperidine 2g No change
1-Pentyl-3-(1-naphthoyl)indole (JWH-0]8 and AM678) 45 ¢ No change
1-Pentyl-3-(2-chlorophenylacetyl)indole (YWH-203) 45 ¢ No change
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 g No change
|-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45¢g 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 g No change
1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45 g No change
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C—P) i5g No change
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 15g No change
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 15¢g No change
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) I5g No change
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No change

2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) i5¢g
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 15g No change
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-]) I5¢g No change
2,5-Dimethoxy-4-ethylamphetamine (DOET) 12¢g No change
2,5-Dimethoxy-4-n-propylthiophenethylamine 12g No change
2,5-Dimethoxyamphetamine 12g No change
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 15g No change
2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 15¢g No change
3,4,5-Trimethoxyamphetamine 12g No change
3,4-Methylenedioxyamphetamine (MDA) 30g No change
3,4-Methylenedioxymethamphetamine (MDMA) 35¢g S0g
3,4-Methylenedioxy-N-cthylamphetamine (MDEA) 24 ¢ No change
3,4-Methylenedioxy-N-methylcathinone (methylone) 35g No change
3,4-Methylenedioxypyrovalerone (MDPV) 25¢g No change
3-Methylfentanyl 2g No change
3-Methylthiofentanyl 2g No change
4-Bromo-2,5-dimethoxyamphetamine (DOB) 12g No change
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 12¢g No change
4-Methoxyamphetamine 88 g No change
4-Methyl-2,5-dimethoxyamphetamine (DOM) 12¢g 25¢g
4-Methylaminorex 12g No <:hange_1
4-Methyl-N-methylcathinone (mephedrone) 25g No change
5-(1,1-Dimethylheptyl)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 68 g No change
5-(1,1-Dimethyloctyl)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 53¢g No change
| (cannabicyclohexanol or CP-47, 497 C8-homolog)
5-Methoxy-3,4-methylenedioxyamphetamine 12¢g No change
5-Methoxy-N,N-diisopropyltryptamine 12g No change
5-Methoxy-N,N-dimethyltryptamine 10g No change
Acetyl-alpha-methylfentanyl 2g No change
Acetyldihydrocodeine 2g No change
Acetylmethadol 2g No change
Allylprodine 2g No change
Alphacetylmethadol 2g No change
Alpha-ethyltryptamine 12¢g No change
Alphameprodine 2g No change
Alphamethadol 2g No change |
Alpha-methylfentanyl 2g No change
Alpha-methylthiofentanyl 2g No change
Alpha-methyltryptamine (AMT) 12¢g No change
Aminorex 12g No change
Benzylmorphine 2g No changei
Betacetylmethadol 2g No change
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Beta-hydroxy-3-methyifentanyl 2g No change
Beta-hydroxyfentanyl 2g No change
Betameprodine 2g No change
Betamethadol 2g No change
Betaprodine 2g No change
Bufotenine g No change
Cathinone 12¢ No change
Codeine-N-oxide 602 g No change
Desomorphine 5g No change
Diethyltryptamine 12¢g No change
Difenoxin 50g No change
Dihydromorphine 3,300,000 g No change
Dimethyltryptamine 18¢g No change
Gamma-hydroxybutyric acid 46,250,000 g No change
Heroin 25¢ No change
Hydromorphinol 54¢g No change
Hydroxypethidine 2g No change
Ibogaine : 5g No change
Lysergic acid diethylamide (LSD) 30g No change
Marihuana 21,000 g No change
Mescaline 13¢g No change
Methaqualone 10g No change
Methcathinone 14 ¢ No change
| Methyldihydromorphine 2g No change
Morphine-N-oxide 655¢g No change
N,N-Dimethylamphetamine 12¢ No change
N-Benzylpiperazine 15¢g No change
N-Ethylamphetamine 12¢g No change
N-Hydroxy-3,4-methylenedioxyamphetamine 12¢g No change
Noracymethadol 2g No change
Norlevorphanol P AT No change
Normethadone 2g No change
Normorphine 18¢g No change
Para-fluorofentanyl 2 No change
Phenomorphan 2g No change
Pholcodine 2g No change
Properidine 2.g No change
Psilocybin 2g 10g
Psilocyn 4¢ No change
Tetrahydrocannabinols 491,000 g 705,000 g
Thiofentany! 2g No change
Tilidine 10g No change
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Trimeperidine 2¢g | No change
Schedule 11
1-Phenylcyclohexylamine 3g No change
1-Piperdinocyclohexanecarbonitrile 2lg No change
4-Anilino-N-phencthyl-4-piperidine (ANPP) 2,250,000 g No change
Alfentanil 38,250 g No change
Alphaprodine 3g No change
Amobarbital 9g No change
Amphetamine (for conversion) 22,875,000 g No change
Amphetamine (for sale) 42,625,000 g | 47,186,000 g
Carfentanil 6g No change
Cocaine 240,000 g No change
Codeine (for conversion) 81,250,000 g No change
Codeine (for sale) 49,506,250 g No change
Dextropropoxyphene 19g No change
Dihydrocodeine 250,000 g No change
Diphenoxylate 750,000 g No change
Ecgonine 127,500 g 144,000 g
Ethylmorphine 3g No change
Fentanyl 2,108,750 g No change
Glutethimide jg No change
Hydrocodone (for sale) 09,625,000 g No change
Hydromorphone 5,968,750 g No change
Isomethadone Sg No change
Levo-alphacetylmethadol (LAAM) 4g No change
Levomethorphan Og No change
Levorphanol 4,500 g No change
Lisdexamfetamine 21,000,000 g No change
Meperidine 6,875,000 g No chang?1
Meperidine Intermediate-A 6g No change
Meperidine Intermediate-B 1lg No change
Meperidine Intermediate-C 6g No change
Metazocine 6g No change
Methadone (for sale) 25,000,000 g 33,125,000 g
Methadone Intermediate 32,500,000 g | 40,500,000 g
Methamphetamine 3,912,500 g No change

[987,500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product;
2,863,750 grams for methamphetamine mostly for conversion to a schedule Il product; and 61,250

grams for methamphetamine (for sale)]

Methylphenidate

80,750,000 g

82,930,250 g

Morphine (for conversion)

103,750,000 g

91,250,000 g

10
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Morphine (for sale) 60,250,000 g No change
Nabilone 25,628 g No change
Noroxymorphone (for conversion) 9,000,000 g No change
Noroxymorphone (for sale) 508,750 g 1,262,500 g
Opium (powder) 91,250 g No change
Opium (tincture) 1,287,500 g No change
Oripavine 22,750,000 g No change
Oxycodone (for conversion) 10,250,000 g No change
Oxycodone (for sale) 131,500,000 g | 153,750,000 g
Oxymorphone (for conversion) 18,375,000 g No change
Oxymorphone (for sale) 6,875,000 g No change
Pentobarbital 42,500,000 g No change
Phenazocine 6g No change
Phencyclidine 30g No change
Phenmetrazine g No change
Phenylacetone 20,000,000 g 29,628,750 g
Racemcthorphan 3g No change
Remifentanil 3,750 ¢ No change
Secobarbital 215,003 g No charﬁe_<
Sufentanil 6,255 ¢ No change
Tapentadol 13,750,000 g No change
Thebaine 145,000,000 g No change
List I Chemicals '
Ephedrine (for conversion) 15,100,000 g No change
Ephedrine (for sale) 3,500,000 g No change
Phenylpropanolamine (for conversion) 25,700,000 g No change
Phenylpropanolamine (for sale) 6,100,000 g No change
Pseudoephedrine (for sale) 225,000,000 g No change

The Deputy Administrator further proposes that aggregate production quotas for all other

schedule T and 1] controlled substances included in 21 CFR 1308.11 and 1308.12 remain at zero.

Pursuant to 21 CFR 1303.13 and 2'l CFR 1315.13, upon consideration of the relevant factors, the

Deputy Administrator may adjust the 2013 aggregate production quotas and assessment of

annual needs as needed.

Comments

Pursuant to 21 CFR 1303.11 and 21 CFR1315.11, any interested person may submit
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written comments on or objections to these proposed determinations. Based o-n comments
received in response to this Notice, the Deputy Administrator may hold a public hearing on one
or more issues raised. In the event the Deputy Administrator decides in his sole discretion to
hold such a hearing, the Deputy Administrator will publish a notice of any such hearing in the
Federal Register. After consideration of any comments and after a hearing, if one is held, the
Deputy Administrator will publish in the Federal Register a Final Order establishing any
adjustment of 2013 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

12
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INTERNATIONAL TRADE
COMMISSION

[USITC SE-13-015]
Sunshine Act Meeting Notice

AGENCY HOLDING THE MEETING: United
States International Trade Commission.
TIME AND DATE: June 28, 2013 at 11:00
a.m.

PLACE: Room 101, 500 E Streel SW.,

Washinglon, DC 20436, Telephone:

(202) 205-2000.

STATUS: Open to the public.

MATTERS TO BE CONSIDERED:

1. Agendas for future meetings: None.

2. Minules.

3. Ratification List.

4. Vote in Inv. Nos. 731-TA-1210-1212
(Preliminary) {(Welded Stainless
Steel Pressure Pipe from Malaysia,
Thailand, and Vietnam). The
Comunission is currently scheduled
to transmit its determinations to the
Secretary of Commerce on or before
July 1, 2013; Commissioners’
opinions are currently scheduled to
be transmitted to the Secretary of
Commerce an or before July 9, 2013.

5. Oulstanding aclion jackets: None.

In accordance with Commission
policy, subject matter listed above, not
disposed of at the scheduled meeting,
may be carried over to the agenda of the
following meeting.

Issued: June 18. 2013.

By order of the Commission.

William R. Bishop,

Supervisory Hearings and Information
Officer.

IFR Doc. 2013~14807 Filed 6-18-13; 11:15 am|
BILLING CODE 7020-02-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA-365)

Proposed Adjustments to the
Aggregate Production Quotas for
Schedule | and Il Controlled
Substances and Assessment of
Annual Needs for the List | Chemicals
Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2013

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

ACTION: Notice with request for
comments.

SUMMARY: This notice proposes to adjust
the 2013 aggregate production quotas for
several controlled substances in
schedules | and 1l of the Controlled

Substances Act (CSA) and assessment of
annual needs for the list [ chemicals
ephedrine. pseudoephedrine. and
phenylpropanolamine, as well as to
establish the 2013 aggregate production
quotas for three recently temporarily
scheduled substances.

DATES: Electronic comments must be
submitled and written commenls must
be postmarked on or before July 22,
2013. 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-365" on all electronic and
written correspondence. DEA
encourages all comments be submitted
electronically through http://
www.regulations.gov using the
electronic comment form provided on
that site. An electronic copy of this
document js also available at http://
www.regulations.gov for easy reference.
Paper comments that duplicate the
electronic submission are not necessary
and are strongly discouraged as all
comments submitted to
www.regulations.gov will he posted for -
public review and are part of the official
docket record. Should you, however,
wish to submit writlen comments via
regular or express mail, they should be
sent to the Drug Enforcement
Administration, Attention: DEA Federal
Register Represenlatlive/ODL, 8701
Morrissetle Drive, Springfield, VA
22152.

FOR FURTHER INFORMATION CONTACT: John
W. Partridge, Execulive Assistant, Office
of Diversion Control, Drug Enforcement
Administration, 8701 Morrisselte 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.

Il you wani to submil personal
identifying information (such as your
name, address, etc.) as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “PERSONAL [DENTIFYING
INFORMATION" in the first paragraph
of your comment. You must also place
all the personal identifying information
you do not want posted online or made
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available in the public docket in the first
paragraph of your comment and identily
what information you want redacted.

If you want to submit confidential
business informalion as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase "CONFIDENTIAL BUSINESS
INFORMATION" in the first paragraph
of your comment. You must also
prominently identify confidential
business information to be redacted
wilhin 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 posted online or made
available in the public docket.

Personal identifying information and
confidential business information
identified and located as set forth above
will be redacted, and the comment, in
redacted form, will be posted online and
placed in the DEA's public docket file.
Please note that the Freedom of
Information Act applies to all comments
received. If you wish to inspect the
agency's public docket file in person by
appointment, please see the FOR
FURTHER INFOAMATION 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 controlled
substance listed in schedules Land I
and for ephedrine, pseudoephedrine,
and phenylpropanolamine. This
responsibility has been dclegated 1o the
Administrator of the DEA through 28
CFR 0.100. The Administrator, in turn,
has redelegated this function lo the
Deputy Administrator, pursuant to 28
CFR 0.104. DEA published the 2013
established aggregate production guotas
for controlled substances in schedules 1
and IT and assessment of annual necds
for the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine in the Federal
Register (77 FR 59980) on October 1,
2012. That notice stipulated that, as
provided for in 21 CFR 1303.13 and 21
CFR 1315.13, all aggregate production
quolas and assessmenlis of annual need
are subject to adjustment.

Analysis for Proposed Aggregate
Production Quotas for Temporarily
Scheduled Substances

On May 16, 2013, the Deputy
Administrator issued a final order to
temporarily schedule three synthetic
cannabinoids in schedule I of the CSA:
(1-Pentyl-1H-indol-3-yl)(2,2.3.3-
tetramethylcyclopropyl)methanone
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(UR-144); [1-(5-fluoro-pentyl)-1H-indol-
3-yl)(2,2,3.3-
tetramethylcyclopropyl)methanone
(XLR11); and N-(1-adamantyl)-1-pentyl-
1H-indazole-3-carboxamide (AKB48).
See 78 FR 28735. DEA has received
applications for registration and quota
for these temporarily scheduled
substances. In examining the
information provided by the applicants,
along with other information, DEA finds
that there is a current need for these
substances. Aggregate production quotas
represent those quantities of schedule I
and II controlled substances to be -
manufactured in the United States in
2013 to provide for the estimated
medical, scientilic, research, and
industrial needs of the United States,
lawful export requirements, and the
establishment and maintenance of
reserve stocks. As such, pursuant to 21
U.5.C. 826(a), the Deputy Administrator
must determine the total quantity and
establish production quotas for each of
the three temporarily scheduled
substances.

In making this determination, the
Deputy Administrator has laken into
account the criteria that DEA is required
to consider in accordance with 21
U.S.C. 826(a) and 21 CFR 1303.11. DEA
proposes the aggregate production
quotas for these three temporarily
scheduled substances by considering:
(1) Total estimaled net disposal of each
substance by all manufacturers; (2)
estimated trends in the national rate of
net disposal: (3) total estimated
inventories of the basic class and of all
substances manufactured from the class:
(4) projected demand for each class as
indicated by procurement quotas
requested pursuant to 21 CFR 1303.12;
and (5) other factors affecting medical,
scientific, research, and industrial needs
of the United States and lawful export
requirements, as the Deputy
Administrator finds relevant. Thesc
quotas do not include imports of
controlled substances for use in
industrial processes.

Analysis for Proposed Revised 2013
Aggregate Production Quotas and
Assessment of Annual Needs

DEA proposes to adjust the
established 2013 aggregate production
quotas for some schedule I and 1I
controlled substances 1o be
manufactured in the United States in

2013 o provide for the estimated
medical, scientific, research, and
industrial necds of the United States,
lawful export requirements, and the
pstablishment and maintenance of
reserve stocks. These quotas do not
include imports of controlled
substances for use in industrial
processes. DEA is not proposing to
adjust the assessment of annual needs
for the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine at this lime.

In proposing the adjustment, DEA has
taken into account the criteria that DEA
is required to consider in accordance
with 21 CFR 1303.13 and 21 CFR
1315.13. DEA determines whether to
propose an adjustment of the aggregate
preduction quotas for basic classes of
schedule 1 and [l controlled substances
and ephedrine, pseudoephedrine, and

henylpropanolamine by considering:
1) Changes in demand for the basic
class, changes in the national rate of net
disposal for the class, and changes in
the rate of net disposal by the registrants
holding individual manufacturing
quotas for the class; (2) whether any
increased demand or changes in the
national or individual rates of net
disposal are temporary, short term, or
long term; (3) whether any increased
demand can be met through existing
inventories, increased individual
manufacturing quotas, or increased
importation, without increasing the
aggregate production quota; (4) whether
any decreased demang will result in
excessive inventory accumulation by all
persons registered to handle the class;
and (5) other factors affecting the
medical, scientific, research, and
industrial necds of the United States
and lawful export requirements, as the
Deputy Administrator finds relevant.

DEA also considered updated
information obtained from 2012 year-
end inventories, 2012 disposition data
submitted by quota applicants,
estimates of the medical needs of the
United States, product development,
and other information made available to
DEA after the initial aggregate
production quotas and assessment of
annual needs had been established.
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
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dosage form manufacturers, and other
pertinent information. in determining
the proposed revised 2013 assessment of
annual needs, DEA used the calculation
methodology previously described in
the 2010 and 2011 assessment of annual
needs (74 FR 60294 and 75 FR 79407,
respectively).

As described in the previously
published notice establishing the 2013
apgregale production quotas and
assessment of annual needs, DEA has
specifically considered that inventory
allowances granted to individual
manufacturers may not always resull in
the availability of sufficient quantities to
maintain an adequate reserve stock
pursuant to 21 U.S.C. 826(a). as
intended. See 21 CFR 1303.24. This
would be concerning if a natural
disaster or other unforeseen event
resulted in substantial disruption to the
amount of controlled substances
available to provide for legitimate
public need. As such, DEA has included
in all proposed revised schedule Il
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 establishmenl 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
specified by regulation. DEA expects
that maintaining this reserve in certain
established aggregate production quolas
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 DEA. DEA does not anticipate
utilizing the reserve in the absence of
these circumstances.

The Deputy Administrator, therefore,
proposes that the year 2013 aggregate
praduction quotas for the three
temporarily scheduled substances be
established, and to adjust the 2013
aggregale production quotas for some
schedule I and II controlled substances
and ephedrine, pseudoephedrine, and
phenylpropanolamine, expressed in
grams of anhydrous acid or base, as
follows:
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: Proposed or

Previously [

Basic class established ?%%ﬁos:g
2013 quotas 2013 quotas

A
Temporarily Scheduled Substances
(1-Pentyl-1H-indol-3-yl){2,2,3,3-tetramethylcyclopropylimethanone (UR=144) ... ssnctr e oo N/A | 15 q.
[1-(5-fluoro-pentyl}- 1H-indol-3-y1}(2,2, &S—IatramemyIcydopropyl)melhanona (XLR1 1) N/A | 15 g.
N-(1-adamantyl}-1-pentyl-1H-indazcle-3-carboxamide (AKB48) .. N/A | 15 g.
Schedule |
1-{5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) w..ccciummminmin st sassas SRR 45 g | No change.
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 g | No change.
1-[1-{2-Thienyl)cyclohexyllpiperidine 5 g | No change.
1-[2-(4- Morphnlmyl)elhyl]—s—[!-naphthoyl)mdole (JWH-200) 45 g | No change.
1-Butyl-3-(1-naphthoyl)indole (JWH-073) - 45 g | No change.
1-Cyclohexylethyl-3- (2—melhoxyphany1acetyl)mdole ( R 18 and HCS-S) ................... 45 g | No change.
1-Hexyl-3-(1-naphthoyl)indole (JWH-019) ... cssnnssssnscnsans 45 g | No change.
1-Methyl-4-phenyl-4-propionoxyplperidine . R SRR 2 g | No change.
1-Pentyl-3-(1-naphthoyllindole (JWH-018 and AMBE7B) .....cccoovrieierinsssinreassre s iessisssacssinne 45 g | No change.

45 g | No change.
45 g | No change.
45 g | No change.
45 g | No change.
45 g | No change.
45 g | No change.
15 g | No change.
15 g | No change.
15 g | No change.
15 g | No change.
15 g | No change.
15 g | No change.

1-Pentyl-3-{2-chlorophenylacetyl)indole (JWH-203) ....
1-Pentyl-3-(2-methoxyphenylacelyl)indole (JWH-250) ...
1-Pentyl-3-(4-chlore- 1-naphthoyl)indole (JWH-398) ...
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-122) ...
1-Pentyl-3-[(4-methoxy)-benzoyllindole (SR-19, RCS—4)
1-Pentyk-3-[1-(4-methoxynaphthoyl)jindole (JWH-081)
2-(2,5-Dimethoxy-4-(n)-propylphenyl}ethanamine (2C-P) ..
2-(2,5-Dimethoxy-4-ethylphenyljethanamine (2C—-E) ......
2-(2,5-Dimethoxy-4-methylphanyljethanamine (2C-D)
2-(2,5-Dimethoxy-4-nitro-phenyi)ethanamine (2C-N) ..
2-(2,5-Dimethoxyphenyl)ethanamine (2C~H) ....cocorveren
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) .
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-1) 15 g | No change.
2,5-Dimethoxy-4-ethylamphetamine (DOET) ... 12 g | No change.
2 5-Dimethoxy-4-n-propyithiophenethylamine .......... 12 g | No change.
2,5-Dimethoxyamphetamine 12 g | No change.
2-[4-(Ethylthio)-2,5-di melhoxyphenyl]ethanamina (2C-T-2) .. 15 g | No change.
2-[4-(Isopropyithio)-2, S-c!me\hoxyphonyuemanamina (2C—T-4) 15 g | No change.
3,4,5-Trimelhoxyamphetamine 12 g | No change.
3,4-Methylenedioxyamphetamine (MDA) " 30g | No change.
3,4-Methylenedioxymethamphetamine (MDMA) 359 50g.

3.4-Methylenedioxy-N-ethylamphetamine (MDEA) ...... 24 g | No change.
3.4-Methylenedioxy-N-methylcathinone (methylone) ... 35 g | No change.
34- Me!hylsnedsoxypymvalorone iMDPV) 25 g | No change.
3-Methyifentany! ... 2 g | No change.
3- Ma!hytth:olemanyi ............................. 2 g | No change.
4-Bromo-2,5-dimethoxyamphetamine (DOB) ........ 12 g | No change.
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) ... 12 g | No change.
4-Methoxyamphetaming .........cccceceveenrene 88 g | No change.

4-Methyl-2,5-dimethoxyamphetamine (DOM) ....covevermeeearesens Sl s % 12g|25g.

4-Methylaminorex .........ccoseiinemsnsiiemmssnn ¢ 12 g | No change.

4-Methyl-N-methylcathinone (mephedrone) ....... e —— N i ST s 25 g | No change.

5-(1,1-Dimethylheptyl)-2-[(1R,3S)-3-hydroxycycichexyl}-phenol ..... 68 g | No change.

5-(1,1-Dimethyioctyl)-2-[(1R,35)-3-hydroxycyclohexyl]-phenol (cannamcyclohexanol or CP—47 497 Ca-homo- 53 g | No change.
log).

12 g | No change.
12 g | No change.
10 g | No change.

5-Methoxy-3 4-methylenedioxyamphetamine ..
5-Methoxy-N,N-diisopropyitryptamine
5-Methoxy-N,N-dimethyliryptamine .

Acetyl-alpha-methyllentanyl ................. 2 g | No change.
Acetyldihydrocodeine ..... 2 g | No change.
Acetylmethadol ... " 2 g | No change.
Allylpredine ....... 2 g | No change.
Alphacetylmethadol .........cccciveniirecirareinines 2 g | No change.
Alpha-ethyltryptamine ..........cccouevcrenes 12 g | No change.
Alphameprodine ... 2 g | No change.
Alphamethadol 2 g | No change.
Alpha-methyifentanyl .......cccceune 2 g | No change.
Alpha-methylithiofentanyi . 2 g | No change.
Alpha-methyltryptamine (AM 12 g | No change.
Aminorex 12 g | No change.
Benzylmorphine .......ccccimnenae 2 g | No change.
Betacetylmethado! . 2 g | No change.
Beta-hydroxy 3—melhylfentanyi “ 2 g | No change.
Beta-hydroxyfentanyl .. 2 g | No change.
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Betameprodine 2 g | No change.
Betamethado! .... 2 g | No change,
Betaprodine .........coconeee 2 g ) No change.
Bufotenine ..... =2 : I 3 g | No change.
Cathinone .....coeerveurees SR R R N — 12 g | No change.
Codeing:-N-OXide ..........ccccvenrimiressisrasnsressseseseeas ‘ 602 g | No change.
Desomorphine ...... e 5 g | No change.
Diethyltryptamine . - | 12 g | No change.
DifenoXin ......ccocveeeemeereeees = 50 g | No change.
DinydromOorphine ......c..coecienirsseraserssensonsressssasasssnnsn 3,300,000 g | No change.
Dimethyltryptamine : . 18 g | No change.
Gamma-hydroxybuiym: BOIB iR 46,250,000 g | No change.
Heroin ....... B 25 g [ No change.
Hydromorp ; e 54 g | No change.
Hydroxypethiding .......ccoiememissarmssemsseassssssssemsessassnsnans 2 g | No change.
Ibogaine ...... 5 g | No change.
Lysergic acid diethylamide (LSD) ......cccocovrurmeiensinrinncians 30 g | No change.
MEFIWBNE sssiimavssiimsigeiees 21,000 g | No change.
Mescaline .... N —————— . 13 g [ No change.
Methaqualone ......cccoccseane ‘ 10 g | No change.
Methcathinone ......... 14 g | No change.
Methyldihydromorphing .......eouveierens 2 g | No change.
Morphine-N-oxide .......... 655 g | No change.
N,N-Dimethylamphetamine .... 12 g | No change.
N-Benzylpiperazine . G 15 g | No change.
N-Ethylamphetamineg .........c...ciecmesiissmnessssesssnse 12 g | No change.
N-Hydroxy-3,4-methylenedioxyamphetamine 12 g | No change.
NOTACYMEINAO! .eoveeirencnscranssnessnesicsssnssansssssnese 2 g | No change.
Norlevorphanol . 52 g | No change.
Normethadone . % 2 g | No change.
Normorphine .. SR 18 g [ No change.
Para-ﬂuorofentanyl 2 g | No change.
PHSNOMOIPIBNL coccumenisssssssssisrssassromsisans 2 g | No change.
Pholcodine ... 2 g | No change.
Properidine 2 g | No change.
Psilocybin .. i 2g)10g.
PSHOCYN wiiimmsavins st i 4 g | No change.
Tetrahydroecannabinols 491,000 g | No change.
Thiotentanyl ........ RO 2 g | No change.
Tifidine . . 10 g | No change.
Trimeperidine ...... 2 g | No change.
Schedule Il
1-PhENYICYCIONEXYIAMINE 1u.ucciiuiscisisisissinssssisssissassis b i ssss e sse s rabssass s os by 408 pss s R e st SR e - 3 g | No change.
1-Piperdinocyclohexanecarbanitrile .........c.ceniainnnin. 21 g | No change.
4-Anilino-N-phenethyl-4-piperidine (ANPP) ... 2,250,000 g | No change.
Alfentanil .......... 38,250 g | No change.
Alphaprodine ... SR 3 g | No change.
AmMODbAMDIRAN «eviresrsrreserianiacsrareerisaraserennn 9 g | No change.
Amphetamine (for conversion) ..... 22,875,000 g | No change.
Amphetamine (!or sale) ......... 42,625,000 g | 47,186,000 g.
Carfentanil ... " 6 g | Ne change.
Cocaine . . ; 240,000 g | No change.
Codeine (1or conversnn) TR — 81,250,000 g | No change.
Codelng (for 58l8) wuswisnnnmmnamsmna . 49,506,250 g | No change.
Dextropropoxyphene . 19 g | No change.
Dihydrocodein amssmasyastnnchansnbank A AEEARRHIRE 250,000 g [ No change.
Diphenoxylate .. 750,000 g | No change.
Ecgonine . A PR B RS VSR A 127,500 g | 144,000 g.
Ethylmorphine . . 3 g | No change.
Fentanyl .......... e U o SEPO PP oo P PP P 2,108,750 g | No change.
Glutethimide .. 3 g | No change.
Hydrocodone (fclr sa!e) 99,625,000 g | No change.
Hydromorphone i 5,968,750 g | No change.
Isomethadone .... R R e S s 5 g { No change.
Levo-alphacetylmethadol {LAAM} ................................. 4 g | No change.
LOVOMBIOTPIBI <o ioveiiioit sesiisnsscais sovaiebsbias e naassassshos sous sos i s iaaassa s dovoiias simvosists SIOSHAO VA DO ST SS 6 g | No change.
Levorphanol .. 4,500 g | No change.
Lisdexamremmin = 21,000,000 g | No change.
Meperidine 6,875,000 g | No change.
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Meperidine Intermediate—A ..........ccoiveiieimmiimriseccsementtenonn ettt et sne et setans e ssts st e ras 6 g { No change.
Meperidine Intermediate—B ... 11 g | No change.
Meperidine Intermediate—C 6 g | No change.
Metazocine .. 6 g | No change.
Methadone (for sa!e) ........ A S NN S N e eSS s s e S T B S s Y 25,000,000 g | 33,125,000 g.
Methadone Intermediate .. 32,500,000 g | 40,500,000 g.
Methamphelaming ........cceevesiennsiesiaaes BRG] 3,912,500 g { No change.
[987,500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription preduct; 2,863,750 grams for methamphetamine mostly
for conversion 1o a schedule |l product; and 61,250 grams for methamphetamine (for sale)]
Methylphenidate ........ccevern 80,750,000 g | 96,750,000 g.
Morphine (for conversiors) = 103,750,000 g | 91,250,000 g.
Morphine (for sale) ......... 60,250,000 g | No change.
(1511 o T 25,628 g | No change.
Notoxymorphane (lor conversaon) 9,000,000 g | No change.
Noroxymorphone (for sale) ............ 508,750 g | 1,262,500 g.
Opium (powder) ...... 91,250 g | No change.
Opium (tincture) . 1,287,500 g | No change.
PRI« osmimisissnsiasiiarissms i 22,750,000 g | No change.
Oxycodone (for conversion) ...... 10,250,000 g | No change.
Oxycodone (107 SAIE) ....cc.cceiiiieeiienrienriinrsser s sesssas e sbe st ar st bt sns s sams b s 131,500,000 g | 153,750,000 g.
Oxymorphone (for converslon) ....... 18,375,000 g | No change.
Oxyrrormhone (1or SAIB) o aivimmsmass s e asrys  e s s s N A TS et 6,875,000 g | No change.
Pentobarbital o nunpansannnomn e 42,500,000 g | No change.
Phenazocine ................. 6 g | No change.
Phencyclidine ..... 30 g | No change.
Phenmetrazine 3 g | No change.
Phenylacetone .... 20,000,000 g | 29,628,750 g.
Racemethorphan ......cccciveene 3 g | No change.
Remitentani! ................. 3,750 g | No change.
Secobarbital 215,003 g | No change. ~
Sulentanil ........ccoeervecncsenen 6,255 g | No change.
Tapentadol 13,750,000 g | No change.
Thebainge ... T R R R RS S e e 145,000,000 g | No change.
List [ Chemicals
Ephedrine (for conversion) ... 15,100,000 g | No change.
Ephedrine (for sale) ..........ceeevnrssniiorsen 3,500,000 g | No change.
Phenylpropanolamine (for conversion) ........... 25,700,000 g | No change.
Phenylpropanolamine (for sale) ..... 6,100,000 g | No change.
Proudosphedring (Jor SAlB) .......ucisomssmssrsess ssseriasrsaremssssmsssusaspissmasrontinsesio 225,000,000 g | No change.
The Deputy Administrator further discretion to hold such a hearing, the DEPARTMENT OF JUSTICE

proposes that aggregate production
quotas for all other schedule I and 1I
controlled substances included in 21
CFR 1308.11 and 1308.12 remain at
zero. Pursuant to 21 CFR 1303.13 and 21
CFR 1315.13, upon consideration of the
relevant factors, the Deputy
Administrator may adjust the 2013
aggregate production quetas and
assessment of annual needs as needed.

Comments

Pursuant to 21 CFR 1303.11 and 21
CFR 1315.11, any interested person may
submit wrilten comments on or
objections to these proposed
determinations. Based on comments
received in response to this Notice. the
Deputy Administrator may hold a
public hearing on one or more issucs
raised, In the event the Deputy
Administrator decides in his sole

Deputy Administrator will publish a
notice of any such hearing in the
Federal Register. After consideration of
any comments and after a hearing, if one
is held, the Deputy Administrator will
publish in the Federal Register a Final
Order establishing any adjustment of
2013 aggregate production quota for
each basic class of controlled subslance
and assessment of annual needs for the
list I chemicals ephedrine,
pseudoephadrine, and
phenylpropanolamine.

Dated: June 14, 2013.
Thomas M. Harrigan,
Deputy Administrator.
[FR Dac. 2013-14723 Filol 6=19-13: #:45 am|
BILLING CODE 4410-06-P
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Drug:Enforcement Administration

Manufacturer of Controlled
Substances; Notice of Application;
Noramco, Inc. (GA)

Pursuant to § 1301.33(a), Title 21 of
the Code of Federal Regulations (CFR),
this is notice that on March 21, 2012,
Norameo, Inc., 1440 Olympic Drive,
Athens, Georgia 30601, made
application to the Drug Enforcement
Administration (DEA) to be registered as
a bulk manufacturer of Opium tincture
(9630), a basic class of controlled
substance listed in schedule 1I.

The company plans to manufacture
the lisied controlled subslance in bulk
for distribution to its customers.

Any other such applicant, and any
person who is presently registered with
DEA to manufacture such substance,
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§880.6305 Ingestible event marker.

(a} Identification. An ingestible event
marker is a prescription device used to
record time-stamped, patient-logged
events. The ingestible component links
wirelessly through intrabody
communication to an external recorder
which records the date and time of
ingestion as well as the unique serial
number of the ingestible device.

(b) Classification. Class Il (special
controls). The special controls for this
device are:

(1) The device must be demonstrated
to be biocompatible and non-toxic;

(2) Nonclinical, animal, and clinical
testing must provide a reasonable
assurance of safety and effectiveness,
including device performance,
durability, compatibility, usability
(human factors testing), event recording,
and proper excretion of the device;

(3) Appropriate analysis and
nonclinical testing must validate
electromagnetic compalibility
performance, wircless performance, and
electrical safety: and

(4) Labeling must include a detailed
summary of the nonclinical and clinical
testing pertinent to use of the device
and the maximum number of daily
device ingestions.

Dated: May 10, 2013.

Leslie Kux,

Assistant Commissioner for Policy.

{FR Doc. 2013-11628 Filed 5-15-13; 8:45 am)
BILLING CODE 4160-01-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1308
[Docket No. DEA-373]

Schedules of Controlled Substances:
Temporary Placement of Three
Synthetic Cannabinoids Into
Schedule |

AGENCY: Drug Enforcement
Administralion, Department of Justice.

ACTION: Final order.

SUMMARY: The Depuly Administrator of
the Drug Enforcement Administration
(DEA) is issuing this final order to
temporarily schedule three synthetic
cannabinoids under the Controlled
Substances Act (CSA) pursuant to the
temporary scheduling provisions of 21
U.S.C. 811(h). The substances are (1-
pentyl-1[l-indal-3-y1)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-
144), [1-{5-fluoro-pentyl)-1H-indol-3-
y11(2,2.3,3-
tetramethylcyclopropyl)methanone (5-

fluoro-UR-144, XLR11) and N-(1-
adamantyl)-1-pentyl-1H-indazole-3-
carboxamide (APINACA, AKB48). This
action is based on a finding by the
Deputy Administrator that the
placement of these synthetic
cannabinoids and their salts, isomers
and salts of isomers into Schedule I of
the CSA is necessary to avoid an
imminent hazard to the public safety.
As a result of this order, the full effect
of the CSA and the Conltrolled
Substances Import and Export Act
(CSIEA) and their implementing
regulations including criminal, civil and
administrative penalties, sanctions and
regulatory controls of Schedule I
substances will be imposed on the
manufacture, distribution, possession,
importation, and exportation of these
synthetic cannabinoids.

DATES: Effective Date: This Final Order
is effective on May 18, 2013.

FOR FURTHER INFORMATION CONTACT: John
W. Partridge, Executive Assistant, Office
of Diversion Control, Drug Enforcement
Administration; Mailing Address: 8701
Morrissette Drive, Springfield, Virginia
22152; telephone (202) 307-7165,

SUPPLEMENTARY INFORMATION:
Background

Section 201 of the CSA (21 U.S.C.
811) provides the Attorney General with
the autharity to temporarily place a
substance into Schedule I of the CSA for
lwo years without regard lo the
requircments of 21 U.S.C. 811(b) if he
finds that such action is necessary to
avoid imminent hazard to the public
safety. 21 U.S.C. 811(h). In addition, if
proceedings to control a substance are
initiated under 21 U.S.C. 811(a)(1), the
Attorney General may extend the
temporary scheduling up to one year.

Where the necessary findings are
made, a substance may be temporarily
scheduled if it is not listed in any other
schedule under section 202 of the CSA
(21 U.S.C. 812) or if there is no
exemption or approval in effect under
section 505 of the Federal Food, Drug
and Cosmetic Act (FD&C Act) (21 U.S.C.
355) for the substance (21 U.S.C. 811
(h)(1)). The Altorney General has
delegated his anthority under 21 U.5.C.
811 lo the Administrator of DEA, who
in turn has delegated her authority 1o
the Deputy Administrator of DEA. 28
CFR 0.100, Appendix 1o Subpart R.

Section 201(h)(4) of the CSA (21
U.S.C. 811(h)(4)) requires the Deputy
Administrator to notify the Secrotary of
the Department of Health and Human
Services (HHS) of his intention to
temporarily place a substance into
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Schedule I of the CSA.? The Deputy
Administrator has transmitted notice of
his intent to place UR-144, XLR11 and
AKB48 in Schedule I on a temporary
basis to the Assistant Secretary by letter
dated February 14, 2013. The Assistant
Secrelary responded to this notice by
letter dated March 14, 2013 (received by
DEA on March 21, 2013), and advised
that based on review by the Food and
Drug Administration (FDA), there are  /
currently no investigational new drug
applications or approved new drug
applications for UR-144, XLR11 or
AKB48. The Assistant Secrelary also
stated that HHS has no objection to the
temporary placement of UR-144, XLR11
or AKB48 into Schedule [ of the CSA.
DEA has taken into consideration the
Assislan! Secretary’s comments (21
U.S.C. 811(h)(4)). As UR-144, XLR11
and AKB48 are not currently listed in
any schedule under the CSA, and as no
exemplions or approvals are in effect for
UR-144, XLR11 and AKB48 under
Section 505 of the FD&C Act (21 U.S.C.
355), DEA believes that the conditions
of 21 U.S.C. 811(h)(1) have been
salisfied. On April 12, 2013, a Notice of
Intent to lemporarily schedule these
three synthetic cannabinoids was
published in the Federal Register (78
FR 21858).

To make a [inding that placing a
substance temporarily into Schedule I of
the CSA is necessary to avoid an
imminent hazard to the public safety,
the Deputy Administralor is required lo
consider three of the eight factors set
forth in section 201(c) of the CSA (21
U.S.C. 811(h)(3)). These factors are as
follows: the substance’s history and
current pattern of abuse; the scope,
duration and significance of abuse, and
what, il any, risk there is to the public
health. 21 U.S.C. 811(c)(4}-(6).
Consideration of these factors includes
actual abuse, diversion from legitimate
channels and clandestine importation,
manufacture or distribution. 21 U.5.C.
811(h)(3).

A substance meeting the slatutory
requirements for temporary scheduling
(21 U.S.C. 811(})) may only be placed
in Schedule I. Substances in Schedule |
are those that have a high potential for

1 Because the Secretary of the Department of
Health and Human Services (HHS) has delegated 1o
the Assistant Secretary for Health of the Department
of Health and Human Services the authority to
make domestic drug scheduling recommendations,
for purposes of this Final Order, all subsequent
references to “Secretary” have been replaced with
"Assistant Secretory." As set forth in a
memaranduim of understanding entered into by
HHS. the Food and Drug Administration (FDA), and
tha National lnstitute on Drug Abuse (NIDA), FDA
acts as the lead agency within HHS in carrying out
the Secretary's scheduling responsibilities under
the Controlled Substance Act (GSA), with the
cancurrence of NIDA. 50 FR 9518,
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abuse, no currently accepted medical
use in treatmenl in the United Slales
[U.S.), and a lack of accepted safety for
use under medical supervision. 21
U.S.C. 812(b){1). Available data and
information for UR-144, XL.R11 and
AKB48 indicate that these three
synthetic cannabinoids have a high
potential for abuse, no currently
accepted medical use in treatment in the
11.8., and a lack of accepted safety for
use under medical supervision.

Synthetic Cannabinoids

While synthetic cannabinocids have
been developed over the last 30 years
for research purposes to investigate the
cannabinoid system, no scienlific
literature referring to UR-144, XLR11 or
AKB48 was available prior to these
drugs’ identification in the illicit
market. [n addition, no legitimate non-
research uses have been identified for
these synthetic cannabinoids nor have
they been approved by FDA for human
consumption. Synthetic cannabinoids,
of which (1-pentyl-1H-indol-3-
yl)(2.2.3,3-
tetramethylcyclopropyllmethanone (UR-
144), [1-(5-fluoro-pentyl)-1H-indol-3-
yli(2,2.3,3-
tetramethylcyclopropyl)methanone (5-
fluoro-UR-144, XLR11), and N-(1-
adamantyl)-1-pentyl-1H-indazole-3-
carboxamide (APINACA, AKB48) are
representative, are so-termed for their
A9-tetrahydrocannabinol (THC)-like
Eharmaco]ogical properties. Numerous

erbal products have been analyzed,
and UR-144, XLR11 and AKB48 have
been identified, in varying mixture
profiles and amounts, spiked on plant
material.

As of April 3, 2013, according to the
System to Retrieve Information from
Drug Evidence [STRIDE) data, there are
1,510 reports involving 179 lotal cases
for UR-144, 1,194 reports involving 186
total cases for XLR11 and 112 reports
involving 40 total cases for AKB48.
From January 2010 to March 2013, the
National Forensic Laboratory
[nformation System (NFLIS) registered
14,831 reports containing these
synthetic cannabinoids (UR-144--5,465
reports; XLR11—8,837 reports;
AKB48—529 reports) from at least 32
states. No instances regarding UR-144,
XLR11 or AKB48 were reported in
NFLIS prior to March of 2010. For the
period January 2010 through March
2013, NFLIS and STRIDE reports 2 for

? Nativnal Forensic Luboralory Information
System (NFLIS) is a pregram sponsored by the Drug
Enforcement Administration's (DEA)}, Office of
Diversion Control which compiles information on
exhibits analyzed in State and local law
enforcement forensic laboratories. System to
Retrieve Information from Drug Evidence {STRIDE)

the three synthetic cannabinoids UR-
144, XLR11 and AKB48 (16,014 total
reports) exceeded the number of reports
for the five synthetic cannabinoids
JWH-018, JWH-073, JWH-200, CP-
47,497 and CP-47,497 C8 (7,555 tolal
reports). JWH-018, JWH-200, JWH-073,
CP-47,497 and CP-47,497 C8
homologue were temporarily scheduled
on March 1, 2011, and later placed in
Schedule I by Section 1152 of Food and
Drug Administration Safety and
Innovation Act (FDASIA), Pub. L. 112-
144, on July 9. 2012. Section 1152 of the
FDASIA * amended the CSA by placing
cannabimimetic agents and 26 specilic
substances (including 15 synthetic
cannabinoids, 2 synthetic cathinones,
and 9 phenethylamines of the 2C-series)
in Schedule I. UR-144, XLR11 and
AKB48 were not included among the 15
specific named synthetic cannabinoids,
and do not fall under the definition of
cannabimimetic agents, under FDASIA.

Factor 4. History and Current Pattern of
Abuse

Synthetic cannabinoids (JWH-018)
laced on plant material were first
reported in the U.S. in December 2008,
when a shipment of "'Spice” was seized
and analyzed by U.S. Customs and
Border Patrol in Dayton, Ohio. Also in
December 2008, JWH-018 and
cannabicyclohexanol were identified by
German forensic laboratories.

Since the initial idenlification of
JWH-018 (December 2008), many
additional synthetic cannabinoids with
purported psychotropic effects have
been found laced on plant material or
related products. The popularity of
these synthetic cannahinoids and their
associated products appears to have
increased since January 2010 in the U.S.
based on seizure exhibits and media
reports. This trend appears to mirror
that experienced in Europe since 2008.
Synthetic cannabinoids are being
encountered in several regions of the
U.S. with the substances primarily
found as adulterants on plant material
products as self-reported on internet
discussion boards. Since then,
numerous other synthetic cannabinoids
including UR-144, XLR11 and AKB48
have been identified as product
adulterants.

Data gathered from published studies,
supplemented by discussions on
Internet Web sites and personal
communications with toxicological

is a DEA datebase which compiles information on
exhibits analyzed in DEA laharatories.

s Subtitle D of Title XI of the Food and Drug
Administration Safety and Innovation Act
(FDASIA), which includes Sections 1151-1153 of
Pub. L. 112-144, is also known as the “Synthetic
Drug Abuse Prevention Act of 2012, or “SDAPA."
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testing laboratories, demonstrate that
products laced with UR-144, XLR11
and/or AKB48 are being abused mainly
by smoking for their psychoactive
properties. The adulterated products are
marketed as ‘legal’ allernatives to
marijuana. This characterization. along
with their reputation as potent herbal
intoxicants, has increased their
popularity. Several synthetic
cannabinoids, including UR-144, XLR11
and AKB48, have been shown to display
higher potency in scienlific studies
when compared to THC. Smoking
mixlures of these substances for the
purpose of achieving intoxication has
been identified as a reason for numerous
emergency room visits and calls lo
poison control centers. Abuse of these
synthetic cannabinoids and their
products has been characlerized with
both acute and long term public health
and salely issues. [n addition, numerous
states, local jurisdiclions, and the
international community have
controlled these substances.

Factor 5. Scope, Duration and
Significance of Abuse

According to forensic laboratory
reports, the first appearance of synthetic
cannabinoids in the U.S. occurred in
December 2008, when U.S. Customs and
Border Protection analyzed “Spice”
products. NFLIS has reported 14,831
exhibits (January 2010 to March 2013)
related to UR-144, XLR11 and AKB48
from various states including Alaska.
Alabama, Arkansas, Calilornia,
Colorado, Florida, Georgia, lowa,
Indiana, lllinois, Kansas, Kentucky,
Louisiana, Maryland, Minnesola,
Missouri, New Hampshire, New Jersey,
New Mexico, North Dakota, Nebraska,
Nevada, Ohio, Oklahoma, Pennsylvania,
South Carolina, Tennessee, Texas, Utah,
Virginia, Wisconsin and Wyoming.
STRIDE has reported 2,816 records
involving UR-144, XLR11 and/or AKB48
from January 2010 through April 3,
2013. From January 1 through December
31, 2012, the American Association of
Poison Control Centers * has reported
receiving in excess of 5,200 calls
relaling to products purportedly laced
with synthetic cannabinoids. Although
the center does not identily specific
cannabinoid substances, the data does
indicate the magnitude of adverse
exposure to synthelic cannabinoids.

Factor 6. What, If Any, Risk There Is
to the Public Health

UR-144, XLR11 and AKB48 are
pharmacologically similar to Schedule [

+ American Assouiation of Pnisan Contrul Centers
{AAPCC) is a non-profit, national organization that
represents the poison centers of the Unitued States.
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substances THC and JWH-018, as well
as other synthetic cannabinoids. By
sharing pharmacological similarities
with the Schedule [ substances (THC
and JWH-018), synthetic cannabinoids
pose a risk to the abuser. In addition,
the chronic abuse of products laced
with synthetic cannabinoids has also
been linked to addiction and
withdrawal. Law enforcement, military
and public health officials have reported
cxposure incidents that demonstrate the
dangers associated with abuse of
synthetic cannabinoids to both the
individual abusers and other affected
individuals since these substances were
never intended for human use.
Warnings regarding the dangers
associaled with abuse of synthetic-
cannabinoids and their products have
been issued by numerous state public
health departments, poison control
centers and private organizations. In a
2012 report, the Substance Abuse and
Mental Health Services Adminisiration
(SAMHSA) reported 11,406 emergency
department visits involving a synthetic
cannabinoid product during 2010. In a
2013 report, SAMHSA reported the
number of emergency department visits
in 2011 invelving a synthetic
cannabinoid product had increased 2.5
limes lo 28,531.

Deotailed product analyses have
detected variations in the amount and
type of synthetic cannabinoid laced on
plant material even within samplings of
the same product. Since abusers obtain
these drugs through unknown sources,
purity of these drugs is uncertain, thus
posing significant adverse health risk to
these users. Submissions to DEA
laboratories from January 2012 through
February 11, 2013, have documented
over 142 distinct packaging examples
containing a mixture of UR-144, XLR11
and/or AKB48. These unknown factors
present a significant risk of danger o
the abuser. Some of the adverse health
effects reported in response lo the abuse
of synthetic cannabinoids include
vomiting, anxiety, agitation, irritability,
seizures, hallucinations, tachycardia,
elevated blood pressure, and loss of
consciousness, As mentioned above,
there are reported instances of
emergency department admissions in
association with the abuse of these THC-
like substances. There are no recognized
therapeulic uses of these substances in
the U.S.

In February 2013, the Centers for
Disease Conlrol and Prevention
puhlished a report by Murphy et al.
describing unexplained cases of acute
kidney injury in 16 patients, all of
whom had reported recent smoking of
synthetic cannabinoids. Upon [urther
investigation, it was determined that of

the 16 patients, 7 of the subjects had
smoked substances that were positive
for XLR11 or its metabolite. Cases were
reported from Wyoming (4 cases),
Rhode Island (1 case), New York (2
cases), Oregon (6 cases), Kansas (1 case)
and Oklahoma (2 cases).

Finding of Necessity of Schedule [
Scheduling To Aveid Imminent Hazard
to Public Safety

Based on the available data and
information, the continued uncontrolled
manufacture, distribution, importation,
exportation and abuse of UR-144,
XLR11 and AKB48 pose an imminent
hazard to the public safely. DEA is not
aware of any currently accepted medical
uses for these synthetic cannabinoids in
the U.S. A substance meeting the
statutory requirements for temporary
scheduling (21 U.S.C. 811(h)) may only
be placed in Schedule I. Substances in
Schedule I are those that have a high
potential for abuse, no currently
accepted medical use in treatment in the
U.S., and a lack of accepted safety for
use under medical supervision.
Available data and information for UR-
144, XLR11 and AKB48 indicate that
these three synthetic cannabinoids have
a high potential for abuse, no currently
accepted medical use in treatment in the
U.S., and a lack of accepted safety for
use under medical supervision.

Conclusion

In accordance with the provisions of
section 201(h) of the CSA (21 U.S.C.
811(h)), the Deputy Administrator has
considered available data and
information and has set forth herein the
grounds for his determination that it is
necessary to temporarily schedule three
synthetic cannabinoids, (1-pentyl-1H-
indol-3-yl}(2,2,3,3- :
tetramethylcycloprepyl)methanone (UR-
144), [1-(5-Mluoro-pentyl)-1H-indol-3-
yll(2.2,3,3-
tetramethylcyclopropyl)methanone
(5-fluoro-UR-144, XLR11) and N-(1-
adamantyl)-1-pentyl-1H-indazole-3-
carboxamide (APINACA, AKB48) in
Schedule I of the CSA and finds that
placement of these synthetic
cannabinoids into Schedule I of the CSA
is warranted in order to avoid an
imminenl hazard to the public salety.

Because the Deputy Administrator
hereby finds that it is necessary lo
temporarily place these synthetic
cannabinoids into Schedule I to avoid
an imminent hazard to the public safety,
the final order temporarily schedulin
these substances will be effective on the
date of publication in the Federal
Register, and will be in effect fora
period of up to three years pending
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completion of the permanenl or regular
scheduling process.

Regular scheduling actions in
accordance with 21 U.S.C. 811(a) are
subject to formal rulemaking procedures
done “on the record after opportunity
for a hearing’” conducted pursuant to
the provisions of 5 U.S.C. 556 and 557.
The CSA sets forth specific criteria for
scheduling a drug or olther substance.
While temporary scheduling orders are
nol subject to judicial review (21 U.5.C,
811(h)(6)), the regular scheduling
process of formal rulemaking affords
inlcrested partics with appropriate
process and the government with any
additional relevant information needed
lo make a permanen! scheduling
determination. Final decisions which
conclude the regular scheduling process
of formal rulemaking arc subject to
judicial review. 21 U.S.C. 877.

Regulatory Requirements

With the issuance of this final order,
UR-144, XLR11 and AKB48 become
subject to the regulatory controls and
administrative, civil and criminal
sanctions applicable to the manufacture,
distribution, possession, impaortation
and exportation of a Schedule I
controlled substance under the CSA and
the CSIEA.

1. Registration. Any person who
manufactures, distributes, imports,
exports, or possesses UR-144, XLR11 or
AKB48, or who engages in research or
conducts instructional activities with
respect to UR-144, XLR11 or AKB48, or
who proposes to engage in such
activities, musl be registered to conducl
such activilies in accordance with 21
U.S.C. 822 and 957. Any person who is
currently engaged in any of the above
activities and is not registered with DEA
must submit an application for
registration and may not continue their
activities until DEA has approved Lhat
application. Retail sales of Schedule I
controlled substances to the general
public are not allowed under the CSA.
Possession of any of these substances in
a manner not authorized by the CSA on
or after May 16, 2013 is unlawful and
may subject those in possession of any
of these substances to prosecution
pursuant to the Controlled Substances
Act.

2. Security. UR-144, XLR11 and
AKB48 are subject to Schedule |
security requirements. Accordingly,
appropriately registered DEA registrants
musl manufactlure, distribute and slore
these substances in accordance with
1301.71; 1301.72(a), (c) and (d}; 1301.73;
1301.74; 1301.75(a) and (c); and 1301.76
of Title 21 of the Code of Federal
Regulations as of May 16, 2013,
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3. Labeling and packaging. All
labeling and packaging requircments for
controlled suﬁstances set forth in Part
1302 of Title 21 of the Code of Federal
Regulations shall apply to commercial
containers of UR-144, XLR11 and
AKB48. Current DEA registrants
authorized {o handle UR-144, XLR11
and AKB48 shall comply with Part 1302
of Title 21 of the Code of Federal
Regulalions within thirly (30) calendar
days of May 16, 2013.

4, Quotas. Every manufacturer
authorized to manufacture UR-144,
XLR11 and AKB48 must apply for and
be granted a yuota to manulacture such
substance(s) pursuant to Part 1303 of
Title 21 of the Code of Federal
Regulations. No authorized
manufacturer may manufacture UR-144,
XLR11 or AKB48 in excess of a quota
assigned to him as of May 16, 2013.

5. Inventory. Every DEA registrant
authorized to possess any quantity of
UR-144, XLR11 or AKB48 is required to
keep inventory of all stocks of these
substances on hand pursuant to
1304.03, 1304.04 and 1304.11 of Title 21
of the Code of Federal Regulations.
Every authorized DEA registrant shall
comply with all inventory requirements
within thirty (30) calendar days of May
16, 2013.

6. Records. All registrants who are
authorized to handle UR-144, XLR11 or
AKB48 are required lo keep records
pursuant to 1304.03, 1304.04, 1304.21,
1304.22 and 1304.23 of Title 21 of the
Code of Federal Regulations. Current
DEA registrants authorized to handle
UR-144, XLR11 or AKB48 shall comply
with all recordkeeping requirements
within thirty (30) calendar days of May
16, 2013.

7. Reports. All registrants are required
to submil reports in accordance with
1304.33 of Title 21 of the Code of
Federal Regulations. Registrants who
manufaclure or distribute UR-144,
XLR11 or AKB48 are required to comply
with these reporting requirements and
shall do so as of May 16, 2013.

8. Order Forms. All registrants
involved in the distribution of UR-144,
XLR11 or AKB48 must comply with
order form requirements of Part 1305 of
Title 21 of the Code of Federal
Regulations as of May 16, 2013.

9. Importation and Exportation. All
importation and exportation of UR-144,
XLR11 or AKB48 must be conducted by
appropriately registered DEA registrants
in compliance with Part 1312 of Title 21
of the Code of Federal Regulations on or
after May 16, 2013.

10, Criminal Liability. The
manufacture, distribution or possession
with the intent to conduct these
activities; as well as possession,

importation or exportation of UR-144,
XLR11 or AKB48 not authaerized by, or
in violation of the CSA or the Conlrolled
Substances Import and Export Act
occurring as of May 16,2013 is
unlawful.

Regulatory Matters

Section 201(h) of the CSA (21 U.S.C.
811(h)) provides for an expedited
temporary scheduling action where
such action is necessary to avoid an
imminent hazard to the public safety.
As provided in this subsection, the
Auorney General may, by order,
schedule a substance in Schedule I on
a lemporary basis. Such an order may
not be issued before the expiration of 30
days from (1) the publication of a notice
in the Federal Register of the intention
to issue such order and the grounds
upon which such order is lo be issued,
and (2) the date that nolice of a
proposed temporary scheduling order is
transmilted to the Secrelary of HHS. 21
U.S.C. 811(h)(1).

In as much as section 201(h) of the
CSA directs that temporary scheduling
actions be issued by order and sets forth
the procedures by which such orders are
to be issued, DEA believes that the
notice and comment requirements of
section 553 of the Administrative
Procedure Act (APA) (5 U.S.C. 553) do
nol apply to this final order. In the
alternative, even assuming that this final
order might be deemed to be subject to
section 553 of the APA, the Deputy
Administrator finds that there is good
cause lo forgo the notice and comment
requirements ol section 553, as any
further delays in the process for
issuance of temporary scheduling orders
would be impracticable and contrary to
the public interest in view of the
manifest urgency of the temporary
scheduling action to avoid an imminent
hazard to the public salety.

Further, DEA believes that this

. temporary scheduling aclion Final

Order is not a “rule’” as defined by &
U.S.C. 601(2), and, accordingly, not
subject to the requirements of the
Regulatory Flexibility Act. The
requirements for the preparation of an
initial regulatory flexibility analysis in 5
U.S.C. 603(a) are not applicable where
{as here) the agency is not required by
section 553 of the APA ar any other law
1o publish a general notice of proposed
rulemaking,

Additionally, this action is not a
significant regulatory action as defined
by Executive Order 12866 “Regulatory
Planning and Review,” section 3(f), and,
accordingly, this action has not been
reviewed by the Office of Management
and Budget.
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This aclion will not have substantial
direct effccts on the states, on the
relationship between the national
government and the states, or on
distribution of power and
responsibilities among the varivus
levels of government. Thercfore, in
accordance with Executive Order 13132
“Federalism” it is determined that this
action does not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

Pursuant to the Small Business
Regulatory Enforcement Fairness Act of
1996 (Congressional Review Act) (5
U.S.C. 801-808), DEA has submitted a
copy of this Final Order to both Houses
of Congress and to the Comptroller
General.

List of Subjects in 21 CFR Part 1308

Administrative practice and
procedure, Drug traffic control,
Reporting and recordkeeping
requirements.

Under the authority vested in the
Attorney General by section 201(h) of
the CSA (21 U.S.C. 811(h)), and
delegated to the Deputy Administrator
of the DEA by Department of Justice
regulations (28 CFR 0.100, Appendix to
Subpart R). the Deputy Administrator
hereby orders that 21 CFR part 1308 be
amended as follows:

PART 1308—SCHEDULES OF
CONTROLLED SUBSTANCES

m 1. The authority cilation for Part 1308
continues to read as follows:

Authority: 21 U.S.C. 811, 812, 871(b),
unless otherwise noted.

m 2. Section 1308.11 isamended by
adding new paragraphs (h)(9). (10), and
(11) to read as follows:

§1308.11 Schedule |,

* Ll " * -

hn-o

(9) (1-pentyl-1H-indol-3-y1)(2,2,3,3-
tetramethylcyclopropyl)methancne, its
optical, positional, and geometric
isomers, salts and salts of isomers—
7144 (Other names: UR-144, 1-pentyl-3-
(2,2,3,3-tetramethylcyclopropoyl)indole)

(10) [1-(5-fluoro-pentyl)-1H-indol-3-
yll(2,2,3,3-
tetramethyleyclopropyl)methanone, its
aptical, positional, and geometric
isomers, salts and salts of isomers—
7011 (Other names; 5-fluorec-UR-144, 5-
F-UR-144, XLR11, 1-(5-fluoro-pentyl)-3-
(2,2,3,3-letramethyleyclopropoyl)indale)

{11) N-(1-adamantyl)-1-pentyl-1H-
indazole-3-carboxamide, its optical,
positional, and geometric isomers, salts
and salts of isomers—7048 (Other
names: APINACA, AKB48)
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Dated: May 10, 2013.
Thomas M. Harrigan,
Deputy Administrator.
{FR Doc. 2013-11593 Filed 5-15~13; 8:45 am|
BILLING CODE 4410-0%-P

DEPARTMENT OF THE TREASURY

Alcohol and Tobacco Tax and Trade
Bureau
27 CFR Part 5

[Docket No. TTB-2012-0001; T.D. TTB-113;
Re: Notice No. 126]

RIN 1513-AB91
Standards of Identity for Pisco and
Cognac

AGENCY: Alcohol and Tobacco Tax and
Trade Bureau, Treasury.

ACTION: Final rule: Treasury decision.

SUMMARY: This final rule amends the
Alcohol and Tobacco Tax and Trade
Bureau regulations setting forth the
standards of identity for distilled spirits
to include Pisco as a type of brandy that
must be manufactured in accordance
with the laws and regulations of either
Peru or Chile, as appropriate, governing
the manufacture of those products. This
final rule also removes *Pisco brandy”
from the list of examples of geographical
designations in the dislilled spirits
standards of identity, and it includes a
technical correction to remove
“Cognac” from the same list of
examples. These changes provide
greater clarity in distilled spirits
labeling,

DATES: Effective Date: This final rule is
effective July 15, 2013.

FOR FURTHER INFORMATION CONTACT.:
Karen Welch, Alcohol and Tobacco Tax
and Trade Bureau, Regulalions and
Rulings Division; telephone 202-453—
1039, ext. 046; email ITD@tth.gov.
SUPPLEMENTARY INFORMATION:

Background
TTB Authority

Section 105(e) of the Federal Alcohol
Administration Acl (FAA Act), codified
in the United States Code at 27 U.S.C.
205(e), authorizes the Secretary of the
Treasury (Secretary) to prescribe
regulations relating to the packaging,
marking, branding, labeling, and size
and {ill of containers of alcohol
beverages that will prohibit consumer
deception and provide the consumer
with adequate information as lo the
identity and quality of the product.
Section 105(e) of the FAA Act also *
generally requires bettlers and importers

of alcohol beverages to obtain
certificates of label approval prior to
bottling or importing alcohol beverages
for sale in interstate commerce.
Regulations implementing those
provisions of section 105(e) as Lhey
relate to distilled spirits arc set forth in
part 5 of title 27 of the Code of Federal
Regulations (27 CFR part 5). The
Alcohol and Tobacco Tax and Trade
Bureau (TTB) administers the FAA Act
pursuant to section 1111(d) of the
Homeland Security Act of 2002,
codified at 6 U.S.C. 531(d). The
Secretary has delegated various
authorities through Treasury
Department Order 120-01 (Revised),
dated January 21, 2003, lo the TTB
Administrator to perform the functions
and duties in the administration and
enforcement of this law.

Certificates of Label Approval

TTB's regulations prehibit the release
of bottled distilled spirits from customs
custody for consumption unless an
approved Certificate of Label Approval
(COLA) covering the product has been
deposited with the appropriate Customs
officer at the port of entry. See 27 CFR
5.51. The TTB regulations also generally
prohibil the bottling or removal from a
plant of distilled spirils unless the
proprietor possesses a COLA covering
the labels on the bottle. See 27 CFR
5.55.

Classes and Types of Spirils

The TTB labeling regulalions require
that the class and type of distilied
spirits appear on the product's brand
label. See 27 CFR 5.32(a)(2) and 5.35.
Those regulations provide that the class
and type must be slated in conformity
with §5.22 of the TTB regulations (27
CFR 5.22) i defined therein. Otherwise,
the product must be designated in
accordance with trade and consumer
understanding thereof, or, if no such
understanding exists, by a distinctive or
fanciful name, and in either case (with
limited exceptions), followed by a
truthful and adequate statement of
composition (see 27 CFR 5.35).

Section 5.22 establishes standards of
identity for distilled spirils products
and categorizes Lhese products )
according to various classes and types.
As used in §5.22, the term “class” refers
to a general category of spirits, such as
“whisky” or “‘brandy.” Currently, there
are 12 different classes of distilled
spirits recognized in § 5.22, including
whisky, rum, and brandy. The term
“type” refers to a subcategory within a
class of spirits. For example, “Cognac”
is a type of brandy, and ""Canadian
whisky"” is a type of whisky.
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Brandy and Pisco

Brandy is Class 4 in the standards of
identity, where it is defined in §5.22(d)
as "'an alcoholic distillate from the
fermented juice, mash, or wine of fruil,
or from the residue thereof, produced at
less than 190° proof in such manner that
the distillate possesses the taste, aroma,
and characteristics generally attributed
to the product, and bottled at not less
than 80° proof.” “Pisco” is a term
recognized by bolh the governments of
Peru and Chile as a designation for a
distilled spirits product made from
grapes. Generally, Pisco is classified as
brandy under the lerms of TTB's current
labeling regulations. However, Pisco is
not currently listed as a type of brandy
in Class 4. Rather, “Pisco brandy" has
been included in Class 11, at
§5.22(k)(3), as an example of a
geographical name that is not a name for
a distinctive type of distilled spirits, and
that has not become generic.

International Agreements

Pursuant to the United States-Peru
Trade Promotion Agrecment, the United
States recognized Pisco Peru as a
distinctive product of Peru (Article
2.12(2) of the Agreement). Accordingly,
the United States agreed not to permit
the sale of any product as Pisco Perti
unless it has been manufactured in Peru
in accordance with the laws and
regulations of Peru governing Pisco.

In addilion, pursuant to the United
States-Chile Free Trade Agreement, the
United States recognized Pisco Chileno
(Chilean Pisco) as a distinclive product
of Chile (Article 3.15(2) of the
Agreement). Accordingly, the United
States agreed not to permit the sale of
any product as Pisca Chileno (Chilean
Pisco) unless it has been manufactured
in Chile in accordance with the laws
and regulations of Chile governing the
manufacture of Pisco.

In like manner, Peru and Chile agreed,
respectively, to recognize Bourhon
Whiskey and Tennessee Whiskey
(which is defined in both Agreements as
a straight Bourbon Whiskey authorized
to be produced only in the State of
Tennessee), as distinctive products of
the United States, and not to permit the
sale of any product as Bourbon Whiskey
or Tennessee Whiskey unless it has
beén manufactured in the United States
in accordance with the laws and
regulations of the United States
governing the manufacture of Bourbon
Whiskey and Tennessee Whiskey. (TTB
notes that there are alternative spellings
for the same term—""whisky” in the TTB
regulations in 27 CFR part 5 and
“whiskey" in the Agreements with Peru
and Chile.)
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2013 Final Revised APQ AAN Comments and additional applications received during comment period

Comments received as of 7-25-2013:

_Drug Company Comment unt ___Response Proposed APQ Final APQ Chan -
242 5-Dimethoxy Iphenyl amine (2C-P b)(4) increase APQ 10 APQ adequate, no change 15 15 -
242 5.Dimethoxy-4-ethylphenyljethanamine (2C~E) increase 10 APQ adequate no change 15 15 -
2:(2,5-Dimethoxy-4-methyIpheny)ethanamine (2C--D) increase APQ 10 APQ adequate, no change 15 13 -
2-{2,5-Dimethoxy-4-pitro-phenyl)gthanamine (2C~N) increase APQ 10 APQ adequate. no change 5 15 -
2+2.5-Dimet henyleth: ine (2C-) increase APQ 10 APQ adcquate, no chanue 5 15 -
2{4-Chloro-2 S-dimethoxyphenyllethanamine (2C—" increase APQ 10 APQ adequate, no change S 15 -
2-{4-10do-2,5-dimethoxyphenyllethanamine (2C-1) increase APQ 10 APQ adequate, no change 15 15 -
2i‘:_£Elgmioflgwmﬂho_mghegiemmmm f?E—T-}f increase APQ 10 APQ adequate, no change 15 15 -
2-[4{Iso Ithio}-2,5-dimetha lethanamine (2C-T—4) increase APQ 10 APQ adequate,_no change 15 15 -
3 4-Methylenedioxymerhamphetamine {MDMA) increase APQ [1] APQ adequate, no chanpe 50 50 -
4-Anilino-N- ~{-piperidine (ANPP increase APQ 267,376 APQ adequate, no change 2.250,000 2,250.000 -
d.| amphetamine Lincrease APQ 1,852,484
| increase APQ 256t APQ adequate, no change 47,186,000 47,186,000 ’
d-amphetamine increase APQ 1,167.911
increase APQ 490,000
codeine ( for conversion) increase APQ £,200,132 APQ adequate, no change 81,250,000 81,250,000 -
dihydromorphine increase APQ 899,110 justified, increase APQ 3,300,000 3,990,000 690,000
di le increase APQ 130,000 __Justified, increase APQ 750,000 887,500 137,500
gamma hydroxybutric acid nere: 19 868,990 Justi increase 46,250,000 67,500,000 21,250,000
hydrocodane increase APQ 8126914 APQ adequate, no chanpe 99.625 000 99,625,000 -
hydromarphone ot —-———3;‘:‘;';2 justified. increase APQ 5,968,750 6,750,000 781,250
levomethorphan increase APQ 150 justified, increase APQ 6 195 189
methadone jmtbase ig ; g‘;l‘:‘; APQ adequate, no change 33,125,000 33,125,000 -
methadone intermediate !ﬁcr%% 3 fl:(; -g?g APQ adequate, no change 40,500,000 40,500,000 -
methylphenidare increase APQ 2,421,780 APQ adequate, no change 96,750,000 96,750,000 -
morphine (for conversion) increase APQ 1,900,000 APQ adequate, no change 91,250,000 91,250,000 -
morphine (for sale) increase APQ 689,045 justified, increase APQ 60,250,000 61:125.000 875,000
increase APQ 22.250.127
oxycodone (for sale) increase APQ £0.000 APQ adequare, no change 153,750,000 153,750,000 -
msrease APQ 169,000
ofipavine mecrease APQ 1,955.556 APQ adequate, no change 22,750.0C0 22,750.000 -
" merzase APQ 700.0C0 ) .
oxymorphone (for conversion) [incregse APO T:800.000 APQ adequate, no change 18,375,000 18,375,000
oxymorphone (for salc) P L justified, increase APQ 6.875.000 7,000,000 125,000
|_increase APQ
phenylacerone increase APQ 10,500,000 justified, increase APQ 29,628,750 42,393,750 12,765,000
sufentanil increase APQ 4 justified, increase APQ 6,255 6.880 62
Number of Companies commenting: 6
30 30
Number of drugs commented on: 31
Additional Considerations; 5
Drug Copsideration Proposed Revised Change
gamma hydroxybutric acid D)(4)  kubmitted requests on 7/3 & 7/16/13 for essablishment of quata 2.454,380g for product development see comment table
heroin b)(4) submi uests on 7/17/13 for the ¢stablishmem of 8z of 25 25 -
hydromophone D)(4) request on 7/8/13 for increasc of 192,225g to ted quot: = see comment table
methadone bj(4) bmitted request on 7/3/13 for increase of 167.000 g 1o granted quota sce conunent table
noroxymorphone (for sale) b)(4) submined request on 7/3/13 increase of 48,000 1o granted quota 1,262 000 1,262,000 -
psilocybin b)4; submi uests on 7/16/13 for the establishinem of 4 of quota 1 1o -
psilocyn bi4) ibnitted vequests on 7/16/1 increase of 7g to granted quota 4 12 [

prepared by ODEQ on 7-25-2013

Vol. | Page 172




(

Caontrolled Substance
242.5-Dimethoxv-4+{n¥prepvlphenvlethanamine (2C-P)
2-(2.5-Dimethoxy-4-ethvlphenylicthanamine (2C-E)
2+2.5-Dimethoxy-4-methviphenyljethanamine (2C-D)
2-(2,5-Dimethoxv-4-nitro-phenyl kethanamine (2C-N)
2-(2.5-Dimethoxyphenylethanamine (2C-H)
2.{4.Chloro-2.5-dimethoxyphenyl)ethanamine (2C-C)
244-lodo-2.5-dimethoxvohenyllethanamine (2C-1)

2-|4{Ethvlthio)-2.5 -dimethoxyphenyllcth ine (2C-T-2)

2-[4-{[sopropylthio)-2.5-dimethoxyphenyl lethanamine (2C-T-—4)
3.4-Methvlenedioxymethamphetamine (MDMA)
4-Anilino-N-phenethvl-d-piperidine (ANPP)

d.| amphetamine

d-amphetamine

codeine ( for conversion)

dihvdromorphine

diphenoxylate (for salz)

gamma hydroxvbutric acid

heroin

hvdrocodone

hydromorphone

levomethorphan

methadone

methadone intermediate

methviphenidate

morphine (for conversion)

morphine (for sale)

noroxymorphone (for sale)

oxveodone (for sale)

oripavine

prepared by ODEQ on 7-25-2013

2013 Final Revism{ its by registrant

Justification

DN4)

fust received drug code on bulk manufactuzer registration - ref stds: APQ sufficient
just received drug code on bulk manufactuser registration - ref stds: APQ sufficient
just received drug code on bulk manufacturer registation - ref stds, APQ sufficicnt
just received drug code on bulk manufacturer registration - ref stds: APQ sufficient
ust received drug code on bulk manufacturer registration - ref stds: APQ sufficient
ust received drug code on bulk manufacturer registration - ref stds; APQ sufficient
ust received drug code on bulk manufacturer registration - ref stds; APQ sufficient

ust received drug code on bulk manufacturer registration - ref stds; APQ sufficient

ust received drug code on bulk manufacturer registration - ref s1ds; APQ sufficient

bH4)

B enied previausly: reapplication request consideted in the proposed revised APQ
l quest for 267kg; available in APQ
b requests 1853kg - analysis grants Okg - ARCOS issues to be resolved first bX4) request 43kg, APQ sufficient
Fequests 1168%g - analysis grants Okg - ARCOS issues to be resolved first lrequest 490kg - grant same; APQ suficient
PAR Irequests B200kg: APQ sufficient
Irequests 900kg - grant 700kg: APQ adjusted to provide grant amount
quests 130kg based on ytd sales - grant same; APQ adjusted to provide grant amount
bi equests total APQ quests product development cfforts: APQ adjusted to provide inventory lo
D)(4)

quest based on demands of diagnostic test kits sales

equest 8127kg . APQ sufficient to consicer granting

bi4)

I» analysis grants 0 - available in APQ

Dj{4)

iequeSl based on new customer demand: APQ adjusted 10 meet new demand

bN4)

Fequests were considered in proposed revised APQ

requests were considered in proposed revised APQ

o4)

}cques!s 2422kg; proposed revised APQ sufficient

b4

requests 1900kg: proposed revised APQ sufficient

requests 689kg. APQ revised to include new request

bj(4)

request 48k for clinical tnals - already considered in proposed revised APQ

bl{4)

equests based on previous limitation of APQ

request 1956kg. APQ sufficient 1o consider granting

1ot2
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( 2013 Final Revise{ ts by registrant ‘

Controlled Substance Justification
oxvmorhone (for conversion) D)4} Irequest 1064k g- analysis grants samc;lml 2520k - analysis grants 1372kg: already considered in proposed revised APQ
oxymorphone (for sale) ) request 2995kg - analysis grants 2537kg: increase APQ
psilocybin oK) just reccived drug code on bulk manufaciurer registration - rel s1ds; APQ sufficient
psifocyn just received drug code on bulk manufacturer registration - ref sids: APQ adjusted to meet new demand
phenvlacetone requests 10,500kg to move impon to registration and bulk manufacter - no request submitted: APQ adjusted for
sufentanil ucst based on sales ytd

r
prepared by ODEQ on 7-25-2013 20f2
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2013 Final Revised APQ AAN table of changes

712612013
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Drug Proposed Final APQ Change
APQ :
dihydromorphine 3,300,000 3,990,000 690,000
diphenoxylate (for sale) 750,000 887,500 137,500
gamma hydroxybutric acid 46,250,000 67,500,000 [ 21,250,000
hydromorphone 5,968,750 6,750,000 781,250
levomethorphan 6 195 189
morphine (for sale) 60,250,000 61,125,000 875,000
oxymorphone (for sale) 6,875,000 7,000,000 125,000
phenylacetone 29,628,750 42,393,750 12,765,000
psilocyn 4 12 8
sufentanil 6,255 6,880 625
Chemical Proposed Final AAN Change
AAN
ephedrine (for sale) 3,500,000 4,200,000 700,000
phenylpropanolamine (for conversion) 25,700,000 44,800,000 19,100,000
pseudoephedrine (for sale) 225,000,000 | 246,000,000 21,000,000
I
Prepared by ODEQ




2012 - 2013 hi!. _ofMQ v APQ

Drug 2012 Final 2012 Final Remaining 2013 Final 2013 current Pending

APQ MQ APQ APQ MQ Requests
dihydromorphine 3,750,000 3,742,310 (7,690) 3,990,000 3,742,310 899,110
diphenoxylate (for sale) 900,000 879,000 (21,000) 887,500 579,302 130,000
gamma hydroxybutric acid 37,000,000 26,118,435 | (10,881,565) 67,500,000 32,948,209 | 49,784,300
hydromorphone 4,207,000 4,236,630 29,630 6,750,000 4,455,715 431,537
levomethorphan 10 S (3 195 2 150
morphine (for sale) 48,200,000 48,175,305 (24,695) 61,125,000 48,179,273 689,045
oxymorphone (for sale) 5,500,000 5,412,981 (87,019) 7,000,000 4,878,867 718,378
phenylacetone - 42,393,750 10,500,000
psilocyn Z 2 - 12 4 7
sufentanil 6,730 6,227 _ {503 6.880 4,993 469

7/30/2013

Prepared by ODEQ
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Proposcd Adjustments to the Aggregate Production Quotas for Scheduled I and 11

Controlled Substances and Assessment of Annual Needs for the List I Chemicals
Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2013

SUMMARY OF COMMENTS

Document DEA-2013-0005-DRAFT-0002

(D)(4) (D)D)

Methadone (for sale)

Rationale: previously denied an increase due to limitations in APQ; approx. 27% manufacturing
loss combined with increased sales volumes

Quota Application Reference Numbers provided [copies requested from ODQ on July 17 by e-
mail toI""6 |

Document DEA-2013-0005-DRAFT-0003

bi4) (b))

Methadone Intermediate

Rationale: all methadone intermediate that is produced is consumed in-house to produce
methadone hydrochloride; tied directly to methadone (for sale) quota

Document DEA-2013-0005-DRAFT-0004

B)HA).(0)C) (DX THE)

Gamma Hydroxybutyric Acid

Rationale: increase to 48,456,300g to meet demand of [ I to meet
commercial requirements and maintain sufficient inventory levels; some material was destroyed
or is planned for destruction based on 2012 material quality issues

Document DEA-2013-0005-DRAFT-0005

(D)(4) (bXB)(bHTHE}

Oxycodone

Pagelof3
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Rationale: plans to qualify a new source of thebaine (Tasmanian alkaloids); one full batch will
consume 165 kg of thebaine and 157 kg of oxycodone quota; the five batch campaign will
require 785 kg of oxycodone quota; request increase of 169,000g

Document DEA-2013-0005-DRAFT-0006

b}{4).(b)6).(bXN7HE)

Thebaine, Oripavine, Oxycodone for Sale, Oxymorphone for Conversion

Rationale: Aggregate increase based on|”"" ustomer demand, in accordance with pending

quota requests (PQ Ref. # 116609 (Thebaine) & 116611 (Oripavine); MQ Ref. # 116610
(Oxycodone for Sale) & 116612 (Oxymorphone for Conversion))

Document DEA-2013-0005-DRAFT-0007

bi{4) (b))

2C-P; 2C-E; 2C-D; 2C-N; 2C-H; 2C-C; 2C-I; 2C-T-2; 2C-T-4; MDMA; Levomethorphan

Rationale: Increase of 2C phenethylamines to provide for initial quota as [P Jonly recently
became registered to handle the substances; increase MDMA to address previous request that
was denied due to lack of available APQ; increase levomethorphan to accommodate a new
customer’s request for bulk synthesis

Document DEA-2013-0005-DRAFT-0008

D){4). (D)6} (DNTHE)

Phenylacetone

Rationale: Increase to accommodate domestic production to replace foreign manufacturer that
provides imports

Document DEA-2013-0005-DRAFT-0009

b)4) (bX6) {EHTHE)

Gamma Ilydroxybutyric Acid (Revised)

bi4)

Rationale: Increase to 49,784,300g to meet demand of f

Page 2 of 3
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Document DEA-2013-0005-DRAFT-0010

(D}4) (b)B)

ANPP; d,l-amphetamine (for sale); d-amphetamine (for sale); codeine (for conversion);
dihydromorphine; diphenoxylate; hydrocodone; hydromorphone; methadone intermediate;
methadone; methylphenidate; oripavine; oxymorphone (for sale); oxymorphone (for conversion);
sufentanil

Rationale: increases to provide for sufficient quantities to includerequests

Quota Application Reference Numbers provided [copies requested from ODQ on July 23 by e-
mail to [ |

Document DEA-2013-0005-DRAFT-0011

(D)(4) (D)6}

Amphetamine (for sale) increase by 3,021,395g [D.L-Amphetamine (for sale) by 1,853,484g; D-
Amphetamine (for sale) by 1,167,911g]; Morphine (for conversion) by 1,900,000g; Morphine
(for sale) by 689,045¢

Rationale: Some requests were submitted — increases to cover manufacturing needs

Document DEA-2013-0005-DRAFT-0012

b}(4) (b)6)

Hydromorphone by 40,000g; Oxycodone by 80,000g; Oxymorphone by 180,000g

Rationale: Some requests were submitted — increases to cover manufacturing needs

Page 3 of 3
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Bya)

CONFIDENTIAL

18 July 2013

Drug Enforcement Administration

Atin: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Commenl on Proposed Adjusiment to 2013 Aggregate Production Quolas
Dockel No. DEA-365

Dear Sit/Madam:

e _Jis submitting this comment in reference fo the Propcsed Adjustment io the
2013 Aggreggle Production Guotas [APQis| publisted in the Federal Register under citation
Vol. 78, No. 119, pages 37237-37241, dated 30 June 2013. This is Docket No. DEA-
365. This comment is CONFIDENTIAL BUSINESS INFORMATION and relales to eleven
controlled substances. We request thal porticns of this comment highlighred below be
redaclec.

. For nine of the substances {all 2 C phenethylamines)[™ bnly recently became registered
os a bulk manufaciurer of the substances. Therefore, no manulocturing queto applications
were submitted during the annual application peried in eardy 2012, On June 6, 2013,

[ Jsubmitied applications for initial quotas for the nine drug closses foliowing approval ~
of it bulk manufacturing applicotion for the substonces. FHowever, no response has been
received os of this, so it is unclear os lo whether there is sufficient APQ to issue in response 1o
our applications. Therefore [’ Jis submiting this comment to request that the APQ for
these nine substonces {listed below] be revised as required to allow fer issuonce of 10 grom

initial quotas o™ Jfor these drug classes.
Additionally, on February 4, 2013 .ubm'ﬂed on opplication to increase its 2013

manufacturing quota for 3,4-Methylenedioxymethamphetamine [MDMA) by 10 grams. That
application was denied on February 27, 203 due to the limitation of the currently established
APQ for MDMA, Therefore, is submilling this comment 1o request that the APQ for
MDMA be revised to allow for a 10 gram-increase of DMA marnufaciuring quolo
for 2013. Information regarding why this increase is needed was provided on the Februory
4% revision application.

Finally, is cumently in negofiations with one of its customers to provide o bulk
synihesis of levomethorphan. as o lefier of infent from the cusiomer indicating theis

intent to enter into o Purchase Order ogreement with "™ Jior the manufacture of this

subsicnce. A copy of that letier of inient can be provided upon request. The Purchase Order
DX4)

ogreement will be execuled ot a laler dete,The {efler of intent is for | lo deliver o
(b))

. |
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b)id)

CONFIDENTIAL

minimum of 8Q groms of Levomethorphan. However, more could be delivered if enough

material is produced that meets the customer's specification. Therefore, is submitting
this comment to request that the APQ for levomethorphan be revised o allow for a 150 gram
]

increase ‘o levomethorphan manufacturing quola for 2013. That quanlity will
cover both the deliverable quontity for the customer ana any non-specification material
produced during the synthetic process. The quantity of nonspecification material to be
produced during this project is unknown al this point due to uncerainty in the produclion yield
for synthesis of this scale.

Also, it should be peinted out that il is unknown when the APG will be revised (assuming ihai il
will), how long it wil' tgke oblain o revised procuremeni quoia necessary lo purchose the
required quanfity of the storling malerial needed for the synthesis, ond how long the aciuai
oroduction lime o complele the synthesis will toke. Therefore, It is.unclear os lo whether there
ullimately will be sufficient ime to produce the final substance in 2013. Because of ihat,
plnns fo submit a similar comment in response io the proposed inifial 2014 APQ for
this drug class to cover the eventuality that the finol preduct cannot be cbiained in 2013.

Based on this informalion, [~ equests that the 2013 aggregaie preduciion quotas for
G ggreg 9

the following eleven subsiances be cdjusted as needed 1o ensure that anlicipated
requirement in the amounts listed below are covered:

2-{2,5-Dimethoxy-4-{n}-propylphenyllethanamine [2C-P] 10g
22, 5-Dimethoxy-4-ethylphenyllethanomine [2CE] 10g
22,5 Dimethoxy-4-melhylphenyljethanamine (2C-D] i0g
22, 5-Dimethoxy-4-nitro-phenylleinanamine [2CN] 10g
2-(2,5-Dimethoxyphenyllethanamine [2C-H] 1Cg
2-4-Chloro-2, 5-dimethoxyphenyllethanamine {2C-C) i0g
2-{41cde-2, 5dimethoxyphenyllethanamire [2CH) 1Cg
2 4-{Ethylthio}-2,5-dimethoxyphenyllethanomine [2CT-2] 1C g
2{4-{lsopropyithic}-2, 5dimethoxyphenyllethanamine [2C-T-4]  1C g
3.4-Methylenedioxymethamphetomine [MDMA] '0g
levomethorphan 150 g

(D){4).{DKB)

Please confacl me a| i you have ary questions regarding this comment.

Sincerely,
bXE)

Vice Piesidenl
Regulotory Affairs

i(h}(*ij

[b)m
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(T] CONFIDENTIAL

July 19, 2013

Drug Enforcement Administration

Attention: DEA Federal Register Representative/OCDL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-365

Dear Sirs:

manufacturing
registration [.CKE) am submilting this comment on the Proposed Aggregate 2013
Production Quota for various products as published in the June 20, 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) Hydromorphone by 40,000 grams as base; (ii) Oxycodone by
80,000 grams as base; and (iif) Oxymorphone by 180,000 grams as base. As noted herein, this
first paragraph of this letter contains personal identifying and confidential business information
and should be redacted in its entirety from any public docket.

I DH4) (bNE)
’

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 several of the items, quota requests were submitted and we are awailing a response
from the Agency. For the remaining items an appropriate Electronic DEA Quota Application
Form 189 will be submitted shortly pertaining to the items for which we are submitting
comments.

Very truly yours
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(1] CONFIDENTIAL

July 19, 2013

Drug Enforcement Administration .

Attention: DEA Federal Register Representative/ODL
8701 Morissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-365

Dear Sirs:

1, fhm ) l manufacturing

registration [ *X7) am submitling this comment on the Proposed Aggregate 2013
Production Quota for various products as published in the June 20, 2013 Federal Register. We
consider the information in this first paragraph to be “PERSONAL IDENTIFYING
INFORMATION" -and\this information should not be rcleased under the Frecdom of Information

BUSINESS INFORMATION”, The following items’ manufacturing quota should be increased
by the identified quantity: (i) Amphetamine (for sale) by 3,021,395 grams as base [D,L-
Amphetamine (for sale) by 1,853,484 grams as basc and D-Amphetamine (for sale) by 1,167,911
grams as base]; (ii) Morphine (for conversion) by 1,900,000 grams as base; and (iii) Morphine
(for sale) by 689,045 grams as base. As noted herein, this first paragraph of this letter contains
personal identifying and confidential business information and should be redacted in its entirety
from any public docket.

We feel the proposed quantities for the material mentioned above are not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of the United States,
and for the lawful export requirements, and that the quotas should be increased to cover our
needs. For several of the items, quota requests were submitted and we are awaiting a response
from the Agency. For the remaining ilems 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 22, 2013
Deputy Administrator
Drug Enforcement Administration

Washington, D.C. 20537

Atin; DEA Federal Register Representative [Docket No. DEA-363

This letter constitutes|"" comments on the Proposed Revised Aggregate

Production Quotas for 2013, as published in Federal Register on Thursday June 20, 2013, FR
Volume 78, No. 119, pages 37237-37241.

In light of the fact tha has no knowledge of either the amounts of any available
aggregate quotas or DEA’s planned allocation of any aggregate,qucsts that

DEA make any adjustments to the aggregate quotas sufficient to satisfy our requests for
increased manufacturing quotas, which are outlined below. Because this comment contains
proprietary 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”).

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

[ requests that the revised aggregate be sufficient to include[’” ]
request for 1,360,000 g AA of ANPP manufacturing quota for 2013, reference DEA online
submission 116642.

1100 (A) d,}-Amphetamine (for Sale)

requests that the revised aggregate be sufficient to include
reguest for 290,000 g AA of d,l-amphetamine (for sale) manufacturing quota for 2013,
reference DEA online submission number 116095. Total Amphetamine is 780,000 g

1100 (B2) d-Amphetamine (for Sale)

equests that the revised aggregate be sufficient to include
request for 490,000 g AA of d-amphetamine (for sale) manufacturing guota for 2013,
reference DEA online submission number 116460.

9050 Codeine (for Conversion)
[ Jrequests that the revised aggregate be sufficient to include[™ ]

request for 30,000,000 g AA of codeine (for conversion) manufacturing quota for 2013,
reference DEA online submission number 116637,
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(DN4)

Attn: DEA Federal Register Representative [Docket No. DEA-3 65]

9145 Dihydromorphine

[P requests that the revised aggregate be sufficient to include[”™ |
request for 2,800,000 g AA of dihydromorphine manufacturing quota for 2013, reference
DEA online submission number 116537,

9170 Diphenoxylate

requests that the revised aggregate be sufficient to include
request for 700,000 grams of diphenoxylate manufacturing quota for 2013, reference DEA
online submission number 116640.

9193 Hydrocodone .
requests that the revised aggregate be sufficient to include|
request for 27,000,000 g AA of hydrocodone manufacturing quota for 2013, reference DEA
online submission number 116638,

b)4)

9150 Hydromorphone

rcquests that the revised aggregate be sufficient to include] "~ ]

request for 1,380,000 g AA of hydromorphone manufacturing quota for 2013, reference DEA
online submission number 116538,

9254 Methadone Intermediate

[ requests that the revised aggregate be sufficient to include [

request for 15,700,000 g AA of methadone intermediate manufacturing quota for 2013,
reference DEA online submission 116526.

Methadone
_ requests that the revised aggregate be sufficient to includc

request for 13,800,000 g AA of methadone manufacturing quota for 2013, reference DEA
online submission 116527.

1724 Methylphenidate ’
P requests that the revised aggregate be sufficient to include

request for 13,300,000 g AA of methylphenidate manufacturing quota for 2013, reference
DEA online submission 116636.

9330 Oripavine
e requests that the revised aggregate be sufficient to includﬁ:
request for 10,400,000 g AA of oripavine manufacturing quota for 2013, reference DEA

online submission 116643.

Contains Conlidential and Proprietary Information 2
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(DH4)

Attn: DEA Federal Register Representative [Docket No. DEA-363]

9652 (B) Oxymorphane (for Sale) '

1equests that the revised aggregate be sufficient to include[’™ ]
request for 3,400,000 g AA of oxymorphone (for sale) manufactunng quota for 2013,
reference DEA online submission 116641,

9652 (A) Oxymorphone (for Conversion)
P kequests that the revised aggregate be sufficient to include

request for 9,400,000 g AA of oxymorphone (for conversion) manufacturing quota for 2013,
reference DEA online submission 116644,

9740 Sufentanil

PP Jrequests that the revised aggregate be sufficient to include[™™ ]

request for 2,800 g AA of sufentanil manufacturing quota for 2013, reference DEA online
submission 116639.

Allof the other "™ quotas remain unchanged at this time.

Sincerely,
B)(6)

Supervisor, Controlled Substance Compliance
b)(4) (b)6) |

b){4).(b)6) ‘

Contains Confidential and Proprietary Information

Vol. | Page 190




Sugplomet 4o f@buc&t&

July 22, 2013

Dr. Christine. A. Sannerud

Chief

Drug & Chemical Evaluation Section
DEA Headquarters

8701 Morissette Drive

Springfield, VA 22152

RE: 2013 Revised Aggregate Quota Requests for|
eduests these manufacturing quotas be addressed as part of the revised

aggregate process. At this time, please consider these requests including all supporting
documentation previously submitted by Jin conjunction with these requests.

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

[P Jequests 267,376 grams AA of additional dihydromorphine manufacturing
quota for 2013 (Reference # 116642 on July 22, 2013). With the 1,092,624 grams already
granted, the total is 1,360,000 grams.

(D}(4).(B)(7XE)

1100 (A) d,l-Amphetamine
rcquests 42,668 grams AA of additional d,l-amphetamine manufacturing
quota for 2013 (Reference # 116095 on May 2, 2013). With the 247,332 grams already
granted the total is 290,000 grams. The original request for 780,000 grams was divided
between the two isomers.

1100 (B2) d-Amphetamine

mqucsts 490,000 grams AA of d-amphetamine manufacturing quota for 2013
(Reference # 116460 on June 13, 2013). This is a new quota.

9050 Codeine (for Conversion)

P Trequests 8,200,132 grams AA of additional codeine (for conversion)
manufacturing quota for 2013 (Reference # 116637 on July 22, 2013). With the
21,799,868 grams already granted, the total is 30,000,000 grams.

9145 Dihydremorphine

requests 899,110 grams AA of additional dihydromorphine manufacturing
quota for 2013 (Reference # 116537 on July 3, 2013). With the 1,900,890 grams already
granted, the total is 2,800,000 grams.
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D)4) (DXTHE) J

RE: 2013 Revised Aggregate Quota Requests for[

9170 Diphenoxylate
xequests 130,000 grams AA of additional dihydromorphine manufacturing
quota for 2013 (Reference # 116640 on July 22, 2013) With lhe 470,000 grams aheady

granted, the total is 700,000 grams. yvagdn, g,m,(

9193 Hydrocodone
requcsts 8,126,914 grams AA of additional hydrocodone manufacturing
quota for 2013 (Reference # 116638 on July 22, 2013). With the 18,873,086 grams

already granted, the total is 27,000,000 grams.

9150 Hydromorphone
[ requests 391,537 grams AA of additional hydromorphone manufacturing
quota‘for 2013 (Reference ff 116538 on July 3, 2013). With the 988,463 grams already

granted, the lotal is 1,380,000 grams.

9254 Methadone Intermediate

[ requests 3,415,010 grams AA of additional methadone intermediate
manufacturing quota for 2013 (Reference # 116526 on July 2, 2013). With the 12,284,950

grams already granted, the total is 15,700,000 grams.

9250 Methadone

il requests 3,895,475 grams AA of methadone manufacturing quota for 2013
(Reference # 116527 on July 2, 2013). With the 9,904,525 grams already granted, the total
1s 13,800,000 grams. ,

1724 Methylphenidate

[P Trequests 2,421,780 grams AA of methylphenidate manufacturing quota for
2013 (Reference # 116636 on July 22, 2013). With the 10,878,220 grams already granted,
the total is 13,300,000 grams. ,

9330 Oripavine

[ TFequests 1,955,556 grams AA of additional oripavine manufacturing quota
for 2013 (Reference # 116643 on July 22, 2013). With the 8,444,444 grams already

granted, the total is 10,400,000 grams.

9652 (B) Oxymorphone (for Sale)

'equests 538,378 grams AA of additional oxymorphone (for sale)
manufacturing quota for 2013 (Reference # 116641 on July 22, 2013). With the 2,861,622
grams already granted, the total is 3,400,000 grams.

Contains Confidential and Proprietary Information
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rrn,mmu{fnu I

RE: 2013 Revised Aggregate Quota Requests for

9652 (A) Oxymorphone (for Conversion)

quests 1,800,000 grams AA of additiona! oxymorphone (for conversion)
manufacturing quota for 2013 (Reference # 116644 on July 22, 2013). With the 7,600,000
grams already granted, the total is 9,400,000 grams. .

9740 Sufentanil

P9 Jrequests 469 grams AA of additional sufentanil manufacturing quota for
2013 (Reference # 116639 on July 22, 2013). With the 2,331 grams already granted, the
total is 2,800 grams.

Sincerely,
|G

Supervisor, Controlled Substance Compliance

b}{4).(bNE)

b}(4).(bKG)

Contains Confidenlial and Proprietary Information
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. No a)mmenﬁ-squlomeMt! rfﬁwt.,

July 3, 2013

Christine A. Sannerud, Chict

' Quota and UN Reporting Section
DEA Office of Diversion Control
8701 Morrissette Drive
Springfield, VA 22152

Re:  Supplemental Information for:
« " [Hydromorphone (Ref#116538) and Dihydromorphine
(Ref#116537) Manufacturing Quota Requests for|""

D) 4) (BN THE)

e Hydromorphone (Ref#116530) for Procurement Quota Requests for

{m,:l (B)THE) |

S
Dear Dr. Sannerud:
This packet is submitted for DEA review as supplemental information related to the
following previously submitted quota increase requests.
DEA
Drug Quantity Date Online
DEA Registration # Product Code (g) Submitted Reference
Ll Hydromorphone 9150 1,380,000 07/03/13 116538
Dihydromarphine 9145 2,800,000 07/03/13 116537
Hydromorphone 9150 656,284  07/02/13 116530
bj4)
—
Contains Confidential and Proprietary Business Information Page 1 of 5
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[ Request for Hydromorphone MQ is Consistent with DEA’s Historical

Grants

b4}

Hydromorphone Bulk Manufacturing Quota for

rblc-! )BT HE)

|

Total Annual Quota

Total Quota Amount

d Granted to] .

e Ak
Year
2007 1,600,000 1,000,000
2008 1,380,000 1,190,000
2009 1,850,000 1,410,000
2010 1,420,000 1,174,000
2011 1,020,000 1,020,000
2012 1,230,000 1,000,000
2013 1,380,000 988,463

Customer Demand Supports the MQ Request

D)4} DUTHE}

Contains Confidential and Proprietary Business Information
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. (DX4) DNTHE)
—
Improved Hydromorphone Synthesis Process

bHd)

S
9254 Dihydromorphine MQ for [7”®7
b)) (bXTHE)

“S—

Contains Confidential and Proprietary Business Information
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9250 Hydromorphone PQ for """

b}4) (b} THE)

Conclusion

bN4)

Please feel free to contact me if you need additional information or further clarification
regarding these requests.

Thank you,

b))

Supervisor, Controlled Substance Compliance

D)4).m)E)

Contains Confidential and Proprietary Business Information Page 5 of 5
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Received: July 16, 2013

S : Pendi
' Comments Due: July 22, 2013
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e

Docket: DEA-2013-0005

Proposed Adjustments to the Aggregate Production Quotas for Schedule [ and II Controlled Substances and
Assessment of Annual Needs for the List | Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine
for 2013

Comment On: DEA-2013-0005-0001

Proposed Adjustments to the Aggregate Production Quotas for Schedule I and II Controlled Substances and
Proposed Assessment of Annual Needs for the List | Chemicals Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2013 '

Document: DEA-2013-0005-DRAFT-0006

Comment on FR Doc # N/A
Submitter Information
Organization: .

~— General Comment

See attached file(s)

Attachments

Docket No. DEA-365[™ |Comment
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July 19, 2013

Drug Enforcement Administration
Attention: DEA Federal Register Representative/ODL
Office of Diversion Control

8701 Morrisette Drive

Springfield, VA 22152
RE: Docket No. DEA-aﬁsommem
Dear Sirs:
I(b:c«a)mn?u&: |h3§ submitted

table below for the following manufacturing categories.

quota correspondence as set forth in the

equests that-the

correspondence provided to the Quota Unit, which constitutes “"CONFIDENTIAL BUSINESS
INFORMATION", be considered during the 2013 Aggregate Production Quota review.

i

i

Quota
Quota Category | Application Material Name Action Needed
Ref. # |
Procurement 116609 CPS Thebainc - 9670 "t,%?gg@gﬂ‘g increase based on |
ustomerdemand !
Procurement 116611 CPS Oripavine ~ 9670 L e fqeae hased, o
sl customer demand
; An a, ate increase based on
Manufacturing | 116610 Oxycodone for Sale - 9143 Wm}umomer St
. : An ageregate increase based on
Manufacturing 116612 Oxymorphone for Conversion -9652 ’ﬁggr_g_ o nerdamd

Thank you in advance for considering these requests. If you have any questions regarding this

request, please do not hesitate to contact me at["™" 0% |

Best regards,

bNE}

/ Director, Controlled Substance Compliance

Vol. |
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b){4).(b){B)
Drug Enforcement Administration )
Altn: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

June 26, 2013

Subject: Docket No. DEA-365 ~ Methadone (for sale)

Dear Federal Register Representative,

“PERSONAL IDENTIFYING INFORMATION" to be redacted is[>® ]
ENA) EXTYE) | “CONFIDENTIAL

INFORMATION™ to be redacted includes increased sales volumes to 3,800 kg
(3,382 as base) and a 27% manufacturing loss.

is a registered manufacturer[™ """ | of Methadone (for sale). ™ ____Jis
providing comment to the proposed final aggregate production quota for 2013 for Methadone
(for sale) based on the information provided below.

On April 18,2013, " Fequested an increase of 300 kg in its 2013 Methadone ifor |

sale) manufacturing quota over its then granted quota of 3,551 kg. On May 21, 2013,
was denied the increase “due to the limitations of the currently established aggregate
production quota.” '

Copies of purchase orders were provided to DEA with our quota request Reference # 115658.
Since that timehustomer demands have increased again to ~3,800 kg (3,382 kg as
base.) Purchase Orders will again be provided when the actual quota application is submitted. .

In your calculations it is important to remember that there is an ~27% manufacturing loss
between the point that DEA now requires|””  |to count quota as consumed and the final
saleable product. Therefore, the additional 1250 kg of quota to be requested will only yield

approximately 900 kg (801 kg as base) of saleable product. PN4)

bX4) I
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Granting this additional quota in 2013 will allow the manufacture of the Methadone
Intermediate and Methadone Base steps in 2013 so that the Methadone Hydrochloride step can
be manufactured in January 2014 to meet our January 2014 customer demand.

RN respectfully requests that the 2013 aggregate production quota for Methadone
(for sale) be increased by at least 1,250,000 grams to allow for its request.

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

Sincerely,

DH4) (b)E)

DEA Compliance Managef

XC{D HE)

b)i4)

h)4) |
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(D){4) (BYB)

Drug Enforcement Administration

Attn: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

June 26, 2013

Subject: Docket No. DEA-365 — Methadone Intermediate

Dear Federal Register Representative,

b)d) (bX7NE)

| “CONFIDENTIAL
BUSINESS INFORMATION" to be redacted is “Methadone Hydrochloride sales have increased
dramatically from 2,134 kg and 3,100 kg as base in 2011 and 2012 respectively to 3,400 kg as
base in 2013."

P lsaregistered manufacturer["™ ™7 Jof Methadane Intermediate.

is providing comment to the proposed final aggregate production quota for 2013 for Methadone
Intermediate based on the information provided below.

All Methadone Intermediate that|"”  manufactures is consumed in house in the
manufacture of Methadone Hydrochleride. [’ ethadone Intermediate quota is tied

directly to its Methadone (for sale) quota. Methadone Hydrochicride sales have
increased dramatically from 2,134 kg and 3,100 kg as base in 2011 and 2012 respectively to
3.400 kg as base in 2013. Additional Methadone Intermediate and Methadone (for sale} quota
is required and will be requested to meet this increase. Purchase Orders will be provided with
the Methadone (for sale) quota application.

ill be requesting an additional 800,000 grams of Methadone Intermediate quota
and respectfully requests that the 2013 aggregate production quota for Methadone Intermediate

be increased by at least 800,000 grams to allow for["” [request.

[D}(4)

bN4) ]

Vol.| Page205



by4)

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

directly.

Sincerely,

b)4).{b){6)

CEA Compliance Manager

Xc o0

Di4)
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[(b)4).(6)(6)

Drug Enforcement Administration

Attn: DEA Federal Register Representative/ODL
_ 8701 Morrissette Drive

" Springfield, VA 22152

July 2, 2013

Subject: Docket No. DEA-365 — Oxycodone

Dear Federal Register Representative,

“PERSONAL IDENTIFYING INFORMATION” to be redacted is [*** |

Eiasdis “CONFIDENTIAL
BUSINESS INFORMATION" to be redacted is “["*  [May 16" quota request was reduced

from 513 to only 51 kg being granted (total 616 kg) due to the limitation of the currently
established APQ. [ |plans to qualify a new source of Thebaine, Tasmanian Alkaloids.
One full size batch will consume ~165 kg of Thebaine and ~157 kg of Oxycodone quota. The
five batch campaign will require 785 kg of Oxycodone manufacturing quota. Sales have
dramatically increased since our ariginal 2013 quota submission Iast year.”

[ lis aregistered manufacturer{” "™ " |of Oxycodone. ™" Jis providing

comment to the proposed final aggregate production quota for 2013 for Oxycodone based on
the information provided below.

[9 ]May 16" quota request was reduced from 513 to only 51 kg being granted (total 616
kg) due to the limitation of the currently established APQ. [’@  plans to qualify a new
source of Thebaine, Tasmanian Alkaloids. One full size batch will consume ~165 kg of
Thebaine and ~157 kg of Oxycodone qucta. The five batch campaign will require 785 kg of
Oxycodone manufacturing quota. Sales have dramatically increased since our original 2013
quota submission last year. '

(b)(4}

D)4} ]
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[P |respectfully requests that the 2013 APQ for Oxycodone be increased by at least
169,000 grams (785,000 - 616,000 grams) to allow for request.

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

Sincerely,

D}4) (D)}6)

DEA Compliance Manager

xc.lhuﬁ)

b4}

D)id)
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2013 Final Adjusted Aggregate Production Quotas and Annual Assessment of Needs

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

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

The attached Federal Register notice, prepared for your signature, reflects the calendar year
2013 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.

In an effort to prevent potential drug shortage issues, DEA has added an additional 25% to
the APQ for Schedule II substances and Schedule I substances that are used to produce drugs
that have a medical need (specifically, GHB and tetrahydrocannabinols). DEA learned
through meetings with industry that manufacturers do not always maintain the 50% inventory
allowance that is permitted and sometimes do not maintain any inventory at all. If a disaster
or some other unforeseen event were to occur, there is a strong likelihood that drugs would
become unavailable and, if all or most of the quotas had been issued to manufacturers, DEA
would not be able to respond quickly because the DEA regulations require public notice and
comment for adjustments to the APQ. As such, DEA has determined that an amount of 25%
should be adequate to ensure that DEA could immediately respond to such situations and
provide sufficient quota to allow continued manufacturing to alleviate potential shortages.
The 25% amount is equivalent to one quarter of the year, which is the longer end of the
typical manufacturing cycles as communicated to DEA by industry. -

The attached Federal Register seeks to establish the final revised APQ and AAN for 2013. A
table summarizing the comments to the FR and any subsequent changes made to the
proposed revised values are attached for reference.

List 1 Chemicals:

OD is recommending an increase in the AAN for phenylpropanolamine (for conversion).
The increase is based on bulk manufacturers of amphetamine initiating a new manufacturing
process involving the conversion of phenylpropanolamine to amphetamine. Amphetamine is
used primarily as the controlled substance for several brand and generic ADHD medications,
including Adderall. Historical sales of phenylpropanolamine (for conversion) are not
reflective of this new manufacturing process utilizing phenylpropanolamine instead of
phenylacetone.

DEA/OD/ODQ 7/29/2013 Page 1 of 2
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e OD is recommending an increase in the AAN for ephedrine (for sale) and
pscudoephedrine (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:

e 0D is recommending an increase in the APQ for dihydromorphine and hydromorphone.
The increase is based on increased domestic sales and export requirements of
hydromorphone based on registrant and IMS data and the conversion of dihydromorphine to
hydromorphone.

e OD is recommending an increase in the APQ for diphenoxylate (for sale). The increase is
based on increased domestic sales requirements from registrant applications.

e 0D is recommending an increase in the APQ for gamma-hydroxybutyric acid (GHB).
This increase is a result of multiple bulk and dosage-form manufacturers requesting material
for FDA validation efforts being granted the necessary quotas and adjustment to the
inventory allowance of the bulk manufacturer for the marketed brand.

¢ 0D is recommending an increase in the APQ for levomethorphan. The increase is based on
customer of established bulk manufacturer for reference standards and exempt preparations.

¢ 0D is recommending an increase in the APQ for morphine (for sale). The increase is due to
changes in the domestic sales market as reported by registrants and verified by customer IMS
and ARCOS data.

e OD is recommending an increase in the APQ for oxymorphone (for sale). The increase is
due to increased domestic sales and export requirements as reported by registrants and
verified by customer ARCOS and IMS data.

e OD is recommending an increase in the APQ for phenylacetone. The increase is based on
increased domestic sales and import requirements from registrant applications and projected
demand for amphetamine products. Amphetamine is used primarily as the controlled
substance for several brand and generic ADHD medications, including Adderall.

» 0D is recommending an increase in the APQ for psilocyn. The increase is based on new
drug code added to a bulk manufacturer for reference standards and exempt preparations.

e QD is recommending an increase in the APQ for sufentanil. The increase is due to
commercial sales & validation efforts with large batch sizes relative to the initial APQ. All
validation material will be non-saleable until their customers have also validated the material.

DEA/OD/ODQ 7/29/2013 Page 2 of 2
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Billing Code 4410-09-M

DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-365]

Final Adjusted Aggregate Production Quotas for Schedule I and II Controlled
Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine,
Pseudoephedrine, and Phenylpropanolamine for 2013
AGENCY: Drug Enforcement Admimstration (DEA), Department of Justice.
ACTION: Notice.
SUMMARY: This notice establishes final adjusted 2013 aggregate production quotas
for controlled 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, as well as the 2013 aggregate production quotas for three recently
temporarily controlled substances.
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:
Background
Scction 306 of the CSA (21 U.S.C. 826) requires the Attorney General to

establish aggregate production quotas for each basic class of controlled substance listed

in Schedules I and II and for ephedrine, pseudoephedrine, and phenylpropanolamine.

4
This responsibility has been delegated to the Administrator of the DEA through 28 CFR
0.100. The Administrator, in turn, has redelegated this function to the Deputy

Administrator, pursuant to 28 CFR 0.104. DEA published the 2013 established aggregate
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production quotas for controlled substances in Schedules I and I1 and assessment of
annual needs for the List I chemicals ephedrine, pseudoephedrine, and
phenylpropanolamine in the-Federal Register (77 FR 59980) on October 1, 2012. That
notice stated that the Deputy Administrator would adjust, as needed, the established
aggregate production quotas in 2013 as provided for in 21 CFR 1303.13 and 2] CFR
1315.13. The 2013 proposed adjusted aggregate production quotas for controlled
substances in Schedules I and II and assessment of annual needs for the List I chemicals
ephedrine, pseudoephedrine, and phenylpropanolamine were subsequently published in
the Federal Register on June 20, 2013, (78 FR 37237) in consideration of the outlined
criteria. 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
22,:2013.
Analysis for Final Adjusted 2013 Aggregate Production Quotas and Asscssment of
Annual Needs

Consideration has been given to the criteria outlined in the June 20, 2013, notice
of proposed adjusted aggregate production quotas and assessment of annual needs, in
accordance with 21 CFR 1303.13 and 21 CFR 1315.13. Six companies submitted timely
comments regarding a total of 30 Schedule I and II controlled substances. Comments
received proposed that the aggregate production quotas 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)ethanamine (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-lodo-2,5-dimethoxyphenyl)ethanamine
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(2C-1); 2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2); 2-{4-
(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (ZC-;T—4); 3,4-
Methylenedioxymethamphetamine (MDMA); 4-Anilino-N-phenctf1yl-4-piperidine
(ANPP); amphetamine (for sale); codeine (for conversion); dihydromorphine;
diphenoxylate (for sale); gamma hydroxybutyric acid; hydrocodone; hydromorphone;
levomethorphan; methadone; methadone intermediate; methylphenidate; morphine (for
conversion); morphine (for sale); oxycodone (for sale); oripavine; oxymorphone (for
conversion); oxymorphone (for sale); phenylacetone; and sufentanil were insufficient to
provide for the estimated medical, scientific, research, and industrial needs of the United
States, for export requirements, and for the establishment and maintenance of reserve
stocks. One manufacturer commented that the APQ for thebaine was insufficient;
however, that commenter was referring to a need for procurement quota for thebaine,
which does not directly impact the APQ and, thus, was not considered. DEA did not
previously propose adjustments to the 2013 assessment of annual needs for ephedrine,
pseudoephedrine, and phenylpropanolamine and received no comments concerning such.
DEA has taken into consideration the above comments along with the relevant
2012 year-end inventories, initial 2013 manufacturing quotas and import quotas, 2013
export requirements, actual and projected 2013 sales, research and product development
requirements, and additional applications received. Based on all of the above, the Deputy
Administrator has determined that the proposed adjusted 2013 aggregate production
quotas and assessment of annual needs for dihydromorphine; diphenoxylate (for sale);
gamma hydroxybutyric acid; hydromorphone; levomethorphan; morphine (for sale);

oxymorphone (for sale); phenylacetone; psilocyn; sufentanil; ephedrine (for sale);
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phenylpropanolamine (for conversion); and pseudoephedrine (for sale) requireq
additional consideration ;nd hereby further adjusts the 2013 aggregate production quotas
for those substances.

Regarding 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)ethanamine (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-lodo-2,5-dimethoxyphenyl)ethanamine (2C-
1); 2-[4-(Ethylthio)-2,5-dimethoxyphenyllethanamine (2C-T-2); 2-[4-(Isopropylthio)-
2,5-dimethoxyphenylJethanamine (2C-T—4); 3,4-Methylenedioxymethamphetamine
(MDMA); 4-Anilino-N-phenethyl-4-piperidine (ANPP); amphetamine: (for sale); codeine
(for conversion); hydrocodone; methadone; methadone intermediate; methylphenidate;
morphine (for conversion); oxycodone (for sale); oripavine; and oxymorphone (for
convcrsioh). the Deputy Administrator hereby determines that the proposed adjusted
2013 aggregate production quotas and assessment of annual needs for these substances
and List I chemicals as published on June 20, 2013, (78 FR 37237) are sufficient to meet
the current 2013 estimated medical, scientific, research, and industrial needs of the
United States and to provide for adequate inventories.

As described in the previously published notice establishing the 2013 aggregate
production quotas and assessment of annual needs, DEA has specifically considered that
inventory allowances granted to individual manufacturers may not always result in the
availability of sufficient qqantities 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
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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 has
included in all proposed revised Schedule I 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 adjusted established aggregate
production quqtés will reflect these included amounts. This action will not affect the
ability of manufacturers to maintain inventory allowances as specified by regulation.
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 DEA. DEA does not anticipate utilizing the reserve in the
absence of these circumstances.

Pursuant to the abqve, the Deputy Administrator herelﬁy finalizes the 2013
aggregate production quotas for t]l1e following Schedule I and II controlled substances and
the 2013 assessment of annual needs for the List I chemicals ephedrine, pseudoephedrine,

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

Final
Basic Class Adjusted
2013 Quotas

Temporarily Scheduled Substances

(1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone i5g
(UR-144)
[1-(5-fluoro-pentyl)-1H-indol-3-y1](2,2,3,3- I5g
tetramethylcyclopropy!)methanone (XLR11)
N-(1-adamantyl)- 1 -pentyl-1H-indazole-3-carboxamide (AKB48) 15¢g
’ Schedule I
5
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1-(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201)

1-(5-Fluoropentyl)-3-(2-iodobenzoyl}indole (AM694) 45¢
1-[1-(2-Thienyl)cyclohexyl]piperidine 5g
1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45 ¢
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45¢g
1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR—18 and

RCS-8) e
1-Hexyl-3-(1-naphthoyl)indole (JWH-019) 45¢
1-Methyl-4-phenyl-4-propionoxypiperidine 2g
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45¢
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45¢
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45¢
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45¢g
1-Pentyl-3-(4-methy!-1-naphthoyl)indole (JWH-122) 45¢
1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS—4) 45¢g
1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45¢g
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) 15¢
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 15¢
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 15g
2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) I5¢g
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 15¢g
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 15¢g
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 15¢g
2,5-Dimethoxy-4-ethylamphetamine (DOET) 12g
2,5-Dimethoxy-4-n-propylthiophenethylamine 12g
2,5-Dimethoxyamphetamine 12¢
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 15g
2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T—4) 15g
3,4,5-Trimethoxyamphetamine 12g
3,4-Methylenedioxyamphetamine (MDA) 30¢g
3,4-Methylenedioxymethamphetamine (MDMA) 50g
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 24¢
3,4-Methylenedioxy-N-methylcathinone (methylone) 35¢
3,4-Methylenedioxypyrovalerone (MDPV) 25¢g
3-Methylfentanyl 2g
3-Methylthiofentanyl 2g
4-Bromo-2,5-dimethoxyamphetamine (DOB) 12¢g
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 12¢g
4-Methoxyamphetamine 88 g

6
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4-Methyl-2,5-dimethoxyamphetamine (DOM) 25g
4-Methylaminorex 12g
4-Methyl-N-methylcathinone (mephedrone) 25¢g
5-(1,1-Dimethylheptyl)-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 68 g
5-(1,1 —I?imethyloctyl)—Z—[(I R,3S)-3-hydroxycyclohexyl]-phenol 53¢
(cannabicyclohexanol or CP-47, 497 C8-homolog)

5-Methoxy-3,4-methylenedioxyamphetamine 12¢
5-Methoxy-N,N-diisopropyltryptamine 12¢g
5-Methoxy-N,N-dimethyltryptamine 10g
Acetyl-alpha-methylfentanyl 2¢g
Acetyldihydrocodeine 2g
Acetylmethadol 2g
Allylprodine 2g
Alphacetyimethadol 2g
Alpha-ethyltryptamine 12¢g
Alphameprodine 2g
Alphamethadol 2g
Alpha-methylfentanyl 2g
Alpha-methylthiofentanyl 2g
Alpha-methyltryptamine (AMT) 12¢g
Aminorex 12¢g
Benzylmorphine 2g
Betacetylmethadol 2¢g
Beta-hydroxy-3-methylfentanyl 2g
Beta-hydroxyfentanyl 2g
Betameprodine 2g
Betamethadol 2g
Betaprodine 2g
Bufotenine 3g
Cathinone 12¢g
Codeine-N-oxide 602 g
Desomorphine 5g
Diethyltryptamine 12g
Difenoxin 50g
Dihydromorphine 3,990,000 g
Dimethyltryptamine 18¢
Gamma-hydroxybutyric acid 67,500,000 g
Heroin 25¢
Hydromorphinol S54p

7
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Hydroxypethidine 2g
Ibogaine 5g
Lysergic acid diethylamide (LSD) 30g
Marihuana 21,000 g
Mescaline 13g
Methaqualone 10g
Methcathinone 14 ¢
Methyldihydromorphine 2g
Morphine-N-oxide 655¢g
N,N-Dimethylamphetamine 12g
N-Benzylpiperazine 15g
N-Ethylamphetamine 12¢g
N-Hydroxy-3,4-methylenedioxyamphetamine 12¢g
Noracymethadol 2g
Norlevorphanol 2¢g
Normethadone 2g
Normorphine 8g
Para-fluorofentanyl 2g
Phenomorphan 2g
Pholcodine 2g
Properidine 2g
Psilocybin 10g
Psilocyn 12

Tetrahydrocannabinols 491,000 g
Thiofentanyl 2g
Tilidine 10g
Trimeperidine 2g

Schedule I1

1-Phenylcyclohexylamine 3g
1-Piperdinocyclohexanecarbonitrile 21 g
4- Anilino-N-phenethyl-4-piperidine (ANPP) 2,250,000 g
Alfentanil 38,250 g
Alphaprodine Jg
Amobarbital 9g
Amphetamine (for conversion) 22,875,000 g
Amphetamine (for sale) 47,186,000 g
Carfentanil 6g
Cocaine 240,000 g
Codeine (for conversion) 81,250,000 g
Codeine (for sale) 49,506,250 g
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Dextropropoxyphene 19g
Dihydrocodeine 250,000 g
Diphenoxylate 887,500 g
Ecgonine 144,000 g
Ethylmorphine 3g
Fentanyl 2,108,750 g
Glutethimide 3g
Hydrocodone (for sale) 99,625,000 g
Hydromorphone 6,750,000 g
Isomethadone 5g
Levo-alphacetylmethadol (LAAM) 4g
Levomethorphan 195g
Levorphanol 4,500 g
Lisdexamfetamine 21,000,000 g
Meperidine 6,875,000 g
Meperidine Intermediate-A 6g
Meperidine Intermediate-B 11g
Meperidine Intermediate-C 6g
Metazocine 6g
Methadone (for sale) 33,125,000 g
Methadone Intermediate 40,500,000 g
Methamphetamine 3,912,500 g

(987,500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription
product; 2,863,750 grams for methamphctamine mostly for conversion to a schedule

111 product; and 61,250 grams for methamphetamine (for sale)]

Methylphenidate 96,750,000 g
Morphine (for conversion) 91,250,000 g
Morphine (for sale) 61,125,000 g
Nabilone 25,628 g
Noroxymorphone (for conversion) 9,000,000 g
Noroxymorphone (for sale) 1,262,500 g
Opium (powder) 91,250 g
Opium (tincture) 1,287,500 g
Oripavine 22,750,000 g
Oxycodone (for conversion) 10,250,000 g
Oxycodone (for sale) 153,750,000
Oxymorphone (for conversion) 18,375,000 g
Oxymorphone (for sale) 7,000,000 g
Pentobarbital 42,500,000 g
Phenazocine 6g
‘ 9
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Phencyclidine 30g
Phenmetrazine g
Phenylacetone 42,393,750 g
Racemethorphan 3g
Remifentanil 3,750 g
Secobarbital 215,003 g
Sufentanil 6,880 g
Tapentadol 13,750,000 g
Thebaine 145,000,000

List I Chemicals

Ephedrine (for conversion)

15,100,000 g

Ephedrine (for sale) 4,200,000 g
Phenylpropanolamine (for conversion) 44,800,000 g
Phenylpropanolamine (for sale) 6,100,000 g
Pseudoephedrine (for sale) 246,000,000

Aggregate production quotas for all other Schedule I and II controlled substances

included in 21 CFR 1308.11 and 1308.12 remain at zero.

Dated: Thomas M. Harrigan,
Deputy Administrator

10
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To submit [ i
commenis: { Send them to:
|
By e-mail ...... pubcomment!-
ees.enrd@usdoj.gov.
By mail ......... | Assistant Attorney General,

U.S. DOJ—ENRD, P.O.
Box 7611, Washington, DC
20044-7611.

Under section 7003(d) of RCRA, a
commenter may request an opportunity
for a public meeting in the affected area.

During the public comment pericd,
the Consent Decree may be examined
and downloaded at this Justice
Department Web site: http.//
www.usdoj.gov/enrd/
Consent_Decrees.html. We will provide
a paper copy of the Consent Decree
upon written request and payment of
reproduction costs. Please mail your
request and payment to: Consent Decree
Library, U.S. DOJ—ENRD, P.O. Box
7611, Washington, DC 20044-7611,

Please enclose a check or money order
for $8.25 (25 cents per page
reproduction cost) payable to the United
Stales Treasury.

Maureen M. Katz,

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

[FR Doc. 2013-19005 Filed 8-6~-13; 8:45 am|
BILLING CODE 4410-15-7

DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA-365)

Final Adjusted Aggregate Production
Quotas for Schedule | and Il Controlled
Substances and Assessment of
Annual Needs for the List ] Chemicals
Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2013

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

ACTION: Notice.

SUMMARY: This notice establishes final
adjusted 2013 aggregate production
quotas for controlled substances in
Schedules 1 and 11 of the Controlled
Subslances Act (CSA) and assessmenl of
annual needs for the List | chemicels
ephedrine, pseudoephedrine, and
phenylpropanolamine, as well as the
2013 aggregate production quotas for
three recently temporarily controlled
substances.

FOR FURTHER INFORMATION CONTACT: ]Ohl'l
W. Partridge, Executive Assistant, Office
of Diversion Control, Drug Enforcement
Administration, 8701 Marrissetle Drive,

Springfield, VA 22152, Telephone: (202)
307-7165.
SUPPLEMENTARY INFORMATION:

Background

Section 306 of the CSA (21 U.S.C.
826) requires Lthe Allorney General 1o
establish aggregate produclion quotas
for each basic class of controlled
substance listed in Schedules [ and If
and for ephedrine, pseudoephedrine,
and phenylpropanolamine. This
responsibility has been delegated to the
Administrator of the DEA through 28
CFR 0.100. The Administrator, in turn,
has redelegated this [unction to the
Deputy Administralor, pursuant lo 28
CFR 0.104, DEA published the 2013
established aggregate production quotas
for controlled substances in Schedules [
and Il and assessmen! of annual needs
for the List ] chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine in the Federal
Register (77 FR 59980) on October 1,
2012. That notice stated thatl the Deputy
Administrator would adjust, as nceded,
the established aggregate production
quotas in 2013 as provided for in 21
CFR 1303.13 and 21 CFR 1315.13. The
2013 proposed adjusted aggregate
production gquotas for controlled
substances in Schedules 1and Il and
assessment of annual needs for the List
I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine were
subsequently published in the Federal
Register on June 20, 2013, (78 FR 37237)
in consideration of the outlined criteria.
Al interested persons were invited lo
comment on or object to the proposed
adjusted aggregate production quotas
and assessment of annual needs on ar
before July 22, 2013.

Analysis for Final Adjusted 2013
Aggregate Production Quotas and
Assessment of Annual Needs

Consideration has been given to the
criteria outlined in the June 20, 2013,
notice of proposed adjusted aggregate
production quotas and assessment of
annual needs, in accordance with 21
CFR 1303.13 and 21 CFR 1315.13. Six
companies submitted timely comments
regarding a lotal of 30 Schedule I and 11
controlled substances. Comments
received proposed that the aggregate
production quotas 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)ethanamine
(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):
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2-(4-lodo-2,5-
dimethoxyphenyl)ethanamine (2C-1); 2-
[4-(Ethylthio)-2,5-
dimethoxyphenyljethanamine {2C-T-2);
2-[4-(Isepropylthio)-2,5-
dimethoxyphenyllethanamine {2C-1-4);
3,4-Methylenedioxymethamphetamine
(MDMA); 4-Anilino-N-phenethyl-4-
piperidine (ANPP}; amphetamine (for
sale); codeine (for conversion):
dihydromorphine; diphenoxylate (for
sale); gamma hydroxybutyric acid;
hydrocodone; hydromorphone;
levomethorphan; methadone;
methadone intermediate;
methylphenidate; morphine (for
conversion); morphine (for sale);
oxycodone (for sale); oripavine;
oxymorphone (for conversion);
oxymorphone (for sale): phenylacetone;
and sufentanil were insufficient to
provide for the estimated medical,
scientific, research, and industrial needs
of the United States, for export
requirements, and for the establishment
and maintenance of reserve stocks. One
manufacturer commented that the APQ
for thebaine was insufficient; however,
that commenter was referring to a necd
for procurement quota for thebaine,
which does not directly impact the APQ
and, thus, was not considered. DEA did
not previously propose adjustments lo
the 2013 assessment of annual needs for
ephedrine, pseudoephedrine, and
phenylpropanolamine and received no
comments concerning suchi.

DEA has taken into consideration the
above comments along with the relevant
2012 year-end inventories, initial 2013
manufacturing quotas and imporn
quotas, 2013 export requirements, actual
and projected 2013 sales, research and
product development requirements, and
additional applications received. Based
on all of the above, the Depuly
Administrator has determined Lhat the
proposed adjusted 2013 aggregate
production quotas and assessment of
annual needs for dihydromorphine;
diphenoxylate (for sale); gamma
hydroxybutyric acid; hydromorphone;
levomethorphan; morphine (for sale);
oxymorphone (for sale); phenylacetone;
psilocyn; sufentanil; ephedrine {for
sale); phenylpropanolamine (for
conversion); and pseudaephedrine (for
sale) required additional consideration
and hereby further adjusts the 2013
apgregate production quotas for those
subslances.

Regarding 2-(2,5-Dimethoxy-4-(n}-
propylphenyljethanamine (2C-P); 2-
(2,5-Dimethoxy-4-
ethylphenyl)ethanamine (2C-E); 2-(2,5-
Dimethoxy-4-methylphenyl)ethanamine
(2C-D); 2-(2,5-Dimethoxy-4-nitro-
phenyl)ethanamine (2C-N); 2-(2,5-
Dimethoxyphenyl)ethanamine (2C-H):
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2-{4-Chloro-2,5-
dimethoxyphenyl)ethanamine (2C-C);
2-(4-lodo-2,5-
dimethoxyphenyljethanamine (2C-I); 2-
[4-(Ethylthio)-2,5-
dimethoxyphenyllcthanamine (2C-T-2);
2-|4-(Isopropylthio)-2,5-
dimethoxyphenyllethanamine (2C-T—4};
3,4-Methylenedioxymethamphetamine
(MDMA); 4-Anilino-N-phenethyl-4-
piperidine (ANPP); amphetamine (for
sale); codeine {for conversion);
hydrocodone; methadone; methadone
intermediate; methylphenidate;
morphine (for conversion); oxycodone
(for sale); oripavine; and oxymorphone
(for conversion), the Depuly
Administrator hereby determines that
the proposed adjusted 2013 aggregate
production quotas and assessment of
annual needs for these substances and
List I chemicals as published on June
20, 2013, (78 FR 37237) are sufficient to
meet the current 2013 estimated
medical, scientific, research, and

industrial needs of the United States
and to provide for adequate inventories.
As described in the previously
published notice establishing the 2013
aggregate production quotas and
assessment of annual needs, DEA has
specifically considered that inventory
allowances granted to individual
manufacturers may not always result in
the availability of sufficien! quantilies 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 ol controlled substances
available to provide for legitimate
public need. As such, DEA has included
m all proposed revised Schedule 11
regate production quotas, and certain
Sc 1edule [ aggregate produclion 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
alfect the ability of manufacturers to
maintain inventory allowances as
specified by regulation. DEA expects
that maintaining this reserve in certain
established aggregate production quolas
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 DEA. DEA does not anticipate
utilizing the reserve in the absence of
these circumstances.

Pursuant to the above, the Depuly
Administrator hereby finalizes the 2013
aggregate produclion guotas [or the
following Schedule [ and II controlled
subslances and Lhe 2013 assessment of
annual needs for the List I chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine, expressed in
grams of anhydrous acid or base, as
follows:

Basic class Fgga‘llaagil;st;id
Temporarily Scheduled Substances
(1-Pentyl-1H-indol-3-y1)(2,2,3,3-tetramelhylcyclopropyl)methanone {UR-144) ... 159
[1-{5-fluoro-pentyl)- 1H-indol-3-y1](2,2,3,3-tetramelhylcyclopropyl)methanone (XLR1 1) 15g
N-(1-adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48) ...........cecvnincvrmrienanns 159
Schedule |
1-(5-Fluoropentyf}-3-(1-naphihoyl)indole (AM2201) ... 4
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM624) 4

1-[1-{2-Thienyl)cyclohexyl]piperidine ........

1-[2-(4- Morphohnyi)eihy‘l}-a-(1-naphlhoy|)lndo1e (JWH-ZOO)

1-Butyl-3-(1-naphthoyl)indole (JWH-073)

1-Cyclohexylethyl-3-(2- merhoxyphenylacetyl)mdole (SR—18 and HCS—B)

1-Hexyi-3-(1-naphthoyl)indole (JWH-019) ..
1-Mathyl-4-phenyl-4-proplonoxypiperidine ...

1-Pentyl-3-(1-naphthoyljindole (JWH-018 and AMGTB)
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) ..

1-Pentyl-3-(2-methoxyphenylacety!)indole (JWH—250)
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) ......
1-Pentyl-3-(4-methyl-1-naphthoyllindole (JWH-122} .......cccevereiicrinnrencnee
1-Pentyl-3-[(4-methoxy)-benzoyllindole (SR~19, RCS—4)
1-Pentyl-3-{1-(4-methoxynaphthoyl)]indole (JWH-081) .....
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) .
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) ......
2-(2,5-Dimethoxy-4-methylphenyljethanamine {(2C-D)
2-(2,5-Dimethoxy-4-nitro-phenyljethanamine (2C—N) .

2-(2,5-Dimethoxyphenyi)ethanamine (2C-H)

B ooobon

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C)
2-(4-lodo-2 5-dimethoxyphenyl)ethanamine (2C-1) .....

2,5-Dimethoxy-4-ethylamphetamine (DOET)
2,5-Dimethoxy-4-n-propylthiophenethylamine ..
2,5-Dimethoxyamphetamine ..

2-[4-(Ethylthio)-2,5- damelhoxyphenyf[elhanamma (20—T—2) ......
2-{4-(Isopropyltnio)-2.5- dtmethoxyphenyl]ethanamme (2G—T-4)

3,4,5-Trimethoxyamphetamine ........
3,4-Melhylenedioxyamphetamine (MDA) .
3.4-Methylenedioxymethamphetamine (MDM

3,4-Methylenedioxy-N-ethylamphelamine (MDEA) o
3,4-Methylenedioxy-N-methylcathinone (methylone)

3.4- Methylanedmxypyrovalsrone (MDPV)
3-Methylfentanyl ...
3 Methynhle!entanyl
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Basic class

Fina! adjusted
2013 quolas

4-Bromo-2,5-dimethoxyamphetamine (DOB) ....cc.ccoocirrvvcrennes
4-Bromo-2,5-dimethoxyphenethylamine (Z—GB) 4
4-Methoxyamphsatamine ..

4-Methyl-2 5-d|memoxyamphelamme (DOM) .............................

4-Methylaminorex - . .

4-Methyl-N- melhyicalhlmne (mephedrone) ...............................
5-(1,1-Dimelhylhepty)-2-[(1R,3S)-3-hydroxycyclohexylF Phenol ...

5-(1,1-Dimethylectyl}-2-[{(1R,35)- 3-hydroxycyclohexyl] phenol (cannabscyclohexanol or CP-47, 497 CB homo1og)
5-Methoxy-3,4-methylenedioxyamphetamine .. -
5-Methoxy-N,N-diiSOPropyIrYPIAMINE ... .occvccumrissimsiriescininesiness st sasssassnse s s ssasas s ssas s aessseassnbns st s strsass i nss i s siss stssan.ssntss
5-Methoxy-N,N-dimethyliryptamine ...
Acetyl-alpha-methyllentanyl ... icvacenmsieeciineec e
Acetyldihydrocodeine ...... 5
Acelyimethadoi .............
Allylprodine ...
Alphacetylmethadol ........ccueere :
AlpRa-BthyltryplamiNg ......ooverrriinrsnrissse st e s s s ses b et b bRt sn
Alphameproding ..........ccceeiinresniann
Alphamethadol ...... "
Alpha-methylfentanyl .... ARy b AT
Alpha-methylthiofentanyl .........cceeeivneesinnenn
Alpha- meihyl‘lrypta,mma (AMT) .........................
Aminorex .. Gyt
Benzylmorpmne .......
Belacely|methadol ...............
Beta-hydroxy-3-methyifentanyl ...
Beta-hydroxyfenianyl ..................
Betamepredine ...... i i
Betamethadol . B TR Y -
Betaprodine ....
BUTO MBI cicosciumruanssvas i i s b 59 i sa RO TS E A e s
Cathinone .......
Codeine-N-oxide
DeSOMOIPNING .occricrrnuersumssisnsssisssissssiansenises
Diethyltryptamine : : SES—
DIRADRN: i cscccsusiinsascassiiiss s N SN T S R B S ST TR S P e
Dihydremorphine ...
Dimethyltryptamine ..........
Gamma-hydroxybmyr:c BOKY 1ov:s0nqsstvammespomssrmnsssssapsasbinsisnsrsssrisadftis Bakbesmsnsanssidbqsnsansnnsasine
BN i e B R e A R B R
ydrumorphmol e R G e S S S S s DO S N L
Hydroxypethiding ...t
IBOGAING ussvoisiscissesssssmsnsninasss .
Lysergic acid dlathylamlde (LSD)
Marihuana .. e NS B
Mescaline ..
Methaqualnne
Methcathinone ..........
Methyldihydromorphine ...............
Morphine-N-oxide ...... .
N.N-Dimelhylamphetamine .
N-Benzylpiperazine ...
N-Ethylamphetamine ..
N-Hydroxy-3,4- me!hy1enednoxyampheiarnme
Noracymethadol ...
Norlevorphanol ... s
Nommethadone ... : R e I e

NOrmorphing ........ccercinmmcscsninasnnens S
Para-fluorofentanyl : SR ———— :
PROTIOMIATIIAN uvssvairsossuineismiusrisemssmsenimnsssmisrsesiisyson sussimyy e S T
Pholcodine ..... R e T

Properidine .

Psilocybin ...
Psilocyn ..

Tetrahydmcannablnols .
Thiofentanyl ..
Tilidine ............
TAMGBPBIIBING o ovu s iissssssismsinmnsssrinniveionsssnsssmsnensonsaossssevammansans supersrinmissassnsy-mssssguyna-ns sosses

12¢
i2g
88 g
259
12g
2549
68 g
53¢
129
12g
g
2g
2g

~n
7=

—

_.
€O AR RO NI N PO 1O NS RO R A 10 R PO
NOEOEOEOOOOEEaaooaoo

-
n
w

602 g

5g

i2g

509
3,890,000 g

18g
67,500,000 g
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Schedule 11

1-Phenylcyclohexylamine ..
1-Piperdi nocyclohexanecarbonlmle
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; Final adjusted
Basic class 2013 qimlas
4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,250,000 g
Affentanil ..... 38,250 g
Alphaprodine 3g
Amobarbital 99
Amphetamine (for mnverslon) 22,875,000 g
Amphetamine (for sale) ....... 47,186,000 g
Cartentanil 6g
Cocaine .....oveveese i 240,000 g
Codeine (for ccnversmn) SR 81,250,000 g
Codeins (for sale) ......... o PP P o e e o 49,506,250 g
Dextropropoxyphena . R R 19g
Dihydrocodeine ...... i ‘i i 250,000 g
Diphenoxylate . N A e R 4 A A TR 887,500 g
Ecgonine ......... 144,000 g
Ethylmorphine . g
Fentanyi ....... 2,108,750 g
GIUAGIRUTII. .. .. coereerssmssamesmesesssionionsnshnsetbnas sitannninmsmems Fhnnddinnn b0 SiaRe bR ATH Srm RN o R o S S S e B et 3g
Hydrocodone (Ior 5a| a) ’ 99,625,000 g
Hydromorphone . 6,750,000 g
Isomethadone ........ccocwveeviannane 59
Levo-alphacetylmelhadol (LAAM) ........... 4g
LBVOIMEtOIDIEN wocsmesmmsmsentessisasmssssssmsspase S R s 195 g
Levorphanol . T 45004
Lisdexamfetamine .. S e S e R S e P B O S T ST 21,000,000 g
Meperidine .. T 6,875,000 g
Meperidine intermediate-A .. 6g
Mepending INBMBHAIEID. ... sam ot iessssmiisssss srsosssiossysesmasisepsassnsssassarsiness 11g
Meperidine intermediate-C .. r1SutreaNessnstansretnsesasbrass iR SRS RS s en bepe e L F At s eRR RSO SAT Se a4 0 69
Metazocing ....c..coveeveeerineas R 69
Methadone (for SAIB) .......uiierersisrisssnsasismsariensasssnssasisssnssrmmsassasntustonseasasnssssstsusassssnsassasos sasaon sos 33,125,000 g
Melhadone INtermediale ... asanan e 40,500,000 g
Methamphetaming ........ccccimeiiniiennne 3,912,500 g

{987,500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 2,863,750 grams for metham
for conversion 1o a schedule Ill product; and 61,250 grams for methamphetamine {for sale)]

phelamine mostly

Methylphenidalé ................. 96,750,000 g
Morphine (for conversion) . 91,250,000 g
Morphine (for sale) ....... 61,125,000 g
Nabilonae .. 25628 g
Noroxymorphone (for convarsmn) 9,000,000 g
Noroxymorphone (for Sale) .....vuvrecismiissssmsmiennsrenesssrsnsaes 1,262,500 g
Opium (powder) . . 91,250 g
Opium (lincture) .. . . 1,287,500 g
CMDBVING it iinnisitssasitinss il i be b i e T iR B 22,750,000 g
Oxycodone (for conversion) 10,250,000 g
Oxycodone (for sale) ......... 183,750,000 g
Oxymorphone (for conversien) ... ———— SNSRI 18,375,000 g
Oxymorphone (for Sale) ....coccurvicecsnicciinienesiecccsnescssrneses S— . .- 7.000,000 g
Pentobarbital ..........cce... . SR N IR e e ety o o 42,500,000 g
Phenazocine ... 6g
Phencyclidine .. 309
Phenmetrazine g
Phenylacetone .... A NI 42,393,750 g
Racemethorphan 3g
Remifentanil .... 3,750 g
Secobarbital ..o 215,003 g
Sufentanil .... 6,880 g
Tapermadol ... 13,750,000 g
Thebaine ........cccemnneiiniiinienns 145,000,000 g
LIst | Chemicals
Ephedrine (for conversion) e iRbag b Nenai iaS s CaRPR SR SR SR SR SRR AR N GRS S e AR A AA s e AT HO A SRS SRS SR TS AT R R 15,100,000 g
Ephedrine (for sale) .................. 4,200,000 g
Phenylpropanolamine (for conversion) 44,800,000 g
Phenylpropanclamine (for sale) ...... 6,100,000 g
PSEUACBPNREUANE (TOF SAIB) .....ovvieersiesrrseisurtinsascessesess st et s b s b e s b s s RS eSS RS 4SR0S h A s s AL e e S 246,000,000 g
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Aggregate production quotas for all
other Schedule T and 11 controlied
substances included in 21 CFR 1308.11
and 1308.12 remain at zero.

Dated: August 1, 2013.

Thomas M. Harrigan,

Deputy Administrator.

[FR Dac. 2013-18046 Filed 8-6-13; 8:45 am]
DILLING CODE 4410-03-9

DEPARTMENT OF LABOR

Employment and Training
Administration

Comment Request for information
Collection for Job Corps Placement
and Assistance Record, Extension
Without Revisions

AGENCY: Employment and Training
Administration (ETA), Lahor.
ACTION: Notice.

SUMMARY: The Department of Labor
(Depariment), as part of its continuing
effort 1o reduce paperwork and
respondent burden, conducts a pre-
clearance consultation program to
provide the general public and Federal
agencies with an opportunity lo
comment on proposed and/or
continuing collections of information in
accordance with the Paperwork
Reduction Act of 1995 (PRA95) 44
U.S.C. 3506(c)(2){(A)]. This program
helps ensure that requested data can be
provided in the desired format,
reporting burden (time and financial
resources) is minimized, collection
instruments are clearly understood, and
the impact of collection requirements on
respondents can be properly assessed.
urrently, ETA is soliciting comments

concerning the collection of data about
Job Corps Placement Record [OMB
Control No. 1205-0035, expires January
2014): ETA 678 form, Job Corps
Placement and Assistance Record, ETA
form 678 currently captures information
about a student’s training and
subsequent placement in a job, higher
education or the military, as well as the
name of the placement provider agency.
Data generated from the form ETA 678
is used to evaluate overall placement
outcomes. This form is critical 1o the
program’s evaluation process. It is the
only form which documenls a student's
post-center placement status. This form
is completed by either a Job Corps
center records staff or a Career
Transition Specialist for each student.
Job Corps is not proposing any changes
to ETA 678 form, Job Corps Placement
Record,

A copy of the proposed Information
Collection Request (ICR) can be

obtained by contacting the office listed
below in the addressee seclion of this
notice.

DATES: Written comments must be
submitted to the office listed in the
addressee’s section below on cr before
October 7, 2013.

ADDRESSES: Submit written comments
to Marcus Gray, Office of Job Corps,
Room N-4463, Employment and
Training Administration, U.S.
Department of Labor, 200 Constitution
Avenue NW., Washington, DC 20210.
Telephone number: 202-693-3967 (this
is not a toll-free number). Individuals
with hearing or speech impairments
may access the telephone number above
via TTY by calling the toll-free Federal
Information Relay Server at 877-889-
5627 (TTY/TDD). Fax: 202-693-2767;
email: gray.marcus@dol.gov. A copy of
the proposed ICR can be obtained by
contacting the person listed above.

SUPPLEMENTARY INFORMATION:
I. Background

Job Corps is the nation's largest
residential, educational, and career
technical training program for young
Americans. Job Corps was established in
1964 by the Economic Opportunity Act,
and currently is authorized by Title 1-
C of the Workforce investment Act of
1998,

For almost 50 years, Job Corps has
helped prepare a total of nearly 3
million at-risk young people ages 16 to
24 [or success in our nation's workforce.
With 125 centers in 48 stales, Puerlo
Rico, and the District of Columbia, Job
Corps assists students across the nation
in attaining academic credentials,
including a High School Diploma (HSD)
and/or High School Equivalency
credential, and career technical lraining,
including industry-recognized
credentials, state licensures, and pre-
apprenticeship credentials.

Job Corps is administercd by the
Department through the Office of Job
Corps and six Regional Offices. The
Department awards and administers
contracts for the recruiting and
screening of new students, center
operations, and the placement and
transitional support of graduates and
former enrolless. Large and small
corporations and nonprofit
organizations manage and operate 97
Job Corps centers under contractual
agreementis with the Department. These
contract Center Operators are selected
through a competitive procurement
process that evaluates potential
operators’ technical expertise, proposed
costs, past performance, and other
factors, in accordance with the
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Competition in Contracting Act and the
Federal Acquisition Regulations.

The remaining 28 Job Corps centers,
called Civilian Conservation Centors,
are operated by the 1.8, Forest Service,
via an interagency agreement. The
Department has a direct role in the
operation of Job Corps, and does nol
serve as a pass-through agency for this
program,

I1. Review Focus

The Department is particularly
interested in comments which:

¢ Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
agency's funclion, including whether
the information has practical utility;

» Evaluate the accuracy of the
agency's estimate of the burden of the
propased collection of information,
including the validity of the’
melhodology and assumptions used;

» Enhance the quality, utility, and
clarity of the information to be
collected; and

* Minimize the burden of the
collection of information on those who
arc to respond, by encouraging the use
of appropriate automated, eleclronic,
mechanical, or other technological
collection techniques or other forms of
information technology, e.g., permitting
eleclronic submissions of responses.

III. Current Actions

Type of Review: Extension

Title: Job Corps Placement Record

OMB Number: Control No. 12050035

Affected Public: Individuals or
Households (Job Corps students) and
Private Sector—(job Corps centers)

Form(s): ETA 678

Total Annual Respondents: 34,000

Annual Frequency: Once (when
placement occurs)

Total Annual Responses: 34,000

Average Time per Response: 7.43
minutes ‘

Estimated Total Annual Burden
Hours: 4,210

Total Annual Other Burden Costs for
Respondents: S0

Comments submitted in response to
this comment request will be
summarized and included in the request
for Office of Management and Budget
approval of the information collection
request; they will also become a matter
of public record.

Dated: July 31, 2013.
Eric M. Seleznaw,
Acting Assistant Secretary.
[FR Doc. 2013-19061 Filed 8-6—13; B:45 am)
BILLING CODE 4510-FT-P





