
Siete Clam IT374 2013 tonal APO 00erkstaggi. 

Tao PO Rapp/seed: L32030 FOA Cit 130% 

MI Fit 

tannasor 122A pllwl 2013 Paquesod 010 1017 Itevlood ISO 2021 bakha 2011 Of A NZ San Yd 2011 Sales 0. 10 01 IOW.. PO 3011 ...Mori 0011 Pralsterd Oaperti 3012 P..0.0 SO. 2013 Pr.:Oct.' [spots Two rink C.10 CO. Us.. CFA KM tr....1 proposed MO 

1h), ) b 7 )( F 0.500 00o 0.003030 0000 0000 Lor9 030 0 Ocp o cm 0 ow 0003 4.503 COO o coo 0 Coo 0 500.900 

2 COO 2 OCO 0 COO 0270 CO3 0000 0000 0 CO3 0 CCO 0 503 0 COO 1.113 .1 OCO 1 503 

20.5200:13 14.003020 • 979.003 2.9 IV 033 1.030 432.0:0 177.000 23:TAO 0.30 240.0 CO3 0000 10.110 00 37.40' 500 37.44 503 

5.01a- 30522 MO 15.000000 41.000 003 

20111 Null Mimi APO: 11.000000 

so12 PAYINPS APO: 720.4;3112110-
FDA!. 9012 Itetmat *PG • 20A 114 161 003 

act Est (2012 WOW APO • 0,• 0 II): 0000 
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C«« (Jtlng CFA W% I/W»1

4 300.000

.1 CCD

37.«*a 'jyj
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«9CDOQO
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10 170 057
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NO Teets: 

1011 ewe Me INN: 

2011 Nei ertifte AMC 
P0* tot (10110.11.111•0 • PINI 

NS Eft gnu NNW APO . 11/1 

1010 PrOpemel IOW eeCk 

1011 Indial APO Workthects 

FOA let OD% 

11111.0 000 
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% 15 MIS tales 
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000 15003 

DEXTROPROPDXYPHENE. BULK (NON 

Page 17 

( (

2013 In Rial APQB4»J«CU«a: I27S6

tout PQ RwpjiiM. r«ow foae«c

IMS €tt

00%

00%

OCA Km Wl MQ Wll (Uv4Mtf MQ nil SjTm Ml 1 OCA MO 9M+*

3 000

3000

Cafe U«M« CFR 50% tn^rtt

0230

frop©*#d MQ

3000

10000

C€mfry liwi at MIS ToCM PO nillrwwxory 1011 Previa* Eiaorti

0000

ion

Mil Protect** lin

4.000

nil PTjt»ef d Oparts

0000

oooo

Two Thmfe C«lc

JXV3

7<H»

SoriCUftdn

(DK4)(bK7XE) 5 000 ocoo

0*60

oax>

0000

6.378 787 4»

8 378.307 *30

OOJO

0030

0000

0000 37310000 occ

1 3 COOMQ To«*r 15000 7000

nil rm«M mcM apq;

W11 Flru< Rot4m6 APQ.

rOA £»t [Mil APQ • f OA «):

IKS t»C 4101! Mid APQ • IMS %):

7 GOO

TOCO

0003

0C00

MIS Pr»p04»d tnAM APQ. 13 000

DEXTROPROPCXYPHENE. BULK (NON

Page 17Vol. I



ed./ Claw 11101 2013 initial APO Wohshisets 

fool PO lhosastiot 

cionoiny CPA Mum 
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GaAs Clow 61400 2013 Inkiai APO Workshimpla 
Tag PQ 114440400.2 
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201.1034:co 7143.033 COO 7001311 700 2 370.5:2 703 0 130 1 413 12.970 200 0000 301.100000 0 030 10160200 24.3211 5E0 54.301.001 
904000 303 1,1130000 ccq 441,560 003 2379 022.700 0 100 2041 410.1300O3 0 CCO 973.133 000 0 030 1.0434.13 333 •10 334 443 atom 041 

2000000 000 1,754 .000000 3 032701 CO3 3,371 222.7W 0000 7340 )30.0300C° 0 003 114,031 003 0000 3,403.3213 037 311.000433 311,000 013 

SO 14011: 1161.56000 3.100.01 032 1.004.4437 023 
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Rods 0440 • 01041 
Total PCIRspossod. 1 CCO 

2013 lo11.1a1 APO Workshrels 
IDA Est 
t SIS Est 

•1 0011 
CO% 

CCO pawl 001. Pars 1011 lbssuseled MO 2011 11.P.4.4 MO 2011 Males 2011 OER Mg Me. 41011 Miro of 200 Tata, PO Mt Issyspftory 2012 PryscWd Expileti 2012 Prafects4 SASS MS Prolscisd Lappets Two Thirds Cris Oafs Ushog COR 10% Insert prrposed MO 

(b)(4)(b)(7)(E) 2030 2.000 0 MO WACO CO3 000O 000 000 0000 000 0 MO 1 333 •1.000 2 MO 

1103030 23.00 003 0.000 761.160 000 0 073 0000 0000 0 000 4.65000 000 1%333533 .12 KO 000 0.302 MO 

MOM 000 65400000 501.950.00 507.060000 1.00 1 000 300,577 003 0 ma 501010000 0 CC* 7711364 062 .4.4.575 150 070.00 000 

MO mac vs.= ow 170.033 000 570.302 030 

2011 Flnd redid APQ: 900,00000 
soil Ovid Revised APO: 901000000 
FOR Est 0112 wed A PQ • 10A 10. 033 003 CO3 
IRS Est CX112 Pala APO • CRS % O

2/111 Proposed WSW APO, 402000 OCO 

01PHENOXYLATE (FOR SALE) 
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I ( (
201J Inhlat APQ WorH»h^l»MiJc CMC •170-0

ToCaJ PO jl*qu»it*d 1 COO roACtr

IMS C»C
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T«ao Thtfdl GM« C*«Utfi»gCHl4C9Uo*«rM
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•444.979 750
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at) ProUrtH Eiporti
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o coo
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Bate Class! 413014 

Total 10 Requested: 1,111.623 242 
205011012111 APQ WOrka9oNts 

FDA Est 

110 to: 
660% 

00% 

cosyssy DEA Nara 2013 Moirmotof 110 2012 110011/.1 MO 2011 5siet 2011 DEA MO 0 Am % of 2011 Md. Shane of 2013 Trial PO 2011 tnesertory 2012 Projected Export. 2012 Proloeted 541es 2013 Projected Upsets Two Third. 0.1e Cale Using CFR 60% Iftsont Feedbeeed MO 

.1 1.1) L) 5 000 3 030 0 030 1112,159039 0 000 0000 0 001 0 030 4 000 0.000 3 334 0249 6 000 

250400 OCO 60.500 OCO 30,1101 000 1.112.159 039 0 027 31.213 768 102,163 000 0 000 199 500 000 0 000 120,000667 75.770 215 122.000 000 

100.000 000 55,000 000 59.630 286 1.112.139039 0 054 61.429 663 0.590040 100.000 000 103.000.000 0000 42.399297 126.936 407 003 000000 

2 000 2.000 0 000 1,112,169 039 0.000 0 000 0 220 0 000 0.100 0.000 1.44S •1.226 2.000 

153.000 000 7600 000 7025 030 1.112,109039 0 007 7,000 730 1.400 000 0 000 155 020 000 0.000 6,133333 157,623 911 61,250 000 

1.400 000 0 000 279 703 1,112,569 050 0 000 217 212 0 000 0 000 1.400 033 0 000 0.003 1,759 040 1,400 000 

600 000 000 1171,000 000 381.100 ow 1.112.159 039 0 220 372.034 623 294.415 003 0000 358.000 000 0.000 5122761267 129633 342 500600 000 

930.000 000 775.000.000 652.755 COO 1.112.10039 0 S67 673.205 775 357,329 000 95.600000 ag000too 0.000 757,552 067 682.130 469 682,139 469 

MO 74441s: 1.936,407 000 1,396,307.000 1,6841,796 469 

1012 Find Inds. APC2 1,420.000 000 

2012 noel Rsrlsed APCY 1,420,002 000 

FDA Est 1201216.04 APO • FDA SP 1522.246003 

1113 Eat (Z012 InIt1a1 APQ' 110 lir 0 00) 

2013 Proceed 09611 APO: 1667600 000 

FENTANYL 
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0801.0

TolaJ CO hqonM:

701 J Initial APQ WortohooioOwe Clnw

1.141,893242 FCAEK:

ins En:

0 62*

X*

(xspoMd MQ

SOOO

122 000 000

IX 000 000

1000

81.250 000

1,400 000

SOC.OOOOOO

882. US 449

Two TtUfrf# Colo

9 324

1 21.008 687

42.399 297

• as

0,133 313

0000

312.278 887

737.552867

Ctle Otiog CFH 50* liWOTt

0249

75.779 235

228 938 407

1.228

187.825 9U

1,759 040

129,853 542

682.139 489

PEA Hum 7013 Rwqiwtwl MO 2012 RwwlMd MQ 2011 S»« 2011 OEA MQ SaW* *o120MS«W.

5000

250 ODO 000

toooooooo

2000

155 000 000

1.400 000

500 0CO00Q

930.000X0

2011 Invwrrlory

0.001

102,283 OOO

8.398 948

0 228

1.4X000

0 000

294.413 000

337.329 000

2012 PraJwctM Ejportt

0 000

0 000

1X000 000

00X

oox

oox

oox

95.600 OX

2012 P>o,»ciwJ $«!«»

40X

IX 5XXC

100.000.000

osx

153 OX OX

1.400 000

316.000 OX

690 360 OX

MIS P'oj^l.8 EjpcvU

oox

0X0

oox

oox

oox

oox

oox

oox

Shnw of HI) Tc4W PO

OOX

31 213 788

81.429 883

OOX

7.X0 730

287 232

370.834 833

670.2X 775

(b)(4).(bX7)(E) MU1SV 039

1.112159 019

1.112.139 039

1,112.159 039

1.112159039

1,112.159 030

1.112159 030

•.112150 039

OOX

SO.SXOX 30.401 OX

55.0X 000 30.830 266

OOX

7.8X OX 7.895 OX

0 OX 279 753

474,OX OX 381.198 OX

779.0X.0X 652 755 OX

3 OX OOX

0 027

0 034

OOX

0X7

OOX

0 323

0 587

2.OX

1,688,796 4601.038.407 X0 1.308.X7 0XMa Town:

2012 Firm IrftWAPO:

2012 Ftml Ravlwd APQ.

FOA E«t (2012 WMI APQ • 7CA *»:

IM9 E*t. (7012 UOtl"! APQ • 1M3*)

I.428.0X0X

1.428.000 OX

1.522.249 OX

OOX

2013 Propo—6 W«W APQ: 1,887.000 000

FENTANYL

Page 21Vol. I
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(5030 0 033 0 000 3 510 0000 0 OCC 5 050 0 OM 0 OM 0000 5251 .7 1155 15000 

MO Teals: 3000 10030 23 033 

1012 MAW. APO. 23 COO 
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FOA Eat (20120000 IWO • 513A 131: 00/3 

1St Est 9012 Mid APO • 11111 114 0033 

0713 Prapc444101141 APO: 73000 
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3000

0000
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OOOC
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b)(4»,(b)(7)(E) 3 COO 3000
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3570 0000 0X0

0000

ooco

3 CCD 3570 6 741000

1 5 CCD 3 370 0000 3231

25000 23 000MQ Totrft: 10 OX

KU Flr\«< l«Osi APO:
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Luis Oast 03004 
Total PO Itorassii: 47.1. 595 023 

2013 laltiAl APQ Wortsheets 
104 tat 

11.13 Est 

4 70% 

00% 

Camnaso DEA Nun 1013 Repuistsal MO 27712 Pass1.1 MO 21111 Saks tall OfA MO ad. % of 2011 Sales se..a pm taw P0 2011 Ismostart 1011 501.4166 Esports 10 12 Prof.!. Nu. to,  I Props.. US.10.rb Two Thirds Cal! Cale Ustraa CIO PIS Vivant 110 
Kb)(4),(bX7)(E) IOW S.Cca 0000 31.4033.201 137 0300 0.000 0011 0000 410M 0 030 1343 0736 5 003 

103 CO3 100 003 2232 34.407.452 732 0 OW 3.064 120036 0 OM 10 002 o0% 10012 •141.220 100030 
112,603 OM 0 MO 44430 7 34.430.05.1732 0 001 60.343 206 06170.030 0003 012.333000 0 003 57.418667 120.051 246 100.000 OM 

6.9:00210:0 0.503.E03 CCO 1 .55,,sa 7.7 31.010452 7St 0 043 210400 160 060 1115 COO 0000 4 004.030 0030 2.777.436 061 0300.040 710 3.217.30030 
21030 020 000 17E09030 000 20.021.115 COO 11 4170.022 732 0660 27.700.004114 2,679401X° 175E00000 x*4.1,03(0 0 000 13.170.620 MT 71.4213 163 603 17/00.000000 

6 77 1,907.=3 7 217.500 21.103.012 732 0030 374.719 07 0 000 tow coo 0000 071.333 333 449,775 362 5.000 0:0 
21,313003.x0 12.204.000000 11103.03 000 31.103.161772 0 316 10292211.220 0.726142 003 0 OM 17.25acco 030 0000 11101161CW 21.601.271 619 17.0001000 ace 
2.703.033103 s.310.000000 163053 000 31 .3451 732 0026 1.331137.026 0400 0 003 7.700030 .00 0000 513173 333 3112.1172 001 .437.070.0:0 

MO 166411 13030.006 003 16.022605 0:0 11.0112405.033 

20 13 Final 1.6 APO: AGO:LC*3GO: 

100 Mal 9.14.1 APO: 300X1,011 033 

PM Est (2011 NU APO • FDA 113 40735070 CO) 

On Est OM WU APO • MI 11 000 

1013 lateld APO: 41.0:0SCO 030 Rammed 

MORPHINE (FOR SALE) 

Page 23 

( ( (
2013 IftilUJ APQ WortiSecH04»J« CUtK »W0-6

rout pq r oa f»t

IMS E»C

47.199 533 00 *10%

0D%

Two r>Wrd» <UJc Cat c IHing CFR U% In»

130

146672

S7.4'6«7

2 777.456W7

13.170,08 0*7

I7IJUU3

11 am. itt ooo

839AS 333

pr«f»o^j MQ

5 000

100 000

<03 000 oco

3.317.505 000

17A00 OOQOOO

5.000 000

irocaoooooo

1.457 000 000

nil Pr*acted Fiportt

0000

0 OCX)

0000

0000

225.000 000

0000

0000

0 000

20U Pro^tcted 0*te« Mil Protect

4000

50 000

112 500 (XX)

600C 000 000

1460.100 000

soooooo

17.350 000 000

2 700.000 000

1	 IOIICkumMIO •& of 2011 titfi KwiofnilTodl PO

aooo

sow

01.50 300

2 145 400 16*

27.306.004 314

379.719

16.292.237.205

1 3D4.137.K6

7011 litewtery

Q014

130 030

*0.178000

008 135 000

2.787.0*0 000

aooo

8.725 343 000

0000

Upoti

6000

oaoo

oooo

0000

aooo

oooo

o ooc

oooo

	 EJI
(b)(4) (bX7)(E)

2012 Rtetate teQ

5 000

ioo aoo

oooo

3.500.000 000

17.000.000 000

1,007.000 OLD

12284.900 000

.250. COO COO

X911 ftaltt *011 0€A MSM

34.483.062 ra

34.433.632 733

34 43Q.8627J2

34 483.662 732

34 483 062 722

34 409*32 712

34 4M.662732

34 483*52 732

0236

• 1*1.220

103.031 240

5.390.565 210

21 4»»3 WJ

•749.775 »2

21.801.378 819

3.332.672 008

oooo

12»

44 030000

1.567 807.000

26 021.173000

277 500

11 908 4J2 000

953 QS9 000

5000

•00000

112500 000

6.100 OOQOOO

13. 000 003

8000 000

21 JO aoo 000

2.700 OOQOOO

octo

0000

0001

0043

0500

0000

0345

0025

36.9*2. *03.000S3 830 806 003 35 022 005 ocoMO Tterfi.

*91] fMNIf APQ;

»11 Ftetf kPQ:

fMEitlWllrrtiMQ'FWm:

1*5 Cat (2012 wa« APC ' 043 %t

wax coc ccd

39.ax coo ax

40.796000 aoo

oooo

101 J prapoMdlitflUAPO: 41.COO.OOO 000

MORPHINE (FOR SALE)
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Sine and; 0494 
Tot41 PO 124....1442 2.105 3C0 

2013 initla1 AP Q We Ashcan 

ICA Est 

On Est 
CO4 

0214 

Cd.plmy OCA Mudd 191E 049.4041 MQ 3913 IMO./ WO 2011 taws nu m" Ito sr« ii. 02011 Salad Shays . 2012 ,9991 Pa 20,11,..."1 2019 PrP14,10.0 C... 3012 . 04.40 Ulm Till Pres*. (spans Two Thirds csie ca. u..cre gm his.. prop:mod 640 

(to(4) E ) 400.003 COO 306 1936000 190.205033 199301 200 0990 3.101239 69.4921CO3 633.170 000 6.53. ?GO MO 0 OCO 210.303 313 942.917 320 403.000 003 
1013:0 3 000 0000 199 501 MO 0 003 0000 133 0, 0.000 1000 00:0 93 923 •1I6 141 10 030 

3.100000 3.000 COO 301.030 103601 200 0 CO3 3.736 491.0:0 0 000 3,006000 0 000 2.1.77 333 259 673 3 501 000 

3 MOM 1000 000 0 40 109.101 203 0 000 0003 0000 0000 3.000 OM 0 002 0E4147 2.220011 3 000 030 

1141 Tool 4093,0030 401.000 000 400.310 000 

201111.01.641 010:0 CCO 

2012 Ihrol 12•04•411141, 

/OA GC tnia bl9 3.r APQ • 90A 142: 

1.931.000.CW 

CI CCU 

MCI fit (2012 Mal APO Oa 4): 0030 

2011 PI•90..4 Wad A►q: 07.000000 

NOROXYMORPHONE (FOR SALE) 

Page 24 

I

I

{ ( (
WO APQW©f%»hc«titeste CIm.

Tetal "O 2.135 30C *(* CtC

iaat Etc

00%

CO*

ImDWIi CMC Case UtfAfCm ICX

311386 3M

2.177133

006647

l»ew^i>Q

*0C.00Q OM

10 COJ

3 vr coo

3 000 000

SIS Pr#«cWEtp*t»

oaoo

0000

com

000c

OLAUjm *11

10000

3 WO C00

3000 000

***** »n Total pq an iwtey

O4O0B

133 <3«

•31000

0000

7911

cm rtc ouc

0 000

oaoo

0000

101* Fvof«<Mte(M

6S3.780 000

1 000

ion cm

3 000 00c

109 3D1 200

IBi SOI 200

VOO 601 200

18BSC1 200

*<*1011*Q M11

(bK4) (bK7KE)
tel«l7 323

IV IM

296 67J

a 230 OW

2.1C1 2S9

o COO

1736

oom

**5 000 1®.200000

oooo

301 000

0«8

0000

0 cm

oooo

130O

J.XOOOO

1 000 300 360

*06 310 COO
406 1'OOOC 40'.000 0COHQ T«

7011 *PQ.

BlirtM*fU«4M4APO-

rM UC 11011 wo* APQ• f OA *»:

1*3 E*t (701 1 InM* APO • <K3 %):

491.0000CD

1 Mi ceo000

oooo

00m

ail propo—JWB4 APQ. 407.COO CCD

NOROXYMORPHONE (FOR SA1.E)
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Num Our $6304 201 3 Initial APO Waft/wets 
Total PO Rim.sted: 

0.....n. OCA 10. 

1,243 317.000 

11113 11,66:11•0 00 1013 RAW., NO 3011 Gals. 311104A 1AQ 16166 % of 3111 Ad.. Own (63013 TAW PO 

F  Est 

ws Est 

1011 Ammer, 

CcAt 

co. 

3013 P.p.. Ad Eisoarts 1913 1.6•066 SA. 1013 Pu6•61.1 Export. 1 we 110,14 CO. CO. UslAg CiR110% Inver6 prepeadd MO 

(N(4) 1)(E. 300=00 a coo a coo soE ace coo 0 COO o WO a olo o coo 27.0x3 0170 o ow 0003 27 CO3 000 22.000 030 

1033.030003 011,010 000 socc ax, COO $00,000 COO 1 CM 1,243,417000 457,7731100 0 000 6361:03 OM 0 003 150.150733 1.421.362 250 700.000.000 

NO tows: 0.000.000000 601030 OCO /07 003 CO3 

3013 11641101961APP: 1,CO3 030 CCO 

E111 PIn4 It•Ased APO. I.  030=1 
11300st (30t2 Weal APO 991A 14: 0000 

On Est 0011 0014 ADO • OM 111: 0000 

3013 Pr.pmed MAI APO: 1 030000 0:0 

OPIUM TINCTURE 

Page 25 

(( (
2011 ln«UIAPQ WortiH^UBMC CUM.

Teui PQ »k;.

MM -0

1.243 417.000 fOA Eit CO*nt»4:

OCT*

C4c UtlniCrRtmnwH pc'yt-l l*Q

27 COO CJOO

1.431.782 250

fjpwta nil^KW Mn

27.000 000

434 COO COO

rn J Cspofta

0000

oooo

1—» Tt»W4 Cdc

oooa

no ISO 333

1011 I MQ JOIIMh W11 oca mq

oooo

«*M1f MU« 7011 lira-antory 1*1 I Prt^t

0000

aurnooo

ft4W*0<10131«CM PQ

oooo

1.243.417000

(t>)<4) (b)(7xt) 27.000 000

76C030 000

SO9.40Q COO

SOB. 400 000

0 000

1 000

ocoo

oooo

787 000 030mq Toota: 1.030 000 000 001 ox ooo

701 1 FU%*I IMOj4 APQ:

lourm* **»«] apo.

70A E »t (29U MQ«| APO * » CM *1:

1*43 Eat [2011 WD4 APQ • mi Xf.

1.000 000 OOO

oooo

oooo

701 1 P^ppwd Inrtl^ APQ: 1030 000 000

OPIUM TINCTURE
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Basle Claw: 1230.0 
TOO PO R44located: 2,360.005 MO 

2013 India! APO Worksheets 
FDA Est 
INS Est 

AO% 
CAI. 

Company DU Mum Itetterred 210 2012 RAM.. MO 2011 Sees 2011 DEA MO 5.1.4 % of 7911 Sales SI•are of 2010 Torld PO 2011 Inventory 2012 Proisrded Esparta Projected Sams 2013 Projected Esparta Tee 714eiro Cole Cale Using UR 50% Inver% proposed MO 2013 2012 

(b)(4)(b)(7)(E) 5 000 5 000 0 000 10.092.741410 0 COO 0000 0.000 0 000 4 000 0 000 3 333 0 250 5 COO 

1.000.000 000 750,000 003 0 000 10,092,742 410 0 000 0 000 0 000 0 000 205.030.000 0 000 500.000 000 137 NO 000 1,000.000 OM 

2.474 003 003 11330.000 000 1,077,601000 10.092.742 400 0105 464,202 $03 326.052000 0 000 2.074.300 000 0 000 1.304,034 667 1,705 701 504 1.365,000-000

5,600.000 000 6.236.000 000 0.705.732 000 10.022.742 410 0 050 1.508.003 422 940,957 000 0 MO 11,444444 000 0 000 4,144,935.000 5,521,501 277 5 000.000 CO3 

5.800,000 000 2,311000 OCO 1,141.2E4.410 10,002.742 410 0 113 260,347 071 4114,208 650 0 000 5.600,000 000 0 000 1.664.143 16/ 3,01/ 218 140 6.000.000 000 

666.000000 615,000 000 200.078 000 02 092.742.412 0 020 41.370 904 1.938000 0 000 688000 000 0000 411,303 333 265.256030 069.000 MO 

700.030 003 0.000 0 000 02.002.742 410 0 000 0 000 o 000 0.000 700.000 000 0 000 o 000 700,000 000 700,000 000 

MO Totals: 79.442.005 000 10.643.005 000 10.133 005.000 

2012 IFIrml 9.503.000 COO 

20121:51.1 Reviese APO: 16.300.000 000 

FDA am: (7002 trdUsl APQ 'EMS): 0.000 

WS Est (201 Ishial APO • 1Q11 15): 0.000 

2013 Proposed Iretlai *PM 14.200.030 MO 

ORIPAVINE 
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BASK CLASS: 201.3tn ial Quota Worksheets 

Company: 
Request: 
Current Year MQ: 
Year end inventory 

Catculat'ons 
hYd rornorphone 
or:pay Ine 
onpavine/buprenorphIne de 
oxyrnorphone (sate) 
oxymorphone (cony) 

total needed 

iNtTIAL mat 
est need 
MQ: 
Total Initial MW: 

Total MQ1: 

FURTHER CALCULATIONS 

Proposed Initial APQ 

Oripavine 9330 

(b)(4) 

2674.0 1000.0 668.0 8600.0 5800.0 700.0 

1630.0 750.0 (buprenorphine pd) 615.0 5236.0 2312.0 0.0 

326.1 0.0 113.06)(4) 981.0 484.2 2976.5 (RC1InventorY) 

amt needed cabtance MQ yield amt needed subtance MQ yield amt needed sublance MQ yield ems needed substance MQ yield arnt needed substance MQ yield amt needed substance MCI 

346.667 156.0091  0.450 

1000.000 700.000 0.700 

182.857 160.000 0.875 0.000 0.000 0.540 5828.182 3200.000 0.550 0.000 0.000 

m ow D,4) 
rivatIve 

317.778 143.000 0.450 1224.096 508.000 0.415 0.000 0.000 0.880 0.000 0.000 

8444.444 7600.000 0.900 0.000 0.000 0.880 3031.250 2425.000 

1364.444 1000.000 1406.954 8444.444 5818.182 3031.250 

1787.004 1457.500 1798.566 10883-599 7366.511. 812.563 

1365.000 1000.000 668.000 8600.000 ssoo.coo 100.000 

181.33.000 • others 

18200 

0.005 18133.005 

yield 
0.540 

0.880 
0.800 

orlpavine 

Page 27 

( ( (
2013 Initial Quota Worksheets 9330Oripavin*BASIC ClASS:

|B)X4)Company:

Requc it:

Currant Year MQ:

Year end Inventory

757T5"5800 0

2312.0

484.2

8600.0

5236.0

981.0

2674.0

1630.0

3261

668 0

6150

113.9^X4)

1000 0

7S0.0 (buprenorphine pd) 0.0

2976.5 (PQ Inventory)0.0

mt needed lubltinte MQ yield

0.000 0,540
amt needed substance MQ yield

0.000 0.S40

amt reeded substance MQ yield

5828.182 32CO.OOO 0.550

amt needed subtanca MQ yield

182.857 160000 0.875

amt needed subtance MQ yield amt needed subtance MQ yieldCalculations

hydromorphone

or!pa wine

oelpavlne/buprenorphlne derivative

oxymorphone (sale)

orymorphone Iconvl

0.0C00 000346 667 156.000 0.450

700.000 I °«4>
700 000 0.7001000.000

0 880

0.800

0.000

2425.000

0.000

0.000

0 880

0.880

oooo

3031.2S0

508.000 0.415 0 000

o.ooo

1224.096317.778 143.000 0 450

7600.000 0.90C8444.444

3031. 2S05818.1828444.4441405.9541000000total reeded 1364.444

INITIAL MQs
8125637366.5111437.500 1798.556 10883.599est need 1787 034

MQ:

/OOOO5800 000668 000 8600 000Tottl Initial MQs: 1365.000 1000.000

18133.00518133.000 other* 0005Total MQs:

FURTHER CALCULATIONS

18200Proposed Initial APQ

orIpavine
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(b H4) 

pontact Perim 
Pmail Address 

Quota 

Production Data 

ibX4)(bX6) 

.....___ 
APPLICATION POR.INDIVIDUAL NANTIFACTURING QUOTA • 

RequeRt_ID.f111955 

claim or _List_ 3. Shomical—ionix_i_ Der. pak_-_18 91_ 
OXYNDRPI4ONE (FOR 

pate Submited_i__ 13-APR-12 

$0113 dqlgi i 
Name and Address of Reaiairanl  PrIla Code  

Quota  Year 

DEA Registration Numbe 

 ._taa, NC 

2013 
wombX7XE) 

b)(4) (b)(6) 

NOTE: All Quantities are to Da Expressed in Grans of Anhydrous Acid,  Haas,  or Alkaloid(not as Salts).

1-.

Quotas Previously Issue  by DEA 
2011 

75,000.0 50,000.0  

2013 Quota kagnesto 

0.0

-d_

143,000.0 

__   
2012 

2nd Preceding Year 1st Preceding Tear Estivate for eatimate for Year 
current Year Requested 

Inventory as of Dec 31 

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

b.rn-Process Material 

! C. Contained in FINISHED Dosage Forms 

a.Domestic 

b Exports 

a.Donestic Sources 

10,000. 10,000. 
0. 
0. 

10,000. 

o.• 0. 
0 0. 
0 10,000. 

o.d 
0.0 

0.0 

0.1 
0.0 

133,000.0,

0.0 
133,000.0

0.0 

133,000.0 133,000.0 

0.13

0.0 

0.0 143,000.0 

0.0 143 000.0 

143:000.0 

143,000.0, 

It the Purpose is to Manufacture Another Substance(s), Furnish the Following Information: 

Sane of Now Subotance Drug I.  

Product Development Dosage Form 

Transfer Registrant 

:Date of Doatsvction  I 

Strength Unita/Batch 

_Amount Used for this ell 
3010  2011 2013 

% Yield 

S of Batcbas Hatch Purpose I Est. Quantity 'Est. Completion Tim; 

Explanation of Transfer 

Packaging Product Ramo Siingth I Units/Pig 

Remarks - 
Please see supporting documentation sent in separate email. 

Explanation 

of Pkgs [ Purpose Total Quantity 

Page 28 

r

; APPLICATION EOR INDIVIDUAL MANUFACTURING QUOTA •

.. Pate Submitted [ 13-APR-12R«qu.gt:ip,)lU955_ 	 	 _!	 L	
Name.pf .Basic. DBA-J89L	

PXXMWPHQliE_JFP8_SALE)	 	 		
B <?t ReffjatV^At	 		

	 Schedule/List Numbe
__ Drug Code	

Quota Year	 	

DBA Registration NumberfW4) (WXE

_0_

9652-B 	 !

2013(bK4)

b)(4).(bM6)
Contact p_ersonfb)(4'(bX6)
Email Address 	

	tax, NO

	 ghono No.
KOIB: All Quantities are to bo ExoraoBod In OranB of Anhydroua Acid. Baaa, or Alkaloid (not ao Salta)

Quocaa Prcvloualy Iaaued by DBA 	

2012

50,000.0

Quota P.equostod I
143 ,000.0 •

Batiste for Year

Requested

	2011
' 75,000.0

2013Quota Hiotory

Production Data "

0.0

"2nd Preceding Year j 1st Preceding Yeer Estlcace for

current rear

Inventory ao of Dec 31

. a. Bulk Controlled substance/List 1 Chemical...

j b. In-Process Material 	

\ c. Contained in FINISHED Dosage Forms	

Disposition (Sale) /Utilization
a. Domestic	

b Exports	

Requisition/Production -

j a. Domestic Sources	

10,00000.C _0. 10,000.

0.5J	 0. 0.0

o.o 0.0.

io,ooo.q

133 , oooTb ~

o. 10,000.0.0

s...
133, OOP.°J? 	 0.

0.0o.c 0. Q.

0.0 133,000.0 133,000.O.C

143,"OOP.

ao.c 143,000.0

0.0 143, 000.143,000.0

it the Purpooe is to Manufacture' Another Substance (o) . Furninh cho Following Information:

% Yield

nMane of Hew 8ubntonco Aaount Pa*Drug

2011"ziWZ 2011

Strength- | Onlto/Batch | t of Batch*. J ' Batch Purpose" Bet. Quantity ;Eat. Coapletlon Tlnso
Product Dovolopnaat Doaags Porn

;

Explanation of TranaferTranafor Registrant j "

:

I", ExplanationDate of Poctructlon

I

Packaging Product" tfamo Strength J CTnlf/Pkg [ * of Pkga | Total QuantityFurpone

isomarko

;piease see cupporcir.g documentation sent In separate email.

!

i

!
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- 

APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

Request ID:112154 

Neale _of . Ba _ (on ly „Lip er_DEA.r._189 ) 
OXYMORPHONF,_AFOR CONM&SIONI 
Pame and Address of Recistrant 
P( ) 

Sate Submitted 24-APR-22 

efthe0410Lint Nmmb@z  —9  _1 
Grua Code  9652-A 
Quota Year  2013 

DEA Registration Number0)(4)(b)(7gE)

Contaot_Fersonr0) 1 HO  b0( 0),(6,

Email. Addreee  ---M No. 
NOTE: All Quantities aro to be Ispremsed ill_Orams of Anhydrous Acid, Baas, or  Alkaloid(not as Salts). 

cm previously Issued  by DEA 
Quota ;;;; History 2011 1 1 2013 1 Quota Requested

6,100,000.0 7,766,000.0 0.0 I 7,600,000.0 1

'roduction Data 2nd Preceding Year let Preceding Year 

'Inventory as of Dec 31 
a.Bulk Controlled Substance/List 1 Chemical 
b.In-Process Material 
c. Contained in FINISHED Dosage Forms 

Disposition(Sale)/Utilization 
a.Domestic 

1 b Exports 

a.Domestic Sources 

819,584.0
0.0 
0.0 

819,584.0 

Earielate for Ustirare for Year ' 

Current Year Requested 

0.0 1,379,4967a 1,379,490.0 
0.0  O.   0.0 
0.0  0.0 0.0 
0.0 1,379,490.0 1,379,490.0 

o. 
0.0 7,005,096.0 7,805,096.0 
0.0 0.0 0.0 

r 
If.the Purpose is to Manufacture Another Substance(e), Furnioh the Following Information; 

O 0 
O 0 

0.0

0.0 
0.0 

7,805,096.0 7,805,096.0 

7: 600,000.1 7,600,000.0 
7,600,000. 7,600,000.0 

Nana of New substance Drug 

NOROXYMORFMONE (FOB SALE) 9668-8 
NOROXTMORPHoNS (FOR CONVERSION) 9668.A 

  Amount Used for this Purpose 
  20.10  1 2011 1 2013 

0 0 7,825 .% 
1,731,048 4,319,604 7,797,271 

I's * 

Product DoraOpcent Dosage For. Strength I Units/Batch 

raWsferReiiiitrant 

% Yield 

63.00 . 
63.00 -- 

I of BatchesT-1 Batch Purpose [2st:7Quantity ist. Completion Time 

axplanetion of Transfer 

Date of Destruction a:planation 

Packaging Product Nana Strength 

temarke 

Dnits/Pkg 0 of Pkge Purpose Total Quantity 
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APPLICATION POP INDIVIDUAL MANUFACTURING QUOTA

~bato Submitted | 24-APR-I2Roqueot ID. II215 4_	

Nace_of Basl£..cIaos.or_Lie.t_l_Ctenical Jonlv _l_per_DBA£l89)
OXYMORPHONE. . .( FOR. _CQNV£ES lOtJl	 		

Name and Address of Registrant	
(b)(4)

1
Schedule/List Nymljes
Prvq Coda	
Quota Year	 ^2013

DBA Registration Number101*4* (bX7XE)

iL
M52^A	 ;

Contact PerBoajM6'
Bmail Addrass_i^r -

! bM).(b(<6)l_N9.
i

ROTH: It 11 Quantitlaa aro to ba Bxpraaaod In grama of Anhydrou* Acid, Ba**, or Alkaloldtnot aa Balta)
Quotas Previously Issued by PEA

aoi'a '
7,766,000.0

Quota aiotory ! Quota Requaoted
7,600,000.0 1

2011

"6. loo. ooo To
2013

0.0

Estimate tor

Current Year

Production Data " 2nd preceding Year IBS Preceding Year • Eatinate for Year

Requested I

-inventory as of Dec 31 	

i a. Bulk Controlled Substance/List 1 Chemical... •	
' b. In-Process Material	
• c. Contained in FINISHED Dosage Forma

' Disposition (Sale) /ut ilizat ion
1 a. Domestic	

| b Exports	

Acquis iticn/Product ion

a. Domestic Sources	

1,379,490.0 1,379.490.819,584.0 9A	
0.0 (I .9° 0.0

o.c 0.o.c

M: 1,379,490.0 1,379,49075819,584.0

O.O 7.805,096.0.

0.0. 0.0 o.c

07} 7 , 805 , 096 C 7.805, 096,01

"0 ^r~ I
7,600,000.O.C 7,600,000.

7,600,000. 7,600,000.0. O.C

If the Purpose is to Manufacture Another Substance <o) , Furnish the Following Informations

Amount tjaod for thia Purpose % YieldNana of Raw Subatanca Drug

2010 2011 	2013

7,825 -

7,797,271

yr
NOROXYMORFKONE (FCR SALE)

NOROXYHCRFJiONE (FCR CONVERSION)

63.00

63.00

9668-B

9668- A

0 0

1.731,048 4,319,604

1

:

Strength onita/Batch | • of Batch** j Batch Purpoa* j Bat. Quantity jBat. Completion TimeProduct Davalopnont Doaaga Form

fraoefer Registrant | Explanation of TranafarI

i Date Of Destruction ' 		 Explanation

| Total QuantityPackaging Product Nai fltrangth " | Dnlta/Phg ~| • of Pkga Purpoaa

Remarks

t

I
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1 APPLICATION POR INDIVIDUAL MANUPACTURINU QUOTA 

Request ID.112151 

Name of Baajc_Claaa_or. Liat l_Chemical_fonlY l_oer_ORAA041_ _ 
NoForimomigNEAFDR_SALE.L 
je and Address of Reaistrant  rvo  c049._ 
M(4) uota Year 

RA Registration Numbs 

pate Submitted!  24-APR-12 

Contsct_Pgirsonl(DX6)

Quota Bietory 

iiOduCii;Triata 

COTE* All Quant”.iee 

'2013 
bk4),(bk7yE) 

li=0 112)10,  
are to be itxpreitend in Gramm of ADhydr2us Acid, Dame. or Alkaloid(not es Salts). 

Quotas Previously Ionise=  DEA 

L  2012 Quota Requested 

b)(4) (b)(6) 

3,500.0 

and Preceding Year 
L .

1st Preceding Year 

0 00.0 0.0 3.500.0 

Eatinate for 
Current Year 

Estieste for Year 
Requested 

Inventory as of Dec 31 

a.Bulk Controlled Substance/List I Chemical 
1 b.In-Process Material 

c. Contained in FINISHED Dosage Forms 

DisposItion(Sale)/Utilization 
a.Domestic 
b Exports 

-ciliTaisritcon/production 

r 
If ale Purpose is to Manufacture Another Subscance(o), 

e.Domestic SOurcee 

491.0 0. 1,313.0 1,313.0 
0.0 0.0 00 

0.0 0.0 0.0 
491.0 0.0 1,313.0 1,313.0 

304.0 0.0 3,025.01_ 3,025.0 
1.0 0.0 0.0 0.0 

305.0 0.0 3,025.0 3,025.0 

67. 3,500.0 3,500.0 
67. 3,500.0 3,500.0 

Furnish the Following Information; 

Rana of Wes Substance Drug 
2010 

&Daunt Used for this Pergola 
2011 I 2013 

% Yield 

Product Develop-ant Dosage Form I Strength 

tranufor Registrant 

Snits/Batch I I of Batches I Batch Purpose I get. Quantity iEst. Completion Tine 

Explanation of Transfer 

I _ 
_Date of Destruction Explanation 

Ramarkn 

Packaging Product Name strength Unita/Pkg I of Pkgs Purpose j Total Quantity 
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APPLICATION ?OR INDIVIDUAL KANUFACTURINO QUOTA

Request ID. 112151	 		 	

Name of Basic_Claa8_or Liet_l.aieaical..{ojiLy_l._Ber__DBA-i85)	
NOROXYMORP.iiPNS..(FP8_5ALEJ	 	 	
Naao and Addrafle at Registrant	

gate Subaittod | 24 -APR- 12

3chgduJjj/LietUiwfeitx.

3ryg .Codt	 		
Quota Year	 	 	

DRA Registration Number b)(4)(bX7XE)

9*69-B
'2013(b)(4)

Contggt-EgrBt>nl(bK67
Bmai l_Addr«i_^ -

TZ |bX4) (bX6)

Ph
Xa- »q

hona No .	

WOTKi *11 Quantities ars to ba Expressed in Orsas of Xnhydrom Acid. Bssa, or JOXaloldlnot as Salts) .

| 	 Quotas Previously Issued by DEA~
| 2011 2012 T 2013

3,500.0

Quota History Quota RoquoGted

——rsoo—3,000.0 0.0

Production Data 2nd Preceding Year 1st Preceding Year Eat Irate lor

Current Year

Eaclrare tor Year

2eguested

Inventory as of Dec 11

, a. Bulk Controlled Substance/List 1 Chemical...

I b. In-Process Material	

j c. Contained in FINISHED Dosage Forms	

Disposition (Sale) /Utilization
a. Dome stlc	

b Exports	

Acquisition/Production ~~
I a. Dome s tic Sources	

4910 1,313.0}"0-c 1,313.:

•J o.o o.c o.c

o.o 0.0 0.0 o.c

"l,"313.0491.C o.c 1,313.0

304. 0["" 3, 025 . 0

1 .( 0.0 o.o o.o

30S.0 0.0 3' 025-3! 3,025.0

3,500.067. 0.0 3,500.0

67 O.C 3,500.0 3,500.0

It the Purpose ia to Manufacture Another Substance (o) , Furnioh the Following Inforaation:

r
Rnount Ossd for thla PurpoaeNana of Ni« Subatanca Drug * Tlold

2010 2011 2013

I

Product Developsant Dosage Form Units/Batch [ I of Batcbaa3traagth Batch Purposa Bit. Quantity |Bst. Coaptation Tlno

Explanation of TransferTransfer Registrant I

!
:

Cats of Destruction Explanation

Packaging Product Naiao Strength J-Uniti/Pkg T • of Pkga Purpose < Total Quantity

l

Remarks

I

t
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

Request I0.L112152 Fiii7oiirimitted 24-APR-12 

Name_9€.Basic__Claaa..or Itiet_l_Skognical (onlY___.1..on._DRAm10.9i 
NOROXYMQRPHONE (FOR _CONVIRSION)  g_OILOMIABLig_t_Nruiabilr  0 
dame and A4dreBn_ of. Recti =wit  ruc .Code ___15..61L-A___ 
)m41 ota Year 2013 

EA Registration Nnnber 

Contact. Portion:re)
Email, Address  

Quota Biutory 

Production Data 

NOTE, All Quantitios aro to be Hap d 

O 
Rhone No. 

b1(4) (b)(6) 

in (Masa of Anhydrotin Acid, Das& or Alkeloid(not as Salts), 
Quotas Previously Issued by DEA 

2011 2012 2013 Quota Requested 

i. 166, 000.0 3,606,000 0 0.0 5,600,000.0 

2nd Preceding Year let Preceding Year Estimate for 
Current Year 

Eeticate for Year 
Requested 

Inventory as of Dec 31 

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

b.In-Process Material 

c. Contained in FINISHED Dosage Forms 

Disposition(Sale)/utilization 

a.Domestic 

b Exports 

106,262.0 
1,456,006.0 

0.0 
1,562,268.0 

0.0 
0.0 

0.0 

510,016.0  518,016.0 

300,000.0  300,000.0 
0.0 0.0 

818,016.0 818,016.0 

0.0 
0.0 

0.0 

Acquisition/Production 

a.Domestic Sources 

0.0 44,694,166.0 44,694,166.0 

0.0 . 0.0 

0.0 44,694,166.0 44,694,166.0 

0.0.
0.0 

0.0 
0.0 

5,600,000.0 
5,600,000.0/

5,600,000. 
5,600,000.0 

If the Purpose is to Manufacture Another Substance(s). Furnish the Folloein9 Information, 

Name of Wee Substance 

Nalbuphine (Excepted) 
Naltrexone (Excepted) 
Naloxone (Excepted) 

Drug Amount Used  for this Purpose 
2010  1  2011 2013

% Yield 

0000-0 0 0 637,000 70.00 

0000-0 0 0 2,690,298 85.00 

0000-0 0 0 1,366,868 78.00 

Product Devolopsent Dosage Pore 1 Strength unite/Batch • of Batches I Batch Purpose J Est. Quantity Lot. Completion Time 

'Transfer Registrant 
.•_ 

Explanation of Transfer 

Date of iOotruotioe I  Explanation 

Packaging Product Vass Strength I Vnits/Pkg I f of pkg. Purpose Total Quantity 

Remarks 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

Request ID. |l 121 5.2	 		 	
NantTpi Basic .CUae..or .fci.it. llcbifciCAl-lffnlY. _J ./Det.DEA- 199J	
WOROXYMQRPHONE ( FOR _CQNV.ERSXQM	
Name _ and Address, of. RggUttftnt	H		 	 	
b>(4>

pato Submitted I 24 -RPR- 12

S>
uq Code .
ota Year -Sfh*—

EA Registration Number b)(4)(b)(7i(E)

3;
b)(4) (b)'6lbW6) HoContact. Person

Email Address jFhpne_Ho._

HOTS i All Quentltloe tro to b« gxpreeaad la Craas of Anhydroun Acid, Baa a, or AlhaIold(potaa Solta)
	 [331	 	 Quotas Previously Iasued by PEA

	 ' ™ 2013Quota History Quota Koquastod

5.600,000.0 I

20122011

	4T900."00O 0.03,606,000.0

let Preceding leer Eacieate for Year

Repeated

Estimate for

Current Year

2nd Preceding YearProduction Data

Inventory aa of Dec 31

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

b. In-Process Material	

' c. Contained in FINISHED Dosage Forms	

Dispooitionlsale) /Utilization
i a. Domestic	

b Exports	

Acquisition/Production

! a. Domestic Sources	

516,016.00.0106,262.0
i

1,456,006.0 300,000.0300,000.0

0.0 0.0o.c o.t

818,016.0M 818,016.01,562, 268. C

44,694,166 ^0 _ 44,694, 16 6_._00.00.0

a. a o.oo.c o.o

44,694,166.0 44,694,166.0o.oo.c

5,600,000,0 5,600,000.00.0.

5,600,000.0 5,600,000.00.0.

If the Purpose is to Manufacture Another Substance la] . Furnish tho Following Information!

Xrronnt Paad for this Purpoaa

"T 	 l-
\ risldWane of New Bubetenca Drug

20132010;
637.000

2. $90,298

1,366.868

70.00

85.00

78.00

00Nalbuphine (Excepted)

Naltrexone (Excepted)

Naloxone (Excepted)

OOOO-O

0000-0

OOOO-O

00

00

Strength j Units/Batch j • of BatchesI Product Devolopaent Do « age Pom Quantity piTt. Cocpletion TioO|Batch Purposo Sot.

Transfer Begletrant | Explanation of Transfer

p«tojoyj[qotructioo 1 Explanation

Btrength | tmlts/PKg~ | 9 of Pkg»Packaging Product Naae Total QuantityPurpose

RamTrkiT

i
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Ilestc Clue: 010244 

TOW Pa Revise WO: 3.520.230 000 

2013 IntUat APO Workshotts 

FDA Est: 

INS fit 

00% 

.00% 

Coneurne arA".. 2017 R.quasud 140 2012 6,01. 1 Ma 201, 3.1.. 2011 02A NO 20. 0 % of 2011 3 eiee 86.. a 2013 501.1 Pa 2011 loorerdory 2012 Protected 88poses 7312 Projected Salsa 2013 Nelscred E Two Thins Cele Celc tho.op CFA 10% ewers NO 
(bX4) (b)(71(F) 5.500.000 000 5,005.000 OCO 4,452,292.000 4.452290 000 1 003 3.025.220 00$ 1.6>7.751 000 3 000 0.763.255 000 

sport* 

0000 4.584.500 687 7,073.040811 

proposed 

7.073,084 811 

taO rain 9,300.002 000 5 035.000 000 7.073,601 811 

2912 Mel InlVel APO: 5 000.000 000 

2012 11019 %Mood APO: 5 600.000 000 

FDA 15st, g2012 view APCI• ►DA 15): 0 000 

1113 !et f2012 Intird APO .  114 0 030 

2013 Proposed AMMIAPCX 8.7E0,000 003 

OXYCODONE (FOR CONVERSION) 

Page 32 

;

( ( <
SultClul:

TcUl PO RtflHM

•143A ton Initial APQ WorfcaUaals

3.626 233 000 FOA Eat

IMS tat:

oc*

oc%

	

(b)(4) (b)(7)(F)
J4AJ1HL MDKnlMUO 7011 Salai 7011 OtA MO Si

9.S3COOOOOO 5.003.000 000 <432.272 000

* ol 7011 JWn

1 000

SUafaeflOll TetMPG 7011 limntary

3.07s 220 ooo i.en.rsi ooo

TOItPiapKKd Eaporta

0000

Caic Ultng CFfi JO* In.am f»opo«»d UQ

7,013.040 011 7.073.040 011

2017 PrOjaeta.) 5

6.163.205 000

7C13 P/ojattad Caporta Two TWtJi C«c

0 000 4.584.300 M74.452 200 800

WTi rtr 7.600.000 000 5 003 000000 7.073.040 011

Kit lirmt WUal AP<3:

1011 Final OrdaaO APO.

F0A Cat [1011 Meal APO*F OA «):

IMS Eat: (1011 MUM AP4J • IMS «):

3 000.000 000

3 600 000 000

cooo

cooo

1013 PrefW4*d MOM ACQ: 6TOD.OOCOCO

OXYCODONE (FOR CONVERSION)
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1 

( ( ( 
BASIC CLASS: 2013 Initial Quota Worksheets Oxycodone (conversion) 9330 

Company: 

Request: 

Current Year MQ: 

Year end inventory 

Calculations 

oxyrnorphone (sale) 

total needed 

INITIAL Was 

est need 

MQ: 

Total Initial MQs: 

9800.0 

5005.0 

1871.8 

amt needed substance MQ yield 

8163.265 4000.000 0.490 

8163.265 

9583.581 

8200.000 

Total MQs: 8200.000 + others = 8200.000 

FURTHER CALCULATIONS 

Proposed Initial APQ 8200 

Page 33 

-

( ( (

BASIC CLASS: 2013 Initial Quota Worksheets Oxycodone (conversion) 9330

ibX-1
Company:

Request:

Current Year MQ:

Year end inventory

9800.0

5005.0

1871.8

Calculations

oxymorphone (sale)

amt needed substance MQ yield

4000.000 0.4908163.265

total needed 8163.265

INITIAL MQs

est need 9583.581

MQ:

Total Initial MQs: 8200.000

Total MQs: 8200.000 + others 8200.000=

FURTHER CALCULATIONS

Proposed Initial APQ 8200
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APPLICATION FOR IND/V/DUAL MANUFACTURING QUOTA 

Rao/Ix0st ID.a12157 
Name cd_fiesio.Claee_ot.Liat...1!CharniCal_14Div-LJPer_DRA=1021 
rgYCOP_On_(FOR .QQNVSRSIQN.1._ _ _______ _._*hedu.le/List_Ninaber __ . 0 
Name and Address of Reoietrant DK4q_SPAO   1 9143-A 
(h)(4) 

Sate Submitted 24 -APR-12 

Cont4OC.Pera0Pr'  - 
Rmail_Addrees L. 
• NOM All posintitien Sr. 

Quota History 

QT4,Aa Year 2013 
DFA Registration Number 

No
Phone  No. 

b)(4)(bV4E 

( )( 4 01)(61 

to be imp d in grams of Anhydrous  Acid, Base, or Alkaloid(not as  Belts).
_ Quotas Previously Issued b_..y DEA

2011 T 2012 2013 
5,000,000.0 4,230,000.0 

FrodUCI10;Daii 2nd Preceding Year ;et Preceding Year 

;Inventory as of Dec 31 

0.0 --IQuota Requested 

9,800,000.0 . 

estimate for 
Current Year 

Estivate for Year 
requested 

a.Bulk Controlled Substance/Lint 1 Chemical... ! 514.386.4.  0.0

b.ln-Process Material  
1 1,357,365.0,   0.C\ 

c. Contained in FINISHED Dosage Forma  1- 
0.0  0.01

1,871,751.0 0.0 

bispogition(Sale)/Dtilization 
I a.Domestic 

b Exports 

Accitiiiitic7t7frOducat3n-

a.Domeetic Sources 

695,221.0 695,221.0 

1,950,000.0 1.950.000.0 

0.(;\ 0.0 

2,645,221.0$ 2,645,221.0 

0.' 0.0 
o. • 0.0 

8,163,265.0 
0.0 

8,163,265.0
0.0 

0. • 0.4 8.163,265 0 8.163.265.0 

9.800,000. 0 9,800,00 
9,800,000.0 

0. 0 
0'. 0.0 9,800,000.0 

f the Purpose is to Manufacture Another Submtance(s). Furnish the Following Information: 

Nana of New Substance i Drug 

OXYMORPRONE (FOR SALEI 

• Product De;ilopnecW)Dosaii. Kr;77T-- Strength 

Amount Used  for this Purpose I • Yield 
2010 2011 I 2013 

9652-B ],1115.184 4.167,825 8.163,265 49.00 

Units/Batch of Batches 7 Batch Purpose Eat. Quantity !Het. Completion Tine 

'Transfer Registrant F txplenation of Transfer 

Date of Dpstruction .   Rrylanetion 

Packaging Product Nana 

Remarks 

Strength I Bnits/Pkg I of Pkgs Purpose Total Quantity 
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APPLICATION POH INDIVIDUAL MANUFACTURING QUOTA

pate Submitted 1 24-APR-T7Request ID. (112157	 	

Name o£_Be8ic ,CIpj>.9_ OE..Lifli_l CbomicaLionlY _l_P«_DEAlie?)_
fiXycOQQHB..(FOR..<XajyERSIQNl_ _
Nam^and.ftddrsas gf Registrant

	Schedule/List, Number
Drug Code	

Quota _Year 	 	

DSA Registration Number (bX4)(bX7XE

_0
'!

2013(b)(4)

J=T (b)<4) (b)(6)Contact PerS9ofb)(6>
Ema i LAddroaeJc - -

F.»a
£hgne_No

Bese, or (pot » Belte) .

Quotas Previously Ipeued by DEA

20X3 " '

NOT*! *11 Quentitloo in to be txpresaod In arena ot Anhydrous >eld

I....
Quota History 2011 2012

«7230700070
Quota Requested]

9, 800. 000^.0 I5,000,000.0 0.0

Production Pats Jnd Preceding Year ;nt Frecediog Year Eatleate for

Current Year

Estimate for Year

requested

inventory as of Dec 31

; a. Bulk Controlled Substance/Lint 1 Chemical...

b.In-Procesa Material	

c. Contained in FINISHED Dosage Forma	

Disposition (sale) /Utilization
i a. Domestic	

' b Exports	

Acquisition/Production

a. Domestic Sources	

514. 386To["~
1*. 357. 365. c"

0.C ' 695.221.01
	 1, 950,000.0 	

695.221.0

j, 950.000.00.(

0.0o.c 0.0 0.0

2.645,221.0.2J21,871,751.0 2,645,221.0

8,163.265.0 9., 163, 265 . C0. O.C

o.o o.co. o.c

O.C 6.163,265.0 8.163, 265.C-Ll5l

P.O.0. 9,800,000.0 9,800,000.0

0". o-o 9, 800. 000. C 9,800,000.0

(if the Purpose is to Manufacture Another Substance (s) . FUrnleh the Following Information:
mount Psed for this Purpose \ YieldNana ot Kev Substance Drug

2010" 20132011 1

OXYM0R PHONE (FOR SALE I 3,815.184 4.167.525 8. 163,265 49. CO9652-B

:

Product Development Doaege Porta | Pnlts/Betch j I ot Batch" *ot. Quantity fist. Completion TineP"~Betch PurpoStrength ea se

jrrensfer Registrant J fiplenation of Transfer

ol Doctrue t loo : " _ Explanation

I

I

Packaging Product Hue "| Strength ]"pplte/pkg [ « of pkgs "j Total Quantity |Purpose

RemarksR

i

i

I

!

(
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Request /D.112158 

Name.a_Beatc_Claaa_or_Liot_l_Chilmical_lonlm_l_nmx_PIA=2B9) 
OXYMORPINNEAFOR SALE) pchedule/Liat_Number 
Name and Addreaa of Rocaotront MAALSDAIL_  
(b)(4) uota Year 

RA Registration Number 

_ 
APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

ate Submitted 1 24-APR-12 

contact.Pareonom 
Email_ Address  

• NOTE: All Quantities are to be Expresped ip Gramm  of Anhydrous Acidt_Bane, or Alkaloid(not  as Salts). 
QUOti19 PreVi01181y Issued by DEA 

Qi•loia f le tc;ry-  - - . - 2011 2012 2013 

2,200,000.0 1,897,000.0 0.0 

rodUCtion Data 2nd Preceding Year Oat Preceding Year Eatioate for Estimate for Year 
Current Year Requested 

9€52-$ 
2013 

b)(4),(b)(7)(E) 

bole No.  

Quota Requested 

4,000,000.0 

Inventory as of Dec 31 

a.Bulk Controlled Subotance/List 1 Chemical 

b.In-Process material 
c. Contained in FINISHED Dosage Forms 

'377,233.0 878,981.0 878,981.0 

0.' 250,000.0 250,000.0 

0.' 0.0 o.d 
377,233.0  O. C 1,128,981.0 1,128,981 0 

IDisposition(Sale)/Utili%ation 
a.Domestic 
b Exports 

2.368,152. 00 3,517,725.0 3,517,725.0 

1. 0.0 0.0 o.o 
2,368,153. 0.0 3 517,725.0 3,517,725.0 

a.Domentic Sources 
0.1) 4,000,000. 4,000,000.0 

0. 0.0 4,000,000. 4,000,000.0 

If the Purpose ie to Manutacture Another Subetancela). Furnish the Following Information: 

Name of New Substance Drug   Amount Dead for this Purpose 
2010 

----F 
2011 L 2013 

% Yield 

Product Development Dosage Form i Strength 

i'reinefor Rogiotzaat

Unita/Hatch 0 of Reacher I Batch Purpose Est. Quantity Eat, Completion Time 

Explanation of Transfer 

Dates Zulanation

Packaging Product Name 7 - StrengtE- 1 Unite/ay 1----flarPkge I Purpose Total Quantity 

Remarks 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

jPate Submittedpequeat_ID.ajL2158 	 	

Name, of_Basic, CIa0a_.or_LiBt_l_Cheffiical^_[oaly_l_Efi£_PKA=lB9}	

OXYMORPHQNE ..(FOR SALE).	 		
Nam? and Addygaa of Registrant	
b)(4)

24 -APR- 12

	 ^Sch?dule/List.Number	1
Drv-q Cfi£s	 !	I 	

2013	Juoto Year	 	

OKA Registration NumberfWlfWKE)

(t>)(4).(bf{6)Contact. P«*»f
Email. Address.

; 1

Quota History

bX6) 	 ta&aJfe-
	 PPhone_No.

NOTE i *11 Quantities oro to be Expressed in Oram of Anbydroua Acid, Bane, or Alkaloid (not Basalts)
Quotao Previoua'.v laeued by PEA

2012 I 2013 Quota Requested

iTooo, 000.0 ;
2011

2,200,000.0 0.01.897,000.0

Production Data 2nd Preceding Veer satinate for

Current Year

Estloate for Yearlet preceding Yeer

Req.ee led

inventory as of Dec 31

: a. Bulk Controlled Subotance/Liet 1 Chemical...

b. In-Process Material	

c. Contained In FINISHED Dosage Porms,

^lspofliclon(Sale) /Utilization
[ a. Dome stlc	

b Exports	

ihcqu i a 1 1 ion/ Product i on
a. Domestic Sources..

678,980
250,000.0

8787981 ."Of
250,000.0 _

377,233. 0.

0.0.

0.0 o.c

m
0

1,128,"981.0 1,128,961.0377,233.0
i

3,517,725.03,517,725.02, 368, 152 C O.C

0.00.0 0.01.0

3,517, 72S C 3,517,725.00.02,368,153.0

4.000,000.0

4,000,000.0

4,000,000.00.0.0

4,000,000.00.I o.o
-

z
if the Purpose is to Manufacture Another Substance Is) . Furnish the Following Information:

=rName of New Substance * YieldAmount Peed tor thin Purpoee

T a oil	
Drug

]	 mi..aoi°

! Product Development Dosage Pora Batch Purpoae . Quantity pet . Completion Timej- Unita/Botch jI # of BotchesStrength Eat

Trnnof or Soglotrant J Explanation of Tranefer'J
I

!

Data of beatruction [ " Explanation^

Packaging Product Name" Strength | Pnitn/Pkg | > of Pkge Total QuantityPurpoae

:

Remarks

;

i

l
I

;
i
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Oast Clam 071114 
Total PQ IlsquesSomt 2.064 170 

2013 Instal APO Worksheets 
VOA Eat 

1140 Est 
20 XSA 

OOM 

Convoy OLA Mum 1013 Aaaparabpd NO 2412 IRroa•ad NO 1011 1601. 1011 00* NO 0alea % XXX Oaks Man a/ 1011 Taal PO 2011 iorwanstry 1013 1,400101Esparb IOU Prsisossit ides 3013 Ps1002104 DP.. 7. TWO* C. Cal. U.40I CPR WM ..." .1." licl 
(b)(4),(bX7)(E) mom 1130003 444 003 4.41 OW 1000 2064170 1,103 am 0000 1,072000 Opp *NO 667 1 801 213 010.000 

&MO 0.003 0 (X0 440 COO 0 OM 0 000  0 751 o Coo s 000 o ow 0 107 4 740 two 

PO Toads: 013 000 1.40000 StS000 

2012 /MX 1404 APO 29m600 

2012 Ftrelsed APO: 2 203 030 
/pa (at mail tilts APO • VOA 1% 3.037 003 
100 Est (2013 XXX APO 'NO 0.1* 0000 

2013 Poossol Ordeal ANY 2=003 non: RI t 110:010.2 QUO 

REWIFENTANIL 
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D.% Clue: 117U 0 1013 trutisl APO Worksheets 
Total PO 60.103 100 000 FDA Ed: 00% 

1110 Est 00% 

Company DEA Mum 2013 Requested MO 2012 Revised MO 2011 S4kre 2011 DEA MO 5416rs % of 2011 Sabre Uwe of 2013 Told PO 2011 Inv...Wry 2011 Profeetul ErPorla 2012 Projected 14.1.4 2017 Pteleded 200,14 2,o thed. 0%4 Cele Use% CFA 30% Urn,. propoud MO 
(WO) (toK7)(E) 60 000 10000 0 120 6.225,172.60E 0 000 1.207 4 670 0000 2000 0 COO 9 700 4 570 10 000 

390.000 oao 304 000 COO 0 000 6.325.122 601 0.000 0 000 0 000 0 000 300.030 000 0 000 202460 667 112000 000 310,000 003 
500.000 000 0 000 0 000 0.326.122 690 0 000 0.000 0 000 0 003 430.003 000 0 000 0 000 430.000.000 250.000 010 

5,000 MO 72000 000 6,1115.967.770 0.125 122 IN 0 640 U. x5.521147 3.571.914 600 0 000 31,100,000 OCCI 0 000 0433 943067 101.074.112 764 5.001 000 
10.000.003 000 3 010.003 000 0 000 a.320.+22 690 0 COO 0 000 0 000 0 000 0.000,000 MO 0 000 2.00 003 000 0150.000 OM 10,000)100 000 

MO Totals: 10 895,010.000 3,371,010000 10440.010.000 

2012 Final Ine.114 APO. 5.00 000 000 
2012 Pleat Perlead APO! 5,00.000000 
FDA Est 12012 What APO • FDA 111: 
ha Est (2012 leftle APO' 110 II): 

0 000 

0000 

2013 Proposed Initial 'PO: 10403000 000 baud on wowed pd end Wm% 
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00%

00%
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10.000

304 000 000
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2011 Sale* 2011 DEA MQ Sales « of 2011 totes

6.326. 1 72 6M

0 3JS.t?2 696

& 325,122 696

0.325 122 696

0.325.122 690

Sha/s o# 2015 Total PQ

1.207
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58.X3.02V907

0 000

2011 Invairfory
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0 000

3.570.914 GOO

0000

2012 Eaporta

0000

0 000

0000

oooo
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2012 Projected Sun

2000

390 000 000

450.000 000

31,100.000 OCO
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2011 Project *4 fa porta
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oooo

oooo

oooo

oooo

Two T tarda Cue

9 710

202 660 667

oooo

2.433 94 3 067

2.000 000 000

C«lc Ua>ng OR 50% invent

0 870

162 000 000

450.000 000

101.074.112 704

0 750 000 000

proposed MQ

10 000

390,000 000

760 000 000

5000 000

10.000.000 000

bM4) (b)(7)(E) 10 000
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500. COO 000

5 000 000

lO.OOQ.OOO 000

0170

oooo

oooo

72 000 000 6.195 907.770
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oooo

oooo

oooo

0 MO

oooo3000.000 00C
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Aggregate Production Quotas 
(all values are In grams unless Indicated otherwise) 

Controlled Substance Final Revised Final Revised, Initial ! Proposed 
Revised 

Proposed 
Initial 

Schedule 1: 2010 2011 
22. 

2012 2012 
22 

2013 
- 30 3,4-Methyienedioxyamphetamine (MDA) 20 24 

3.4-Methylenedioxy-N-methylcathinone (methylone) a 12 15 
3,4-Methylenedioxymethamphetamine (MDMA) 20 22 22. 22 35 
3,4-Methylenedils,pyrovalerone (MDPV) 8 12 15 
5-Methoxy-N,N-dimethyltryptamine ' 1 10 
8ufotenine l 3 31 3 2 3 
Oesornorphine 5.
Dihydromorphine 3.608,000 3,608,000 3,608,000 3,608.000 3,300,000 
Gamma-hydrontutyric acid 52,156,000 5,772,000 47,000,0001 47,000.000 37.000.000 
Heroin 20 20 20 20 25 
Lysergic Acid Diethyiamide 15 16 16 16 30 
Methcathinone 4 4 4 12 14 

Final Revised Final Revised Controlled Substance Initial Proposed 
Revised 

Proposed 
Initial 

Schedule 11: 2010 2011 ' 2012 2012 2013 
1-Piperdinocyclohexanecarbonitrile 0 2 2 27 17 
Alfentanil 8,000 12,800 15,000 19,550 30,600 
Amobarbital 3 40.007 40.007 40.007 7 
Amphetamine (for conversion) 7,500,0001111 8.500.000 8,500,000 8.500.000 14.700.000 
Amphetamine (for sale) 18,600,0001 25,300,000 25,300,000 29.400,000 30,400,000 
Cocaine 247.000! 216,000 216.000 216,000 192.000 
Dextropropoxyphene 92,000.000 7 7 7 15 
Dihydrocodeine 800,000 255,000 400,0001 400,000 200,000 
Diphenoxylate 827,000 

83,00 
730,000 900,000 900.000 600.000 

,f9onine 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 3.130.000 3,130.000 3,130,000 3,130,000 3,130,000 

Ievo-desoxyephedrine 750,000. 750.000 
methamphetamine (for conversion) . 2,331,000i 2,331,000 

750,000 
2,331,000 

750,000 
2,331.000 

770.000 
2,311.000 

methamphetamine (for sale) ' 49,0001 49,000 49,000 49,000 49.000 
Methylphenidate 50,000,0001 56.000,0001 56,000,000 56,000,000 57.800.000 
Morphine (for sale) 39,000.000 39.000,0001 39,000,000 39,000,000 41.000,000 
Noroxyrnorphone (for sale) 41,000k 401,000 401.000 1,981,000 407.000 
Opium (tincture) 1,500,000 1,000,000 1,000,000 1,000.000 1,030.000 
Oripavine 15,000.0001 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 

336,002 
2,000 

172,002 Secobarbital 67,000 336,002 336,002 
Tapentadol 1,000,0001 403,000 5,400,000 5,400,000 10,800,000 

I 
I 

I I 
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Aggregate Production Quotas
(ail values are In grams unless indicated otherwise)

' Final Revised) Final Revised

2011

20 ~	 22;

Initial •' Proposed
• Revised

Proposed

	Initial

_??A?	

Controlled Substance

20122010Schedule I:
3022223.4-Methylenedioxyamphetamine (M DA)	

3.4-Methylenedioxy-N-meihylcathinone (methylone)

3,4-Melhylenedioxymethamphelamine (MDMA) _

3,4-Methylenedioxypyrovalero ne (M D PV)	

5-Methoxy-N,N-dimethylUyplamine	 	

12 158

22 35222220

158 12

10

3| 23Bufolenine

Oesomorphine

Dihydromorphine

5
J

3.608i00Qr" 3,608.000 3.608.000I 3.608.000 3,300.000
52.156.000 5.772,000 1 47.000.000' 47.000.000 37.000.000Gamma-hydroxybutyric add

Heroin 20] 20 20 2520

30J5_ 16 16 16Lysergic Acid Diethylamide

Methcathinone 	 12 144 44

Final Revised Final Revised Proposed

Revised

Proposed

Initial

InitialControlled Substance

t
2012 _20_13	2010 2011 2012Schedule II:	

1-PiperdinocyclDhexanecarbcnilrile

Aifenlanil * "
	 p;~
	 8,000] 	 12,800
	 3f	40.007

7.500.000!" 8.500,000
18,600.000! 25,300,000

172 2. 27

"i5.*0b0 " ~ 19,550
40,007

" 8.500,000 ! 8.500.000 1 4.700.000
25,300.000 29.400,000 30.400.000

30,600

40.007Amobarbital 7

Amphetamine (for conversion)
Amphetamine (for sale)	

216,000216,000 216.000 192.000247.000Cocaine
1592,000,000

800,000)

Dextroprcpoxyphene

Dihydrocodeine

Diphenoxylate	

Ecgonine	

Fentanyl	

lisdexamfetamine

I 7

200.000

600.000

400,000!255.000 4QO.OOO

900,000730,000 900.000

83.000 "
827.000

83.000 102.00083.600]
1 ,428.000' 1,428,000

83.000

1 .428.0001^ 1.428.000	1.68A000
12.000, 0001 12.000,000 15.400.0009,000.000 10,400,000

3,130,000 3,130,000 3.130,000 3,130,000

750,000 770.000

2.311.000

_ 49.000

56.000.000 57.800.000

3,130.000Methamphetamine	

levo-desoxyephedrine

methamphetamine (for conversion)

750,000

2,331.000 2,331,000

_ 49,000

50,000,000 56.000,000 , 56.000000 	

39,000,0001 39.000.000i 39.000,0001 '39,000,000 41 .000.000
41.000] 401,000 401, OOP1 1,981,000 407.000

1,500,000 1,000.0001 1,000.000 	1,000,000	*1,030,000
15,000,000 8.000.000 9.800,000 	15,300,000 "" 18.200.000

5.600,000, 5,600.000

2.500

750.000

2.331.000

750.000

2,331.000

49.00049.000 49.000methamphetamine (for sale)

Meihylphenidate	

Morphine (for sale)	

Noroxymorphone (for sale)	

Opium (tincture) 		

Oripavine	 		

Oxycodone (for conversion) _

Remifentanii

5.600.000

2.500

5,600,000

	 	 2.500

67.000 	 336.002

1.000,000 | 403,000 5,400,000 5,400,000 1 0,800,000

6,200.000

2.000

172,002

2,500

"336,002 336.002Secobarbital	

Tapentado!

i

ii
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Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3651 

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 

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

be posted for public review and are part of the official docket record. Written comments 

submitted via regular or express mail should be sent to the Drug Enforcement Administration, 

Page 39 

Billing Code 44I0-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-365J

Proposed Aggregate Production Quotas for Schedule I and II Controlled Substances and

Proposed Assessment of Annual Needs for the List I Chemicals Ephcdrinc,

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 201 3 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.

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

be posted for public review and are part of the official docket record. Written comments

submitted via 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 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. 

.".1111.• 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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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 inspection online at http://www.regulations.gov and in the

DEA's public docket. Such information includes personal identifying information (such

as your name, address, etc.) voluntarily submitted by the commenter.

If you want to submit personal identifying information (such as your name,

address, etc.) as part of your comment, but do not want it to be posted online or made

available in the public docket, you must include the phrase "PERSONAL IDENTIFYING

INFORMATION" in the first paragraph of your comment. You must 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 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 proposed year 2013 aggregate production quotas represent those quantities of 

schedule I and II controlled substances, and the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine, to be manufactured in the United States in 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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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 (2 1 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. This responsibility has been

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

The proposed year 2013 aggregate production quotas represent those quantities of

schedule I and II controlled substances, and the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine, to be manufactured in the United States in 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, DBA has taken into account the criteria that DBA is required to consider in accordance

with 21 U.S.C. 826(a), 21 CFR 1303.1 1 (aggregate production quotas for controlled substances),

and 21 CFR 1315.1 1 (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 and of all substances manufactured from the class or chemical, and trends in inventory 

accumulation; (4) projected demand for such class or chemical as indicated by procurement and 

chemical import quotas requested 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 requirements, and reserve stocks, as the Administrator finds relevant. Other factors 

DEA considered in calculating the aggregate production quotas, but not the assessment of annual 

needs, include product development requirements of both bulk and finished dosage form 

manufacturers, and other pertinent 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, 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 I1 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 affects if an unforeseen 

Page 42 

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 and of ail substances manufactured from the class or chemical, and trends in inventory

accumulation; (4) projected demand for such class or chemical as indicated by procurement and

chemical import quotas requested pursuant to 21 CFR 1303.12, 1315.32, and 13 15.34; and (5)

other factors affecting the medical, scientific, research, and industrial needs in the United States,

lawful export requirements, and reserve stocks, as the Administrator finds relevant. Other factors

DEA considered in calculating the aggregate production quotas, but not the assessment of annual

needs, include product development requirements of both bulk and finished dosage form

manufacturers, and other pertinent information. In determining the proposed 2013 assessment of

annual needs, DEA used the calculation methodology previously described in the 2010 and 201 1

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 II aggregate production quotas, and certain

schedule I aggregate production quotas, an additional 25% of the estimated medical, scientific,

and research needs as part of the amount necessary to ensure the establishment and maintenance

of reserve stocks. The resulting 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
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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 assessment of annual needs for the following schedule! and II 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 I Proposed 2013 Quotas 
1-(5-Fluoropentyl)-3-( I -naphthoyI)indole (AM2201) 45 g 1

1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) . 45 g 
1-[1-(2-Th ienyl)cyclohexyl] piperid ine 5 g 

112-(4-Morpholinypethy1]-3-(1-naphthoyl)indole (JWH-200) 45 g 
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 g 
1-Cyclohexylethy1-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS- 
8) 

45 g 

1-Hexy1-3-(1-naphthoyl)indole (JWH-019) 45 g 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 g 
1-Penty1-3-(1-naphthoyl)indole (JWH-018 and AM678) 45 g 

1-Penty1-3 -(2-ch lorophenylacetyl)indo le (1W1-1-203) 45 g 

1-Penty1-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 g - 
1-Penty1-3-(4-ch loro-l-naphthoyl)indole (J WH-398) 45 g 

1-Penty1-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45 g 

1-Penty1-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45 g 

1-Penty1-3-[(4-methoxy)-benzoyl]indole (SR-I9, RCS-4) 45 g 

2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) 15 g 

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 15 g 

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 15 g 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 15 g 

2-(2,5-Dimethoxyphenyl)ethanam ine (2C-H) 15 g 
2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 15 g 
2-(4-Iodo-2,5-dimethoxyphenypethanamine (2C--I) 15 g 
2,5-D i m ethoxy-4-ethylamphetam i ne (DOET) 12 g 
2,5-Di inethoxy-4-n-propylthiophenethylam ine 12 g 

2,5-D i methoxyamphetam i ne 12 g 
2[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 15 g 
2[4-(lsopropylthio)-2,5-dimethoxyphenyflethanamine (2C-T-4) 15 g 

3-Methyl fentanyl 2 g 
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event resulted in substantial disruption to the amount ofcontrolled 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 201 3 aggregate production quotas

and assessment of annual needs for the following schedule I and II 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 1 Proposed 2013 Quotas

1 -(5-FluoropentyI)-3-( 1 -naphthoyI)indole (AM220 1 ) 45 g

1 -(5-Fluo_ropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 g

1 -[ 1 -(2-Th ieny l)cyc!ohexy 1] piperid ine 5g
l-[2-(4-MorpholinyI)ethy!]-3-(I-naphthoyl)indole (JWH-200) 45 g

1 -Buty l-3-( 1 -naphthoyl)indole (J WH-073) 45 g

l-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS- 45 g
8)

1 -Hexy l-3-( 1 -naphthoyQindole (JWH-019) 45 g

l-Methyl-4-phenyl-4-propionoxypiperidine 2g
l-Pentyl-3-(l-naphthoyl)indole (JWH-OI 8 and AM678) 45 g

I-Pentyl-3-(2-chlorophenyIacety!)indo!e (JWH-203) 45 g

1 -Pentyl-3-(2-methoxyphenyIacety l)indo!e (JWH-250) 45 g

l-Pentyl-3-(4-chloro-I-naphthoyI)indole (JWH-398) 45 g

l-Pentyl-3-(4-methyI-l -naphthoyl)indole (JWH-122) 45 g

1 -Penty l-3-[ 1 -(4-methoxynaphthoyI)]indole (JWH-08 1 ) 45 g

1 -Penty I-3-[(4-methoxy)-benzoyl] indole (SR-19, RCS^4) 45 g

2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) 15 g

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 15 g

2-(2,5-Dimethoxy-4-methyIphenyl)ethanamine(2C-D) 15 g

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 15 g

2-(2,5-Dimethoxyphenyl)ethanam ine (2C-H) 15 g

2-(4-Chloro-2,5-dimethoxyphcnyl)ethanamine (2C-C) 15 g

2-(4-Iodo-2,5-dimethoxypheny[)ethanamine (2C-I) 15 g

2,5-Dimethoxy-4-ethylamphetamine (DOET) 12 g

2,5-Dimethoxy-4-n-propylthiophenethyjainine 12 g

2,5-Dimethoxyamphetamine 12 g
2-[4-(EthyIthio)-2,5-dimethoxyphenyl]cthanamine (2C-T-2) 15 g

2-[4-(lsopropylthio)-2,5-dimethoxyphenyI]ethanamine (2C-T-4) 15 g

3-MethyIfentanyl 2g •
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3 -Methy lth iofentanyl 2 g 

3,4-Methylenedioxyamphetamine (MDA) 30 g 

3,4-Methylenedioxy-N-methylcathinone (methylone) 15 g 

3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 24 g 

3,4-Methylenedioxymethamphetamine (MDMA) 35 g 

3,4-Methylenedioxypyrovalerone (MDPV) 15 g 

3,4,5-Trimethoxyamphetamine 12 g 
4-Bromo-2,5-dimethoxyamphetamine (DOB) 12 g 

4-Bromo-2,5-dimethoxyphenethylam ine (2-CB) 12 g 

4-Methoxyamphetam ine 88 g 

4-M ethyl am inorex 12 g 

4-Methyl-2,5-dimethoxyamphetarn i ne (DOM) 12 g 

4-Methyl-N-methylcathinone (mephedrone) • 15 g. 
5-(1,1-Dimethylhepty1)-2-[(IR,3,S)-3-hydroxycyclohexyl]-phenol 68 g 
5-(1,1-Dimethylocty1)-2-[(1R,3S)-3-hydroxycyclohexy1]-phenol 
(cannabicyclohexanot or CP-47, 497 C8-homolog) 

53 g 

5-Methoxy-3,4-methylenedioxyamphetamine 12 g 

5-Methoxy-N,N-di isopropyltryptamine 12 g 

5-Methoxy-N,N-dimethyltryptamine 10 g 

Acetyl-alpha-methylfentanyl 2 g 

Acetyldihydrocodeine 2 g 

Acetylmethadol 2 g 
Allylprodine 2 g 

A 1phacetylmethadol 2 g 
Alpha-ethyltryptamine 12 g 

A 1phameprodine 2 g 

Alphamethadol 2 g

Alpha-methylfentanyl 2 g 

Alpha-methylthiofentanyl 2 g 

A 1pha-methyltryptaminc (AMT) 12 g 

Am inorex 12 g 

Benzylmorphine 2 g 
Betacetylmethadol 2 g 
Beta-hydroxy-3-methylfentanyl 2 g

Beta-hydroxyfentanyl 2 g 

Betameprodine 2 g 
Betamethadol 2 g 

Betaprod ine 2 g 

Bufotenine 3 g 

Cathinone 12 g , 

Codeine-N-oxide  602 g 

Desomorphine . 5 g 
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2g •I 3-Methylthiofentanyl

30 g3 ,4-Methy lenedioxyamphetam ine (MDA)

3,4-Mcthy)enedioxy-N-methylcathinonc (mcthylonc) 15 g

3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 24 g

35 g3,4-Methylenedioxymethamphetam ine (MDMA)

3,4-Methylenedioxypyrovalerone (MDPV) 15 g

12g
12 g •

3,4,5-Trimethoxyamphetamine

4-Bromo-2,5-dimethoxyamphetamine (DOB)

4-Bromo-2,5-dime(hoxyphenethylamine (2-CB) 12 g

4-Methoxyamphetamine 88 g

4-Methylaminorex 12 g

4-Methyl-2,5-dimethoxyamphetamine (DOM) 12 g •

15 g- '

68 g •

53 g .

4-Melhyl-N-methylcathinone (mephedrone)

5-( 1 , 1 -DimethyIhepty!)-2-[( 1 R,3S)-3 -hydroxycyclohexy l]-phenol

5-(l,l-DimethyloctyI)-2-[(lR,3S)-3-hydroxycyclohexyl]-phenol

(cannabicyclohexanol or CP-47, 497 C8-homolog)

5-Methoxy-3 ,4-methylenedioxyamphetain ine 12 g

12 g •

10 g "

5-Methoxy-N,N-diisopropyltryptamine

5-Mcthoxy-N,N-dimethyltryptamine

Acetyl-alpha-methylfentanyl 2 g '
Acetyldihydrocodeine 2g_ -•

2 g

2 g -

Acetylmethadol

Allylprodine

Alphacetylmethadol 2g i-

Alpha-ethyltryptamine 12 g •

Alphameprodine 2 g
Alphamethadol 2 g

Alpha-methylfentanyl 2g
Alpha-methylthiofcntanyl 2 g
Alpha-methyUryptamine (AMT) 12 g /

Aminorex '2 g

2 g vBcnzylmorphine

Betacetylmethadol 2 g

Beta-hydroxy-3-mcthylfentanyl 2 g

2 gBeta-hydroxyfentanyl

2 gBetameprodine

2 gBetamethadol

2 gBetaprodine

3 g f

12 g -

Bufotenine

Cathinone

602 gCodeine-N-oxide

5 g "Desomorphine
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Diethyltryptamine 12 g 

Difenoxin - 50 g 

Dihydromorphine 3,300,000 g 

Dimethyltryptamine 18 g 

Gamma-hydroxybutyric acid 46,250,000 g 

Heroin 25 g 

Hydromorphinol 54 g 

Hydroxypethi dine 2 g 

Ibogaine 5 g 

Lysergic acid diethylamide (LSD) 30 g 

Marihuana , 21,000 g 

Mescaline 
. 13 g 

Methaqualone 10 g 

Methcathinone 14 g 

Methyldihydromorph ine 2 g 

Morphine-N-oxide 655 g 

N-Benzylpiperazine 12 g 

N,N-Dimethylamphetamine 12 g 

N-Ethylamphetamine 12 g 

N-Hydroxy-3,4-methylenedioxyamphetamine 12 g 

Noracymethadol 2 g 

Norlevorphanol 52 g 

Normethadone 2 g 

Norrnorphine 18 g 

Para-fluorofentanyl 2 g 

Phenomorphan 2 g 

Pholcodine 2 g 

Properidine 2 g 

Psilocybin 2 g . 

Psi locyn 4 g 

Tetrahydrocannabinols 491,00,0 g 

Thiofentanyl 2 g 

Tilidine 10 g 

Trimeperidine  2 g 

Basic Class — Schedule 11 Proposed 2013 Quotas 

1-Phenylcyc lohexy lam ine 3 g 

I -Piperdinocyclohexanecarbonitri le 21 g 

4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,250,000 g 

Alfentanil 38,250 g 

Alphaprodine . 3 g 
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Dielhyltryptamine 12g
Difenoxin 50 g

Dihydromorphine 3,300,000 g

Dimethyltryptamine 18 g <

46,250,000 gGamma-hydroxybutyric acid

Heroin 25 g

Hydromorphinol 54 g

Hydroxypethidine 2g '

Ibogaine _5j_

30 g •Lysergic acid diethylamide (LSD)

Marihuana 21,000 g

Mescaline 13 g

Methaqualone 10 g '

14 g • '

2g "
655 g •

~W~

Methcathinone

Methyldihydromorphine

Morphine-N-oxide

N-Benzylpiperazine

N,N-Dimethylamphetamine 12 g

N-Ethylamphetamine 12 g

N-Hydroxy-3,4-methylenedioxyamphetamine I2g

Noracymethadol 2g

Norlevorphanol 52 g *

2 g 'Normethadone

Normorphine 18 g

Para-fluorofentanyl 2 g •

Phenomorphan 2 g •

Pholcodine 2 g

Properidine 2 g '

Psilocybin 2 g

Psilocyn 4g '

Tetrahydrocannabinols 491,00.0 g

Thiofentanyl 2 g

Tilidine 10 g —

Trimeperidine 2 g

Proposed 20 1 3 Quotas
Basic Class - Schedule II

l-Phenylcyclohexylamine 3 8
I-Piperdinocyclohexanecarbonitrile 21 g

4-Anilino-N-phenethyI-4-piperidine (ANPP) 2,250,000 g ,

Alfentanil 38,250 g

Alphaprodine 3 g
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Amobarbital 9 g 

Amphetamine (for conversion) 18,375,000 g --

Amphetamine (for sale)  38,000,000 g 

Carfentanil 6 g 

Cocaine 240,000 g 

Codeine (for conversion) 81,250,000 g--

Codeine (for sale) 49,506,250 g-.. 

Dextropropoxyphene 19 g 

Dihydrocodeine 250,000 g 

Diphenoxylate • 750,000 g 

Ecgonine 127,500 g 

Ethylmorphine 3 g 

Fentanyl 2,108,750 g 

Glutethimide 3 g 

Hydrocodone (for sale) 78,750,000 g 

Hydromorphone 4,535,000 g 

Isomethadone 5 g 

Levo-alphacetylmethadol (LAAM) 4 g 

Levomethorphan 6 g 

Levorphanol 4,500 g 

Lisdexamfetam ine 19,250,000 g 

Meperidine 6,875,000 g 

Meperidine Intermediate-A 6 g 

Meperidine intermediate-B 11 g 

Meperidine Intermediate-C 6 g 

Metazocine 6 g 

Methadone (for sale) 25,000,000 g 

Methadone Intermediate 32,500,000 g 

Methamphetam ine 3,912,500 g 

[962,500 grams of levo-desoxyephedrinc for use in a non-controlled, non-prescription product; 
2,888,750 grams for methamphetamine mostly for conversion to a schedule III 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 g 

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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Amobarbital 	 9_g_
1 8,375,000 g- JAmphetamine (for conversion)

Amphetamine (for sale) 38,000,000 g

Carfentanil 6g V

240,000 g v-

81,250,000 g- -

49,506,250 g-~

19 g ..

Cocaine

Codeine (for conversion)

Codeine (for sale)

Dextropropoxyphene

Dihydrocodeine 250,000 g

Diphenoxylate 750,000 g

Ecgonine 127,500 g „

Ethylmorphine 3g
Fentanyl 2,108,750 g

Glutethimide 3g >
Hydrocodone (for sale) 78,750,000 g

Hydromorphone 4,535,000 g

Isomethadone iL •
4g •-Levo-alphacetylmethadol (LAAM)

Levomethorphan 6g

Levorphanol 4,500 g •

Lisdexamfetamine 1 9,250,000 g

Meperidine 6,875,000 g •

Meperidine Intermediate-A 6g
Meperidine Intermediate-B Hg
Meperidine Intermediate-C 6g
Metazocine 6g
Methadone (for sale) 25,000,000 g

Methadone Intermediate 32,500,000 g

Methamphetaminc 3,91 2,500 g

[962,500 grams of levo-desoxyephedrinc for use in a non-controlled, non-prescription product;

2,888,750 grams for methamphetamine mostly for conversion to a schedule 111 product; and 61,250
grams for methamphetamine (for sale)]	 		

72,250,000 gMethylphenidate

Morphine (for conversion) 103,750,000 g

5 1,250,000 gMorphine (for sale)

Nabilone 25,628 g ;

9,000,000 gNoroxymorphone (for conversion)

508,750 gNoroxymorphone (for sale)

91,250 g ,

1,287,500 g •

Opium (powder)

Opium (tincture)

22,750,000 gOripavine

10,250,000 gOxycodone (for conversion)
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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 6 g 
Phencyclidine 30 g 

Phenmetrazine 3 g 

Phenylacetone • 20,000,000 g 

Racemethorphan 3 g 
Remifentanil 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 
Phenylpropanolamine (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 II controlled substances included in 21 CFR 1308.11 and 1308.12 be established at 

zero. Pursuant to 21 CFR 1303.13 and 2I 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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Oxycodone (for sale) 123,375,000 g

Oxymorphone (for conversion) 1 6,000,000 g

Oxymorphone (for sale) 6,875,000 g

Pentobarbital 42,500,000 g

Phenazocine 6g -
Phencyclidine 30 g

Phenmetrazinc 3 g
Phenylacetone 20,000,000 g

Racemethorphan 3 g

Remifentanil 2,500 g

Secobarbital 215,003 g

Sufentanil 6,250 g

1 3,500,000 g A -•Tapenladol

Thebaine 145,000,000 g

Basic Class - List I Chemicals Proposed 2013 Quotas

Ephedrine (for conversion) 12,000,000 g

3,200,000 g

25,700,000 g

4,400,000 g

Ephedrine (for sale)

Phenylpropanolamine (for conversion)

Phenylpropanolamine (for sale)

Pseudoephedrine (for sale) 1 85,000,000 g

The Administrator further proposes that aggregate production quotas for all other

schedule I and II controlled substances included in 21 CFR 1308.1 1 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 20 1 3 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 I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. 

Dated: Michele M. Leonhart 
Administrator 
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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, approximately two 
hours southeast from San Francisco. 

The RMP/GP area is owned by 
Reclamation and was built as part of the 
water 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 interrupting 
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 management agreement with the 
State of California. 

The Draft EIS/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 Area. 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 been 
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: 

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

• Bureau of Reclamation, South-
Central California Area Office, 1243 N 
Street, 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 Reclamation, Denver 
Office Library, Building 67, Room 167, 
Denver Federal Center, 6th and Kipling, 
Denver, CO 80225. 

• Natural Resources Library, U.S. 
Department 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 interaction with the 
project team. 

If special assistance is required at the 
public meeting, please contact Mr. Dave 
Woolley at 559-487-5049, (TTY 1-800-
735-2929), or by mailing 
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 
cannot be honored, the requester will be 
notified. 

Public Disclosure 

Before including your address, phone 
number, email address, or other 
personal identifying information in your 
comment, you should be aware that 
your entire comment—including your 
personal identifying information—may 
he 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. 2012-19021 Filed 8-2—t2; 8:45 aml 
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DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-365] 

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 

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 I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine. 

DATES: Electronic comments must be 
submitted and written comments must 
be postmarked on or before September 
4,2012. 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 al 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 http://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 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: 
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• Bureau of Reclamation, Mid-Pacific
Region, Regional Library, 2800 Cottage
Way, Sacramento, CA 95825.

• Bureau of Reclamation, South-
Central California Area Office. 1243 N
Street, Fresno. CA 93721.

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

• Los Banos Library, 1312 South 7th
Street, Los Banos, CA 93G35.

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

DEPARTMENT OF JUSTICEwithin the vicinity of Los Banos,
California. The general project location

, is south of State Route 152 between U.S.
101 and Interstate 5. approximately two
hours southeast from San Francisco.

The RMP/CP area is owned by
Reclamation and was built as part of the
water 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: CD Enhance
natural resources and recreational
opportunities without interrupting

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 management agreement with the
State of California.

Drug Enforcement Administration

[Docket No. DEA-365]

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

agency; Drug Enforcement
Administration (DEA), Department of
Justice.• Bureau of Reclamation. Denver

Office Library. Building 67, Room 167, ACTION: Notice with request for
Denver Federal Center, 6th and Kipling, comments.
Denver, CO 80225. 	

SUMMARY: This notice proposes initial• Natural Resources Library. U.S.

Department of the Interior, 1849 C Street 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 I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine.

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 interaction with the
project team.

If special assistance is required at the
public meeting, please contact Mr. Dave

Woollcy at 559-487-5049, (TTY 1-800
735-2929), or by emailing
dwooIleySusbr.gov. Please notify Mr.

Woolley as far in advance as possible to

DATES: Electronic comments must be
submitted and written comments must
be postmarked on or before September

4, 2012. 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

enable Reclamation staff enough time to written correspondence. DEA
secure the needed services. If a request encourages that all comments be
cannot be honored, the requestor will be submitted electronically through http://
notified. www.reguiatwns.gov usmg 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 http://wivw.regulotions.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 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:

The Draft ElS/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 Area. 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 been

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.

Public Disclosure

Before including your address, phone
number, email address, or other
personal identifying information in your

comment, you should be aware that
your entire comment—including your
personal identifying information—may
he 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. Arroyuve,

Deputy Regional Director. Mid-Pacific Region.

[FR Dog. 2012-19021 Filed 8-2-t2; 8:45 am)

BIU.ING CODE 4310-MN-P

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

Please note that all comments 
received are considered part of the 
public record and made available for 
public inspection online at http:// 
www.regulaiions.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 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 sec 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 I and U 

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 to the Deputy 
Administrator, pursuant to 28 CFR 
0.104. 

The proposed year 2013 aggregate 
production quotas represent those 
quantities of schedule I and II controlled 
substances, and the list I chemicals 
ephedrine, pseudoephedrine. and 
phenylpropanolamine, to be 
manufactured in the United States in 
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 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 and of all 
substances manufactured from the class 
or chemical, and trends in inventory 
accumulation; (4) projected demand for 
such class or chemical as indicated by 
procurement and chemical import 
quotas requested 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 
requirements, and reserve stocks, as the 
Deputy Administrator finds relevant. 
Other factors DEA considered in 
calculating the aggregate production 

quotas, but not the assessment of annual 
needs, include product development 
requirements of both bulk and finished 
dosage form manufacturers, and other 
pertinent 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, 
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 II aggregate 
production quotas, and certain schedule 
I aggregate production quotas (gamma-
hydroxybutyric acid and 
tetrahydrocannabinols), an additional 
25% of the estimated medical, 
scientific, and research needs as part of 
the amount necessary to ensure the 
establishment and maintenance of 
reserve stocks. The resulting established 
aggregate production 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 anticipate 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, 
pseudoephedrine, and 
phenylpropanolamine, expressed in 
grams of anhydrous acid or base, be 
established as follows: 
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and for ephedrine, pseudoephedrine,

and phenylpropanolamine. This

responsibility has been delegated to the
Administrator or the DEA by 28 CFR
0.100. The Administrator, in turn, has

redelegated this function to the Deputy

Administrator, pursuant to 28 CFR
0.104.

The proposed year 2013 aggregate
production quotas represent those
quantities of schedule I and II controlled

substances, and the list I chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine, to be
manufactured in the United States in
2013 to provide for the estimated

medical, scientific, research, and
industrial needs of the United Slates,
lawful export requirements, and the

of your comment. You must also place establishment and maintenance of
all the personal identifying information reserve stocks. These quotas include
you do not want posted online or made imports of ephedrine, pseudoephedrine,
available in the public docket in the first ?nc* phenylpropanolamine but do not
paragraph of your comment and identify include imports of controlled
what information you want redacted. substances for use in industrial

If you want to submit confidential processes,
business information as part of your determining the proposed 2013
comment, but do not want it to be aggrsgate production quotas and
posted online or made available in the assessment of annual needs. DEA has
public docket, you must include the *aken '"1° account the criteria that DEA
phrase "CONFIDENTIAL BUSINESS ls required to consider in accordance
INFORMATION" in the first paragraph with 21 U.S.C. 826(a), 21 CFR 1303.11
of your comment. You must also (aggregate production quotas for
prominently identify confidential controlled suhstances), and 21 CFR
business information to be redacted 1315.11 (assessment of annual needs for
within the comment. If a comment has ephedrine, pseudoephedrine, and
so much confidential business phenylpropanolamine). DEA proposes
information that it cannot be effectively toe aggregate production quotas and
redacted, all or part of that comment assessment of annual needs for 2013 by
may not be posted online or made considering (1) total net disposal of the
available in the public docket. class or chemical by all manufacturers

Personal identifying information and and chemical importers during the
confidential business information current and two preceding years; (2)
identified and located as set forth above trends in the national rate of net
will be redacted, and the comment, in disposal of the class or chemical; (3)
redacted form, will be posted online and l°tal actual (or estimated) inventories of
placed in the DEA's public docket file. 'he class or chemical and of all
Please note that the Freedom of substances manufactured from the class
Information Act applies to all comments or chemical, and trends in inventory
received. If you wish to inspect tho accumulation; (4) projected demand for
agency's public docket file in person by such class or chemical as indicated by
appointment, please see the FOR procurement and chemical import
FURTHER INFORMATION CONTACT quotas requested pursuant to 21 CFR
paragraph. 1303.12, 1315.32, and 1315.34; and (5)

other factors affecting the medical,
scientific, research, and industrial needs
in the United Stales, lawful export

requirements, and reserve stocks, as the
Deputy Administrator finds relevant.
Other factors DEA considered in

Posting ofPublic Comments 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 PR 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 II aggregate

production quotas, and certain schedule
I aggregate production quotas (gamma-
hydroxybutyric acid and

tetrahydrocannabinols), an additional
25% of the estimated medical,
scientific, and research needs as part of

the amount necessary to ensure the
establishment and maintenance of
reserve 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 anticipate 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 1 chemicals ephedrine,

pseudoephedrine, and
phenylpropanolamine, expressed in
grams of anhydrous acid or base, be
established as follows:

Please note that all comments
received are considered part of the

public record and made available for
public inspection online at http://
mvw.reguIalions.gov and in the DEA's

public docket. Such information
includes personal identifying

information (such as your name,
address, etc.) voluntarily submitted by

the commenler.
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

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 I and II calculating the aggregate production
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Proposed 
2013 

quotas 
9 

Basic Class—Schedule 1 

1-(5-Ffuoropenty1)-3-(1-naphthoyl)indole (AM2201)  
1-(5-Fluoropenty1)-3-(2-iodobenzoypindote (AM694)  
111-(2-Thienyl)cyctohexylipiperidine  
1-12-(4-Morpholinyl)ethy11-3-(1-naphthoyl)inciole (JWH-200)  
1-Butyl-3-(1-naphthoyl)indole (JWH-073)  
1-Cyctohexylethy1-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8)  
1-Hexyt-3-(1-naphthoyl)indote (JWH-019)  
1-Methyl-4-phenyl-4-propionoxypiperidine  
1-Pentyl-3•(1-naphthoyl)indole (JWH-018 and AM678)  
1-Penty1-3-(2-chlorophenylacetyl)indole (JWH-203)  
1-Penty1-3-(2-methoxyphenylacetyl)indole (JWH-250)  
1-Pentyl-3•(4•chloro-l-naphthoyi)indole (JWH-398)  
1-Pentyl-3•(4-methyl-1-naphthoyl)indole (JWH-122)  
1-Penty1-3-11-(4-melhoxynaphthoyf)]indole (JWH-081)  
1-Pentyl•3-[(4-melhoxy)-benzoyl]indole (SR-19, RCS-4)  
2-(2,5-Dimethoxy-4-(n)-propylpheny1)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-Dimethoxyphenyt)ethanamine (2C-H)  
2-(4-Chtoro-2,5-dimethoxyphenyl)ethanamine (2C-C)  
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-1)  
2,5-Dimethoxy-4-ethylamphetamine (DOET)  
2,5-Dfmethoxy-4-n-propylthiophenethylamine  
2,5-Dimethoxyamphetamine  
2(4-(Ethylthio)-2,5-dimethoxyphenyljethanamine (2C-T-2)  
244-(Isopropy1thlo)-2,5-dimethoxyphenyllethanamine (2C--T-4)  
3-Methylfentanyl 
3-Methylthiofentanyt  
3,4-Methylenedioxyamphelamine (MDA)  
3,4-MeIhylenedloxy-N-methylcathinone (methylone)  
3,4-Methytenedioxy-N-ethylamphetamine (MDEA)  
3.4-Methytenedioxymethamphetamine (MDMA)  
3,4-Methylenedioxypyrovalerone (MDPV)  
3,4,5-Trimethoxyamphetamine  
4-Bromo-2,5-dimethoxyamphetamine (DOB)  
4-Bromo-2,5-dimethoxyphenethylamine (2-CB)  
4-Methoxyamphetamine  
4-Methylaminorex  
4-Methyl-2,5-dimethoxyamphetarnine (DOM) 
4-Methyl-N-methylcathinone (mephedrone)  
5-(1,1-Dfmethylhepty1)-21(1R,3S)-3-hydroxycyclohexyll-phenol  
5-(1,1-Dimethylocty1)-2-[(1R3S)-3-hydroxycyclohexyf]-phenol (cannabicyclohexanol or CP-47, 497 C8-homotog) 
5-Methoxy-3,4-methyienedioxyamphetamine  
5-Methoxy-N,N-diisopropyltryptamine  
5-Methoxy-N,N-dimethyltryptarnine  
Acetyl-alpha-methyltentanyl  
Acetytdihydrocodeine  
Acetytmethadol  
Allylprodine  
Alphacetylmethado1  
Alpha-ethyttryptamine  
Alphameprodine  
Alphamethadol  
Alpha-methyltentanyl  
Alpha-methylthiofentanyl  
Alpha-methyltryptamine (AMT)  
Aminorex  
Benzylmorphine  
Betacetylmethadol  
Beta-hydroxy- 3-methylfentanyt  
Beta-hydroxylentanyt  
Betameprodine  
Betamethadol  
Betaprodine  
Bufotenine  
Cathinone  
Codeine-N-oxide  
Desomorphine  

45 
45 
5 

45 
45 
45 
45 
2 

45 
45 
45 
45 
45 
45 
45 
15 
15 
15 
15 
15 
15 
15 
12 
12 
12 
15 
15 
2 
2 

30 
15 
24 
35 
15 
12 
12 
12 
88 
12 
12 
15 
68 
53 
12 
12 
10 
2 
2 
2 
2 
2 

12 
2 
2 
2 
2 

12 
12 
2 
2 
2 
2 
2 
2 
2 
3 

12 
602 

5 
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Proposed
2013

quotas

9

Basic Class—Schedule i

l-(5-Fluoropentyl)-3-(1-naphlhoyl)indole (AM2201) 	
1-(5-Fluoropcntyl)-3-{2-iodobenzoyl)indole (AM694) 	

1-[1-{2-Thienyl)cyclohexyl]piperidine 	

1-[2 (4-Morpholinyl)ethyl]-3-(1-naphthoyl)indo1e (JWH-200) 	

1-Butyl-3-(1-naphthoyl)indole (JWH-073) 	

1-Cyclohexy!ethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 	

1Hexyl-3-(1-naphthoyl)indole (JWH-019) 	

1-Methyl-4-phenyl-4-propionoxypiperidine 	

1-Pentyl-3-(1-naphlhoyl)indole (JWH-018 and AM678) 	

1-Penty!-3-(2-chlorophenylacetyl)indolo (JWH-203) 	

l-Pcnty]-3-(2-methoxyphcnylacctyl)indolc (JWH-250) 	
1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 	

1-Pentyl-3-(4-methyl-1-naphthoyt)lndole (JWH-122) 	

1-Pentyl-3-I1-(4-melhoxynaphthoyl)]indole (JWH-081) 	

1-Pentyl-3-((4-methoxy)-benzoy]]indole (SR-19. RCS-4) 	

2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) 	

2-(2,5-Dimethoxy-4-ethylphenyl)cthanamine (2C-E) 	

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 	

2-(2.5-Dimathoxy-4-nitro-phenyl)ethanamine (2C-N) 	

2-{2,5-Dimethoxyphenyl)ethanamine (2C-H) 	

2-{4-Ch!oro-2,5-dimethoxyphenyl)ethanamlne (2G-C) 	

2-{4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-1) 	

2.5-Dimethoxy-4-ethylamphelamine (DOET) 	

2.5-Dlm0thoxy-4-n-propylthiophenethylamine 	
2.5-Dimethoxyamphetamine 	

2-[4-(Ethyl1hio)-2.5-dimethoxyphenyllethanamine (2C-T-2) 	

2-[4-(lsopropylthlo)-2.5-dimethoxyphenyl]ethanamine (2C-T-4) 	 :.	

3-Methylfentany	l	

3-Methyllhiofentany	l	 	

3,4-Melhylenedioxyamphelamine (MDA) 	

3,4-Melhylonodioxy N-methylcathinone (methylone) 	

3,4-Methylonedioxy-N-ethylamphetamino (MDEA) 	

3.4-Melhylenedioxymethamphelamine (MDMA) 	

3.4-Melhylonedioxypyrovalerone (MDPV) 	
3.4,5-Trimethoxyamphetamine 	

4-Bromo-2,5-dimethoxyamphetamine (DOB) 	

4-Brorno-2.5-dimethoxyphenethylamine (2-CB) 	

4-Methoxyamphetamine 	
4-Methylaminorex 	 		

4-Molhyl-2.5-dime(hoxyamphelamine (DOM) 	

4-Methyl-N-methylcathinone (mephedrone) 	

5-O.I-Dlmethylheptyl^KIR.SSJ-S-hydroxycyclohoxyll-phenol 	
5-(1,1-Dimethyloctyl)-2-[(1R.3S)-3-hydroxycyclohexyI]-phenol (cannabicyclohexanol or CP-47, 497 C8-homo!og)

5-Methoxy-3,4-melhylenedioxyamphotamine 	

5-Me!hoxy-N,N-diisopropyltryptamlne 	

5-Melhoxy-N,N-dimethyltryplamine 	

Acetyl alpha-methylfenlanyl 	

Acetyldihydrocodeine 	
Acetylmethadol 	

Allylprodine 	

Alphacetylmethado! 	
Alpha-ethyltryptamine 	

Alphameprodinc 	
Alphamethadol 	 		

Alpha-methyllentanyl 	

Alpha-methylthiofentanyl 	

Alpha-methyltryptamine (AMT) 	 		
Aminorex 	

Benzylmorphine 	
Betacetylmethadol 	 		

Be1a-hydroxy-3-methy|[entany[ 	

Beta-hydroxyfentany! 	

Belameprodine 	

Betamethadol 	
Betaprodino 	

Bufotenine 	

Cathinone 	

	 	

Desomorphlne 	 	

45

45

5

45

45

45

45

2

45

45

45

45

45

45

45

15
15
15

15

15

15

15

12

12

12

15

15

2

2

30

15
24

35

15

12

12

12

88

12

12

15

68

53

12

12

10

2

2

2

2

2

12

2

2
I

2

2

12

12

2

2

2

2

2

2

2

3
12

602

5
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Proposed 
2013 

quotas 
g 

Diethyltryptamine  12 
Difenoxin  50 
Dihydromorphine  3,300,000 
Dimethyllryptamine  18 
Gamma-hydroxybutyric acid  46,250,000 
Heroin  25 
Hydromorphinot  54 
Hydroxypethidine  2 
Ibogaine  5 
Lysergic acid diethylamide (LSD)  30 
Marihuana  21,000 
Mescaline  13 
Methaqualone  10 
Methcathinone  14 
Methyldihydromorphine  2 
Morphine•N-oxide  655 
N-Benzylpiperazine  12 
N,N-Dimethylamphetamine  12 
N-Ethylamphetamine  12 
N-Hydroxy-3,4-methylenedioxyamphetamine  12 
Noracymethadol  2 
Norlevorphanol 52 
Norm ethadone  2 
Narmorphine  18 
Para•ftuorofentanyl  2 
Phenomorphan  2 
Photcodlne  2 
Properidine  2 
Psilocybin  2 
Psilocyn  4 
Tetrahydrocannabinols  491,000 
Thiofentanyl  2 
Tilidine  10 

4ftwir Trimeperidine  2 

Bask Class—Schedule II 

1-Phenylcyclohexylamine  3 
1-Pipe rdinocyclohexanecarbonitrile  21 
4-Anilino-N-phenethy1-4-piperidine (ANPP)  2,250,000 
Alfentanil  38,250 
Alphaprodine  3 
Amobartital  9 
Amphetamine (for conversion)  18,375,000 
Amphetamine (for sale)  38,000,000 
Carfentanil  6 
Cocaine  240,000 
Codeine (for conversion)  81,250,000 
Codeine (for sale)  49,506,250 
Dextropropoxyphene 19 
Dihydrocodeine  250,000 
Diphenoxyfate  750,000 
Ecgonine  127,500 
Ethylmorphine  3 
Fentanyl  2,108,750 
Glutethimide  3 
Hydrocodone (for sale)  78,750,000 
Hydromorphone  4,535,000 
Isomethadone  5 
Levo-alphacetylmethadol (LAAM)  4 
Levomelhorphan  6 
Levorphanot  4,500 
Lisdexamfetamine  19,250,000 
Meperidine  6,875,000 
Meperidino Intermediate-A  6 
Meperidine Intermediate-B  11 
Meperidine Intermediate-C  6 
Metazocine  
Methadone (for sale)  25,000,000 
Methadone Intermediate  32,500,000 
Methamphetamine  3,912,500 
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Proposed
2013

quotas

9

Dielhyltryptamine 	
Difcnoxin 	
Dihydromorphine 	
Dimethyltryptamine 	
Gamma-hydroxybutyric acid 	
Heroin 	
Hydromorphinol 	

Hydroxypethidine 	

Ibogaine 	

Lysergic acid diethylamido (LSD) 	
Marihuana 	

Mescaline 	
Melhaqualone 	 ..	

Methcathinone 	

Melhyldihydromorphine 	
Morphine-N-oxide 	
N-Benzylpiperazine 	

N,N-Dimethylamphctamine 	

N-Ethylamphetamine 	 	

N-Hydroxy-3.4-methylenedioxyamphetamine

Noracymethadol 	 	
Norlevorphanol 	 	
Normethadone 	
Normorphine 	

Para-lluorofentanyl 	

Pheromorphan 	

Pholcodine 	

Properidine 	

Psilocybin 	

Psilocyn 	

Tetrahydrocannabinols 	
Thiofentanyl 	

Tilidine 	

Trimeperidine 	

12

50

3.300.000

18

46.250,000
25

54

2

5
30

21.000

13

10

14

2

655

12

12

12

12

2

52

2

18

2

2

2

2

2
4

491.000
2

10

2

Basic Class—Schedule II

31-Phenylcyclohexylamine 	

1-PiperdinocyclohexanecartJonitrile 	

4-Ani!ino-N-phenethyl-4-piperidine (ANPP)
Alfentanil 	

Alphaprodine 	
Amobarbita! 	

Amphetamine (for conversion) 	
Amphetamine (for sale) 	

Cartentanil 	
Cocaine 	

Codeine (for conversion) 	

Codeine (for sale) 	
Dextropropoxyphene 	

Dihydrocodeine 			

Diphenoxylate 	

Ecgonine 	

Ethylmorphine 	
Fentanyl 	

Glutethimide 	

Hydrocodone (tor sale) 	

Hydromorphone 	
Isomethadone 	

Levo-alphacetylmethadol (LAAM) 	
Levomelhorphan 	 ?.	
Levorphanol 	
Lisdexamfelamine 			

Meperidine 	

Meperidine Intormediate-A 	

Meperidine Intermediate-B 	
Meperidine Intermediate-C 	
Melazoclne 	
Methadone (for sale) 	

Methadone Intermediate 	
Methamphetamine 	

21

2.250.000

38.250

3

9

18.375,000

38.000,000

6

240,000

81,250,000

49,506,250

19

250.000

750.000

127.500

3

2.108.750

3

78.750,000

4,535.000

5

4

6

4.500

19.250.000

6.875.000

6

11

6

6

25.000.000

32.500.000

3.912.500
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Proposed 
2013 

quotas 
9 

(962,500 grams of levo-desozyephecinne for use in a non-controlled, non-prescription product; 2,888,750 grams 
for methamphetamine mostly for conversion to a schedule Ill product; and 61,250 grams for methamphet-
amine (for sale)). 

Methylphenidate  72,250,000 
Morphine (for conversion)  103,750,000 
Morphine (for sale)  51,250,000 
Nabilone  25,628 
Noroxymorphone (for conversion)  9,000,000 
Noroxymorphone (for sale)  508,750 
Opium (powder)  91,250 
Opium (tincture)  1,287,500 
Oripavine  22,750,000 
Oxycodone (for conversion)  10,250,000 
Oxycodone (for sale)  123,375,000 
Oxymorphone (for conversion)  16,000,000 
Oxymorphone (for sale)  6,875,000 
Pentobarbital  42,500,000 
Phenazocine  6 
Phencyclidine  30 
Phenmetrazine  3 
Phenylacetone  20,000.000 
Racemethorphan  3 
Remifentanil  2,500 
Secobarbital  215,003 
Sufentanil  6,250 
Tapentadol  13,500,000 
Thebaine  145,000,000 

Basic Class—List I Chemicals 

Ephedrine (for conversion)  12,000,000 
Ephedrine (for sate)  3,200,000 
Phenylpropanolarnine (for conversion)  25,700,000 
Phenylpropanolamine (for sale)  4,400,000 
Pseudoephedrine (for sale)  185,000,000 

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

publish in the Federal Register a final 
order establishing the 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: July 31, 2012. 
Thomas M. Harrigan, 
Deputy Administrator. 
IFR Doe. 2012-19052 Filed 8-2-12: 8:45 ami 

BILLING CODE 4410-09-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 Securities by Index 
and Model-Driven Funds 

ACTION: Notice. 

SUMMARY: The Department of Labor 
(DOL) is submitting the Employee 

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 Papenvork 
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 Reglnfn.gov 
Web site, h tip ://www.reginfo.gov/ 
publio/do/PRAMain, on the day 
following publication of this notice or 
by contacting Michel Smyth by 
telephone at 202-693-4129 (this is not 
a toll-free number) or sending an mail 
to DOL PliA_PUBLICCOdol.gov. 

Submit comments about this request 
to the Office of Information and 
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Proposed
2013

quotas

9

(962.500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 2.808,750 grams
for methamphetamine mostly for conversion to a schedule III product; and 61,250 grams for methamphet-

amine (for sale)].

72,250,000

103,750,000

51.250,000
25,628

9,000,000

508,750

91,250

1.287,500

22,750,000

10,250,000

123,375.000

16,000,000

6,875,000

42,500.000

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 	

Remifenlanil 	

Secobarbital 	
Sufentanil 	

Tapentadol 	
Thebaine 	

6

30

3

20,000.000
3

2.500
215,003

6,250

13.500,000

145,000,000

Basic Class—List I Chemicals

Ephedrine (lor conversion) 	
Ephedrine (lor sale) 	

Phenylpropanolamine (lor conversion)
Phenylpropanolamine (lor sale) 	

Pseudoephedrine (lor sale) 	

12,000,000

3,200,000 .

25,700,000

4,400,000

185.000,000

The Deputy Administrator further
proposes that aggregate production
quotas for all other schedule I and II
controlled substances included in 21
CFR 1308.11 and 1308.12 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

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 1 chemicals

ephedrine, pseudoephedrine, and
phenylpropanolamine.

Dated: July 31, 2012.

Thomas M. Harrigan,

Deputy Adminixtra tor.

[FR Doe. 2012-19052 Filed 8-2-12: 3:45 ami

BILLING CODE 4410-0&-P

Benefits Security Administration
(EBSA) sponsored information
collection request (ICR) tilled,
"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 he obtained from the Reglnfn.gov
Web site, http://www.reginfo.gov/
public/do/PRAMain, on the day
following publication of this notice or

by contacting Michel Smyth by
telephone at 202-693-4129 (this is not
a toll-free number) or sending an email
to DOL_PRA_PUBUC@dol.gov.

Submit comments about this request
to the Office of Information and

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
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 SUMMARY: The Department of Labor

(DOL) is submitting the Employee

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 Securities by Index
and Model-Driven Funds

ACTION: Notice.

is held, the Deputy Administrator will
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2003 Estab :V( OfTUtentS 

Drug J company I Cornmeni Amount Response Pro.0111cd APO Foal)lish APO Change 
amphetamine ( ro,_mwtniork) (b )(4 ) increase APO 219,000 increase APO, based on I isdes arnfes amine 14300 000 18.300.000 3.600.000 

arnphetamine (for sale) 
increase APO 800 000 

increase APQ, based on sales 30,400,000 34.100,000 3.700,000 increase APQ 1.820_0041 
1 100000 increase APO 

codeine (for conversion) increase APO 13.500.000 APQ adequate, no change 65,000,000 65,000,000 • 
codeine (for sale) decrease AIN) 6.588.000 APQ adequate, no change 39.605 000 39.60$,000 • 

gammis)+ydroxvbutvric !Kid increase APO 1.660,000 APQ adequate, no change 37,000,000 37,000,000 - 

hydrocodone (far sale) ;nett.. APO 32,812.550 
10,000.000 

increase APQ. based on sales 63,000.000 79,700,000 16,700.000 
increase APO 

hydromorptione increase APO increase APQ, based on IMS data 1,628.000 4,775_000 1,147,000 
jevo-Inetharroktmine increase APO 12,800 increase APO, based on new requests 770 000 790.000 20,0001

lisdexamfetamine increase APO 123 in0,
increase APQ, based on exports 15,400,000 16,800,000 1,400,000 

increase APO 4.600.009 

meperidine increase AN_ 26,1 ,0_, APQ adequate, no change 5,500,000 5,500,000 -
increase APO 93,000 

rncthylphertidate 
increase APO 951 000 

increase APQ, based on exports 57,800,000 64,600,000 6.800.000 decrease APO 2,900.000 
increase APO 3,000,000 

morphine (for conversion) 
increase APO . L5000012, 

7.796.000 
APQ adequate, no change 83.000,000 83,000.000 -

decrease APO 

morphine (for se e) 
*rem Apr) 7.500,000, 

50 
increase APQ, based on sales 41,000,000 48.200,000 7,200,000 

inergkSe APS) 
norOsvnlOrnhone (for conversion! increase APO 6,400.0004 APQ adequate, no change 7.200.0r 7,200,000 - 

orbs vine increase APO 41,0043 APQ adequate. no change 18.20106 18,200,000 - 
oxycodone (for sale) increase APQ 12.000,000 increase APO, based on vies 98.700,000 105,200.000 6.500.000 

Os, rtIOnShone (for conversion) d_Cstease_Apo 235.000 increase APO, based nn new requests 12.100,000 14.700.000 1,900,000 
oxymorphona (for sale) decrease APO 7,077.030 APO adequate, no chantv 5,500,000 5,500,000 - 

rernifentanil increase APO 1.820 increase An. based on new requests 2,000 3,000 1.000 
sufentanil increase APQ 300 increase APQ, based on new requests 5,000 5,002 2 
tapentadol increase APO - increase APO, based on new requests 10.800,000 11,000,000 200,000 
thetiaine Jecresx AP() 1000_00.3 APO adequate, no change 116.000 000 116.000.000 - 

CI\1EA Chemical 
PPA (for conversion) 

Additional Considerations: 

Number of rcgis rants/entities commenting: 6 (one non-reuiurant) 
Number of drugs commented on: 22 

b)(4) 
Comnanv i Comment 

Number of registrants/entities commenting: 
Number of List ) chemicals commented on: 

increase APO 
Amount 

2.200.000 
Response Proposed APO - 

25.700,000 

22 

Fstahlish APO 
25,700,003_

(Tante 

Druz Response Proposed Revised Change 
3,a.methyl tnedioxy-N•methyjcithi one (methilone) increase APO. based Di new requests i5 35 20 

N-Bentylpipcorrine incr. AP % (2 haso1.,,o:ipelii ggoliv s 12 15 5 
3,4,methylenedioxvpyrovalerone increase APO, based on new requests 15 25 10 

4-methyl•N•rneskylcathinonc (rnephcdtone) increase APO, based on new requests IS 25 10 

• 

APO w/)5'/. buffer 
22,875.000-, 

42,623.000 

99,625,000 

5 968 750, 
987,500 

21,000,000 

80,750,000 

60.250.000 

131,500.000 
18.175.000 

3,750 
6,253

13,75.Q220
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i (
2013 Estab is amments

I
APO »>»'/ buffer

22.875.000
Fsl.hllsh APQ £IlE2K£Propped APQ,Comment RrmormStomas. AmnuntUn»g

3.600 000inctease APQ, based on lisdesimfeltmir.c 14.700 000210.000 18.300 000increase APQamphetamine (for conversion) (b)(4)
800.000increase APO

42.625.000J.700.000increase APQ, based on sales 3Q.40O.COO 34.100.000amphetamine (for sale)

increase APQ

increase APQ

decrease APQ

Increase APQ

inrieam ApQ

incrcttf APQ

|ntreaW APQ

increase APO

increase APQ

100 000
6S.000.000 65,000,000

39,605.000
codeine [for conversion) APQ adequate, no charme13.500.000

6,588,000 19.605 000APO adcqualt.no change	codeine (for sjle)		
eirnma bydroxvbutyric acd 37.000.000 J7.000.000APO adequate, no changeI.660.0QQ

""Wi 99.62S.00079,700.000 f6.700.00063,000.000increase APO, based on saleshydrocodone (for sale)
10 000,000

4,775,000increase APO, based on IMS data 126L2121 .678.000 1. 1 47.000hy Jm-norpbonc
221500790.000 Mm771020_ujss

171 500

increase APQ, based nn new requestiherminekvpvnsibi
21,000.00016,800,000 1.400,0001 5,400,000increase APO. based on exportslisdexamfetamine

increase ACQ
increase APQ

increase APQ

increase APO

4 600,000

76.160 5.500,000 5.500.000APQ adequate. no changemeperidine
91000

95 1 00O
80.750.00064,600.000 6. 800.00057,800,000decrea^ APQ

increase APQ

increase APQ, based on exportsmclhylphenidate 1901000

1001000

1501000

1296,000

increase APO

decrease.AP.Q

increase APO

•nqteatc APO

increase APQ

increase A££

83,000.000APQ adequate, no change 83,000,000morphine (for conversion)

7 400000 60.250.0007.200,00048.200.000increase APQ, based on sales 41,000,000morphine (for u!e)

APO adequate, no change 7.700.00" 7.7QO.QQO,6,400,000

41.000
noroxymorphone (for conversion)

18,200,000
105,200,000

APO adequate, no change IM01200Cirfaavine
111.500 000

1 8.175.000
98 700.000increase APO, based on sales

increase_APQ. based

increase APQ 11000

235000

2.077.000

000oxycodone ( for sale)
14,700,000 1 ,900,00012,800,000dfcgaseAPQ

decrease APQ

.increase APQ

increase APO

inciease APO

oavmorphone (for conversion) nn new requests

APQ adequate, no change 5,500.000

2,000

5,500,000oaymorohone (for talc)

remifenlanil
3 7503,000 j.«aincrease APO, based on new requests1.820
62538,000 5,002increase APQ, based on nesx requests122lufer.'.anii

200,000 I3.750.p0010,800,000

H 6,000,090

11000.000inciease APO, based on new requeststaoentidol
I16.COO.OOOAPQ adequate, no chancedecrease APQ 3,000,000thebaine

6 (one non-registrant)Number of regislrants/enliliea commenting:
Number of drugs commented on: 2222

Proposed APQ Fstahliih APO
25.700.000 1 25,700,000

Oj»n«_ResponseCnmniny Comment AmnunlCM FA Chemical
PPA (for conversion) 2. 200.000increase APO.Ib)(4)

Number or rcglstrantsJentllin commr nting:
Number of Uat I chemicals commented on:

1

I

Additional Considerations;
RevisedProposedResponse	

increase APO. based on new requests
	 		 	 		 		

3. 4- methyl cr.edicxv-N-mcthyicsthi an; (methylene)

	 N-Benzvlni peraainc	
3.4.meth»lenedioavpvrovalerone	

4-methvl-N.methvlcaihinonc (raenhedtonel

2015 35

1(212increase APO based on new requests

increase APQ. based on new requests

increase APQ based on new requests

102511
28 J!15

/

\
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Drug Proposed APQ w/ 25% buffer Establish APO 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 

lisdexamfetarnine 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 

Page 55 

Establish APQ w/ 25% bufferProposed APQw/ 25% bufferDrug

22,875,000amphetamine (for conversion) 18,375,000

amphetamine (for sale) 42,625,00038,000,000

hydrocodone (for sale) 99,625,00078,750,000

5,968,750hydromorphone 4,535,000

987,500levo-methamphetmine 962,500

21,000,000lisdexamfetamine 19,250,000

80,750,000methylphenidate 72,250,000

morphine (for sale) 51,250,000 60,250,000

oxycodone (for sale) 123,375,000 131,500,000

oxymorphone (for conversion) 18,375,00016,000,000

remifentanil 2,500 3,750

sufentanil 6,2536,250

tapentadol 13,500,000 13,750,000

Page 55Vol. I



M CONFIDENTIAL 
RECEIVED 

ODE 

August 30, 2012 2012 SEP -5 AM 7: 41 

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

Subject: Docket No. DEA-365 

Dear Sirs: 

 manufacturing 
  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 I,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. 

(bli4)(b'N7YE) 

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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ffl CONFIDENTIAL
RECEIVED

ODE

2012 SEP -5 AM 7=UtAugust 30, 2012

DEA Headquarters

Attention: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-365

Dear Sirs:

(OH4) (b)(6)
	 manufacturing

^ _ 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.

I,
b}i4).(t>X7ME)

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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CONFIDENTIAL 

August 30, 2012 

RECEIVED 
, ODE 

2011 SEP -5 Ali 7:41 

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

Subject: Docket No. DEA-365 

Dear Sirs: 

`,b)(4)(b)(6) manufacturing 
(bK4)(h)(71(F) 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 sale) by 1,800,000 grams as base [800,000 
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) 
MethyIphenidate 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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IU CONFIDENTIAL

RECEIVED
ODE

2012 SEP -5 AM 7= U IAugust 30, 2012

DEA Headquarters

Attention: DEA Federal Register Representative/ODL

8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-365

Dear Sirs:

b)(4 ). (b)(6)

M manufacturing

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 sale) by 1,800,000 grams as base [800,000

grams for D,L-Ainphetamine 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 95 1,000 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.

(b|(4) (b)(7)(E

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 1 89 or Form 250

will be submitted shortly pertaining to the items for which we are submitting comments.

Very truly yours
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"Newt: 
To: 
Cc: 
Subject: 

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

Frida Se tember 07, 2012 1:50 PM 

2013 Updated Quota Sheets 

I completed the updating of the manufacturing and procurement 2013 quota sheets for' 
updates are: 

(b)(4)(bX7)(E) 

Manufacturing 

t. )(7 gE) 
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 

Nur 

(b)(4)(b)(7XE) 

Manufacturing 

d,I-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 AOA, 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. ̀')f4) has its main place of business at 
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bX4)(bX6)
>m:

Friday, September 07, 2012 1:50 PM
(bX6)

To:

Cc:

Subject: 2013 Updated Quota Sheets

101(01

(bX7){E)

I completed the updating of the manufacturing and procurement 2013 quota sheets for

updates are:

The

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

Manufacturing

codeine for conversion, 113370 replaces 112303 dj-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

~0S AMA, 113382 replaces 112309

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

t»(4)(b)(7>(t)

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 AOA, 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.
b)(4) has its main place of business at

b)(4(

1
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While ``'4j  aims 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 
documentation. 

2 

internal policy 
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(b)(4)
aims to keep its network free from viruses you should note that we are unable to scan certainWhile

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.

(b)(4)Please note that your communication may be monitored in accordance with
documentation.

internal policy

2
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PUBLIC SUBMISSION 

As of: September 04, 2012 
Received: September 04, 2012 
Status: PendinLPost 
Tracking No. 811009da 
Comments Due: September 04, 2012 
Submission Type: Web 

Docket: DEA-2012-0005 
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 

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 

Name: 
Address: 

(b)(6) 

(b)(4 ) 

Email: 
Phone: 

(bX4)(bX6) 

(b)(4) (bX6) 

Noir Fax (0(4) (b)(6) 

Organization: (b)4) 

Submitter Information 

General Comment 

The attached document constitutes b)(4)(b)(7XE) comments to the Proposed Aggregate 
Production Quotas for Schedule I and II Controlled Substances for 2013. 

[Docket No. DEA-3651 
2013 

Attachments 
(b)(4),(b)(7XE) (Comment to the Proposed Aggregate Production Quotas for 
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b)(4)(b)(6)

bX4)

General Comment

bM4).(b)(7)(E)The attached document constitutes	 	 	
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comments to the Proposed Aggregate

Attachments
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Comment to the Proposed Aggregate Production Quotas for[Docket No. DEA-365]
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tb)(4i 

(b)(4) 

September 4, 2013 

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

Attn: DEA Federal Register Representative [Docket No. DEA-3651 

This letter constitutes rb"4'  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 either the amounts of any 
available aggregate quotas or the planned allocation of any aggregate, 
requests that DEA make any adjustments to the aggregate quotas sufficient to satisfy its 
requests for increased manufacturing quotas, which are outlined below. Because this 
comment contains proprietary information on its manufacturing quota needs, we also 
request that DEA treat this entire document as confidential. 

(0(4) 

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

1100 Amphetamine 

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

1724 Methylphenidate 

requests 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) 

•equests that the initial aggregate be sufficient to include its request for 
,400, 00 grams AA of Noroxymorphone (for conversion) manufacturing quota for 2013. 

Contains Confidential and Proprietary Information 
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(b)(4)

b«4;

September 4, 2013

Acting Deputy Administrator

Drug Enforcement Administration
Washington, D.C. 20537

Attn: PEA Federal Register Representative [Docket No. DEA-3651

(bX4)
comments on the Proposed Initial AggregateThis letter constitutes

Production Quotas for 201 3, as published in Federal Register on August 3, 2012, FR Vol.
77, No. 150, pages 46519-46523.

In light of the fact that[
available aggregate quotas or the planned allocation of any aggregate,
requests that DEA make any adjustments to the aggregate quotas sufficient to satisfy its

requests for increased manufacturing quotas, which are outlined below. Because this

comment contains proprietary information on its manufacturing quota needs, we also

request that DEA treat this entire document as confidential.

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

has no knowledge of either the amounts of any(bX4)

1100 Amphetamine

(b)(4)

	 requests that the initial aggregate be sufficient to include its request for
1,100,000 grains AA ofAmphetamine manufacturing quota for 2013.

1724 Methylphcnidate

	 Jrequests that the initial aggregate be sufficient to include its request for
12,000,000 grams AA of Methylphcnidate manufacturing quota for 2013.

9668 Noroxymorphone (for conversion)

requests that the initial aggregate be sufficient to include its request for
6,400,000 grams AA ofNoroxymorphone (for conversion) manufacturing quota for 2013.

(b)(4'

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

9652 Oxymorphone (for conversion) 

requests 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 

Sincerely, 
t, X61 

Supervisor, Controlled Substance Compliance 
b)(4) (bX6) 

(b r(.1) original request. 

Contains Confidential and Proprietary Information 
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DEA Federal Register Representative
[Docket No. DEA-365]

September 4, 2012 Page 2 of 2

9652 Oxymorphone (for conversion)

Requests 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 fromj

[b)(4i

bX4i
original request.

Sincerely.
t>X6)

Supervisor, Controlled Substance Compliance
(bX4) (bX6)

Contains Confidential and Proprietary Information
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(t )(4) 

(b)(4( 

August 31, 2012 

Drug Enforcement Administration 
Attention: DEA Federal Register Representative/ODL 
Office of Diversion Control 
8701 Morrisette Drive 
Springfield, VA 221.52 

RE; Docket No. DEA-365 

Dear Sirs: 

(b)(4) Comment 

(NM (b":(7)(E;,
have 

submitted suota correspondence as set forth in the table below for the following manufacturing 
categories equests that the correspondence provided to the Quota Unit, which 
constitutes "CONFIDENTIAL BUSINESS INFORMATION", be considered during the 2013 
Aggregate Production Quota review. 

GI,4) 

Quota Category 
Quota 

Application 
Ref. # 

Material Name Action Needed 

Manufacturing 1 12416 Codeine - 9050 
An aggregate increase on 

(Dj{4) customer demand 

Manufacturing 112415 Morphine - 9300 
_ 

An aggregate increase based on
no) customer demand 112414 Morphine for Conversion- 9300 

Manufacturing 112418 Oxycodone for Sale — 9143 An aggregate increase based on 

b)(4) customer demand 

Manufacturing 
112420 

112421 
Oxymorphone for Conversion -9652 

Oxymorphone for Sale - 9652 

An aggregate increase based on
1(b)(4) 

customer demand 

Manufacturing 112421 Oxymorphone for Sale -9652 
An aggregate increase based on 

(b )(4 i customer demand 

Manufadturing 112337 Oripavine- 9330 
An aggregate increase based on 
(00) customer demand 

An aggregate increase based on Manufacturing 112338 Hydromorphone - 9150 (b)(4) customer demand 

Manufacturing 112330 Hydrocodone for Sale — 9193 An aggregate increase based on
(b)(4) customer demand

An aggregate increase based on Manufacturing 1 12339 Methylphenidate — 1724 Fb)(4) (customer demand 

Thank you in advance for considering these requests. If you have any questions regarding this 
request, please do not hesitate to contact me at 

Besirdards, 
b)(6) 

b)(4) (b)(6) 

/ Director, Process Engineering and DEA Compliance 
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(b)(4)

(b)(4)

August 31, 2012

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODL

Office of Diversion Control

8701 Morrisctle Drive

Springfield, VA 22152

RE: Docket No. DEA-365 b)<4) Comment

Dear Sirs:
b)(4) (bX'WE)
	 have

submitted quota correspondence as set forth in the (able below for the following manufacturing
• i D>(4)

categories

constitutes "CONFIDENTIAL BUSINESS INFORMATION", be considered during (he 2013

Aggregate Production Quota review. 	

equests that the correspondence provided to the Quota Unit, which

Quota

ApplicationQuota Category Material Name Action Needed

Ref.#

An aggregate increase on

customer demand
Manufacturing 112416 Codeine - 9050

(b)(4)

112415

112414

Morphine - 9300 An aggregate increase based on

customer demand
Manufacturing

Morphine for Conversion- 9300 (DM4)

An aggregate increase based on

[customer demand
Manufacturing 112418 Oxycodone for Sale - 9 143

b)(4)

112420

112421

Oxymorphone for Conversion -9652

Qxymorphone for Sale -9652

An aggregate increase based on
»>X4)

Manufacturing
customer demand

An aggregate increase based on

[customer demand
Oxymorphone for Sale -9652Manufacturing 112421

!bX4)

An aggregate increase based on

customer demand
Manufacturing

Manufacturing

112337 Oripavine- 9330 (bX4)

An aggregate increase based on

customer demand
112338 Hydromorphone - 9 1 50

(b)(4)

An aggregate increase based on

|customcr demand
Manufacturing 112330 Hydrocodone for Sale - 9 193

(b)(4)

An aggregate increase based on

lcustomcr demand
Manufacturing 112339 Methylphenidute - 1724

b)(4)

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

request, please do not hesitate to contact me at |b)W(i»(6) •

Bes/e^ards^
b)(6)

/ Director, Process Engineering and DEA Compliance
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Syportinc9 --/D 

/6t.TD ezmmegi-B 

August 31, 2012 

Drug Enforcement Administration 
DDEQ 

Office of Diversion Control 
8701 Morrisette Drive 
Springfield, VA 22152 

RE: Docket No. DEA-365 Comment 

Dear MS. yr, ,,{01 

have 
submitted 2013 manufacturing quota requests as set forth in the table below for the following 
drug classes.'D,c4, requests that the information provided in this correspondence be 
considered during the 2013 Aggregate Production Quota review. 

Site uota 
CQategory 

Quota 
Application 

Ref. # 
Material Name 

2013 April 
Submission 

kgs base 

Revised 
2013 Quota 

kgs base 

Change 
kgs base 

gi
b)01 Manufacturing 112416 Codeine - 9050 21,12] 14,533 (6,588) 

Manufacturing 112415 Morphine - 9300 * 21,313 24,500 3,187 

Manufacturing 112414 
Morphine for Conversion-

9300 
12,796. 5,000 (7,796) 

Manufacturing 112418 
Oxy codone for Sale — 

9143* 79,000 91,000** 12,000 

Manufacturing 112420 Oxy morphone for 
Conversion -9652* 

4,285 4,050 (235) 

Manufacturing 1 12421 
Oxymorphone for Sale - 

9652 4,027 1,950 (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 - 

Manufacturing 112330 Hydrocodone for Sale — 
9193* 

35,000 45,000 10,000 

Manufacturing 112339 Methylphenidate - I724* . 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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Supporting darh^ -rfe

IbKO

brt 4

August 31, 2012

Drug Enforcement Administration
fc ><6» 3DEQ

Office of Diversion Control

8701 Morrisette Drive

Springfield, VA 22152

DM4

RE: Docket No. DEA-365' Comment

ibX6)
Dear Ms.

[DM 4 [bK7K 	 have

submitted 2013 manufacturing quota requests as set forth in the table below for the following
drug classes-|: ' requests that the information provided in this correspondence be
considered during the 2013 Aggregate Production Quota review.

2013 April RevisedQuota
Change

kgs base

Quota

Category
Submission 2013 QuotaSite Material NameApplication

Ref.# kgs base kgs base
fb)(41

112416 Codeine -9050 21,12] 14,533 (6,588)Manufacturing

Morphine - 9300 * 21,313Manufacturing 112415 24,500 3,187

Morphine for Conversion-
112414 12,796 5,000 (7.796)Manufacturing

9300

Oxycodone for Sale -
Manufacturing 79,000 91,000**112418 12,000

9143*

Oxymorphone for

Conversion -9652*
112420 4,285Manufacturing 4,050 (235)

Oxymorphone for Sale -

9652
Manufacturing 112421 4,027 1,950 (2.077)

Manufacturing Tapentadol-9780 10,000 10,0001 12423

Thebaine-9333 15,000 12,000 (3,000)Manufacturing 1 12417

Qripavine- 9330 5,841Manufacturing 112337 5,800 41

Hydromorphone - 9150 * 3.200 3,200Manufacturing 112338

Hydrocodone for Sale -
35,000 10,00045,000Manufacturing 112330

9193*

Methylphcnidate - 1724* 30,000 27,100 (2,900)Manufacturing 112339

* Assumes current quota letters sent in July are denied
** Includes 1,225 kgs base needed to support validation/development initiatives
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2013 Quota Request -
August 31, 2012 

Ib)(4) (t+)47 }IF 

Site 
Quota 

Category 

Quota 
Application 

Ref. # 
Material Name 

2013 April 
Submission 

kgs base 

Revised 
2013 

Quota 
kgs base 

Change 
kgs 

base — 
''' Procurement 111613 PSC - AMA 36,079 41,087 5,008 

Procurement 111593 PSC - ACA 15,500 5,675 (9,825) 

Procurement. 111595 PSC - AOA 9,000 7,495 (1,505) 

Procurement I 11594 PSC - ATA 111,000 123,574 12,574 

Procurement 111583  CPS AOA 6,500 7,088 588 

Procurement 111578 CPS-ATA 35,000 50,997 15,997 

Quota Calculations: 

• 

• 

• 

• 

• 

• 
• 

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

The calculations reflect the fact thatD"   has not received any grants for their July 
requests. 
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 a 
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 
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2013 Quota Request -[
August 31, 2012

b)(4) (h)(7)(E)

Revised
Change2013 AprilQuota

Application

Ref.#

2013Quota

Category
Submission kgsMaterial NameSite Quota

kgs base
basekgs base

ibx*: 36,079 41,087 5,008PSC - AMA111613Procurement

5,675 (9,825)15,500113593 PSC - ACAProcurement

9,000 7,495 (1,505)111595 PSC - AOAProcurement.

111,000 123,574 12,574PSC - ATAProcurement 1 1 1594

6,500 7,088 588111583 CPS AOAProcurement

35,000 50,997 15,997111578 CPS -ATAProcurement

Quota Calculations:

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

"^quota requests.
• The calculations reflect the fact that

requests.

• 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 a

year-end inventory meeting the 50% limit.

• Using 201 1 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

[bX4)

(b>(4)

has not received any grants for their July

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

'fentanil Dihydromorphine 
final APQ 29,002 final APQ 3,750,000 

previously granted 15,000 previously granted 3,189,010 

Company granted Company granted 

14,002 29,002 395,000 3,584,010 
112,500 3,696,510 

Amphetamines L/Hydrocodone (sale) 

final APQ 33,400,000 final APQ 79,700,000 
previously granted 25,299,535 previously granted 58,999,725 

Company granted 

27,049,535 

Company granted 

59,009,725 b'il4) d-a mp 1,750,000 r.84 10,000 
d-amp 920,000 27,969,535 2,785,000 61,794,725 
d,l-amp 755,316 28,724,851 7,148,000 68,942,725 
d-a mp 500,000 29,224,851 10,729,000 79,671,725 
d,l-amp 600,000 29,824,851 
d,l-amp 180,000 30,004,851 
d-a mp 10,000 30,014,851 

Codeine (cony) ✓ Hydromorphone 
final APQ 65,000,000 final APQ 4,207,000 

previously granted 47,684,990 previously granted 3,627,942 

Company granted Company granted 
b 114'i 6,955,000 54,639,990 191,154 3,819,096 

10,000 54,649,990 190,438 4,009,534 
39,000 4,048,534 
44,250 4,092,784 

Codeine (sale) ethylphenidate 

final APQ 39,605,000 final APQ 64,600,000 
previously granted 32,265,105 previously granted 55,955,914 

Company granted Company granted 
(hX4) 2,361,000 34,626,105 lb 141 3,081,000 59,036,914 

393,000 59,429,914 
5,046,000 64,475,914 
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Manufacturing Quotas granted as result of 2012 APQ Final Revised

'fentanil Dihydromorphine

final APQ final APQ

previously granted

29,002

15,000

3,750,000

3,189,010previously granted

Company granted Company granted

(bX«>(b)(4)
14,002 29,002 395,000

112,500

3,584,010

3,696,510

l/u[/Amphetamines Hydrocodone (sale)

final APQ

previously granted

33,400,000

25,299,535

final APQ

previously granted

79,700,000

58,999,725

Company granted Company granted
(bX4) ibx-i:

10,000 59,009,725

2,785,000 61,794,725

7,148,000 68,942,725

10,729,000 79,671,725

d-amp

d-amp

d,l-amp

d-amp

d,l-amp

d,l-amp .

d-amp

1,750,000 27,049,535

920,000 27,969,535

755,316 28,724,851

500,000 29,224,851

600,000 29,824,851

180,000 30,004,851

10,000 30,014,851

Codeine (conv) Hydromorphonev

final APQ

previously granted

65,000,000

47,684,990

final APQ 4,207,000

previously granted 3,627,942

Company granted Company granted

b)<4) (bx.4'
6,955,000 54,639,990

10,000 54,649,990

191,154

190,438

39,000

44,250

3,819,096

4,009,534

4,048,534

4,092.784

MethylphenidateCodeine (sale)

final APQ

previously granted

final APQ

previously granted

39,605,000

32,265,105

64,600,000

55,955,914

Company grantedCompany granted
bX4) !bM<) 3,081,000 59,036,914

393,000 59,429,914

5,046,000 64,475,914

2,361,000 34,626,105

1 of 3

Page 97Vol. I



Manufacturing Quotas granted as result of 2012 APQ Final Revised 

'ethadone 

final APQ 
previously granted 

Company granted 

23,100,000 
19,989,762 

21,392,762 

Oxycodone (cony) 
final APQ 

previously granted 

Company granted 

7,600,000 
5,005,000 

7,542,000 
(b)(4) 

1,403,000 2,537,000 

Methadone Intermediate Oxycodone (sale) 
final APQ 29,970,000 final APQ 105,200,000 

previously granted 

Company granted 

20,166,124 

22,410,004 

Company 

previously granted 

granted 

97,999,765 

101,170,765 
b)(4) 2,243,880 iblral 3,171,000 

1,094 22,411,098 

22,411,098 
3,310,000 104,480,765 

b)(4) 

Morphine (cony) Oxymorphone (cony) 
final APQ 83,000,000 final APQ 12,800,000 

previously granted 60,457,280 previously granted 10,267,500 

Company granted Company granted 
60,477,280 11,316,000 

(0)(4 
20,000 1,048,500 

11,748,000 72,225,280 

Morphine (sale) Oxymorphone (sale) 
final APQ 48,200,000 final APQ 5,500,000 

previously granted 38,472,005 previously granted 5,302,981 

Company granted Company granted 
326,000 38,798,005 110,000 5,412,981 

1,806,000 40,604,005 
7,571,000 48,175,005 

2 of 3 
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Manufacturing Quotas granted as result of 2012 APQ Final Revised

Oxycodone (conv)'ethadone

final APQ

previously granted

7,600,000

5,005,000

final APQ

previously granted

23,100,000

19,989,762

Company grantedCompany granted
bX4)(bK4i

2,537,000 7,542,0001,403,000 21,392,762

Oxycodone (sale)Methadone Intermediate

final APQ

previously granted

105,200,000

97,999,765

final APQ

previously granted

29,970,000

20,166,124

Company grantedCompany granted

(b)(4) (b)(4)
3,171,000 101,170,765

3,310,000 104,480,765

2,243,880 22,410,004

1,094 22,411,098

- 22,411,098
b)(4.

Oxymorphone (conv)Morphine (conv)

final APQfinal APQ

previously granted

12,800,000

previously granted 10,267,500

83,000,000

60,457,280

Company grantedCompany granted
DM4(t>)<4

20,000 60,477,280

11,748,000 72,225,280

1,048,500 11,316,000

Morphine (sale) Oxymorphone (sale)

final APQ

previously granted

final APQ

previously granted

48,200,000

38,472,005

5,500,000

5,302,981

Company grantedCompany granted)
(b)(4)[t>>(4 ;

110,000 5,412,981326,000 38,798,005

1,806,000 40,604,005

7,571,000 48,175,005
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Manufacturing Quotas granted as result of 2012 APQ Final Revised 

•ipavine 

Company 

final APQ 

previously granted 

granted 

15,300,000 

10,543,005 

11,607,005 

PCC 

final APQ 
previously granted 

Company granted 

27 

2 

22 1,064,000 
n,4) 

20 
1,372,000 12,979,005 

Sufentanil 
Noroxymorphone (conv} final APQ 6,730 

final APQ 7,200,000 previously granted 4,502 
previously granted 4,194,200 

Company granted 
Company granted (4) 

1,725 6,227 
1,994,000 6,188,200 

Noroxymorphone (sale) 
final APQ 1,981,000 

previously granted 401,000 

Company granted 

401,000 
(b)(4) 
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Manufacturing Quotas granted as result of 2012 APQ Final Revised

PCC'ipavine

final APQ

previously granted

27final APQ

previously granted

15,300,000

10,543,005 2

Company grantedCompany granted
t>xo

20 22
bXO 1,064,000 11,607,005

1,372,000 12,979,005

Sufentanil

final APQ

previously granted

6,730

4,502

Noroxymorphone (convy

final APQ

previously granted

7,200,000

4,194,200

Company granted
lbK4>

6,2271,725Company granted
b)(4)

1,994,000 6,188,200

Noroxymorphone (sale)

final APQ

previously granted

1,981,000

401,000

Company granted
(W)

401,000
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I 
IMS Data 20k.... 1012 (est) 

Substance 2008 
14,342.034 

2009 
16,603.058 

% Change 
15.77% 

2010 
18,562.562 

% Change 
11.80% 

2011 
20,164.553 

% Change 
8.63% 

2012* 
22,142.094 

% Change 
Amphetamine 9.81% 
Codeine 27,836.519 27,365.950 -1.69% 25,249.876 -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*1 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 916.257 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% 
Substance 
Amphetamine 

2011 exp 
509.778 

est 2012 exp 
559.772 

2012* 
22,142.094 

wl c.f. 
23,802.751 

wl PQ inv 
35,704.126 

w/ MQ inv 
53,556.189 

Codeine 1,216.333 1,124.050 24,020.264 19,216.211 28,824.317 43,236.475 
Hydrocodone 30.646 30.540 64,635.099 39,427.410 59,141.115 88,711.673 
Hydromorphone 550.175 618.545 1,879.161 2,290.999 3,436.498 5,154.747 
Methylphenidate 8,684.280 9,070.739 19,899.590 26,383.382 39,575.073 59,362.609 
Morphine 547.128 . 553.529 30,695.325 27,258.462 40,887.692 61,331.539 
Oxycodone 6,061.125 5,831.691 67,956.168 64,953.556 97,430.335 146,145.502 
Oxymorphone 18.191 14.524 2,110.595 1,850.742 2,776.113 4,164.169 

Inventories adjusted - PQ =30% and MO = 50% 
Substance 
Amphetamine 

2011 exp 
509.778 

est 2012 exp 2012* 
22,142.094 

wl c.f. 
23,802.869 

wl PQ inv 
30,943.729 

wl MQ inv 
46,415.594 559.772 

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 39,427.410 51,255.633 76,883.450 
Hydromorphone 550.175 618.545 1,879.161 2,290.999 2,978.298 4,467.447 
Methylphenidate 8,684.280 9,070.739 19,899.590 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 67,956.168 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 

Proposed 
Rev. APQ 
33,400.000 

Final Rev. 
APQ 

33,400.000 
39,605.000 39,605.000 
63,000.000 86,600.000 

3,628.000 4,207.000 
56,000.000 64,600.000 
39.000.000 48,200.000 
98,700.000 105,200.000 

3,070.000 5,500.000 
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< t (
IMS Data 2CK,.. 2012 (est)

2008 % ChangeSubstance 2009 % Change % Change 2011 % Change 2012"2010

Amphetamine 14,342.034 16,603.058 15.77% 18,562.562 11.80% 20,164.553 8.63% 22,142.094 9.81%

-7.59%27,836.519 27.365.950 -7.73% 24,020.264Codeine -1.69% 25,249.876 25,992.290 2.94%

9.35% 5.40%54,437.480 -0.34%

12.43%

Hydrocodone 59,527.711 3.38% 64,858.625 64,635.099,61,536.902

1,142.810 1,879.161Hydromorphone 14.61%1,341.428 17.38% 1,458.354 8.72% 1.671.450

2.51% 4.45%Methylphenidate"

Morphine	

17,760,310 1.86% 19,899.59018,091.414 18,545.359 19,051.768 2.73%

1.17%27,775.560 30,340.353 30,695.32525,729.607 7.95% 28,926.223 4.14% 4.89%

11.68% -3.79%Oxycodone 52,212.385 58.308.543 16.84% 70,629.751 3.67% 67,956.16868,128.272

37.28% -20.16%Qxymorphone 916.257 1,257.880 1,645.704 30.83% 2,643.474 60.63% 2,110.595

* 2012 Estimate based on Jan-Jun 2012 data

Proposed

Rev. APQ

Final Rev.

APQ

Both MQ and PQ Inventories = 50%

2011 exp est 2012 exp 2012* w/ c.f.Substance w/ PQ inv w/ MQ inv

559.772 22,142.094 53,556.189 33,400.000 33,400.000Amphetamine 509.778 23,802.751 35,704.126

1,216.333 1,124.050 19,216.211 39,605.000 39,605.000Codeine 24,020,264 28,824.317 43,236.475

64,635.099Hydrocodone 30.646 30.540 39,427.410 59,141.115 88,711.673 63,000.000 86,600.000

1,879.161550.175 2,290.999 3,628.000 4,207.000Hydromorphone 618.545 3,436.498 5,154.747

Methylphenidate 8,684.280 9,070.739 19,899.590 26,383,382 39,575.073 56,000.000 64,600,00059,362.609

553.529 30,695.325 61,331.539 39,000.000 48.200.000Morphine

Oxycodone

547.128 . 27,258.462 40,887.692

5,831.691 98,700.000 105,200,0006,061.125 67,956.168 64,953.556 146,145.50297,430.335

5,500,00018.191 14.524 2,110.595Qxymorphone 1,850.742 2,776,113 4,164.169 3,070,000

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

2011 exp est 2012 exp 2012*Substance w/ c.f. w/ PQ inv vjI MQ inv

509.778 559.772 22,142.094 23,802.869 30,943.729 46.415.594Amphetamine

1,124.0501,216.333 24,020,264 19,216.211 37,471.612Codeine 24,981.075

76,883.45030.646 30.540 64,635.099 39,427.410 51,255.633Hydrocodone

Hydromorphone

Methylphenidate

Morphine	

2,290.999550.175 618.545 1,879.161 2,978.298 4,467,447

8,684.280 9,070.739 19,899.590 26,383.382 34,298.396 51,447,595

547.128 553.529 30,695.325 53,154.00027,258.462 35,436.000

6,061.125 5,831.691 67,956.168 84,439.623 126,659.435Oxycodone 64,953.556

3.608.94714.524 2,110.595 1,850.742 2,405.965Qxymorphone 18.191
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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 
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), 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 II 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 I 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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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

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), 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 201 1 and 201 2 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 II substances and Schedule 1 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 I substances

• The APQ for 4-methyI-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 II 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 
• 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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Schedule II 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

• The AAN for ephedrinc (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 1: 
Final 

Revised 
Final 

Revised Final Revised Proposed Established 
2010 2011 2012 initial 2013 2013 

3,4-Methylenedioxy-N-methylcathinone (methylcne) 24 15 35 

3,4-Methylenedioxypyrovalerone (MDPV) 20 15 25 

4-Methyl-N-methyloathinone (mephedrone) 15 25 

N-Benzylpiperazine 2 12 15 

Controlled Substance Schedule II: 
Final 

Revised 
Final 

Revised Final Revised Proposed Established 
2010 2011 2012 Initial 2013 2013 

Amphetamine (for conversion) 7,500,000 8,500,000 13,300,000 18,375,000 22,875,000 

Amphetamine (for sale) 18,600,000 25,300,000 33,400,000 38,000,000 42.625,000 

Hydroccdone (for sale) 55,000,000 59,000,000 79,700,000 78,750,000 99,625,000 

Hydromorphone 3,455,000 3,455,000 4,207,000 4,535,000 5,968,750 

Lisdexamfetamine 9,000,000 10,400,000 12,000,000 19,250,000 21,000,000 

Methylphenidate 50,000,000 56,000,000 64,600,000 72,250,000 80,750,000 

Morphine (for sale) 39,000,000 39,000,000 48,200,000 51,250,000 60,250,000 

Oxycodone (for sale) 105,000,000 98,000,000 105,200,000 123,375,000 131,500,000 

Oxymorphone (for conversion) 12,800,000 12,800,000 12.800,000 16,000,000 18,375,000 

Remifentanil 2,500 2,500 2,500 2,500 3,750 

Sufentanil 7,000 5,000 6,730 6,250 6,255 

Tapentadol 1,000,000 403,000 5,400,000 13,500,000 13,750,000 

Final Final 

List I Chemical Revised Revised Final Revised Proposed Established 
2010 2011 2012 Initial 2013 2013 

Ephedrine (for conversion) 75,000,000 18,600,000 12,000,000 12,000,000 15,100,000 

Ephedrine (for sale) 3,900,000 4,200,000 4,303 000 3,200,000 3,500,000 

Phenylpropanolamine (for sale) 7,400,000 5,300,000 5,800,000 4,400,000 6,100,00.0 

Pseudoephedrine (for sale) 404,000,000 299,000,000 278,000,000 185,000,000 225,000,000 

•••■•••• 
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Final

Revised Final Revised

2012

Final

Revised

2010

Controlled Substance Schedule I: EstablishedProposed

Initial 2013 20132011

3515243,4-Methylenedioxy-N-methylcathinone (methylone)

3,4-Methylenedioxypyrovalerone (MDPV)

4-Methyl-N-methylcathinone (mephedrone)

N-Benzylpiperazine

251520

2515

122 15

Final

Revised Final Revised

2012

8,500,000 13,300,000

25,300,000 33.400,000

59,000,000 79,700,000

3,455,000 4,207,000

10,400,000 12,000,000

56,000,000 64,600,000

39,000,000 48,200,000

98,000.000 105.200,000

12,800,000 12.800.000

2,500

6.730

403,000 5,400,000

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

Controlled Substance Schedule II: 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

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

2011

Amphetamine (for conversion)

Amphetamine (for sale)

Hydrocodone (for sale)

Hydromorphone

Lisdexamfetamine

Methylphenidate

Morphine (for sale)

Oxycodone (for sale)

Oxymorphone (for conversion)

Remifentanii

Sufentanil

Tapentadol

2,500

5,000

Final

Revised

2010

75,000,000 18.600,000 12,000,000

3,900,000 4.200,000 4,303,000

7,400,000 5,300,000 5,800,000

404,000,000 299,000,000 278,000,000

Final

Revised Final Revised

2011

EstablishedProposed

Initial 2013

12,000,000

3,200,000

4,400,000

185,000,000

List I Chemical
20132012

15,100,000

3.500,000

6,100.000

225,000.000

Ephedrine (for conversion)

Ephedrine (for sale)

Phenylpropanolamine (for sale)

Pseudoephedrine (for sale)
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Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-365] 

Established Aggregate Production Quotas for Schedule I and II Controlled 
Substances and Established Assessment of Annual Needs for the List I Chemicals 

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 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 I 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 II and for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. This responsibility has been 

Page 104 

Billing Code 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-365J

Established Aggregate Production Quotas for Schedule I and II Controlled

Substances and Established Assessment of Annual Needs for the List I Chemicals

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 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 I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine.

EFFECTIVE DATE: [INSERT DATE OF PUBLICA TION 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 II and for the list I chemicals

ephedrine, pseudoephedrine, and phenylpropanolamine. This responsibility has been

1

Page 104Vol. I



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 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. 

On August 3, 2012, a notice titled, "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," 

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 I and II and the 2013 assessment of annual needs for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. All interested persons were 

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

proposed assessment of annual needs on or before September 4, 20I2. 

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 I and I1 controlled substances and one list I chemical. Commenters 

stated that the proposed aggregate production quotas for amphetamine (for conversion), 

2 
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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 I chemicals

ephedrine, pscudoephedrine, 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 II Controlled Substances and Proposed Assessment of Annual Needs for

the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine 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 II and the 2013 assessment of annual needs for the list I chemicals

ephedrine, pseudoephedrine, and phenylpropanolamine. All interested persons were

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

proposed assessment of annual needs on or before 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 I chemical. Commenters

stated that the proposed aggregate production quotas for amphetamine (for conversion).

2
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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 United 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 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 relevant factors, including the consideration of 2012 manufacturing quotas, current 

2012 sales and inventories, 2013 export requirements, industrial use, 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-methyl-N-methylcathinone (mephedrone), N-benzylpiperazine, amphetamine 

(for conversion), amphetamine (for sale), hydrocodone (for sale), hydromorphone, 

lisdexamfetamine, methylphenidate, morphine (for sale), oxycodone (for sale), 

oxymorphone (for conversion), remifentanil, sufentanil, tapentadol, ephedrine (for 

3 
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amphetamine (for sale), codeine (for conversion), codeine (for sale), gamma

hydroxybutyric acid, hydrocodone (for sale), hydro morphone, lisdexamfetamine,

meperidine, methamphetamine, methylphenidate, morphine (for conversion), morphine

(for sale), noroxymorphone (for conversion), oripavine, oxycodone (for sale).

oxymorphonc (for conversion), oxymorphone (for sale), rcmifentanil, 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 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 production quotas and assessment of annual

needs, DBA has taken into consideration the above comments along with the factors set

forth at 2 1 CFR 1 303. 1 1 and 2 1 CFR 1 3 1 5. 1 1 , in accordance with 2 1 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 use, additional

applications for quotas, as well as information on research and product development

requirements. Based on this information, DBA has determined that adjustments to the

proposed aggregate production quotas and assessment of annual needs for 3,4-

methylcnedioxy-N-methylcathinone (methylone), 3,4,methylenedioxypyrovalerone

(MDPV), 4-mcthyl-N-methylcathinone (mephedrone), N-benzylpiperazine, amphetamine

(for conversion), amphetamine (for sale), hydrocodone (for sale), hydromorphone,

lisdexamfetamine, methylphenidate, morphine (for sale), oxycodone (for sale),

oxymorphone (for conversion), remifentanil, sufentanil, tapentadol, ephedrine (for

3
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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, meperidinc, methamphetaminc, 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 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 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 established aggregate 

production quotas reflect these included amounts. This action will not affect the ability 

of manufacturers to maintain inventory allowances as specified by regulation. 

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 

4 
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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, methamphetaminc, morphine (for conversion), noroxymorphone (for

conversion), oripavine, oxymorphone (for sale), and phenylpropanolamine (for

conversion) DBA 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.

DBA 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 included in all schedule II aggregate

production quotas, and certain schedule I aggregate production quotas, an additional 25%

of the estimated medical, scientific, and research needs as part of the amount necessary to

ensure the establishment and maintenance of reserve stocks. The established aggregate

production quotas reflect these included amounts. This action will not affect the ability

of manufacturers to maintain inventory allowances as specified by regulation.

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, 2I CFR 1303.11, and 2I CFR 1315.11, the 

Deputy Administrator hereby establishes the 2013 aggregate production quotas for the 

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: 

Basic Class — Schedule 1 Established 2013 Quotas 
145- F luoropenty1)-3-(1-naphthoyl)indole (AM2201) 45 g 

1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 g 
1-[1-(2-Thieny Ocyclohexyl] piperidine 5 g 

142-(4-Morpholinyl)ethyl]-341-naphthoyl)indole (JW1-1-200) 45 g 
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 g 
1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 45 g 
1- Hexy1-3-(1-naphthoyl)indole (JWH-019) 45 g 
1-Methyl-4-phenyl-4-propionoxypiperidine 2 g 
1-Penty1-3-(1-naph thoyl)indo le (JWH-018 and AM678) 45 g 
1-Penty1-3-(2-chlorophenylacetyl)indo1e (JWH-203) 45 g 

1-Penty1-3-(2-methoxyphenylacetypindole (JWH-250) 45 g 

1-Penty1-3-(4-Chloro-l-naphthoyl)indole (JWH-398) , 45 g 
1-Penty1-3-(4-methyl- I -naphthoyl)indole (JWH-122) 45 g 

1-Penty1-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 g 
1-Penty1-341-(4-methoxynaphthoy I)] indole (JWH-081) 45 g 

2-(2,5-D im ethoxy-4-(n)-propy 1pheny Dethanam ine (2C—P) 15 g 
2-(2,5-Dimethoxy-4-ethylphenyl)ethanam ine (2C—E) 15 g 
2-(2,5-D i m ethoxy-4-methylpheny Dethan am ine (2C—D) 15 g 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C—N) 15 g 
2-(2,5-Dimethoxyphenyl)ethanamine (2C—H) 15 g 

2-(4-Chloro-2,5-dimethoxyphenyl)ethanam ine (2C—C) 15 g 
2-(4-lodo-2,5-dimethoxyphenyi)ethanam ine (2C-1) 15 g 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 12 g 
2,5-Dim ethoxy-4-n-propylth iophenethy lam ine 12 g 
2,5-Dimethoxyamphetamine 12 g 

2[4-(Ethy 1th io)-2,5-d im ethoxypheny liethanam ine (2C—T-2) 15 g 
2[4-(lsopropylthio)-2,5-dimethoxyphenyllethanam ine (2C—T-4) 15 g 

3,4,5-Trim ethoxyamp hetam ine 12 g 

3,4-Methylenedioxyamphetam ine (M DA) 30 g 

5 
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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 1303.1 1, and 21 CFR 1315.11, the

Deputy Administrator hereby establishes the 2013 aggregate production quotas for the

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

needs for the list I chemicals ephedrinc, pseudoephedrine, and phenylpropanolamine,

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

Basic Class - Schedule 1 Established 2013 Quotas

1 -(5-Fluoropenty l)-3-( 1 -naphthoyl)indole (AM220 1 ) 45 g

1 -(5-Fluoropentyl)-3-(2-iodobenzoy l)indo!e (AM694) 45 g

1 -f 1 -(2-Thienyl)cyclohexyIJpiperidine 5g
l-[2-(4-Morpholinyl)ethyl]-3-(l-naphthoyl)indole (JWH-200) 45 g

45 gI -Butyl-3-( 1 -naphthoy I)indoIe (JWH-073)

l-CycIohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 45 g

45 g1 -Hexyl-3-( I -naphthoyl)indole (JWH-0 1 9)

l-Methyl-4-phenyl-4-propionoxypiperidine 2g
l-Pentyl-3-(l -naphthoy l)indo!e (JWH-0 1 8 and AM678) 45 g

1 -Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45 g

1 -Pentyl-3-(2-methoxyphenylacetyl)indole (J WH-250) 45 g (

l-Pentyl-3-(4-chloro-l-naphthoyI)indole (JWH-398) 45 g

45 g1 -Penty 1-3 -(4-methy 1- 1 -naphthoy l)indole (J WH- 1 22)

l-PentyI-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 g

45 g1 -Pentyl-3-[ I -(4-methoxynaphthoy l)]indole (JWH-08 1 )

2-(2,5-Dimethoxy-4-(n)-propyIphenyl)ethanamine (2C-P) 15 g
2-(2,5-Dimethoxy-4-ethyIphenyl)ethanamine (2C-E) 15 g

15 g2-(2,5-Dimethoxy-4-methylphenyl)ethanamine(2C-D)

15 g2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N)

15 g2-(2,5-DimethoxyphenyI)cthanamine (2C-H)

15 g2-(4-Chloro-2,5-dimethoxyphenyI)ethanamine (2C-C)

15 g2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I)

12 g2,5-Dimethoxy-4-ethylamphetamine(DQET)

12 g2,5-Dimethoxy-4-n-propylthiophenethylamine

12 g2,5-Dimethoxyamphetamine

15 g2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)

2-[4-(lsopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 15 g

12 g v3,4,5-Trimethoxyamphetamine

30 g3,4-Methylenedioxyamphetamine (MDA)

5
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3,4 -Methy lenedioxymethamphetam ine (M DMA) 35 g 

3,4- Methylened ioxy-N-ethylam phetam ine (M DEA) 24 g 

3,4-Methylenedioxy-N-methylcathinone (methylone) 35 g 

3,4-Methylenedioxypyrovalerone (MDPV) 25 g 

3 -Methylfentanyl 2g 

3-Methylthiofentanyl 2 g 

4-Bromo-2,5-d imethoxyamphetam ine (DOB) 12 g 

4-Brom o-2,5-dimethoxyphenethylam ine (2-CB) 12 g 

4-Methoxyamphetam ine 88 g 

4-Methyl-2,5-di methoxyamphetam Me (DOM) 12 g 

4-M ethylam inorex 12 g 

4-Methyl-N-methylcath i none (mephedrone) 25 g 

5-(1,1-Dimethylhepty1)-2-[(1R,3S)-3-hydroxycyclohexy1]-phenol 68 g 

5-(1, 1 -Di methylocty1)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 

(cannabicyclohexanol or CP-47, 497 C8-homolog) 
53 g 

5-M ethoxy-3,4-methylenedioxyamphetam ine 12 g 

5-Methoxy-N,N-di isopropyltryptam ine 12 g 

5-M ethoxy-N,N-d imethyltryptam ine 10 g 

Acetyl-alpha-methylfentanyl 2 g 

Acetyldihydrocodeine 2 g 

Acetylmethadol 2 g 

Allylprod ine 2 g 

Alphacetylmethadol 2 g 

A 1pha-ethyltryptam ine 12 g 

Alphameprodine 2 g 

Alphamethadol 2 g 

Alpha-methylfentanyl 2 g 

Alpha-methylthiofentanyl 2 g 

Alpha-methyltryptamine (AMT) 12 g 

Am inorex 12 g 

Benzylmorph ine 2 g 

Betacetylmethadol 2 g 

Beta-hydroxy-3-methylfentanyl 2 g 

Beta-hydroxyfentanyl 2 g 

Betameprodine 2 g 

Betamethadol 2 g 

Betaprodine 2 g 

Bufotenine 3 g 

Cathinone 12 g 

Codeine-N-oxide 602 g 

Desomorphine 5 g 

Diethyltryptamine 12 g 

Difenoxin 50g 

6 
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35 g3,4-Methylcnedioxymethamphetamine (MDMA)

24 g3,4-Methylenedioxy-N-ethylamphetamine (MDEA)

35 g3,4-Methy!enedioxy-N-methylcathinone (methylone)

25 g3,4-Mcthylenedioxypyrovalerone (MDPV)

2g3-Methylfentanyl

2g3-MethyIthiofentanyl

12 g4-Bromo-2,5-dimethoxyamphetamine (DOB)

12 g4-Bromo-2,5-dimethoxyphenethylamine (2-CB)

88 g4-Methoxyamphetam ine

12 g4-Methyl-2,5-dimethoxyamphetamine (DOM)

12 g4-Methy lam inorex

25 g4-Methy1-N-methylcathinone (mcphedrone)

68 g5-( 1 , 1 -Dimethy lheptyl>2-[( 1 R,3S)-3-hydroxycyclohexyl]-phenol

5-( 1 , 1 -Dimethylocty l>2-[( 1 R,3S)-3-hydroxycyc!ohexyI]-phenol 53 g

(cannabicyclohexanol or CP-47, 497 C8-homolog)

12 g5-Methoxy-3,4-methylenedioxyamphetamine

12 g5-Methoxy-N,N-d i isopropy Itryptam ine

10g5-Methoxy-N,N-dimethyItryptamine

2 gAcetyl-alpha-methylfentanyl

2 gAcetyldihydrocodeine

2 gAcetylmethadol

2 gAllylprodine

2 gAlphacetylmethadol

12 gAlpha-ethy Itryptam ine

2 gAlphameprodine

2 gAlphamethadol

2 gAlpha-methylfentanyl

2 gAlpha-methylthiofentanyl

12gAlpha-methyltryptamine (AMT)

12 gAminorex

2 gBenzylmorphine

2 gBetacetylmethadol

2 gBeta-hydroxy-3-methylfcntanyl

2 gBeta-hydroxyfentanyl

2 gBctameprodine

2 gBetamethadol

2 gBetaprodine

3gBufotenine

12 gCathinone

602 gCodeine-N-oxide

5 gDcsomorphine

12 gD iethy Itryptam i ne

50 gDifenoxin

6
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Dihydromorphine 3,300,000 g 

Dimethyitryptam ine 18 g 

Gamma-hydroxybutyric acid 46,250,000 g 

Heroin 25 g 

Hydromorph inol 54 g 

Hydroxypethidine 2 g 

Ibogaine 5 g 

Lysergic acid diethylamide (LSD) 30 g 

Marihuana 21,000 g 

Mescaline 13 g 

Methaqualone 10 g 

M et heath inone 14 g 

Methyldihydromorph ine 2 g 

Morphine-N-oxide , 655 g 

N,N-Dimethylamphetam ine 12 g 

N-Benzylpiperazine 15 g 

N-Ethy lam phetam ine 12 g 

N-Hydroxy-3,4-methylenedioxyamphetam ine 12 g 

Noracymethadol 2 g 

Norlevorphanol 52 g 

Normethadone 2 g 

Normorph inc 18 g 

Para-fluorofentanyl 2 g 

Phenomorphan 2 g 

Pholcodine 2 g 

Properidine 2 g 

Psilocybin 2 g 

Psi locyn 4 g 

Tetrahydrocannabinols 491,000 g 

Th iofentanyl 2 g 

Tilidine 10 g 

Trimeperidine 2 g 

Basic Class — Schedule 1I  Established 2013 Quotas 

1-Phenylcyclohexylamine 3 g 

1-Piperdinocyclohexanecarbonitri le 21 g 

4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,250,000 g 

Alfentanil 38,250 g 

Alphaprodine 3 g 

Amobarbital • 9 g 

Amphetamine (for conversion) 22,875,000 g 

Amphetamine (for sale) 42,625,000 g 

7 
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3,300,000 gDihydromorphine

18 gDimethyltryptamine

46,250,000 gGamma-hydroxybutyric acid

25 gHeroin

54 gHydromorphinol

2 gHydroxypethidine

5gIbogaine

30 gLysergic acid diethylamide (LSD)

21,000 gMarihuana

13gMescaline

10gMethaqualone

Methcathinone 14 g

2 gMethyldihydromorphine

Morphine-N-oxide 655 g

N,N-Dimelhylamphetamine 12g

N-Benzylpiperazine 15 g

'2 gN-Ethylamphetamine

N-Hydroxy-3,4-methylenedioxyamphctamine 12 g

2gNoracymethadol

52 gNorlevorphanol

2 gNormethadone

18 g .Normorphinc

2 gPara-fl uo ro fentany 1

2gPhenomorphan

2 gPholcodine

2 gProperidine

2 gPsilocybin

4 gPsilocyn

Tetrahydrocannabinols 491,000 g

2 gThiofentanyl

10gTilidine

2 gTrimeperidine

Established 2013 QuotasBasic Class - Schedule II

3 g1-Phenylcyclohexylamine

1-Piperdinocyclohexanecarbonitrile 21 g

2,250,000 g4-Anilino-N-phenethyl-4-piperidine (ANPP)

38,250 gAlfentanil

3 gAlphaprodine

9gAmobarbital

22,875,000 gAmphetamine (for conversion)

42.625,000 gAmphetamine (for sale)

7
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Carfentanil 6 g 

Cocaine 240,000 g j

Codeine (for conversion) 81,250,000 g 

Codeine (for sale) 49,506,250 g 

Dextropropoxyphene 19 g 

Dihydrocodeine 250,000 g 

Diphenoxylate 750,000 g 

Ecgonine 127,500 g 

Ethylmorphine - 3 g 

Fentanyl 2,108,750 g 

Glutethimide 3 g 

Hydrocodone (for sale) 99,625,000 g -1

Hydromorphone 5,968,750 g 

Isomethadone 5 g 

Levo-alphacetylmethadol (LAAM) 4 g 

Levomethorphan 6 g 

Levorphanol 4,500 g 

Lisdexam fetamine 21,000,000 g 

Meperidine 6,875,000 g 

Meperidine Intermediate-A 6 g 

Meperidine Intermediate-B 11 g 

Meperidine Intermediate-C 6 g 

Metazocine 6 g 

Methadone (for sale) 25,000,000 g 

Methadone Intermediate 32,500,000 g 

Methamphetam ine 3,912,500 g 

[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 11I product; and 61,250 
grams for methamphetamine (for sale)] 
Methylphenidate 80,750,000 g 

Morphine (for conversion) 103,750,000 g 

Morphine (for sale) " 60,250,000 g 

Nabilone 25,628 g 

Noroxymorphone (for conversion) 9,000,000 g 

Noroxymorphone (for sale) 508,750 g 

Opium (powder) 91,250 g 

Opium (tincture) 1,287,500 g 

Oripavinc 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 

8 

Page 111 

6gCarfentanil

240,000 gCocaine

81,250,000 gCodeine (for conversion)

Codeine (for sale) 49,506,250 g

19 gDextropropoxyphene

250,000 gDihydrocodeine

750,000 gDiphenoxylate

127,500 gEcgonine

3gEthylmorphine

Fentanyl 2,108,750 g

3gGlutethimide

99,625,000 gHydrocodone (for sale)

5,968,750 gHydromorphone

Isomethadone 5g

Levo-alphacetylmethadol (LAAM) 4g

6gLevomethorphan

4,500 gLevorphanol

Lisdexamfetamine 21,000,000 g

6,875,000 gMeperidine

Meperidine Intennediate-A 6g

Meperidine Intermediate-B II g
Meperidine Intermediate-C 6g

6gMetazocine

25,000,000 gMethadone (for sale)

32,500,000 gMethadone Intermediate

3,912,500 gMethamphetamine

[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

grams for methamphetamine (for sale)]

Methylphenidate 80,750,000 g

Morphine (for conversion) 1 03,750,000 g

60,250,000 gMorphine (for sale)

25,628 gNabilone

Noroxymorphonc (for conversion) 9,000,000 g

Noroxymorphonc (for sale) 508,750 g

9 1,250 gOpium (powder)

Opium (tincture) 1,287,500 g

22,750,000 gOripavinc

10,250,000 gOxycodone (for conversion)

13 1,500,000 gOxycodone (for sale)

1 8,375,000 gOxymorphone (for conversion)

6,875,000 gOxymorphone (for sale)

8
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Pentobarbital 42,500,000 g 

Phenazocine 6 g 

Phencyclidine 30 g

Phenmetrazine 3 g 

Phenylacetone 20,000,000 g

Racemethorphan 3 g

Rem ifentanil 3,750 g 

Secobarbital 215,003 g 

SufentaniI 6,255 g 

Tapentadol 13,750,000 g 

Thebaine 145,000,000 g 

Basic Class — List 1 Chemicals Established 2013 Quotas 
Ephedrine (for conversion) 15,100,000 g 
Ephedrine (for sale) 3,500,000 g 
PheriApropanolamine (for conversion) 25,700,000 g 
Phenylpropanolamine (for sale) 6,100,000 g....
Pscudoephedrine (for sale) 225,000,000 g 

The Deputy Administrator also establishes aggregate production quotas for all 

other schedule I 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 aggregate production 

quotas and assessment of annual needs as needed. 

Dated: Thomas M. Harrigan, 
Deputy Administrator 

9 
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42,500,000 gPentobarbital

6gPhenazocine

30 gPhencyclidine

3 gPhenmetrazine

20,000,000 gPhenylacetone

3 gRacemethorphan

3,750 gRemifentanil

215,003 gSecobarbital

6,255 gSufentanil

13,750,000 gTapentadol

145,000,000 gThebaine

Established 2013 QuotasBasic Class - List I Chemicals

15,1 00,000 gEphedrine (for conversion) 	

Ephedrine (for sale)	

Phenylpropanolamine (for conversion)

Phenylpropanolamine (for sale)	

3,500,000 g

25,700,000 g

6,1 00,000 g

225,000,000 gPscudoephedrine (for sale)

The Deputy Administrator also establishes aggregate production quotas for all

other schedule I and II controlled substances included in 21 CFR 1308.1 1 and 1308.12 at

zero. Pursuant to 2 1 CFR 1 303. 1 3 and 2 1 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.

Thomas M. Harrigan,

Deputy Administrator

Dated:

9
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OC: 

OD: 

OD/D: 

ODX: 

ODXS: 

ODW: 

ODQ 

(b)(6) 

Webcims # ODE-12-855 

09-24-12 
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OC:

OD:

OD/D:

ODX:

ODXS:

ODW:

ODQ:

DK6) .Me) 09-24-12ODQ

Webcims# ODE-12-855
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2013 APQ /AAN vs MQ / IQ Summary 
Data Retrieved Jan 8, 2013 

0- - : -;'y - - :  • :Established'   .' .  APcfi:,,AO.4S:': , ).-:  S:: '  „Remaining.' 
,...„   • .. ',...... paiicci4.ssiScAleAul? 1::1-1.  : : •x:: : . • -,294). ird(g).* • liut:(0:1gr::;-: _!- , MCI'S Issued (g) sAPci (g) . . . ... 

1-(5-Fluoropenty1)-3-(1-naphthoyl)indole (AM2201) 
1-(5-Fluoropenty1)-3-(2-iodobenzoyl)Indole (AM694) 

1-(1-(2-Thienyl)cyclohexy1)piperidine . 
112-(4-Morpholinyflethy11-3-(1-naphthoyl)indole (JWH-200) 
1-Butyl-3-(1-naphthoyl)indole (1WH-073) 
1-Cyclohexylethy1-3-(2-methoxyphenylacetyl)indok (SR-18 and RCS— 
1-Hexy1-3-(1-naphthoy1)indo1e (1WH-019) 
1-Methyl-4-phenyl-4-propionoxypiperidine 
1-Penty1-3-(1-naphthoyl)indole (.1WH-018 and AM678) 
1-Penty1-3-(2-chlorophenylacetyl)indole (JWH-203) 
1-Penty1-3-(2-methoxyphenyIacety0indoIe (JWH-250) 
1-Penty1-3-(4-chloro-1-naphthoyl)indole (JWH-398) 
1-Pentyl-3-(4-methyl-1-naphthoyl)indole (1WH-122) 
1-Penty1-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 
1-Penty1-311-(4-methoxynaphthoy1))indole (1W1-1-081) 
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C—P) 
2-(2,5-Dimethoxy-4-ethy1phenyl)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—I) 
2,5-Dimethoxy-4-ethylamphetamine (DOET) 
2,5-Dimethoxy-4-n-propylthiophenethylamine 
2,5-Dimethoxyamphetamine 
2[4-(Ethylthio)-2,5-dimethoxyphenyllethanamine (2C—T-2) 

"•....- 2-14-(lsopropylthio)-2,5-dirnethoxyphenyliethanamine (2C—T-4) 
3,4,5-Trimethoxyamphetamine 
3,4-Methylenedioxyamphetamine (MDA) 
3,4-Methylenedioxymethamphetamine (MDMA) 
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 
3,4-Methylenedioxy-N-methyicathinone (methylone) 
3,4-Methylenedioxypyrovalerone (MDPV) 
3-Methylfentanyl 
3-Methylthiofentanyl 
4-Bromo-2,5-dimethoxyamphetamine (DOB) 
4-Bromo-2,5-dimethoxyphenethylamlne (2-CB) 
4-Methoxyamphetamine 
4-Methyl-2,5-dimethoxyamphetamine (DOM) 
4-Methylaminorex 
4-Methyl-N-methylcathinone (mephedrone) 
5-(1,1-Dimethylhepty1)-2-1(1R,35)-3-hydroxycyclohexyl)-phenol 

5-(1,1-Dimethylocty1)-21(1R,35)-3-hydroxycyclohexyll-Phenol 

(cannabicydohexanol or CP-47, 497 C8-homolog) 
5-Methoxy-3,4-methylenedioxyamphetamine 
5-Methoxy-N,N-diisopropyltryptamine 
5-Methoxy-N,N-dimethyltryptamine 
Acetyl-alpha-methyffentanyl 
Acetyldihydrocodeine 
Acetylmethadol . 
Allylprodine 
Alphacetylmethadot 
Alpha-ethyltryptamine 

... ...- Alphameprodine

Alphamethadol 

45 0 45 
45 0 45 

5 5 0 

45 35 10 
45 35 10 
45 0 45 

45 0 45 

2 2 0 
45 35 10 
45 0 45 
45 0 45 

45 0 45 

45 0 45 
45 0 45 
45 0 45 
15 0 15 

15 0 15 

15 0 15 

15 0 15 

15 0 15 
15 0 15 

15 0 15 
12 12 0 
12 12 0 
12 12 0 

15 0 15 
15 0 15 

12 12 0 

30 29 1 

35 35 0 
24 23 1 
35 22 13. 

25 23 2 

2 2 0 
2 2 0 

12 12 0 
12 12 0 
88 87 1 

12 12 0 

12 12 0 

25 25 0 

68 50 18 

53 40 13 

12 12 0 

12 12 0 

10 10 0 

2 2 0 

2 2 0 

2 2 0 

2 2 0 

2 2 0 

12 12 0 

2 2 0
2 2 0 
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2013 APQ /AAN vs MQ / IQ Summary
Data Retrieved Jan 8, 2013

V . Establish*! APC^W: Remaining"
\ .. ^2013 APQ(g) ,

l-(5-Fliioropentyl)-3-(l-naphthoyl)indole (AM2201)

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

l-[l-(2-Thienyi)cyclohexyl|piperidine -

l-[2-(4-Morpholiny!)ethyl]-3-(l-naphthoyl)indole (JWH-200)

l-Butyl-3-(l-naphthoyl)indole (JWH-073)

l-Cydohexylethyl-3-(2-methoxyphenylacetyl)indole (SR—18 and RCS-

l-Hexyl-3-(l-naphthoyl)indole (iWH-019)

l-Methyl-4-phenyl-4-propionoxypiperidine

l-Pentyl-3-(l-naphthoyl)indole (JWH-018 and AM678)

l-Pentyi-3-(2-chlorophenylacetyl)indole (JWH-203)

l-Pentyl-3-(2-methoxypheny!acetyl)indole (JWH-250)

l-Pentyl-3-(4-chloro-l-naphthoyl)indoie (JWH-398)

l-Pentyl-3-(4-methyl-l-naphthoyl)indole (JWH-122)

l-Pentyl-3-((4-methoxy)-benzoyl]indole (5R-19, RCS-4)

1-Pentyl-3-|l-(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-methylphenyl)ethanamine (2C-D)

2-(2,S-Oimethoxy-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-I)

2,5-Dimethoxy-4-ethylamphetamine (DOET)

2,5-Dimethoxy-4-n-propyltbiophenethylamine

2,5-Dimethoxyamphetamine

2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)

2-[4-(lsopropylthio)-2,5-dimethoxyphenyl]ethanamlne (2C-T-4)

3,4,5-Trimethoxyamphetamine

3,4-Methylenedioxyamphetamine (MDA)

3,4-Me?hylenedioxymethamphetamine (MDMA)

3,4-Methylenedioxy-N-ethylamphetamine (MDEA)

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

3,4-Methylenedioxypyrovalerone (MDPV)

3-Methylfentanyl

3-Methylthiofentanyl

4-Bromo-2,5-dimethoxyamphetamine (DOB)

4-Bromo-2,5-dimethoxyphenethylamine (2-CB)

4-Methoxyamphetamine

4-Methyl-2,5-dimethoxyamphetamine (DOM)

4-Methylaminorex

4-Methyl-N-methylcathinone (mephedrone)

5-(l,l-Dimethylheptyl)-2-[(lR,3S)-3-hydroxycyclohexyl]-pheno!

5-(l,l-Dimethyloctyl)-2-((lR,3S)-3-hydroxycyclohexyl]-phenol

(cannabicyclohexanol or CP-47, 497 C8-homolog)

5-Methoxy-3,4-methylencdioxyamphetamine

S-Methoxy-N,JM-diisopropyltryptamlne

5-Methoxy-N,N-ditnethyltryptamine

Acetyl-atpha-methylfentanyl

Acetyldihydrocodeine

Acetyimethadol

Allylprodine

Alphacetylmethadol

Alpha-ethyltryptamine

Alphameprodine

Alphamethadol

45 0 45

45 450

5 5 0

45 35 10

35 1045

0 4545

045 45

2 02

1045 35

45 0 45

45 0 45

45 0 45

0 4545

45045

4545 0

0 1515

0 1515

015 15

0 1515

15015

015 15

015 15

12 012

1212 0

12 012

15 0 15

15 0 15

012 12

30 29 1

35 35 0

24 23 1

1335 22

25 23 2

02 2

2 2 0

12 012

12 012

87 188

12 012

12 012

25 025

50 1868

134053

12 012

12 012

10 010

022

022

2 02

022

022

01212

022

2 02
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Alpha-methylfentanyl 2 2 0 
Alpha-methylthiofentanyl 2 2 0 

Alpha-methyltryptamine (AMT) 12 12 0 

Arninorex 12 12 0 

Benzylmorphine 2 2 0 

Betacetylmethadol 2 2 0 

Beta-hydroxy-3-methylfentanyl 2 2 0 

Beta-hydroxyfentanyi 2 2 0 

Betameprodine 2 2 0 

Betamethadol 2 2 0 

Betaprodine 2 2 0 

Bufotenine 3 3 0 

Cathinone 12 12 0 

Codeine-N-oxide 602 552 50 

Desomorphine 5 5 0 

Diethyltryptarnine 12 12 0 

Difenoxin SO 50 0 

Dihydromorphine 3,300,000 3,081,897 218,103 

Dimethyltryptamine 18 17 1 

Gamma-hydroxybutyric acid 46,250,000 37,000,000 23,081,920 13,918,080 

Heroin 25 16 9 

Hydromorphinol 54 2 52 

Hydroxypethidine 2 2 0 

Ibogaine 5 S 0 

Lysergic acid diethylamide (LSD) 30 27 3 

Marihuana 21,000 8,525 12,475 

Mescaline 13 12 1 

Methaqualone 10 S 5 

Methcathinone 14 14 0 

Methyldihydromorphine 2 2 0 

Morphine-N-oxide 655 575 80 

N,N-Dimethylamphetamine 12 12 0 

N-Benzylpiperazine 15 0 15 

N-Ethylamphetamine 12 0 12 

N-Hydroxy-3,4-methylenedioxyamphetamine 12 12 0 

Noracymethado! 2 2 0 

Norlevorphanol 52 52 0 

Normethadone 2 2 0 

Normorphine 18 18 0 

Para-fluorofentanyl • 2 2 0 

Phenomorphan 2 2 0 

Pholcodine 2 2 0 

Properidine 2 0 2 

Psilocybin 2 2 0 

Psilocyn 4 4 0 

Tetrahydrocannabinols 491,000 393,000 363,306 29,694 

Thiofentanyl 2 2 0 

Tilidine 10 10 0 

Trimeperidine 2 2 0 

• 
..`_: -.:gitifilished: ..' -.c. qiit -4/0.29$:. --•   :   — . : Remaining 

:•rir:-..4fy.g,;;; 
Schedule : •_ — -' 2613 , A0410 '' - .. . • ' Imsifer (gr.;.?", .,.mciii I sueii(8).:::APQ (g) ._ 

1-Phenylcyclohexylamine 3 2 2 

141perdinocyclohexanecarbonitrile 21 17 17 0 

4-Anilino-N-phenethy1-4-piperidine (ANPP) 2,250,000 1,800,000 1,147,653 652,347 

Alfentanil 38,250 30,600 17,152 13,448 

Aiphaprodine •3 2 2 0 

Amobarbital 9 7 7 0 

Amphetamine (for conversion) 22,875,000 18,300,000 7,836,378 10,463,622 

Amphetamine (for sale) 42,625,000 34,100,000 26,676,759 7,423,241 
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0Alpha-methylfentanyl

Alpha-methylthiofentany!

Alpha-methyltryptamine (AMT)

Aminorex

Benzylmorphine

Betacetylmettiadol

Beta-hydroxy-3-methylfentanyl

Beta-hydroxyfentanyl

Betameprodine

Betamethadol

Betaprodine

8ufotenine

Cathinone

Codeine-N-oxide

Desomorphine

Diethyltryptamine

Difenoxin

Dihydromorphine

Dimethyltryptamine

Gamma-hydroxybutyric acid

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

Ncrmorphine

Para-fluorofentanyl

Phenomorphan

Pholcodine

Properidine

Psilocybin

Psilocyn

Tetrahydrocannabinols

Thiofentanyl

Tilidine

Trimeperidine

22

2 2 0

12 12 0

1212 0

2 2 0

2 02

02 2

2 2 0

22 0

2 2 0

2 2 0

3 03

12 12 0

50602 552

05 5

12 012

50 50 0

3.300,000 3,081,897 218,103
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l-Phenylcyclohexylamine

1-Piperdir,ocyclohexanecarbonitrile

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

Alfentanii

Alphaprodine

Amobarbital

Amphetamine (for conversion)

Amphetamine (for sale)

01721 17

1,147,653

17,152

652,347

13.448

1,800,000

30,600

2,250,000

38.250

0223

07 79
10,463,622

7,423,241

18,300,000

34,100,000

7,836,378

26,676.759

22,875,000

42,625.000
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Carfentanil 6 5 5 0 

Cocaine 240,000 192,000 137,720 54,280 

Codeine (for conversion) 81,250,000 65,000,000 41,080,585 23,919,415 

Codeine (for sale) 49,506,250 39,605,000 31,491,664 8,113,336 

Dextropropoxyphene 19 15 15 0 

Dihydrocodeine 250,000 200,000 80,380 119,620 

Dip henoxylate 750,000 600,000 579,302 20,698 

Ecgonine 127,500 102,000 78,620 23,380 

Ethylmorphine 3 2 2 0 

Fentanyl 2,108,750 1,687,000 1,519,110 167,890 

Glutethimide 3 2 2 0 

Hydrocodone (for sale) 99,625,000 79,700,000 61,332,359 18,367,641 

Hydromorphone 5,968,750 4,775,000 3,947,453 827,547 

Isomethadone 5 4 2 2 

Levo-alphacetylmethadol (LAAM) 4 3 2 1 

Levomethorphan 6 5 2 3 

levorphanol 4,500 3,600 3,102 498 

Lisdexamfetamine 21,000,000 16,800,000 10,688,363 6,111,637 

Meperidine 6,875,000 5,500,000 3,850,507 1,649,493 

Meperidine Intermediate-A 6 5 3 2 

Meperidine intermediate-B 11 9 7 2 
Meperidine Intermediate-C 6 5 3 2 

Metazocine 6 5 5 0 

)Methadone  (for sale) 25,000,000 20,000,000 19,973,928 26,072 

Methadone Intermediate 32,500,000 26,000,000 23,914,341 2,085,659 

Methamphetamine (dex) (for conversion) 2,863,750 2,291,000 599,500 1,691,500 

Methamphetamine (d and d,l) (for sale) 61,250 49,000 35,130 13,870 

Methamphetamine (levo) 987,500 790,000 766,010 23,990 

Methylphenidate 80,750,000 64,600,000 59,944,983 4,655,017 

Morphine (for conversion) 103,750,000 83,000,000 57,964,265 25,035,735 

Morphine (for sale) 60,250,000 48,200,000 36,928,242 11,271,758 

Nabilone 25,628 20,502 12,919 7,583 

Noroxymorphone (for conversion) 9,000,000 7,200,000 6,203,974 996,026 
- >Noroxymorphone (for sate) 508,750 407,000 403,628 3,3726-

Opium (powder) 91,250 73,000 53,360 19,640 

Opium (tincture) 1,287,500 1,030,000 860,054 169,946 

Oripavine 22,750,000 18,200,000 15,200,366 2,999,634 

Oxycodone (for conversion) 10,250,000 8,200,000 5,840,045 2,359,955 

Oxycodone (for sale) 131,500,000 105,200,000 92,912,773 12,287,227 

Oxymorphone (for conversion) 18,375,000 14,700,000 11,449,375 3,250,625 

Oxymorphone (for sale). 6,875,000 5,500,000 4,475,998 1,024,002 

Pentobarbital 42,500,000 34,000,000 27,442,002 6,557,998 

Phenazocine 6 5 5 0 

Phencyclidine 30 24 13 11 

Phenmetrazine 3 2 2 0 

Phenylacetone 20,000,000 16,000,000 14,113,875 1,886,125 

Racemethorphan 3 2 2 0 

Remifentanil 3,750 3;000 1,825 1,175 

Secobarbital 215,003 172,002 81,002 91,000 

Sufentanil 6,255 5,004 4,933 71 

Tapentadol 13,750,000 11,000,000 2,566,510 8,433,490 

Thebaine 145,000,000 116,000,000 87,525,910 28,474,090 

•-• • 

• • 
z.. Remaining

ICrsi i.ied.(g)-:1'; MN 

Ephedrine (for conversion) 15,100,000 300 15,099,700 

Ephedrine (for sale) 3,500,000 2,978,000 522,000 

Phenylpropanolamine (for conversion) 25,700,000 2,960,000 22,740,000 

Phenylpropanolamine (for sale) 6,100,000 5,650,000 450,000 

Pseudoephedrine (for sale) 225,000,000 174,689,000 50,311,000 
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DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-365) 

Established Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances and Established 
Assessment of Annual Needs for the 
List I Chemicals Ephedrine, 
Pseudoephedrine, and 
Phenylpropanolamine for 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 I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine. 

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) 
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 II and for the list I 
chemicals ephedrine, pseudoephedrine, 
and phenylpropanolamine. This 
responsibility has been delegated to the 
Administrator of the DEA by 28 CFR 
0.100. The Administrator, in turn, has 
redelegated this function to the Deputy 
Administrator pursuant to 28 CFR 
0.104. 

The 2013 aggregate production quotas 
and assessment of annual needs 
represent those quantities of schedule I 
and II controlled substances and the list 
I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine to be 
manufactured in the United States in 
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 Il Controlled 
Substances and Proposed Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and 
Phenylpropanolamine 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 I and II and the 2013 
assessment of annual needs for the list 
I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine. All interested 
persons were invited to comment on or 
object to the proposed aggregate 
production quotas and the proposed 
assessment of annual needs on or before 
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 I 
and II controlled substances and one list 
I chemical. Commenters 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, 
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 United 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 
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 relevant factors, including the 
consideration of 2012 manufacturing 
quotas, current 2012 sales and 
inventories, 2013 export requirements, 
industrial use, 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-methyl-N-methylcathinone 
(mephedrone), N-benzylpiperazine, 
amphetamine (for conversion), 
amphetamine (for sale), hydrocodone 
(for sale), hydromorphone, 
lisdexamfetamine, methylphenidate. 
morphine (for sale), oxycodone (for 
sale), oxymorphone (for 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 
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 
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 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 
established aggregate production quotas 
reflect these included amounts. This 
action will not affect the ability of 
manufacturers to maintain inventory 
allowances as specified by regulation. 
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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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
(mephedronc), N-benzylpiperazine,
amphetamine (for conversion),
amphetamine (for sale), hydrocodone
(for sale), hydromorphone,
lisdexamfelamine, melhylphenidate,
morphine (for sale), oxycodone (for

sale), oxymorphone (for conversion),
remifcnlanil, 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,
methamphelarnine. morphine (for

list conversion), nnrnxymorphone (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

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 certain schedule 1 aggregate

production quotas, an additional 25% of
the estimated medical, scientific, and
research needs as part of the amount
necessary to ensure the establishment
and maintenance of reserve slocks. The
established aggregate production quotas
reflect these included amounts. This
action will not affect the ability of
manufacturers to maintain inventory
allowances as specified by regulation.
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

for Schedule I and II Controlled
Substances and Proposed Assessment of
Annual Nocds for the List I Chemicals
Ephedrine, Pseudoephedrine. and
Phenylpropanolamine for 2013," was
published in the Federal Register (77

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-365)

Established Aggregate Production _ _
Quotas for Schedule I and II Controlled 46519). That notice proposed the
Substances and Established 2013 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 interested
persons were invited to comment on or

Assessment of Annual Needs for the
List 1 Chemicals Ephedrine,

Pseudoephedrine, and
Phenylpropanolamine for 2013

AGENCY: Drug Enforcement
Administration (DEA). Department of

Justice.

ACTION: Notice.
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 I
and II controlled substances and one '
I chemical. Coinmenlers 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,

lisdexarnfetamine, meperidine,
methamphelarnine, methylphenidate,
morphine (for conversion), morphine
(for sale), noroxymorphone (for
conversion), oripavine, oxycodone (for
sale), oxymorphone (for conversion),

. ... , .. oxymorphone (for sale), remifentanil,
in schedules I and II and for the list I ant} sufentanil were insufficient to
chemicals ephedrine, pseudoephedrine, provjde for the estimated medical,
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
Administralor 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
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 oxport requirements, and the
establishment and maintenance of
reserve stocks. These quotas include
imports of ephedrine, pseudoephedrine, consideration of 2012 manufacturing
and phenylpropanolamine but do not quotas, current 2012 sales and
include imports of controlled inventories, 2013 export requirements,
substances for use in industrial industrial use, additional applications

for quotas, as well as information on
research and product development
requirements. Based on this

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 I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine.

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)
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

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
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
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 relevant factors, including the

processes.

On August 3. 2012, a notice titled,
"Proposed Aggregate Production Quotas
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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 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: 

Basic class 
Established 
2013 quotas 

Schedule I 

1-(5-Fluoropenty1)-3-(1-naphthoyl)indole (AM2201)  
1-(5-Fluoropenty1)-3-(2-iodobenzoyl)Indole (AM694)  
1-(1-(2-Thienyl)cyclohexyi]piperidine  
142-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200)  
1-Butyl-3-(1-naphthoyl)indole (JWH-073)  
1-Cyclohexylethy1-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8)  
1-Hexyl-3-(1-naphthoyl)indole (JWH-019)  
1-Methyl-4-phenyl•4-propionoxypiperidine  
1-Penty1-3-(1-naphthoyl)indo1e (JWH-018 and AM678)  
1-Pentyl-3-(2-chlorophenytacetyl)indole (JWH-203)  
1-Penty1-3-(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-Penty1-3((4-methoxy)-benzoyflindole (SR-19, RCS-4)  
1-Penty1-311-(4-methoxynaphthoyl)lindole (JVVH-081)  
2-(2,5-Dimethoxy-4-(n)-propylphenyt)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)elhanamine (2C-N)  
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H)  
2-(4-Chloro-2,5•dimethoxyphenyl)ethanamine (2C-C)  
2-(4-ludo-2,5-dimethoxyphenyl)ethanamine (2C-I)  
2,5-Dimethoxy--4-ethylamphetamine (DOET)  
2,5-Dimethoxy-4-n-propylthiophenethylamine  
2,5-Dimelhoxyamphetamine  
2(4-(Ethytthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)  
2(4-(lsopropyithio)-2,5-dimethoxyphenyliethanamine (2C-T-4)  
3,4,5-Trimethoxyamphetamine  
3,4-Methylenedioxyamphetamine (MDA)  
3,4-Methytenedioxymethamphetamine (MDMA)  
3,4-Methylenedioxy-N-ethylamphetamine (MDEA)  
3.4-Methylenedioxy-N-methylcathinone (methylone)  
3,4-Methylenedioxypyrovalerone (MDPV)  
3-Methylfentanyl  
3-Methylthiofentanyl  
4-Bromo-2.5-dimethoxyamphetamine (DOB)  
4-Bromo-2,5-dimethoxyphenethylamine (2-CB)  
4-Methoxyamphetamine  
4-Methyl-2,5-dimethoxyamphetamine (DOM) 
4-Methylaminorex  
4-Methyl-N-methylcathinone (mephedrone)  
5-(1,1-Dimethylhepty1)-24(1R,3S)-3-hydroxycyclohexyg-phenol  
5-(1,1-Dimethylocty1)-24(1R,3S)-3-hydroxycyclohexyl)-phenol (cannabicyclohexanol or CP-47, 497 CB-homolog)  
5-Methoxy-3,4-methylenedioxyamphelamine  
5-Melhoxy-N,N-diisopropyltryptamine  
5-Methoxy-N,N-dimethyltryptamine  
Acetyl-alpha-methylfentanyl  
Acetyldihydrocodeine  
Acetylmothadol  
Allylprodine  
Alphacetylmethado1  
Alpha-ethyttryptamine  
Alphameprodine  
Alphamethadol  
Alpha-methylfentanyl  
Alpha-methylthiofentanyl  
Alpha-methyltryptamino (AMT)  
Aminorex  
Benzylmorphlne  
Betacetylmelhadol  
Beta-hydroxy-3-methytfentanyl  
Beta-hydroxyfentanyi  
Betameprodine  
Betamethadol  

45 g 
45 9 
5g 

45 g 
45 g 
45 g 
45 g 
2g 

45 g 
45 g 
45 g 
45 g 
45 g 
45 g 
45 g 
15 g 
15 g 
15g 
15g 
15 g 
15 g 
15g 
12 g 
12 g 
12g 
15 g 
15 g 
12 g 
30 g 
35 g 
24 g 
35 g 
25 g 
2g 
2g 

12 g 
12 g 
88 g 
12 g 
12 g 
25 g 
68 g 
53 g 
12 g 
12 g 
10 g 
2g 
2g 
2g 
2g 
2g 

12 g 
2g 
2g 
2g 
2g 

12 g 
12g 
2g 
2g 
2g 
2g 
2g 
2g 
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Deputy Administrator hereby
establishes the 2013 aggregate
production quotas for the 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:

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.G. 826, 21
CFR 1303.11, and 21 CFR 1315.11, the

Established
2013 quotasBasic class

Schedule t

1-(5-Fluoropentyl)-3-(1 -naphthoyljindole (AM2201) 	

1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 	
1-(1-(2-Thienyl)cyclohexyl]piperidine 	

1-[2-(4-Morpholinyl)ethyl]-3-(1 -naphthoyljindole (JWH-200) 	
1 -Butyl-3-(1 -naphthoyljindole (JWH-073) 	 		

1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 	

1-Hexy]-3-{1 -naphthoyljindole (JWH-019) 	

1 -Methyl-4-phenyl-4-propionoxypiperidine 	 	

1-Pentyl-3-(1 -naphthoyljindole (JWH-018 and AM678J 	

l-Pentyl-3-(2-chlorophenyIacetyl)indole (JWH-203) 	

1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 	

1-Pentyl-3-(4-chloro-1-naphthoyl)lndole (JWH-398) 	

1-Pantyl-3-(4-methyl-1 -naphthoyljindole (JWH-122) 	

1-Pentyl-3-[(4-methoxy)-benzoy)]indole (SR-19, RCS-4) 	

1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 	

2-(2,5-Dimethoxy-4-(n)-p;opylphenyl)ethanamine (2C-P) 	 		

2-(2.5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 	
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 	

2-(215-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-I) 	

2,5-Oimethoxy-4-ethylamphetamine (DOET) 	
2,5-DimGthoxy-4-n-propylthiophenethylamine 	

2.5-Dimelhoxyaniphetamine 	

2-{4-(Ethylthio)-2.5-dimethoxyphenyl]ethanamine (2C-T-2) 	

2-[4-(lsopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 	

3,4,5-Trimethoxyamphetamine 	

3,4-Melhylenedioxyamphetamine (MDA) 	
3,4-Methylenedioxymethamphelamine (MDMA) 	

3,4-Methylenedioxy-N-elhylamphetamine (MDEA) 	

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

3,4-Methylenedioxypyrovalerone (MDPVJ 	

3-Melhylfentany	l	

3-Methylthiofentany	l	

4-Bromo-2,5-dimethoxyamphelamine (DOB) 	

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 	

4-Methoxyamphetamine 	 	

4-Melhyl-2,5-dimethoxyamphetamine (DOM) 	

4-MGlhylaminorex 	

4-Methyl-N-methylcathinone (mephedrone) 	

5-(1,1-Dimethylheptyl)-2-[(1 R.3S)-3-hydroxycyclohexyl]-phenol 	

S-O.I-DimethyloctylJ^-KIR.asj-S-hydroxycyclohexylJ-phenol (cannabicyclohexanol or CP-47. 497 C8-homolog)

5-Methoxy-3,4-methylenedioxyamphetamine 	

5-Melhoxy-N.N-diisopropyltryptamine 	

5-Methoxy-N,N-dimethyllryptamine 	

Acetyl-alpha-methylfentanyl 	

Acetyldihydrocodeine 	

Acetylmcthadol 	

Allylprodine 	
Alphacetylmethadol 	
Alpha-ethyltryptamine 	

Alphameprodine 	

Alphamethadol 	
Alpha-methyltentanyl 	

Alpha-methylthiofentanyl 	

Alpha- mcthyltryptaminc (AMT) 	

Aminorex 	
Benzylmorphine 	
Betacetylmelhadol 	

Beta-hydroxy-3-methylfentanyl 	

Beta-hydroxyfentanyl 	

Betameprodine 	 -	

Betarnethadol 	

45 g

45 g

5 g
45 g

45 g

45 g

45 g

2g
45 g

45 g

45 g

45 g

45 g

45 g

45 g

15 g
15 g

15g
15 g

15 g

15 g
15g

12 g
12 g

12 g

15 g

15 g

12 g
30 g

35 g

24 g

35 g

25 g

2 9
2 9

12 g

12 g
88 g

12 g

12 g
25 g

68 g

53 g

12 g

129
10 g

2 g
2 9
2 9
2 g
2 9

12 g

29
2 9
29
2 9

12 g
129
2 9
29
2 9
2 9
2 g
2 9
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Basic class 
Established 
2013 quotas 

Betaprodine  
Butotenine  
Cathinone  
Codeine-N-oxide  
Desomorphine  
Dlethyltryptamine  
Difenoxin  

2g 
3g 

12 g 
602 g 

5g 
12 g 
50 g 

Dihydromorphine  3,300,000 g 
Dimethyltryptamine  18 g 
Gamma-hydroxybutyric acid  46,250.000 g 
Heroin  25 g 
Hydromorphinot  54 g 
Hydroxypethidine  2g 
lbogaine  5g 
Lysergic acid diethylamide (LSD)  30 g 
Marihuana  21,000 g 
Mescaline  13 g 
Methaqualone  10 g 
Methcathinone  14 g 
Methyldihydromorphine 2g 
Morphine-N-oxide  655 g 
N,N-Dimethylamphetamine  12 g 
N-Benzylpiperazine  15 g 
N-Ethylamphetamine  12 g 
N-Hydroxy-3,4-meihytenedioxyamphetamine  12g 
Noracymethadol  2g 
Norlevorphanol  52 g 
Normothadone  2g 
Normorphine  18 g 
Para-fluorotentanyi  2g 
Phenomorphan  2g 
Pholcodine  2g 
Properidine  2g 
Psitocybin  2g 
Psilocyn  4g 

' 1,14M, Tetrahydrocannabinols  491,000 g 

Thiofentanyl  2g 
Tilidine  10g 
Trimeperidine  2g 

Schedule It 

1-Phenylcyclohexylamine  3g 
1-Piperdinocyclohexanecarbonitrile 21 g 
4-Anilino-N-phenethyl-4-piperidine (ANPP)  2,250,000 g 
Alienlanil  38,250 g 
Alphaprodine  3g 
Amobarbital  9g 
Amphetamine (for conversion)  22,875,000 g 
Amphetamine (for sale)  42,625,000 g 

Carfentanil  6g 

Cocaine  240,000 g 

Codeine (for conversion)  81,250,000 g 

Codeine (for sale)  49,506,250 g 

Dextropropoxyphene  19g 

Dihydrocodeine  250,000 g 

Diphenoxylate  750,000 g 

Ecgonine  127,500 g 

Ethylmorphine  3g 

Fentanyl  2,108,750 g 
Glutethimide  3g 

Hydrocodone (for sale)  99,625,000 g 

Hydromorphone  5,968,750 g 

Isomethadone  5g 

Levo-aiphacetylmethadol (LAAM)  4g 

Levomethorphan  
Levorphanol  
Lisdexamfetamine  
Meperidine  

6g 
4,500 g 

21,000,000 g 
6,875,000 g 

Meperidine Intermediate-A  
Meperidine Intermediate-B  
Meperidine Intermediate-C  
Metazocine  

6g 
11 g 
6g 
6g 
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Established
2013 quotasBasic class

Belaprodine 	
Bufotenirie 	

Cathinone 	

Codelne-N-oxide 	
Desomorphino 	

Diethyltryptamine 	

Difenoxin 	

Dihydromorphine 	

Dimethyltryptamine 	
Gamma-hydroxybutyric acid 	

Heroin 	

Hydromorphlnot 	
Hydroxypethidine 	

Ibogaine 	

Lysergic acid diethylamide (LSD) 	

Marihuana 	
Mescaline 	
Methaqualone 	
Melhcathinone 	

Methyldihydromorphine 	
Morphine-N-oxide 	
N,N-Dimethylamphetamine 	

N-Benzylpiperazine 	

N-Ethylamphetamine 	

N-Hydroxy-3,4-melhylenedioxyamphetamine
Noracymethadol 	

Norlevorphanol 	
Normothadone 	

Normorphine 	

Para-fluorotentanyl 	

Phenomorphan 	 	

Pholcodine 	

Propcridine 	 	

Psilocybin 	

Psitocyn 	

Tetrahydrocannabinols 	

Thiofentanyl 	
Tilidine 	

Trimeperidine 	

2 9
39

12 g
602 g

5 g
12 g
50 g

3,300,000 g

18 g

46,250.000 g

25 g

54 g

2g
5 9

30 g

21,000 g

13 g

10 g

14 g

2 g
655 g

12 g
15g

12 g

12 g

2 g
52 g

2 9
18 g

2g
2 g
2g
2 g
2 g
4 g

491,000 g

2g
10 g

2 9

Schedule II

1-Phenylcyclohexylamine 	

1 -Piperdinocyclohexanecarbonitrile 	

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

Alfenlanil 	 	

Alphaprodine 	
Amobarbital 	

Amphetamine (for conversion) 	

Amphetamine (for sale) 	

Carfentanil 	
Cocaine	

Codeine (for conversion) 	
Codeine (for sale) 	

Dextropropoxyphene 	

Dihydrocodeine 	

Diphenoxylate 	
Ecgonine 	

Ethylmorphine 	

Fentanyl 	

Glutethimide 	

Hydrocodone (tor sale) 	
Hydromorphone 	

Isomethadone 	
Levo-alphacetylmethadol (LAAM) 	

Levomethorphan 	

Levorphanol 	
Lisdexamfctamlne 	

Meperidine 	

Meperidine Intermediate-A 	

Meperidine Intermediate-B 	

Meperidine Intermediate-C 	

Metazocine 	

3 g
21 9

2,250,000 g

38,250 g

3 9
3 9

22,875,000 g

42,625,000 g

f

240,000 g

81,250,000 g

49,506,250 g

6 9

19 g

250,000 g

750,000 g

127,500 g

3 9
2,108,750 g

3 9
99,625,000 g

5,968.750 g

3 g
4 g
6g

4,500 g
21,000,000 g

6.875,000 g

6 9
11 g

6 9
e g
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Basic class Established 
2013 quotas 

Methadone (for sale)  
Methadone Intermediate  
Methamphetamine  

25,000,000 g 
32,500.000 g 
3,912,500 g 

(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 lit product; and 61,250 grams for methamphetamine (for sale)). 

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  
Phenytacetone  
Racemethorphan  
Remifentanil  
Secobarbilal  
Sutentanil  
Tapentadol  
Thebaine  

80,750,000 g 
103,750,000 g 
60,250,000 g 

25,628 g 
9,000,000 g 

508,750 g 
91,250 g 

1,287,500 g 
22,750,000 g 
10.250,000 g 

131,500,000 g 
18,375,000 g 
6,875,000 g 

42,500,000 g 
6g 

30 g 
3g 

20,000,000 g 
3g 

3,750 g 
215,003 g 

6;255 g 
13,750,000 g 

145,000,000 g 

List I Chemicals 

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

15,100,000 g 
3,500,000 g 

25,700,000 g 
6,100,000 g 

225,000,000 g 

The Deputy Administrator also 
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 aggregate production quotas and 
assessment of annual needs as needed. 

Dated: September 25, 2012. 

Thomas M. Harrigan, 

Deputy Administrator. 
iFR Doc. 2012-24089 Filed 9-28-12; 8:45 am] 

BILLING CODE 4410-09-P 

DEPARTMENT OF LABOR 

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 issued 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 motors. The subject 

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-
site leased workers from Penmac 
Personnel Services. 

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 subject 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 
amended. 

The request for reconsideration states 
that workers of the Engineering Services 
Department provide engineering 
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Established
2013 quotasBasic class

Methadone (for sale) ....
Methadone Intermediate

Methamphetamine 	

25,000,000 g

32,500,000 g
3,912,500 g

I
[987,500 grams of levo-desoxyophedrine 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 grams for methamphetamine (for sale)].

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) 	
Oxymorphor.e (for conversion) ....

Oxymorphone (for sale) 	

Pentobarbital 	

Phenazocine 	

Phencyclidine 	 		

Phcnmetrazine 	
Phenylacetone 	

Racemethorphan 	
Remifentanil 	

Secobarbital 	
Sufentanil 	

Tapentadol 	

Thebaine 	

80,750,000 g

103,750,000 g

60,250,000 g

25,628 g

9.000.000 g

508,750 g

91,250 g

1,287,500 g

22,750,000 g

10,250,000 g

131,500,000 g

18,375,000 g

6,875,000 g

42,500,000 g

6 g
30 g

3 9
20,000,000 g

3 9
3,750 g

215,003 g

6;255 g

13,750,000 g

145,000,000 g

List t Chemicals

Ephedrine (for conversion) 	

Ephedrine (for sale) 	

Phenylpropanolamine (for conversion)
Phenylpropanolamine (for sale) 	

Pseudoephedrine (for sale) 	

15,100,000 g

3,500,000 g

25,700,000 g

6,100,000 g
225.000,000 g

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-

site leased workers from Penmac

Personnel Services,

The Deputy Administrator also

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 aggregate production quotas and

assessment of annual needs as needed.

Dated: September 25, 2012.

Thomas M. Harrigan,

Deputy Administrator.

|FR Doc. 2012-24889 Filed 9-28-12; 8:45 am]

BILLING CODE 4410-O&-P

DEPARTMENT OF LABOR

Employment and Training
Administration

[TA-w-8 1.791]

Fasco, a Division of Regal Beloit
Corporation, Including On-Stte Leased

Workers From Penmac Personnel

Services, Eldon, Ml; Notice of

Affirmative Determination Regarding
Application for Reconsideration

The initial investigation resulted in

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

By application dated August 30. 2012, directly competitive with those
workers requested administrative supplied by the subject workers; thai
reconsideration of the negative there were no increased imports of
determination regarding workers' services like or directly competitive
eligibility to apply for Trade Adjustment with those supplied by the subject
Assistance (TAA) applicable to workers workers; that Fasco is neither a Supplier
and former workers of Fasco. a division to nor a Downstream Producer of a firm
or Regal Beloit Corporation, Eldon, that employed o worker group eligible to
Missouri (Fasco]. The determination appty for TAA; and that the workers of
was issued on August 7, 2012. The Fasco have not met the criteria set forth
Department's Notice of determination in Section 222(e) of the Trade Act, as
was published in the Federal Register amended,
on August 23, 2012 (77 FR 51066). .

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

a

The request for reconsideration states

that workers of the Engineering Services

Department provide engineering
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IMS Data 201,- - 2013 (est) 

Substance 2111 2111 
-9;704:33 

/ Change 
-9.33% 

2112 
10,981..49 

/ Change 
13.16% 

2113* 
11;318.45 

/ Change
• ' 3.07% AmphetatnIne . 8;875:83 

Cocaine 53.89 48.53 -9.96% 44.03 -9.26% 41.18 -6.48% 
Codeine : 25,35115 ' 26,124.26 ..: , .3.05% 23,600.01 -9.66% 25,491:39 8.01% 
Dihydrocodeine 112.37 107.21 -4.59% 75.47 -29.60% 61.44 -18.59% 
Diphenokylate- :,--480'::24 , 462.58 . . -=3.68% • 418.96 • -"-9.43% .:::417,79 :'.70.28% 
Ephedrine 1,478.40 1,535.38 3.85% 1,976.57 28.73% 1,701.44 -13.92% 
Fentanyl ,, - 510.25. ;.,539.82 • '5.8Q% ,588.02 .8.93% . 578:44 . .;:-1--.63% 
Hydrocodone 1- 61,719.78 65,105.06 5.48% 65,037.75 -0.10% 63,756.39 -1.97% 
HydrOMOrphone.:.. - 1,460.:16 .1675.15 ' •,:14]72%,_. 1.,925.44:- .:'-714.94% -2,120.37 `10:12% 
Levorphanol 0.14 0.32 136.46% 1.61 399.07% 2.23 38.36% 
Lisdexamfetamine- ,1 0,311.46 12,337:65 ,.. 19.65%14,031'.68 13..73% 14;371.09 .2.42% 
Meperidine 2,579.09 2,302.77 -10.71% 1,891.98 -17.84% 1,665.56 -11.97% 
Methadone- ' :,.7,859.04 ;7,638.93 -2.80% 7,184.37 -5195% --'6,678t61 -q.:04°/0 
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 ' 84.96 0172% 8t 32 -4:28% 80.65 . -0..82% 
Oxycodone 68,320.72 70,866.67 3.73% 67,866.14 -4.23% 65,311.45 -3.76% 
Oxyrnorphohe ' - -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 . '', .85:41 ' , . 79.08 : - -7:41.% .46.56 ,,, -41:12% .":'', 34.03 -,726.92% 
Pseudoephedrine 127,452.77 104,502.78 -18.01% 94,451.20 -9.62% 109,963.75 16.42% 

..0.7.4%rRemifentanil 0.89 . 1.05 • -17.99% 1.12 . ." 7,56% 1.13 
Secobarbital 23.20 20.78 -10.43% 15.67 -24.59% 13.20 -15.76% 
Sufentanil 0.07 - 0.05 -22.81% ' 0.05 , - -1.44% 0.04 -15.22% 

*Estimates based on Jan-Mar 2013 Data 

Page 121 

( (
IMS Data 20*1 v. - 201 3 (est)

2011 % Change 2012 % Change 2013* % Change2010Substance

11,318.459,704.33 9.33% 10,981.49 13.16% 3.07%Amphetamine 8,875.83

-6.48%48.53 44.03 -9.26% 41.1853.89 -9.96%Cocaine

25,491.39 	8.01 %: 25,351 .25 26, 1 24.26 > -.3. 05% 23,600.01 -9.66%Codeine

-18.59%-29.60% 61.44Dihydrocodeine 107.21 -4.59% 75.47112.37

0.28%418.96 r-9.43% 417.79. 480.24 - 462.58 -3.68%Diphenoxylate

Ephedrine

Fentanyl

-13.92%1,976.57 28.73% 1,701.443.85%1,478.40 1,535.38

,-1.63%• .8.93% 57844• v: 510.25 , 539.82 , 5.80% 588.02•

-1.97%65,105.06 5,48% 65,037.75 -0.10% 63,756.3961,719.78Hydrocodone

2,120.37 c .10:12%1,675.15 ',14:72% } 1,925.44 -*14.94%Hydromorphone .:. "1,460.16

38.36%136.46% 399.07% 2.230.14 0.32 1.61Levorphanol

14,371.09 ... 2.42%Lisdexamfetamine : 10,311.46 12,337.65 19.65% 14,031.68 13.73%

-11.97%-10.71% -17.84% 1,665.562,302.77 1,891.982,579.09Meperidine

-7:04%-5.95% 6,678.61: 7,859,04 ;-7, 638.93 -2.80% ,7,184-37Methadone -

-3.56%5.36% 14.09-6.74% 14.6114.86 13.86Methamphetamine

19;367.44 -1.92%1 9,217.30 a-' / 2.74% 19,747.16 ; 2.76%Methylphenidate • : ; 18,704.32

-4.32%29,663.6230,434.73 4.96% 31,003.40 1.87%28,997.24Morphine

-4.28% -0.82%84.35 V 80.6584.96 ? 0:72% 8.1.32Opium

-4.23% 65,311.45 -3.76%3.73% 67,866.1470,866.67Oxycodone 68,32072

.-5.56%2,655.67 60.62% 1,959.43 / -26,22% . 1,850.541,653-43Oxymorphone

-13.29%617.63839.71 20.93% 712.27 -15.18%694.40Pentazocine

34.03 -26.92%79.08: c -7.41% , 46.56 -41.12%K 85:41Pentobarbital •• . .. :h

16.42%-9.62% 109,963.75127,452.77 104,502.78 -18.01% 94,451.20Pseudoephedrine

.0.74%1,12 ^ ";7,56% •»„; 1.131.05 ' -17.99%0.89Remifentanil
-15.76%13.2020.78 -10.43% 15.67 -24.59%23.20Secobarbital

0.04 -i -15.22%-22.81% 0.05 -1.44%0.050.07Sufentanil

*Estimates based on Jan-Mar 2013 Data
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Basic Class; 9250-0 2013 Revised APQ Worksheets 
PO TotaltCM+PD): 16,175,370 000 FDA Est: - 064 

IMS Est: -.177 

Company DEA Num 

MQ Totats: 

2013 MQ Request 2013 MO 2012 Sales 2012 Total Sales A of 2012 Sales Share of 2013 Total PO 2012 Inventory 2013 Projected Exports Caic Using CFR 30% Invent Caic Using CFR 50% Invent 

6,421,397.000 6,321.000.000 4,975,800.000 17,835.768 583 4,513,491.025 3.316,88.4.000 0.000 2,550654.332 3.569,179.781 

5,000.000 
10.000
0.000 0.000 17,835,768.583 0.000 0.000 0.000 0.000 0.000 

10.000 2.593 17,835,768.583 000 02007'00:  2 343 5.536 0.000 -2.491 -1.962 
390,393.0001 223.393 000 26.872.000 17,835,768 583 0.002 24,370.385 62,133 000 0.000 -30,451.500 -24,952 019 

34,700.000 0000 0.000 17,835,768.583 0.000 0.000 0.000 0.000 0.000 0 000 
67,000.000 0.000 0.000 17,835.768.583 0.000 0.000 0 000 0.000 0 000 0.000 

is 16,200,000.000k 9.904.525.000 9,774,716.030 17,835.768 583 0.548 8,864,751.032 3,635.734.000 9.902,233.789 13,350.000 7,901,792.341 
3,851,000.000 3,551.000.000 3,057,378.000 17,835,768.583 0.171 2.952,358.782 2,772,755.217 652,225.000 0.000 3,578,063.521 

26,969,490.000 19,999,928.000 17.835.768.583 7.666,981.536 13,350.000 13,374,349 464 

Final initial APO: 20.000,000.000 
Proposed Revised: 26,500,000.000 33,125,000.000 welt 25% buffer 
Final Revised APQ: 0.000 
MO Need=PO' 1.6- Revised MQ • Inventory: 3,403,854 538 CFR 60%: -2.988,754 890 
2012 Initial APQ: 20.000.000.000 
FDA Est .2012 APQ (1 $ FDA Eat): 18,720,000.000 
1MS Esti. 2012 APO (1 • IMS Est): 18,592,000.000 

Pencing 
DEA Name DEA Num 

(bX4).(b)(7XE) 

Total Per 5n% 

Requested Prev,ousy Granted Difference 
390,393'00 223,393 000 167,000.000 

18,200.000 00 9.904,525.003 6.295.475.000 

6.462,475.00 

METHADONE 

0 
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Basic Class: 92SO-0

PQ Tofal(CM*PD):

2013 Revised APQ Worksheets

16,175.370 000 FDA Est:

IMS Est:

-064

-07

2013 MQ

6 321.000000

0.000

10.000

223.393 000

0000

O.OOO

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

3.569,179.701

0000

-1 962

-24.952 019

0 000

0.000

S.902 .233.789

3.578.063.521

Company OEANum 2013 MQ Roquest

6.421.387.000

5.000.000

	 10 000

390.393QOo]
34,700 000

67,000.000

> 16^00,0000^1 9.904.525000
3,851.000 000 3,551,000.000 3,057,378 000

2012 Sales 2012 Total Sales

4.976.800 000 17,835.768 583

O.OOO 17,835.768.583

2.533 17.835,768583

26.872.000 17.835.768 583

0.000 17,835,768.583

0.000 17,835.768.583

9,774,7*6.030 17.835.768 583

17,835,768.583

% of 2012 Sales

0 279

0 000

0 000

0002

0000

0.000

0.548

;bH4)(b)(7XE) 4,513.491.025 3,316,884 000

0 000

2 343

24.370 385

0000

0000

8.864.751.032 3,635.734.000

2.772.755.217 652,225 000

0 000

0.000

0.000

0 000

0.000

0.000

13,350.000

0 000

2,550 654 332

0 000

-2 491

-30,451 500

0000

0 000

7,901,792.341

2.952.356 782

0.000

5.506

52,133 000

0000

0000

0 171

MQ Totals: 26,969,490.000 19,999,928.000 17.835.768.533 7.666,981.536 13,350.000 13,374,349 464

Final Initial APQ:

Proposed Revised:

Final Revised APQ:

MQ Nccd^PQ* 1.5 - Revised MQ - Inventory:

2012 Initial APQ:

FDA Est = 2012 APQ • (1 t FDA Est):

IMS Est = 2012 APQ * (1 IMS Est):

20.000.000.000 .

26,500.000.000 33.125,000.000 witn 25% bulfe-

0.000

-3,403.854 536

20,000.000 000

18,720,000 030

18.592.000.000

CFR 50%: -2.988,754 890

Pending

DEA Name DEANum Requested Prev.ously Granted

390,39300 223,393 009

16,200.00000 9,904,525003

Difference

167,000.000

6.295.475.000

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

Tola I Pending 06.462.475.00

METHADONE
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IDEA Name IDEA Num (Requested Granted ARCOS 2013 Est 30% Inv Total Difference 
(1)1(4).(b (7) El 15,000,000 00 9,904,525.00 4,322,160.566 17,288,642.264 5.186.592 679 22,475,234.943 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 3,551,000.00 715,926.952 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 

Est MQ required to meet PQ ARCOS 
26,866,133.706 

Current PQ granted Est MO required to meet granted PQ 
16,621,860.000 24,932,790.000 

2012-2013 1st qtr Methadone ARCOS Data 
MO 2013 
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Idea NunT Requested ARCOS 2013 Est 30% Inv DifferenceGranted TotalPEA Name

4,322,160.566 22.475,234.943b>(4):(b>(7MEi 15,000,000 00 17,288,642 264 5,186,592 679 12,570,709.94329,904,525.00

6,321,000.00 1,706,574.322 7,395,155.394 1,074,155.39366,421,387.00 1,422,145.268
715,926.952

5,688,581.072

3,851.000.00 859,112 3423,551,000.00 2,863,707.808 3,722,820.150 171,820,1504

57,525.770 230,103.080 299,134.004 75.741,0040390,393.00 223,393.00 69,030 924

0.032 0.140 -9.85960.027 0.10810 10

TOTALS 6,517,758.68 33,892,344,63 13.892,416.6325,662,790.00 19,999,928.00 26,071,034.33 7,821,310.30

Est MQ required to meet PQ ARCOS
26.866,133.706

Est ARCOS sales for PQ
17,910,755.804

Current PQ granted

16,621,860.000

Est MQ required to meet granted PQ
24,932,790.000

2012-2013 1st qtr Methadone ARCOS Data
MQ 2013
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Request ID tea Num 1Cornoanv Quota Allotment ARCOS 2013 Est 30% Inv Total Drfference 
113230 (b)(4);(1:0(7)(E) 

, 

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 4,885,060.952 1,465,518.286 6,350,579 238 

2.609,981.046-
733,445.238 
568,863.046 113581 2,041,118.00 501,919.432 2,007,677.728 602,303.318 

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 

r 111303 189,000.00 4,322,160.566 17,288,642.264 5,186,592.679 22,475,234.943 21286,234.943 
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 8,552.544 -1,947.456 
113459 8,408.00 4,895.498 19,581.992 5,874.598 25,456.590 17,048.590,

5,239.099 114171 7.322.00 2,415.596 9,662.384 2,898.715 12,561.099 
112663 6,180.00 161,596.614 646,386.456 193,915.937 840,302.393 834,122.393 
110548 3,300.00 670.800 2,683.200 804.960 3,488.160 188.160 
114312 2,589.00 646.651 2,586.604 775.981 3,362.585 773.585,

-1,081.018, 
-2,440.000 

112054 2,516.00 275.958 1,103.832 331.150 1,434 982 
115264 2,440.00 0.000 0.000' 0.000 0.000 
112793 1,500.00 304.096 1,216.384 364.915 1,581 299 81.299 
113825 1,294.00 704.787 2,819.148 845.744, 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 1.932 8.372' -952.628 
112047 869 0.000 0.000 0.000 0.000 -869.000 
113892 756 251.818 1,007.272 302.182 1,309.454 553.454 

-138.810,
-300.000 

111213 300' 30.998 123.992 37.198 161.190 
111114 300 0.000 0.000 0.000 0.000 
111152 269 36.721 146.884 44.065 190.949 -78.051 
111196 150 9.999 39.996 11.999 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 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 
112574-1 2' o.ocid 0.000 0.000 0.000 -2.0001
111448 , 2 0.000 0.000 0.000 0.000 -2.000 
111827. 1 0.000 0.000 0.000 0.000 -1.000 

6,851,122.55'TOTAL I f 16,621,860.00 4,477,688.95 17,910,755.80 5,373,226.74 23,283,982.55 

Methadone Data PQ 2013 
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Total2013 Est"Request ID | Pea Num lCompanv

113230 (b)(4);(b)(7)(Ei
	110954

Quota Allotment ARCOS 30% Inv Difference

7,617,869.00 2,547,794.101 10,191,176.404 3.057,352.921 13,248,529.325

5,617,134.00 1.221,265.238 4,885,060.952 1,465,518.286 6,350,579 238

5,630,660.325

733,445.238
:

501,919.432 568,863.046113581 2,041,118.00 2,007,677,728 602,303.318 2.609,981.046

113787 546,645.00 0.000 0.000 O.OOO -546,645.0000.000

353,500.00 32,711.786 130,847,144 39,254.143 170,101.287 -183,398.713

189,000.00 4,322,160.566 17,288,642.264 5,186,592.679 22,475,234,943 22,286,234.943

113912]

111303

-189,000,000111287 189,000.00 0.000 0.000 0,000 0,000
114103 -15,366.000

-1,947.456

15,366.00 0.000 0.000 0.000 0.000

6,578.880111074 10,500.00 1,644.720 1,973-664 8,552.544

19,581.992113459 8,408.00 4,895.498 5,874.598 25,456.590 17,048.590

114171 2,415.596 9,662.384 2,898.715 12,561.099 5,239.0997,322.0Q|

112663 840,302.393 834,122.3936,180.00 161,596.614 646,386.456 193,915.937

188.160110548 3,300.00 670.800 2,683.200 B04.960 3,488.160

114312 646.651 775.981 3,362.585 773.5852,589,00 2,586.604

-1,081.018112054 275.9582,516.00| 1,103.832 331.150 1,434 982

115264 -2.440.0002,440,00 0.000 0.000 0.000 0.000

81.299112793 364 915 1,581.2991,500.00 304.096 1,216.384

113825 1,294,00 704.787 2,819.148 845.744 3,664.892 2,370.892

241.488 1,255.738111102' 10.7381,245.00 965.952' 289.786"
114184 975 268 320 1,073.280 321 .984 1,395.264 420.264

113253 961 1.610 6.440 1.932 8.372 -952.628

0.000' O.OOO1 0.000' -869.000112047 869 0.000
1,309.454 553.4541 1 3892 756 251.8161 1,007.272 302.182

111213 300 30.998

0.000

123.992 37.198 161.190 -138.810

-300.0001 1 1 1 14' 3001 0.000 O.OOO1 0.000

190.94944.065269111152 36.721 146.884 -78.051

150 9.999 39.996 11.999 51.995 -98.005111196

111036 100 0.000 0.000 0.000 0.000 -100.000

11.164

0.000

113877 71 2.147 8.588 2.576 -59.836

0.000 0.000 0.000114916 52 -52.000

O.OOOl25| O.OOOl 0.000 0.000 -25.000111752

0.000 0.000 -25.000111270 25 0.000 0.000

0.00025 0.000 0.000 0.000 -25.000113862

0.027 0.108 0.032 0.1 401 -9.86010111497

-10.Q000.000 0.000 0.000 0.000111992

110974

10

0.000 O.OOO 0.000 -7.0007 0.000

-5.0000.0005 0.000 0.000 0.000113761

111548 -5.000

-5.000

0.000 0.000 0.000 0.0005

0.000110949 5 0.000 0.000 0.000

0.5463 0.655 2.839 -0.161114351 2.184

0.0000.0000.000 0.000 -2.000111185 2

111786 0.000 0.000 -2.0002 0.000 0.000

-2.0000.000 0.000113981 2 0.000 0.000
0.0002 0.000 -2.000112574 0.000 0.000

-2.0000.000 0.000 0.000111448 2 0.000

0.000 0.000 0.000111827 1 0.000 -1.000

1 6,621 ,860.00 1 4,477,688.95 6,851,122.5517,910,755.80 5.373,226.741 23,283,982,55TOTAL

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

Methadone Data PQ2013
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Basic Class: 9254-0 
POTotal(CM+PD): 

Company DEA Num 
(bX4) (bi(71(E) 

MO Totals: 

2013 Revised APO Worksheets 
7.705.055 000 FDA Est: 

IMS Est: 

2013 MO Request 2013 MO 2012 Sales . 2012 Total Sales % of 2012 Sales Share of 2013 Total PO 2012 Inventory 2013 Projected Exports Calc Using CFR 30% Invent Cale Using CFR 50% Invent 
10.000 10.000 0.000 23,904,559.000 0 000 0.000 

44.987.021 

0.000 0 000 

58,457.1280 0 

0 000 

877.000.000 877,000 000 139.508 000 23.904.559.000 0.006 0.000 0.000 91,085.777 
6.600.000.000 8,600,000.000 8,929,140.000 23.904.559.000 2,878,091.782 522.600.000 0 000 5.307.299.727 

150.003 000 0.000 0.000 23.904.559 000 0.000 0.000 0 000 0 000 0.000 0.000 
. 16,000,000.000 10,791,331.000 10,214,405.000 23,904,559.000 

0.19300..432
3,292,365.792 858.064.000 0.000 3422.011.529 5,810,994.490 

7: 

3.218,919 316 

6,080,000.000 4,238,000.000 4,621,506.000 23.904.559.000 1,489.630.405 803,973.000 0.000 1,132,546.527 2,213,441.507 

31,707,010.000 24.506.341.000 23,904,559.000 2,184,637.000 0.000 7,831,934 503 

Final Initial APO: 26,000.000 000 
Proposed Revised: 32.400.000.000 40,500,000.000 with 25% beer Increased to match the increase in methadone (9250) 
Final Revised APO: 0.000 
MO Need.PQ" 1.6 • Revised MO - Inventory: .15.133.395.600 CFR 60%: -11.083,519.500 
2012 Initial APQ: 26,000,000.000 
FDA Est C 2012 APQ • (1 + FDA Est): 28,000,000.000 
1MS Est 2012 APQ' (1 .11AS Est): 26,000,000.000 

METHADONE-INTERMEDIATE 
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2013 Revised APQ WorksheetsBasic Class: 9254-0

PQ Total(CM«PD): FDA Est:

IMS Est:

7.705,055 000

Share of 2013 Total PQ 2012 Inventory 2013 Projected Exports Calc Using CFR 30% Invent Calc Using CFR 50% Invent
0000

91,085.777

5.307.299727

0.000

5.810.994 490

2.21 3,44 1507

2012 Sales . 2012 Total Sales

0.000 23.904.559.000

139.508 000 23.904.559 000

23,904.559.000

0 000 23.904.559 000

16.COO. 000 000 10.791.331 000 10.214.405.000 23,904.559 000

6,080,000.000 4.238,000 000 4.621.506.000 23.904.559.000

% of 2012 Sales

0 000

0 006

0.374

0.000

0427

0.193

DEANum 2013 MQ Request 2013 MQ

10 000

877 OCDOOO 877.000 000

8.600.000.000 8,800,000.000 8.929,140.000

Company

0000

0.000

522.600.000

0 000

858.064 000

803,973.000

0 000

0 000

0 000

0000

o.ooo

0 000

4 0.000

' 58.457.128
3.218,919 316

0.000

3 422.011.529

1,132.546 527

(bX4)(t>K7i(E) 0.000

44.907 021

2,878,091.782

0.000

3,292.365 792

1,489.630.405

10.000

150 000 000 0.000

7,831.934 5002.184.537 OCO 0 00031,707.010.000 24.506.341 000 23.904.559.000MO Totals:

Final initial APQ

Proposed Revised:

Final Revised APQ:

MQ Necd-PQ* 1.6 - Revised MQ - Inventory:

2012 Initial APQ:

FDA Est D 2012 APQ * (1 FDA Est):

IMS Est = 2012 APQ * IMS Est):

26,000,000 000

32 400 D0O.000 40.500.000 000 with 25% buffer Increased to match the Increase In methadone (9250)

0000

•15 133.395 5CO

26 OOO.OOO.OCO

26.000.000.0CO

26.COO.COO 000

CFR 60%: -11.083,519.500

METHADONE-INTERMEDIATE
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BASIC Class: 9300-A 

PQ TotaqCNI.PD): 4,193,200.011 

Company 

2013 Revised APO Worksheets 
FOA Est: 
IMS Est: 

DEA Num 2013 MC) Request 2013 MCI 2012 Sales 2012 Total Sates Sales Share of 2013 Total PO 2012 Invontory 2013 Projected Exports Catc Using CFR 30% invent Cate Using CFR 50% Invent Final MCI 

*WO) OM i(E 

MO Totals: 

125.000.000 125.000 OCO 0.000 47,831,774.800 0.000 0.000 0.000 0.000 0.000 0.000 0.000 
159,100.000 158200 OCO 82.091.800 47,831,774 BOO 0.002 7.196.625 54.994.900 0 COO 45,839 288 -25,476,169 0.000 

3,500,000.000 3,500,000.000 1.433.853.000 47,831,774 800 0 030 125.682.014 950.000 3,325,000 000 3,487.436 818 3,839,565.767 0.000 

56.000.000 000 42,285,090.000 34,704,093.000 47,831.774 800 0.726 3,042,354.246 19,670,020.000 0 000 -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 0000 0.000 0.000 0.000 
12,798,000.000 12.796.000.000 11,170,137.000 47,831,774.800 0234 979,236.476 1.111.663.000 0.000 161.324.419 2.904.896.845 0.000 

2,822,000.000 1,599,975.000 441.800.000 47.631.774.800 0.009 38.730.651 0.000 0.000 50,349 846 158.863.313 0.000 

75,403,100.000 60.465.265.000 47.831,774 800 20.837.647.900 

Final Initial APQ: 83,000,000.000 

Proposed Revised: 73,000,000.000 lowered to reflect trend for past 3 years of MCI granted; will be 

Final Revised APQ: 0.000 

MO Need= pa. 1.11. Revised MO • inventory: -75.013.112.884 CFR 6014: -64,103.469.186 

2012 Initial APQ: 83.000.000.000 

FDA Est a 2012 APQ ' (1 + FDA Est): 83.000.000 003 

IMS Est • 2012 APQ' (I • INIS Est): 83,000,000.000 

91,250,000.000 with 25% buffer 

MORPHINE (FOR CONVERSION) 

3,325.000 000 -12,061.487.886 0.000 
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201 3 Revised APQ Worksheets9300-ABasic Cltts:

PQ Total(CV*PD): FOA Est:

IMS Est:

4.193,200.011

Share of 2013 Total PQ 2012 Invontory 2013 Projected Exports Calc Using CFR 30% Invent Calc Using CFR S0% Invent Final MQ

0.000

OOCO

ooco

0000

o.ooo

0.000

0000

SalesDEANum 2013 MQ Request 2013 MQ

	 12S.000.000 1 25.000 000

1S9.100.000 158.200 0C0

3.SOO.OCO.OGO 3.SOO.OOO.OCO 1.433.653.000

56.000.0C0 COO 42.285.090 CCO 34.704.093 000

I.OCO.COO

12,796 000.000 12 796.000 000 11,170.137 000

2.822,000.000 1.599,975.000 441,800 000

2012 Sales 2012 Tou I Sales

0 000 47.831.774.600

82.091 800 47.831.774 800

47.831.774 800

47.831.774 800

0.000 47.831.774 800

47.831.774,800

47.831.774 800

Company

0 000 0 000

OOCO

3.325.000 000

0000

OOCO

o.oco

OOCO

O.OOO

-45,639 288

3.487.436 618

-15,714.959.480

0.000

161.324.419

50.349 846

0.000

-25,476.169

3.839.565 767

-7.191.053.943

OOCO

2.904.696.845

158.863.313

OOOO

0 002

0 030

0726

0.000

0.234

0009

OOOO
bH4)(b)(7XE)

7.196625 54.994.900

125,682014

3.042.354 246 19.670,020 000

0.000

1.111.683.000

0.000

950.000

1,000.000 0.003

979.236.476

38.730.651

OOOO75,403,100.000 60.465,265.000 47.831.774 800 3.325.000 0CQ -12,061.467 88620.837.547.900MQ Totals:

Flnallnltial APQ:

Proposed Revised:

Final Revised APQ:

MQ Need=PO" 1.6 - Rovlscd MQ Inventory:

2012 Initial APQ:

FDA Est = 2012 APQ • (1 » FDA Est):

IMS Est - 201 2 APQ " (1 IMS Est):

83.000.000 000

73,000,000.000 lowered to rofloct trend lor past 3 years o( MQ granted; will bo

O.OOO

-75.013.112.884

83.000.000 000

83.000.000 000

83.000.000.000

91.250,000.000 vnth 25% buffer

CFR 60%: -64,103,469106

MORPHINE (FOR CONVERSION)
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Basic Class: 9668-8 2013 Revised APQ Worksheets 

PQ Total{CM+PD): 

Company DEA Num 

4.855.000 

2013 MO Request 2013 MQ 2012 Sales 2012 Total Sales % of 2012 Sales Share of 2013 Total PO 

FDA Est: 
IMS Est: 

2012 inventory 2011 Projected Exports Calc Using CFR 30% Invent Cale Using CFR 50% Invent 

ox4)(bx7xE) 1.000.000 000 400.000.000 166.804 000 168.807.382 1 000 4,854 902 374.296.000 1,000,000.000 632,015.372 673.473.627 

10.000 10.000 0.242 168.807.382 0 000 0.007 261.541 0.000 -261.532 -261.472 

3,500.000 2.618.000 0.000 166,807.382 0.000 0.000 534.000 0.000 -534.000 -534.000 

3.000.000 1,000.000 3.140 166,807.382 0.000 0 091 0,000 0.000 0.119 0.899 

MO Totals: 1,006,510.000 403,628.000 166,807.382 375,091.541 1,000,000 000 631,219.959 

Final Initial APO: 407.000.000 

Proposed Revised: 1.010.000.000 1,262,500.000 vsth 25% buffer 

Final Revised APO: 0.000 

MO Need•PQ• 1.5 - Revised MO inventory: -771.437.041 CFR 50%: -730,948.946 

2012 Initial APQ: 401.000.000 

FDA Est 0 2012 APO ' (1 FDA Est): 401,000.000 

IMS Est 0 2012 APQ • (1 + IMS Est): 401,000 000 

NOROXYMORPHONE (FOR SALE) 
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2013 Revised APQ Worksheets9S66-8Basic Class:

PQ Tctai;CM»PD): FDA Est:

IMS Est:

4.655.000

Share ot 2013 Total PQ 2012 Inventory 201 J Projected Eeports Calc Using CFR 30% Invent Cale Using CFR S0% Invent

4.854 902 374.296 000

261.541

534.000

0.000

EA Num 2013 MQ Request 2013 MQ 2012 Sales 2012 Total Sales % of 2012 Sales

166.807,382

166.807.382

166.607.382

166,807 382

Company

673.473.6271.000,000 000

0.000

oooo

0 000

632,015.372

-261.532

-534.000

0.119

1 000

oocc

0000

0 000

(b)<4) (t»M7KE) 1.000.000 000 400,000 000 166,604 000

10 000 10 000

3,600.000 2,618 000

3,000.000 1,000.000

-261.472

-534.000

0.899

3007

0 000

0 091

0 242

0 000

3 140

631,219 959376.091 541 1.000.000 0001,006,610.000 403.628.000 166,807 382MQ Totals:

Final Initial APQ:

Proposed Revised:

Final Revised APQ:

VQ Noed=PQ" 1.5 - Rovised MQ - Inventory:

2012 Initial APQ:

FDA Est » 2012 APQ * (1 FDA Est):

IMS Est = 2012 APQ * (1 IMS Est):

407.000 000

1.010.000.000

0.000

-771.437.041

401.000 000

401.000 000

401,000 000

1.262,600 000 with 26% buffer

CFR 50%: •730,948 946

NOROXYMORPHONE (FOR SALE)
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Basic Class: 9143-8 
PQ Tote rohl+PD): 

Company DEA Num 

tbX4) (o)(7)(E 

140 Totals: 

Final tnttlal APQ: 105.230,000 000 
Proposed Revised: 123.000,000 000 
Final Revised APQ: 0.000 
MC1 Need=PO' 1.6 - Revised MO • Inventory: -23,380.940,459 
20121.1MM APQ: 98,000,000.000 
FDA Est a 2012 APC1 • (1 + FDA Eat): 98,000,000 000 
IMS Est = 2012 APQ' (1 + IMS Est): 94,315.200 000 

Pending 

DEA Mame 
01(4 1.(b)(1)(E ) 3,600,003 00 900,030.000 2,700.000.000 

65.500,000 00 43.324,873.000 22.173,127.000 Curremly approved for remaining APQ ,usided for balance 11.000k0 

1,078,000 00 565,000.1300 513.000.000 

Total Perking 25,386,127.000 based on this figure APO could be increased to 119.500.000.000 

DEA Num 

77.119.414.000 
2013 Revised APQ Worksheets 

FDA Est: 
IMS Eat: -.038 

2013 MO Request 2013 mQ 2012 Sales 2012 Total Sates % of 2012 Sales Shane of 2013 Total PQ 2012 Inventory 2011 Projected Exports Calc Using CFR 30% Invent Cale Using CFR 50% Invent 

5.000 5.000 0.000 78.872,122.708 0 000 0.000 0 020 0.000 -0.020 -0.020 

60 000 60 000 3.998 78.672.122 738 0.000 3.919 803 419 0.000 -798 344 -797.541 

139,000.000 115.835 000 2,938.000 78.672.122.708 0.000 2,878.054 12.187 000 0.000 4,445.530 -7.855.433 

22,500.000 22,500 000 0.000 78.672,122.708 0.000 0.000 0 000 0.000 0.000 0.000 

3.600.000.000j 900,000 000 385,669.000 78.672.122.708 0.005 358,451.991 890.207.000 0.000 -424,219.412 -350,724.762 

1.080,000.000 1,080,000.000 0.000 76,672.122.706 0.000 0.000 0 000 0.000 0.000 0.000 

22.000,000.000 22.000.000 000 18.099,866.000 78,672.122.708 0.230 17,742,638 833 16,073,590.000 0.000 6,991.840.482 10.629.675.041 

n'es,soo.aoo.000l 43,326,873 000 39,262,449.000 78,672,122.708 0.499 38,487,547.493 12,240.264.000 0.000 37,793,547.741 45,684,782.616 

5,000.000 5,000 000 11,190.710 78,672,122.708 0.030 10,969.845 29,325.000 0.000 -15.064.201 -12.815.016 

26,000.000.000 26,000.000.000 20,490,277.000 78,672,122.708 0 260 20.085.871.597 15,657,708.000 5.000.000.000 15,453,925.075 19,572200.748 

L.-....1,078.000.0001 565.000.000 439,731.000 78,672,122.708 0 036 431,052269 140,704.000 0.000 419,863.950 508.044.087 

119.424.565.000 94,015,273.000 78,672,122.708 45.044,768.459 5,000,000.000 60,210,449.741 76,022,509.718 

153,750,000.000 with 25% buffer 

CFR 60%: -22,992.763.282 

Reouesied Previously Granted Difference 

FDA approved 1 branded and 8 oeneric oxvcodone products for the followino companies 

Total oxycodore API granted for this product from the above registants 445.404 kg 
7,002.000 kg exported in 2012 

Total oxycodone API granted for all other pq product development efforts 10,016.589 kg 1,156.000 kg exported 1st qtr 2013 

Total oxycodone API granted for previously granted pq commercial efforts 71,463.605 kg 

There is also - 6,593.000 kg in pending pq requests 

Total requirements for granted pq commercial and product development effor 81,925.598 kg 

CFR mandated Inventory allowance for bulk manufacturers 53% 

Total APO required to support MO without considering manufacturing losses 122,888.397 kg 

OXYCOOONE (FOR SALE) 
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2013 Revised APQ WorksheetsBasic Class:

PQ Totat(CM*PO):

9143-B

FDA Est:

IMS Est:

77.119.414 000

038

2013 Projoctod Eaporls Calc Using CFR 30% Invent Calc Using CFR 50% Invent

-0020

-798 344

-8.445530

0.000

-424.219412

0.000

6,991.840482

37,793.547.741

-15.064 201

15,453.925.075

419,663 950

0EA Hum 2013 MQ Request 2013 MQ

S000

60 000

139.000.000 1 15.835 000

22,500.000 22,500 000

3.600.000 .OOOl 900.000 000

1,080,000.000 1.080,000 000

22,000,000.000 22.000.000 000

h es,soo oooooo] 43,326.873000
S.OOOOOO 5.000 000

26,000.000.000 26,000.000.000

'r2.1,078,000 OOOl 565,000000

2012 Sales 2012 Total Sales % o(2012 Sales Share of 2013 Total PQ

0 000

3919

2,878.054

0003

358,451.991

0.000

17.742,638 833

39.487,547.493

10,969 845

20.085.871.597

431 .052269

2012 Inventory

0 020

803 439

12.187 000

0 000

890.207 000

OOOO

16,073,590.000

12,240.284 000

29,325000

15.657,708.000

140,704 OOO

Company

-0.020

•797.541

-7.855 433

OOOO

-350.724762

0.000

10.629.675 041

45.684,782.616

-12.815.016

19.572.200.746

508.044 087

(b)(4) (D)(7)(E) 0.000

0000

0.000

0.000

0.000

0.000

OOOO

o.coo

OOOO

5.000.000.000

0.000

5000

60 000

OOOO 78.672,122 708

3.938 78,677.172 708

2,936.000 78.672.122.708

0.000 78.672.122.708

365,669 000 78.672.122706

0.000 78,672.122.708

18,099.866.000 78,672.122.708

39,262.449 000 78,672.122.708

11.190 710 78.672.122.708

20,490,277.000 73.672,122.708

439,731.000 78,672.122 708

0 000

0 000

0000

0.000

0005

0000

0.230

0499

0030

0 260

0 036

76.022,509.71063.210.449 74145,044,788.459 5.000.000.000MQ Totals: 119.424,565.000 94,015,273.000 78.672,122.708

Final Initial APQ:

Proposed Revised:

Final Revised APQ:

MQ Need=PQ" 1.6 - Revised MQ - Inventory:

2012 Initial APQ:

FDA Est ° 2012 APQ * (1 FDA Est):

IMS Est = 2012 APQ -(1 *>MS Est):

105.200,000 000

123.000.000 OOO 1 53,750.000 000 with 25% buffer

. 0.000

-23,380.940459

93,000,000 000

93,000,000 000

94,315.200 000

CFR 50%: -22,992.763 282

Pending

DEA Name OEANunv Requested Previously Granted

3.600,003 00 900.030.000

65.500,000 00 43.325.873. OCO

1.078.000 00 565,000.000

Difference

2.700.000.000

22,173.127.000 Currently approved (or remaining APQ ,usitlied lor Balance 11. 000kg

513.000.000

(b)(4).(b)(/)(t)

25,386.127 000 based on this figure APQ could bo Increased to 1 19.500,000.000Tctal Fencing

FDA approved 1 branded and S generic oxYCOtiopo products for 'P* following companies
b)i4i

445 404 kgTotal oxycodone API granted for this product (rom the above registants
7.002 COO kg exported in 2012

1.156.COO kg exported 1st qtr20t310.016.589 kgTotal oxycodone API granted for all other pq product development efforts

Total oxycodone API granted (or previously granted pq commercial efforts 71,463 605 kg

Tnere is also - 6,593 OOO kg in pending pq requests

Total requirements for granted pq commercial and product development effor 81 ,925.590 kg

50%CFR mandated Inventory allowance for bulk manufacturers

Total APQ required lo support MQ without considering manufacturing losses 122.888.397 kg

OXYCODONE (FOR SALE)
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Dea Num Company Quota Request Quota Allotment ARCOS 2013 Est 30% inv Total Difference 
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 2,925,518.154 11 702,072.616 3,510,621.785 15,212,694.401 -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 GO 3.139 12.556 3.767 16.323 -4,983.677 

60 60 0.170 0.680 0.204 0.884 -59.116 
5 5 0.000 0.000 0.000 0.000 -5.000 

Current Total MQ 
94,015,273.00 

ARCOS est 
94,154,423.488 

does not consider in process 
MQ requests which utilize remaining APQ 

Current Total PQ Total PQ ARCOS est 
104,975,452.00 87,260,192.66 

Possible MQ required to 
meet granted PQ 

136,468,087.60 

Possible MQ required to 
meet PQ ARCOS est 

130,890,289.00 

2012-2013 1st qtr Oxycodone ARCOS Data 
MQ 2013 

Possible APQ 
based on 1st qtr 
ARCOS sales as 
year est + 30% inv 

122,400,750.534 

Difference of est 
ARCOS total and 
quota allotment 

28,385,477.534 
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Difference30% inv TotalQuota Allotment ARCOS 2013 EstQuota RequestPea Num j Company

12,871,250,713

11,666,103.030

55,775,419.757 12,448,546.75779,000.000.00 43,326,873.00 10,726,042.261 42,904,169.044bX4),<D)(7>(E

50,553,113.130 24,553,113.13026,000,000.00 9,721,752,525 38,887,010.10026,000,000.00
-6,787,305.5993,510,621.785 15,212,694.40122,000,000,00 2,925,518.154 11,702,072.61622,000,000.00

1,080,000.00 0.000 0.000 -1,080.000.0000.0001,080,000,00 0.000

18,357.518 -881,642.4824,236.3509,920,000.00 900,000.00 3,530.292 14,121.168

840,805.514 275,805.514194,032.042644,000.00 565,000.00 161,693.368 646,773.472

263.85265.963 343.008 -115,491.99279,156139,000.00 115,835,00
.

0.000, -22,500.0000.00022,500,00 0.000 0.00022,500.00

5,000.00 16.323 -4,983.6773.7673.139 12.5565,000.00
0.884 -59.1160.20460 0.170 0,68060

0.000 0.Q001 -5.0000,0005 5 0.000

Possible APQ

based on 1st qtr

ARCOS sales as quota allotment
year est + 30% inv 28,385,477.534

122.400,750.534

Difference of est

ARCOS total and
Current Total MQ

94,015,273.00

ARCOS est

94,154,423.488

does not consider in process

MQ requests which utilize remaining APQ

Current Total PQ

104,975.452.00

Total PQ ARCOS est

87,260,192.66

Possible MQ required to

meet granted PQ

136,468.087.60

Possible MQ required to
meet PQ ARCOS est

130,890,289.00

2012-2013 1st qtr Oxycodone ARCOS Data

MQ 2013
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Dea Num !Company IQuota Request Quota Allotment ARCOS 2013 Est 30% Inv Total Difference 
(b)(4)(bii7)(F) 16,417,523.00 16,417,523.00, 3,447,926.453 13,791,705.812 4,137,511.744 17,929,217.556 1,511,694.556 

15,500,000.00 12.144208.00 2,864,129.451 11,456,517.804 3,436,955.3-41 14,893,473.145 2,749,265.145 
15,662,655.00 10,963,865.00 2,228,885.553 8,915,542.212 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 6323.312.368 1,895,993.710' 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 1,770,024.00 585,642.659 2,342,570.636 702,771.191 3,045,341.827 1,275,317.827 
1,899,797.00 1,701,000.00 7,701.183 30,804.732 

.-
9,241.420 40,046.152 -1,660,953.848 

1,659,000.00 1,658,000.06 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 1,199,210.00 315,679.031 1,262,716.124 378,814.837' 1,641,530.961 442,320.961 
2,419,569.00 1,139,077.00 11,487.751 45,951,004 13,785.301 59,736.305 -1,079,340.695 
1,102,693.00 1,102,693.00 92,169.344 368,677.376 110,603.213 479,280.589 -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 

775,000.00 715,855.00 193,955.577 775,822.307 232,746.692 1,008,568.999 292,683.999 
600,000.00 600,000.00 10,726,042.261 42,904,169.042 12,871,250.713 55,775,419.755 55,175,419.755 
485,230.00 485,230.00 537,353.622, 2,149,414.490 644,824 347 2,794,238.837 2,309,008.837 

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 54,364.262 235,578.469 -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 
315,000.00 315,000.00 933,027.273 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 
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2013 Proposed Adjusted Aggregate Production Quotas 

• Section 306(a) of the Controlled Substandes 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 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 alt. 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 I 
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-Penty1-1H-indo1-3-y1)(2,2,3,3-

tetramethylcyclopropyl)methanone (UR-144), [1-(5-fluoro-penty1)-1H-indo1-3-ylE2,2,3,3-
tetramethylcyclopropyl)methanone (XLR 11), N-(1-adamanty1)-1-penty1-1H-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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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 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.

• An expedited review and publication is requested to ensure an uninterruptable supply of schedule I
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- 1 H-indol-3-yl)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-144), [l-(5-fluoro-pentyl)-lH-indol-3-yl](2,2,3,3-
tetramethylcyclopropyl)methanone (XLR1 1), N-(l-adamantyI)-l -pentyl- lH-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-MethylenedioxymethyIamphetamine (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 
• 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 (for conversion) was decreased. The decrease was determined by a review 
of the requested API quantities and the subsequent granted quotas. 

• 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, 1-amphetamine) mixture. DEA registered 
bulk manufacturers of these substances were justified by sales and customer procurement quotas but 
limited by the current APQ in the quantity of quota they received. 

• The APQ for 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. 

• 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. 
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Aggregate Production Quotas 
(all values are in grams unless indicated otherwise) 

Schedule I: - --___•.__-- Li -2611 - 2012 
(1-Penty1-111-Inaa-3-y1)(2.2 ,31teiramethyicy- Elopropyf)melharione(UR-144) I 
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3,4-Meihylenedioxym etriempireferninq(MIJMA) _ _ _ 22. 
-47Metiiiyi-2,5-bimethcrvampheta-mine(D0ML  _ .._. ..._  24 
ii:(17adamantLi-Eentyi-iti-indazole--carboxamide (AKB48) ____ . 
Psilocybin ..______. -- —  - - • --il 

. 
t etrahydrocannabinols 393,000; 393 

Controlled Substance 1 Final Revised''. Initial 'Final Revised! Established I Proposed 
Revised 

I ._ 
I 
I 

2012 1 

i 
- - - --. 1.- - 

2. 013 

-- 

.._, 
I 

 : 
22: 301- -   .. . 

___ 
..__ 351 - 

124 
---- 

12: 
--1-

2 — •--2 - ji -
000. 393,000 491 0001. _. 

Controlled Substance 

Schedule 
Ampfetarriinieoriiier -
Ecgonine
Methadone (for sale) 
Methadone Intermediate 
Meth hen idete _ _ _ _ 
Morphine (for converion) 
NioroxymorPhone (for sele)__ 
Oxycodone (for sale)__.
Phenylecetone _ _ _ 

2013 
i 
15 

_ 
_ ._. . 

50    
25 

- -   15.
- -.70 

705,000 

Final Revised' Initial Final Revised+ EsTablijlecTI Proposed 

4 Revised 
2011 2012 I 2012 . ..i.. .2013 . 2013 

25,300.000 25,300,000  427625,660L 4-7, f86,660 1. . 
83,030. 83,000. 83,0001 127,5001 144,000 
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--• • - - i.- 26,600006,  2/,600,000. -:. 29,9706047. ,.560,0m. ..40,566:006 

. 6.,000,6-601_ 56,6003601 ...a,F:aoo .. . 80,76d,000.. 82,930,250 
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- 6.000,000 - ia,060,000 16,000,000' Y0:000,000 29,628,750 

• 

Note:  2013 values have a 25% buffer added to the calculated US requirements 
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Aggregate Production Quotas
{all values are in grams unless indicated otherwise)
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Billing Code 4410-09-M 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3651 

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, pseudoephedrine, 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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Billing Code 4410-09-M

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

(Docket No. DEA-365J

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, pseudoephedrine, and

phenylpropanolamine, as well as to establish the 201 3 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 DA YS FROM DA TE OF PUBLICA TIONJ. 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 arc 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 record. Should you, however, wish to submit 

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

Administration, Attention: DEA Federal Register Representative/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 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 
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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 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 I and 

II 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 function to the Deputy Administrator, pursuant to 28 CFR 0.104. DEA 

published the 2013 established aggregate production quotas for controlled substances in 

schedules 1 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-yl)(2,2,3,3-
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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: (l-Pcntyl-lH-indol-3-yl)(2,2,3,3-
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tetramethylcyclopropyl)methanone (UR-144); [145-fluoro-penty1)-1H-indol-3-y1](2,2,3,3-

tetramethylcyclopropyl)methanone (X1,11.11); and N-(1-adamanty1)-1-penty1-1H-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 II 

controlled substances 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. 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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tetramethylcyclopropyI)methanone (UR-144); [l-(5-fluoro-pentyl)-lH-indol-3-yl](2,2,3,3-

tctramcthylcyclopropyl)methanone (XLR1 1); and N-(l-adamantyl)-l-pentyl-lH-indazole-3-

caiboxamide (AK.B48). 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 II

controlled substances 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. 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

1 303. 1 1 . 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 II controlled substances and assessment of annual needs for 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 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 production quotas for basic classes of 

schedule I and II 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 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 demand 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 needs 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 

5 

Page 153 

DEA proposes to adjust the established 2013 aggregate production quotas for some

schedule 1 and II controlled substances and assessment of annual needs for 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 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 production quotas for basic classes of

schedule I and II controlled substances and ephedrine, pseudoephedrine, and .
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national rate of net disposal for the class, and changes in the rate of net disposal by the
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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 demand 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 needs of the United States and lawful export I

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
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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 II aggregate production quotas, and certain schedule I aggregate production 

quotas, an additional 25% of the estimated medical, scientific, and research needs as part of the 

amount necessary to ensure the establishment and maintenance of reserve stocks. The resulting' 

revised established aggregate production quota will reflect these included amounts. This action 

will not affect the ability of manufacturers to maintain inventory allowances as 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 
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States, product development, and other information made available to DEA after the initial
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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 ephedrine, 

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

follows: 

Basic Class 
Previously 
Established 
2013 Quotas 

Proposed or 

Proposed
Adjusted 2013 

Quotas 

Temporarily Scheduled Substances 
(1-Penty1-1H-indo1-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone N/A 15 g 
[1-(5-fluoro-penty1)-111-indol-3-y1](2,2,3,3- 
tetramethylcyclopropyl)methanone (XLR II) 

N/A 15 g 

N-(1-adamanty1)-1-penty1-1H-indazole-3-carboxamide (AKB48) _ N/A 15 g 
Schedule I 

1-(5-Fluoropenty1)-3-(1-naphthoyl)indole (AM2201) 45 g No change 
1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 g No change 
1- [1-(2-Thienyl)cyclohexyl]piperid i ne 5 g No change 
142-(4-Morphol inyl)ethy11-3-(1-naphthoyl)indole (JWH-200) 45 g No change 
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 g No change 
1-Cyclohexylethy1-3-(2-methoxyphenylacetypindole (SR-18 and 
RCS-8) 

45 g No change 

1-Hexy1-3-(1-naphthoyl)indole (JWH-019) 45 g , No change 
1-Methyl -4-pheny1-4-propionoxypiperi dine 2 g No change 
1-Penty1-3-(1-naphthoyl)indole (JWH-018 and AM678) 45 g No change 
1-Penty1-3-(2-chlorophenylacetyl)indole (JWH-203) 45 g No change 
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 g No change 
1-P enty1-3-(4- chloro-l-naphthoyl)indole (JWH-398) 45 g No change 
1-Penty1-3-(4-methyl-l-naphthoyl)indole (JWH-122) 45 g No change 
1-Penty1-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 g No change 
1-Penty1-341-(4-methoxynaphthoy1)] indo le (JWH-081) 45 g No change 
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C—P) 15 g No change _, 
2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C—E) 15 g 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) 15 g No change 
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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 1 and II controlled substances and ephedrine,

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

follows:

Proposed or
Previously

Established
Proposed

Adjusted 2013
Basic Class

2013 Quotas
Quotas

	 Temporarily Scheduled Substances

(l-Pentyl-lH-indol-3-yl)(2,2,3,3-tetramethylcyclopropyI)methanone N/A 15 g

[l-(5-fluoro-pentyl)-l H-indol-3-yI](2,2,3,3-

tetramethylcyc!opropyl)methanone (XLR 1 1 )

N/A 15 g

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

Schedule I

N/A Hi

No change1 -(5-Fluoropentyl)-3-(l -naphthoyl)indole (AM2201)	

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

1 -[1 -(2-Thienyl)cyclohexyl]pipcridi ne	

1 -[2-(4-Morpholiny l)ethyl]-3-( 1 -naphthoyl)indolc (JWH-200)

I -Butyl-3-( 1 -naphthoyl)indolc (JWH-073)	 _____

l-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and

RCS-8)

45 g

No change45 g

5 g No change

45 g No change

No change45 g

No change45 g

No change1 -Hexyl-3-( 1 -naphthoyl)indole (JWH-0 1 9)

1 -Methyl -4-phenyl-4-propionoxypiperidine

45 g

il No change

No changel-Pentyl-3-(l -naphthoyl)indole (JWH-0 18 and AM678) 45 g

No change1 -Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45 g

No change1 -Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 g

No changel-Pentyl-3-(4-chloro-l-naphthoyl)indole (JWIi-398) 45 g

No changel-Pentyl-3-(4-methyl-l-naphthoyl)indole (JWH-122)

1-Pentyl-3-[(4-methoxy)-benzoyl] indole (SR-19, RCS-4)

1 -Pcntyl-3-[ 1 -(4-methoxynaphthoyl)] indole (J WH-08 1)

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-Dimcthoxy-4-nitro-phenyl)ethanamine (2C-N)

45 g

No change45 g

No change45 g

15 g No change

J5g No change

No change15 g

No change15 g
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2-(2,5-Dimethoxyphenyl)ethanamine (2C—H) 15 g No change 

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C—C) 15 g No change 

2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C—I) 15 g No change 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 12 g No change 

2,5-Dimethoxy-4-n-propylthiophenethylamine 12 g No change 

2,5-Dimethoxyamphetamine 12 g No change 

2[4-(Ethylthio)-2,5-dimethoxyphenyliethanamine (2C—T-2) 15 g No change 

2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C—T-4) 15 g No change 

3,4,5-Trimethoxyarnphetamine 12 g No change 

3,4-Methylenedioxyamphetamine (MDA) 30 g No change 

3,4-Methylenedioxymethamphetamine (MDMA) • 35 g 50 g 

3,4-Methylenedioxy-N-cthylamphetamine (MDEA) 24 g No change 

3,4-Methylenedioxy-N-methylcathinone (methylone) 35 g No change 

3,4-Methylenedioxypyrovalerone (MDPV) 25 g No change 

3-Methylfentanyl 2 g No change 

\_3-Methylthiofentanyl 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-Methoxyamphetamine 88 g No change 
4-Methyl-2,5-dimethoxyamphetamine (DOM) 12 g 25 g 

4-Methylaminorex 12 g No change 

4-Methyl-N-methylcathinone (mephedrone) 25 g No change 
5-(1,1-Dimethylhepty1)-2-[(1R,3S)-3-hydroxycyclohexyll-phenol 68 g No change 
5-(1,1-Dimethylocty1)-2-[(1R,3S)-3-hydroxycyclohexyll-phenol 

(cannabicvclohexanol or CP-47. 497 C8-hartoloe) 
53 g No change 

5-Methoxy-3,4-methylenedioxyamphetamine 12 g No change 

5-Methoxy-N,N-diisopropyltryptamine 12 g No change 

5-Methoxy-N,N-dimethyltryptamine 10 g No change 

Acetyl-alpha-methylfentany1 2 g No change 

Acetyldihydrocodeine 2 g No change 

Acetylmethadol 2 g No change 

Allylprodine 2 g No change 

Alphacetylmethadol 2 g No change 

Alpha-ethyltryptamme 12 g No change 

Alphameprodine 2 g No change 
Alphamethadol 2 g No change 
Alpha-methylfentanyl 2 g No change 
Alpha-methylthiofentanyl 2 g No change 

Alpha-methyltryptamine (AMT) 12 g No change 

Aminorex 12 g No change 

Benzylmorphine 2 g No change 

Betacetylmethadol 2 g No change 
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No change15g2-(215-Dimethoxyphenyl)ethanamine (2C-H)

No change15 g2-(4-Ch)oro-2,5-dimethoxyphenyl)ethanamine (2C-C)

No change15 g2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I)

No changelis2,5-Dimethoxy-4-ethylamphetamine (POET)

No change12g2,5-Dimethoxy-4-n-propylthiophenethylamine

No change12g2,5-Dimethoxyamphetamine

No change2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)

2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]cthanamine (2C-T-4)

15 g
No change15 g

No change12 g3,4,5-Trimethoxyamphetamine

No change30 g3,4-Methylenedioxyamphetamine (MDA)

50 g3,4-Methylenedioxymethamphetamine (MDMA) 35 g

No change3,4-Methylenedioxy-N-cthylamphetamine (MDEA) 24 g

No change35 g3,4-Methylenedioxy-N-methylcathinone (methylone)

No change3,4-Methylcnedioxypyrovalerone (MDPV) 25 g

No change3-Methylfentanyl 2 g
3-Methylthiofentanyl No change2 g

No change4-Bromo-2,5-dimcthoxyamphetamine (DOB) 12 g

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 12 g No change

88 g No change '4-Methoxyamphetamine

25 g4-Methyl-2,5-dimethoxyamphetamine (DOM) 12 g

12g No change4-Methylaminorex

No change4-Methyl-N-mcthylcathinonc (mephedrone) 25 g

No change5-(l,l-Dimethylheptyl)-2-[(IR,3S)-3-hydroxycyclohexyl]-phenol

5-(l,l-Dimethyloctyl)-2-[(lR,3S)-3-hydroxycyclohexyI]-phenol

(cannabicvclohexanol or CP-47. 497 C8-homolog')			
5-Methoxy-3,4-methylenedioxyamphetamine	 	

68 g

No change53 g

12 g No change

No change5-Methoxy-N,N-diisopropyltryptamine 12 g

10 g No change5-Methoxy-N,N-dimethyltryptamine

No changeAcetyl-alpha-methylfentanyl 2 g

IE No changeAcetyldihydrocodeine

Acetylmethadol 2 g No change

No changeAllylprodine 2 g
No changeAlphacetylmethadol 2 g
No changeAlpha-ethyltryptamine 12 g
No changeAlphameprodine 2 g
No changeAlphamethadol lO.
No changeAlpha-methylfentanyl la

2g No changeAlpha-mcthylthiofcntanyl

No change12 gAlpha-methyltryptamine (AMT)

No changeAminorex 12 g

No change2 gBcnzylmorphine

No changeBetacetylmethadol 2 g
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Beta-hydroxy-3-methylfentanyl 2 g No change 

Beta-hydroxyfentanyl 2 g No change 

Betameprodine 2 g No change 

Betamethadol 2 g No change 

Betaprodine 2 g No change 

Bufotenine 3 g No change 

Cathinone 12 g No change 

Codeine-N-oxide 602 g No change 

Desomorphine 5 g No_change 

Diethyltryptamine 12 g No change 

Difenoxin 50 g No change 

Dihydromorphine 3,300,000 g No change 

Dimcthyltryptamine 18 g No change 

Gamma-hydroxybutyric acid ,.._ 46,250,000 g No change 
25 g  No change „. fleroin 

Hydromorphinol 54 g No change 

Hydroxypethidine 2 g No change 

Ibogaine 5 g No change 

Lysergic acid diethylamide (LSD) 30 g No change 

Marihuana 21,000 g No change 

Mescaline 13 g No change 

Methaqualone 10 g No change 

Methcathinone 14 g No change 

Methyldihydromorphine r 2 g No change 

Morphine-N-oxide 655 g No change 

N,N-Dimethylamphetamine 12 g No change 

N-Benzylpiperazine ,_ 15 g No change 

N-Ethylamphetamine 12 g No change 

N-Hydroxy-3,4-methylenedioxyamphetamine 12 g No change 

Noracymethadol .2 g No change 

Norlevorphanol 52 g . No change 

Normethadone 2 g No change 

Normorphine 18 g No change 

Para-fluorofentanyl 2 g No change 

Phenomorphan 2 g No change 

Pholcodine 2 g No change 
Properidine 2 g No change 

Psilocybin 2 g 10 g 

Psilocyn 4 g No change 

Tetrahydrocannabinols 491,000 g 705,000 g

Thiofentanyl 2 g No change 

Tilidine 10 g No change 
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No changeliBeta-hydroxy-3-methylfentanyl

2g No changeBeta-hydroxyfentanyl
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Methcathinone 14 g No change

Methyldihydromorphine No change2 g
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N,N-Dimethylamphetamine No change12 g

N-Benzylpiperazine No change15 g
N-Ethylamphetainine No change12 g
N-Hydroxy-3,4-methylenedioxyamphetamine ili No change

No changeNoracymethadol 2 g
Norlevorphanol 52 g No change

Normethadone 2g No change

No changeNormorphine 18 g

Para-fluorofentanyl ii No change

No changePhenomorphan 2g
Pholcodine No change2 g
Properidine lR No change

Psilocybin 10g2g

No changePsilocyn 4g
705,000 gTetrahydrocannabinols 491,000 g

No changeThiofentanyl 2 g
Tilidine 10g No change
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Trimeperidine  2 g No change 

Schedule II 

1-Phenylcyclohexylamine 3 g No change 

1 -Piperdinocyclohexanecarbonitri le 21 g No change 

4-Anilino-N-phenethy1-4-piperidine (ANPP) 2,250,000 g  No change 

Alfentanil 38,250 g No change 

Alphaprodine 3 g No change 

Amobarbital 9 g No change 

Amphetamine (for conversion) 22,875,000 g No change 

Amphetamine (for sale) 42,625,000 g 47,186,000 g 

Carfentanil 6 g 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 19 g  No change 

Dihydrocodeine 250,000 g No change 

Diphenoxyl ate 750,000 g No change 

Ecgonine  127,500 g 144,000 g 

Ethylmorphine 3 g No change 

Fentanyl 2,108,750 g No change 

Glutethimide 3 g No change 

Hydrocodone (for sale) 99,625,000 g No change 
Ilydromorphone 5,968,750 g No change 

Isomethadone 5 g No change 

Levo-alphacetylmethadol (LRAM)  4 g  No change 

Levomethorphan 6 g No change 
Levorphanol 4,500 g No change 
Lisdexamfetamine 21,000,000 g No change 
Meperidine  6,875,000 g No change 
Meperidine Intermediate-A 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 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 III 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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2 g	 No change 4Trimeperidine
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Amobarbital No change2a
No change22,875,000 gAmphetamine (for conversion)

47,1 86,000 g42,625,000 gAmphetamine (for sale)

No change6gCarfentanil

No change240,000 gCocaine

81,250,000 g No changeCodeine (for conversion)

No change49,506,250 gCodeine (for sale)

19 g No changeDextropropoxyphene

No changeDihydrocodeine 250,000 g

Diphenoxylate 750,000 g No change

Ecgonine 127,500 g 1 44,000 g

No changeEthylmorphine lA
2,108,750 g No changeFcntanyl

No changeGlutethimide 3 g

Hydrocodone (for sale) 99,625,000 g No change

Hydromorphone No change5,968,750 g

Isomethadone No changeli.
No changeLevo-alphacetylmethadol (LAAM) 4g

Is No changeLevomethorphan

Levorphanol 4,500 g No change

Lisdexamfetamine 21,000,000 g No change

Meperidine No change6,875,000 g

Meperidine Intermediate-A is. No change

Meperidine Intermediate-B No change11 g
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 III product; and 61 ,250

grams for methamphetamine (for sale)]

80,750,000 g 82,930,250 gMethylphenidate

103,750,000 g 91,250,000 gMorphine (for conversion)
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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:
1,262,500 g Noroxymorphone (for sale) 508,750 g 

Opium (powder) _ 91,250 g  No change

Opium (tincture) 1,287,500 g No change:

 No change Oripavine 22,750,000 g 

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 6 g No change 

Phencyclidine 30 g No change 

Phenmetrazine 3 g No change 

Phenylacetone 20,000,000 g 29,628,750 g 

Racemcthorphan 3 g No change 

• Remifentanil 3,750 g No change 
Secobarbital  215,003 g . No change 

Sufentanil 6,255 g 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:
 No change Pseudoephedrine (for sale)  225,000,000 g 

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

schedule I and II controlled substances included in 21 CFR 1308.11 and 1308.12 remain at zero. 

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

Deputy Administrator may adjust the 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 

11 
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No change25,628 gNabilone
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Phencyclidine 30 g No change

No changePhenmetrazine i!
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Remifcntanil 3,750 g No change
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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

6,100,000 g

225,000,000 g

No change
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Pseudoephedrine (for sale) No change

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

schedule I and II controlled substances included in 21 CFR 1308.1 1 and 1308.12 remain at zero.

Pursuant to 2 1 CFR 1303.13 and 2 1 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 1303.1 1 and 21 CFR13 15.11, any interested person may submit
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written comments on or objections to these proposed determinations. Based on comments 

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

or more issues raised. In the event the Deputy Administrator decides in his sole discretion to 

hold such a hearing, the Deputy Administrator will publish a notice of any such hearing in the 

Federal Register. After consideration of any comments and after a hearing, if one is held, the 

Deputy Administrator will publish in the Federal Register a Final Order 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 
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written comments on or objections to these proposed determinations. Based on comments

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

or more issues raised. In the event the Deputy Administrator decides in his sole discretion to

hold such a hearing, the Deputy Administrator will publish a notice of any such hearing in the

Federal Register. After consideration of any comments and after a hearing, if one is held, the

Deputy Administrator will publish in the Federal Register a Final Order 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
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Dated:

Thomas M. Harrigan

Deputy Administrator
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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 Street SW., 
Washington, DC 20436, Telephone: 
(202) 205-2000. 
STATUS: Open to the public. 
MATTERS TO BE CONSIDERED: 
1. Agendas for future meetings: None. 
2. Minutes. 
3. Ratification List. 
4. Vote in Inv. Nos. 731—TA-1210-1212 

(Preliminary) (Welded Stainless 
Steel Pressure Pipe from Malaysia, 
Thailand. and Vietnam). The 
Commission 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 on or before July 9, 2013. 

5. Outstanding action 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 28. 2013. 
By order of the Commission. 

William R. Bishop, 
Supervisory Hearings and Information 
Officer. 
IFR Dec. 2013-14807 Filed 6-18-13; 11:15 anil 
BILLING CODE 7020-02-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-365J 

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. pseudoephedrine. and 
phenylpropanolamine. as well as to 
establish the 2013 aggregate production 
quotas for three recently temporarily 
scheduled substances. 
DATES: Electronic comments must be 
submitted and written comments 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 littp:// 
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.reguintions.gov will he posted for
public review and are part of the official 
docket record. Should you. however, 
wish to submit written comments via 
regular or express mail, they should he 
sent to the Drug Enforcement 
Administration. Attention: DEA Federal 
Register Representative/ODL. 8701 
Morrissette Drive, Springfield, VA 
22152. 

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

Posting of Public Comments 

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

If you want to submit personal 
identifying information (such as your 
name, address, etc.) as part of your 
comment, but do not want it to be 
posted online or made available in the 
public docket, you must include the 
phrase "PERSONAL IDENTIFYING 
INFORMATION" in the first paragraph 
of your comment. You must 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 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 I and II 
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 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 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 stipulated that, as 
provided for in 21 CFR 1303.13 and 21 
CFR 1315.13. all aggregate production 
quotas and assessments 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-Penty1-1H-inciol,-3-y1)(2,2.3,3-
tetramethylcyclopropyl)methanone 
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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 business
information thai 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.

Substances Act (CSA) and assessment of

annual needs for the list I 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
submitted and written comments 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.regulatioris.gov using the

electronic comment form provided on
that site. An electronic copy of this
document is also available at http://
www.rcgulations.gov for easy reference.

Paper comments that duplicate the

electronic submission are not necessary

and are strongly discouraged as all

comments submitted to
www.regulntinns.gov will be posted for "

public review and are part of the official

docket record. Should you, however,
wish to submit written comments via
regular or express mail, they should he Section 306 of thc CSA (21 U S£

sent to the Drug Enforcement 826) uircs ,hc Altorncy Gcncral to

Administration, Attention: DEA Federal eS{ablish aggregate production quotas

Register Represents, ve/ODL 8701 fof each basic dass of controllcd

Momssette Drive. Springfield. VA substance listed in schedules I and II

5 • and for ephedrine, pseudoephedrine,
FOR FURTHER INFORMATION CONTACT: John and phenylpropanolamine. This

VV. Partridge, Executive Assistant, Office responsibility has been delegated to the

of Diversion Control. Drug Enforcement Administrator of the DEA through 28

Administration, 8701 Morrisseite Drive, CFR 0.100. The Administrator, in turn,
Springfield, VA 22152; Telephone: (202) has redelegated this function to the

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 commcnter.
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 thc
public docket, you must include the

phrase "PERSONAL IDENTIFYING
INFORMATION" in the first paragraph
of your comment. You must also place

all thc personal identifying information
you do not want posted online or made

INTERNATIONAL TRADE

COMMISSION

[USITC SE— 1 3—01 5]

Sunshine Act Meeting Notice

AGENCY HOLDING THE MEETING: United
Stales International Trade Commission.

TIME AND DATE: June 28. 2013 at 11:00

a.m.

PLACE: Room 101 . 500 E Street SW„

Washington, DC 20436, Telephone:

(202) 205-2000.

status: Open to the public.

MATTERS TO BE CONSIDERED:

1. Agendas for future meetings: None.

2. Minutes.

3. Ratification List.
4. Vote in Inv. Nos. 731-TA-1210-1212

(Preliminary) (Welded Stainless
Steel Pressure Pipe from Malaysia,
Thailand, and Vietnam). The

Commission 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 on or before July 9, 2013.

5. Outstanding action 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,

Stipermory Hearings and Information
Officer.

IFR Doc. 201.1-1481)7 Filed 5-18-11, 11:15 anil

BILLING COOE 7020-02-P

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

JdiDeputy Administrator, pursuant to 28

CFR 0.104. DEA published the 2013
established a
for controller 	 __

and II and assessment of annual needs

for thc 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 of annual need

are subject to adjustment.

DEPARTMENT OF JUSTICE
lggregatc production quotas

d substances in schedules IDrug Enforcement Administration

(Docket No. DEA-365)

Proposed Adjustments to the

Aggregate Production Quotas for

Schedule I and li 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

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:

(l-Pcnty]-lH-inrlol-3-yl)(2,2,3.3-
tetramethylcyclopropyljmethanone
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(UR-144); 11-(5-fluoro-penty1)-11-1-indol-
3-y11(2,2,3,3-
tetramethylcyclopropyl)methanone 
(XLR11); and N-(1-adamanty1)-1-pentyl-
ill-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. scientific, 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.S.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 
Deptity 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 
scheduled 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. Those 
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 II 
controlled substances 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 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 time. 

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 
production quotas for basic classes of 
schedule I and II 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 
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 demand 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 needs 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 

dosage form manufacturers, and other 
pertinent information. In determining 
the proposed revised 2ot 3 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 II 
aggregate production quotas. and certain 
schedule I aggregate production quotas, 
an additional 25% of the estimated 
medical, scientific, and research needs 
as part of the amount necessary to 
ensure the establishment and 
maintenance of reserve stocks. The 
resulting revised established aggregate 
production quota will reflect these 
included amounts. This action will not 
affect the ability of manufacturers to 
maintain inventory allowances as 
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. 

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

Page 163 

Federal Register/ Vol. 78, No. 119/Thursday, June 20, 2013/Notices37238

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 II

aggregate production quotas, and certain

schedule 1 aggregate production quotas,

an additional 25% of the estimated

medical, scientific, and research needs

as part of the amount necessary to

ensure the establishment and

maintenance of reserve stocks. The
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 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

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 ephedrine, pseudoephedrine, and

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

follows:

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 do not

include imports of controlled

substances for use in industrial

(UR—144); [l-(5-flunro-pentyl)-lH-indol-

3-ylJ(2, 2,3,3-
letramethylcyclopropyDmethanone
(XLRll); and N-(l-adamantyl)-l-pentyl-

lH-indazole-3-carboxamide (AKB48).
See 78 FR 28735. UFA 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 phenylpropanolamine at this lime,

represent those quantities of schedule 1 In proposing the adjustment. DEA has

and II controlled substances to be - taken into account the criteria that DEA
manufactured in the United States in is required to consider in accordance
2013 to provide for the estimated with 21 CFR 1303.13 and 21 CFR
medical, scientific, research, and 1315.13. DEA determines whether to
industrial needs of the United States, propose an adjustment of the aggregate
lawful export requirements, and the production quotas for basic classes of
establishment and maintenance of schedule 1 and II controlled substances
reserve stocks. As such, pursuant to 21 and ephedrino, pseudoephedrine, and
U.S.C. 826(a). the Deputy Administrator phenylpropanolamine by considering:
must determine the total quantity and U) Changes in demand for the basic
establish production quotas for each of class- changes in the national rate of net
the three temporarily scheduled disposal for the class, and changes in

substances. the rate of net disposal by the registrants
In making this determination, the holding individual manufacturing

Deputy Administrator has taken into quotas for the class; (2) whether ar.y

account the criteria that DFA is required increased demand or changes in the

to consider in accordance with 21 national or individual rates of net

U.S.C. 826(a) and 21 CFR 1303.11. DEA disposal are temporary, short term, or

proposes the aggregate production long term; (3) whether any increased
quotas for these three temporarily demand can he met through existing
scheduled substances by considering: inventories, increased individual
(1) Total estimated net disposal of each manufacturing quotas, or increased

substance by all manufacturers; (2) importation, without increasing the

estimated trends in the national rale of aggregate production quota; (4) whether

net disposal: (3) total estimated any decreased demand will result in

inventories of the basic class and of all excessive inventory accumulation by all

substances manufactured from the class; persons registered to handle the class;

(4) projected demand for each class as and (5) other factors affecting the

indicated by procurement quotas medical, scientific, research, and

requested pursuant to 21 CFR 1303.12; industrial needs of the United States

and (5) other factors affecting medical, and lawful export requirements, as the

scientific, research, and industrial needs Deputy Administrator finds relevant,

of the United States and lawful export DEA also considered updated
requirements, as the Deputy information obtained from 2012 year-
Administrator finds relevant. Those en(^ inventories, 2012 disposition data
quotas do not include imports of submitted by quota applicants,
controlled substances for use in estimates of the medical needs of the
industrial processes. 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

processes. DEA is not proposing to .

adjust the assessment of annual needs

for the list I chemicals ephedrine,

pseudoephedrine, and

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 1 and II

controlled substances to be

manufactured in the United States in

Page 163Vol. I



Federal Register/Vol. 78, No. 119 /Thursday, June 20. 2013/Notices 37239 

Basic class 
Previously 
established 
2013 quotas 

Proposed or 
proposed 
adjusted 

2013 quotas 

Temporarily Scheduled Substances 

(1-Penty1-1H-indol-3-y1)(2,2,3,3-letramethytcyclopropyl)methanone (UR-144) 
11-(5-fluoro-penty1)-1H-indo1-3-y11(2,2,3,3-tetramethylcyclopropyl)methanone (XLR11) 
N-(1-adamanty1)-1-penty1-1H-indazole-3-carboxamide (AKB48)  

N/A 
N/A 
N/A 

15 g. 
15 g. 
15 g. 

Schedule I 

1-(5-Fluoropenty1)-3-(1-naphlhoyflindole (AM2201)  
1-(5-Fluoropenty1)-3-(2-iodobenzoyl)indole (AM694)  
141-(2-Thienyl)cyclohexylJpiperidine  
1-12-(4-Morpholinyflethy11-3-(1-naphthoypindole (JWH-200)  
1-Butyl-3-(1-naphthoyl)indole (JWH-073)  
1-Cyclohexylethy1-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8)  
1-1-texy1-3-(1-naphttioandole (JWH-019)  
1-Methyl-4-phenyl-4-propionoxypIperidine  
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678)  
1-Penty1-3-(2-chlorophenylacetyl)Indole (JWH-203)  
1-Penty1-3-(2-methoxyphenylacetyl)indole (JWH-250)  
1-Penty1-3-(4-chloro-1-naphthoyl)indole (JWH-398)  
1-Penty1-3-(4-methyl-1-naphthoyl)indole (JWH-122)  
1-Penty1-3-[(4-methoxy)-benzoyllindole (SR-19, RCS-4)  
1-Penty1-3-0-(4-melhoxynaphthoyl)lindole (JWH-081)  
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C—P)  
2-(2,5-Dirnethoxy-4-ethylphenyl)ethanamine (2C—E)  
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C—D)  
2-(2,5-Dimethoxy-4-nitro-phenyflethanamine (2C—N)  
2-(2.5-Dimethoxyphenyt)ethanamine (2C—H)  
2-(4-Chloro-2,5-dimethoxyphenypeihanamine (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  
2-44-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C—T-2)  
2-14-(lsopropytthio)-2.5-dimethoxyphenyllethanamine (2C-T-4)  
3,4,5-Trimethoxyamphetamine  
3,4-Methylenedioxyamphetamine (MDA)  
3,4-Methylenedioxymethamphetamine (MDMA)  
3.4-Methylenedioxy-N-ethylamphetamine (MDEA)  
3,4-Methyleneckoxy-N-methylcathinone (methytone)  
3,4-Methylenedioxypyrovalorone (MDPV)  
3-Methylfentanyl  
3-Methyfthiofentanyl • 
4-Bromo-2,5-dimethoxyamphetamine (DOB)  
4-Bromo-2,5-dimethoxyphenethytamine (2—CB)  
4-Methoxyamphetamine  
4-Methyl-2,5-dimethoxyamphetamine (DOM)  
4-Methylaminorex  
4-Methyl-N-methylcathinone (mephedrone)  
5-(1,1-Dimethylhepty1)-2-[(1R,3S)-3-hydroxycyclohexyll-phenol  
5-(1,1-Dimethylocty1)-2-1(1R,3S)-3-hydroxycyclohexyll-phenol (cannabicyclohexanol or CP-47, 497 C8-homo-

log). 
5-Methoxy-3,4-methylenedioxyamphetamine  
5-Methoxy-N,N-diisopropyltryptamine  
5-Methoxy-N,N-dimethyltryptamine  
Acetyl-alpha-methyllentanyl  
Acetyldihydrocodeine  
Acetylmethadol  
Allylprodine  
Alphacetylmethadol  
Alpha-ethyttryptamine  
Alphameprodine  
Alphamethadol  
Alpha-methylfentanyl  
Alpha-methylthiofentanyl  
Alpha-methyltryptamine (AMT)  
Aminorex  
Benzylmorphine  
Betacetytmethadol  
Beta-hydroxy-3-methyllentanyl  
Beta-hydroxyfentanyt  

45 g No change. 
45 g No change. 
5 g No change. 

45 g No change. 
45 g No change. 
45 g No change. 
45 g No change. 
2 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. 
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. 
15 g No change. 
12 g No change. 
12 g No change. 
12 g No change. 
15 g No change. 
15 g No change. 
12 g No change. 
30 g No change. 
35 g 50 g. 
24 g No change. 
35 g No change. 
25 g No change. 

2 g No change. 
2 g No change. 

12 g No change. 
12 g No change. 
88 g No change. 
12 g 25 g. 
12 g No change. 
25 g No change. 
68 g No change. 
53 g No change. 

12 g No change. 
12 g No change. 
10 g No change. 
2 g No change. 
2 g No change. 
2 g No change. 
2 g No change. 
2 g No change. 

12 g No change. 
2 g No change. 
2 g No change. 
2 g No change. 
2 g No change. 

12 g No change. 
12 g No change. 
2 g No change. 
2 g No change. 
2 g No change. 
2 g No change. 
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Basic class 

Betarneprodine  
Betamethadol  
Betaprodine  
Butotenine  
Cathinone  
Codeine-N-oxide  
Desomorphine  
Diethyitryptamine  
Difenoxin  
Dihydromorphine  
Dimethyltryptamine  
Gamma-hydroxybutyric acid  
Heroin  
HydrOmorphinoi  
Hydroxypethidine  
Ibogaine  
Lysergic acid diethylamide (LSD)  
Marihuana  
Mescaline  
Methaqualone  
Methcathinone  
Methyldihydromorphine  
Morphine-N-oxide  
N,N-Dimethylemphetamine  
N-Benzylpiperazine  
N-Ethylamphetamine  
N-Hydroxy-3,4-methylenedioxyamphetamine  
Noracymethadol  
Norlevorphanot  
Normethadone  
Normorphine  
Para-fluorofentanyl 
Phenomorphan  
Pholcodine  
Properidine  
Psilocybin  
Psilocyn  
Tetrahydrocannabinols  
Thiofentanyl  
Titidine  
Trimeperidine  

Previously 
established 
2013 quotas 

2g 
2g 
2g 
3g 

12 g 
602 g 

5g 
12 g 
50 g 

3,300,000 g 
18 g 

46,250,000 g 
25 g 
54 g 
2g 
5g 

30 g 
21,000 g 

13 g 
10g 
14g 
2g 

655 g 
12 g 
15 g 
12 g 
12 g 
2g 

52 g 
2g 

18 g 
2g 
2g 
2g 
2g 
2g 
4g 

491,000 g 
2g 

10g 
2g 

Proposed or 
proposed 
adjusted 

2013 quotas 

No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
10 g. 
No change. 
No change. 
No change. 
No change. 
No change. 

Schedule II 

1-Phenytcyclohexylamine  
1-Piperdinocyclohexanecarbonitrile  
4-Anilino-N-phenethyl-4-piperidine (ANPP)  
Attentanil  
Alphaprodine  
Amobarbital  
Amphetamine (for conversion)  
Amphetamine (for sale)  
Carlentanil  
Cocaine  
Codeine (for conversion)  
Codeine (for sale)  
Dextropropoxyphene  
Dihydrocodeine  
Diphenoxylate  
Ecgonine  
Ethytmorphine  
Fentanyl  
Glutethimide  
Hydrocodone (for sale)  
Hydromorphone  
Isomethadone  
Levo-alphacetylmethadol (LAAM)  
Levomethorphan  
Levorphanol  
Lisdexamfetamine  
Meperidine  

3g 
21 g 

2,250,000 g 
38,250 g 

3g 
9g 

22,875,000 g 
42.625.000 g 

6g 
240,000 g 

81,250,000 g 
49,506,250 g 

19 g 
250.000 g 
750.000 g 
127,500 g 

3g 
2,108.750 g 

3g 
99,625,000 g 

5.968.750 g 
5g 
4g 
6g 

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

No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
47.186,000 g. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
144,000 g. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
No change. 
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Proposed or
proposed
adjusted

2013 quotas

Previously
established

2013 quotas
Basic class

2 g No change.

No change.

No change.

No change.

No change.

No change.
No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.
No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

10 g.

No change.

No change.

No change.
No change.

No change.

Betameprodine

Betamethadol .

Betaprodine ....

Bufotenine 	

Cathinone 	
Codeine-N-oxide 	

Desomorphine 			

Oiethyltryptamine 	
Difenoxin 	

Dihydromorphine 	

Dimethyltryptamine 	 	

Gamma-hydroxybutyric acid 	
Heroin 	 		

Hydromorphinol 	 		

Hydroxypethidine 	

ibogaine 	
Lysergic acid diethylamide (LSD)

Marihuana 	

Mescaline 	

Met'naqualone

Methcathinone 	

Methyldihydromorphine 	
Morphine-N-oxide 	
N.N-Dimethylamphetamine

N-Bonzylpiperazine 		
N-Ethylamphetamine 	

N-Hydroxy-3,4-melhylenedioxyamphetamine
Noracymethadol 	
Norlevorphanol 	

Normethadone 	
Normorphine 	

Para-fluorotentanyl 	

Phenomorphan 		
Pholcodine 	

Properidine 	
Psilocybin 	

Psilocyn 	

Tetrahydrocannabinols ,

Thiolontanyl 	

Titidine ....	

Trimeperidine 	

29
2 g
a g

12 g
602 g

5g
12 g
50 g

3,300,000 g

18 g

46,250,000 g

25 g

54 g

2 g
sg

30 g
21.000 g

13 g

10 g

14 g

2 g
655 g

12 g
15 g

12 g
12 9
2 g

52 g

2 g
18 g

2 g
2 g
2 g
2 g
2 g
4 g

491,000 g

2 g
10 g

2g

Schedule II

1-Phenylcyclohexylamine 	

1-Piperdinocyclohexanecarbonitrile 	

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

Allentanil 	

Alphaprodine 	

Amobarbilal
Amphetamine (for conversion) ...

Amphetamine (for sale) 	
Carfentanil 	

Cocaine 	
Codeine (for conversion) 	

Codeine (for sale) 	

Dextropropoxyphene 	
Dihydrocodcine 	

Diphenoxylate 	
Ecgonine 	

Ethylmorphine 	

Fentanyl 	

Glutethimide 	

Hydrocodone (for sale) 	

Hydromorphone 	

Isomethadone 	

Levo-alphacetylmethadol (LAAM)

Levomethorphan 		

Levorphanol 	 	

Lisdexamfelamine 	
Meperidine 	

3 g No change.

No change.

No change.
No change.

No change.

No change.

No change.
47.186,000 g.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

144.000 g.

No change.

No change.
No change.

No change.

No change.

No change.
No change.

No change.

No change.

No change.

No change.

21 g
2,250,000 g

38,250 g

3g
9 g

22.875,000 g

42.625.000 g

6 g
240,000 g

81,250,000 g

49,506,250 g

19 g
250.000 g
750.000 g

127,500 g

3 9
2,108,750 g

3 9
99,625,000 g

5,968.750 g

5 g

4 9
6 g

4.500 g

21,000,000 g

6,875,000 g
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Basic class 
Previously 
established 
2013 quotas 

Proposed or 
proposed 
adjusted 

2013 quotas 

Meperidine Intermediate—A  
Meperidine Intermediate—B  
Meperidine Intermediate—C  
Metazocine  
Methadone (for sale)  
Methadone Intermediate  
Methamphetamine  

6g 
11 g 
6g 
6g 

25,000,000 g 
32,500,000 g 

3,912,500 g 

No change. 
No change. 
No change. 
No change. 
33,125,000 g. 
40,500,000 g. 
No change. 

1987,500 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 2,863.750 grams for methamphetarnine mostly 
for conversion to a schedule Ill product: and 61.250 grams for methamphetamine (for sale)) 

Methylphenidate  
Morphine (for conversion)  
Morphine (for sale)  
Nabilone  
Noroxymorphone (for conversion)  
Noroxymorphone (for sale)  
Opium (powder)  
Opium (tincture)  
Oripavine  
Oxycodone (for conversion)  
Oxycodone (tor sale)  
Oxymorphone (tor conversion)  
Oxymorphone (for sale)  
Pentobarbital  
Phenazocine  
Phencyclidine  
Phenmetrazine  
Phony'acetone  
Racemethorphan  
Remitentanil  
Secobarbital  
Sufentanil  
Tapentadol  
Thebaine  

80,750,000 g 96,750,000 g. 
103,750,000 g 91,250,000 g. 
60,250,000 g No change. 

25,628 g No change. 
9,000,000 g No change. 

508,750 g 1,262,500 g. 
91,250 g No change. 

1,287,500 g No change. 
22,750,000 g No change. 
10,250.000 g No change. 

131,500,000 g 153,750,000 g, 
18,375,000 g No change. 
6,875,000 g No change. 

42,500.000 g No change. 
6 g No change. 

30 g No change. 
3 g No change. 

20,000,000 g 29,628,750 g. 
3 g No change. 

3,750 g No change. 
215,003 g No change.

6,255 g No change. 
13,750,000 g No change. 

145,000,000 g No change. 

List I Chemicals 

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

The Deputy Administrator further 
proposes that aggregate production 
quotas for all other schedule I and II 
controlled substances included in 21 
CFR 1308.11 and 1308.12 remain at 
zero. Pursuant to 21 CFR 1303.13 and 21 
CFR 1315.13, upon consideration of the 
relevant factors, the Deputy 
Administrator may adjust the 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 
Deputy Administrator may hold a 
public hearing on one or more issues 
raised. In the event the Deputy 
Administrator decides in his sole 

15,100,000 g 
3,500,000 g 

25,700,000 g 
6,100,000 g 

225,000,000 g 

No change. 
No change. 
No change. 
No change. 
No change. 

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 1 chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine. 

Dated: June 14. 2013. 

Thomas M. Harrigan, 

Deputy Administrator. 
(FR one:. 2013-14723 Rind r.-I9-13: li:45 ainl 

BILLING CODE 4410-09-P 

DEPARTMENT OF JUSTICE 

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, 
Norarnr.o, 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 11. 

The company plans to manufacture 
the listed controlled substance 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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Proposed or
proposed
adjusted

2013 quotas

Previously
established
2013 quotas

Basic class

No change.
No change.

No change.

No change.

33,125,000 g.

40,500,000 g.

No change.

6gMeperidine Intermediate—A
Meperidine Intermediate—B
Meperidine Intermediate—C
Metazocine 			
Methadone (for sale) 	

Methadone Intermediate 	

Methamphetarnine ...	

11 g

6g

6 g
25,000,000 g

32,500.000 g

3.912,500 g

[987,500 grams of Icvo-desoxyephedrine for use in a non-controlled, non-prescnption product; 2,863,750 grams for mothamphetamine mostly
lor conversion to a schedule 111 product; and 61,250 grams for methamphetarnine (tor sale)]

80,750.000 g

103.750,000 g

60,250,000 g

25,628 g

9,000,000 g

508,750 g

91,250 g

1,287,500 g

22,750,000 g

10,250.000 g

131,500,000 g

18,375,000 g

6,875,000 g

42,500.000 g

96.750,000 g.

91,250,000 g.

No change.

No change.

No change.
1,262.500 g.

No change.

No change.

No change.
No change.

153,750,000 g.

No change.

No change.
No change.

No change.

No change.

No change.
29,628,750 g.

No change.
No change.

No change. ~
No change.

No change.

No change.

Methytphenidate 	

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 		 		

Phonylacetone 	

Racemethorphan 	

Remifentanil 	

Secobarbital 	
Sufentanil 	

Tapentadol 	

Thebaine 	

6 g

30 g

3g
20,000,000 g

3g
3.750 g

215,003 g

6,255 g

13,750,000 g

145.000,000 g

List I Chemicals

No change.

No change.

No change.

No change.

No change.

Ephedrine (for conversion) 	

Ephedrine (for sale) 	 		

Phenylpropanolamine (lor conversion)

Phenylpropanolamine (for sale) 	
Pseudoephedrine (for sale) 	

15,100,000 g

3,500,000 g

25,700.000 g

6.100,000 g

225,000,000 g

discretion lo 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,

pseudoephodrine. and

phenylpropanolamine.

Dated; June 14. 2013.

Thomas M. Harrigan,

Duputy Administrator.

(FR Doc. 2013-14721 Film I r— in— 1.1: H:4S null

BILLING CODE 4410-09-P

The Deputy Administrator further
proposes that aggregate production
quotas for all other schedule I and II
controlled substances included in 21
CFR 1308.11 and 1308.12 remain at
/.nro. 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 written comments on or
objections to these proposed
determinations. Based on comments

received in response to this Notice, the
Deputy Administralor may hold a

public hearing on one or more issues
raised. In the event the Deputy
Administrator decides in his sole

DEPARTMENT OF JUSTICE

DrugEnforcement 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,
Noramno, Inc., 1440 Olympic Drive,
Athens, Ceorgia 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 II.

The company plans to manufacture
the listed controlled substance 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 intrahody 
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 II (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 compatibility 
performance, wireless 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. 
IFR Doc. 2013-11n28 Filed 5-15-13; 8:45 am) 

BtLLINCI 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 I 

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

SUMMARY: The Deputy 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-
penty1-1//-indol-3-y1)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-
144), 11-(5-fluoro-penty1)-111-indol-3-
y1)(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 Controlled 
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 16, 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 authority to temporarily place a 
substance into Schedule I of the CSA for 
two years without *regard to the 
requirements 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 Attorney General has 
delegated his authority under 21 U.S.C. 
811 to the Administrator of DEA, who 
in turn has delegated her authority to 
the Deputy Administrator of DEA. 28 
CFR 0.100, Appendix to Subpart,R. 

Section 201(h)(4) of the CSA (21 
U.S.C. 811(h)(4)) requires the Deputy 
Administrator to notify the Secretary of 
the Department of Health and Human 
Services (IIIIS) of his intention to 
temporarily place a substance into 

Schedule I of the CSA.1 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 
Secretary 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 
AKB4B. The Assistant Secretary also 
stated that HHS has no objection to the 
temporary placement of UR-144, XLR11 
or AKB48 into Schedule I of the CSA. 
DEA has taken into consideration the 
Assistant Secretary's continents (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 
exemptions 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 
satisfied. On April 12, 2013, a Notice of 
Intent to temporarily schedule these 
three synthetic cannabinoids was 
published in the Federal Register (78 
FR 21858). 

To make a finding that placing a 
substance temporarily into Schedule I of 
the CSA is necessary to avoid an 
imminent hazard to the public safety, 
tho Deputy Administrator is required to 
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, if 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.S.C. 
811(h)(3). 

A substance meeting the statutory 
requirements for temporary scheduling 
(21 U.S.C. 811(11)) may only be placed 
in Schedule I. Substances in Schedule I 
are those that have a high potential for 

fien3use the Secretary of the Department of 
Health and Humeri Services (IIHS) has delegated i<1 

the Assistant Secretary for Health of the Department 
of Health and Humeri Services the authority In 
make domestic drug scheduling recommendations. 
for purposes of this Final Order. at) subsequent 
references to "Secretary" have been replaced with 
"Assistant Secretary." As set forth in a 
memorandum of understanding entered into by 
HHS. the Food and Drug Administration (FDA), and 
the National Institute on Drug Abuse (NIDA), FDA 
acts as the lead agency within 1-111S in carrying out 
the Secretary's scheduling responsibilities under 
the Contrulied Substance. Act (GSA). with the 
concurrence of NIDA. 50 FR 9518. 
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Schedule I of the CSA.1 The Deputy
Administrator has transmitted notice of
his intent to place UR-144, XLKll and

AKB48 in Schedule I on a temporary
basis to the Assistant Secretary by letter

dated February 14, 2013. The Assistant
Secretary 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 1
currently no investigational new drug
applications or approved new drug

applications for UR-144. XLRll or
AKB4B. The Assistant Secretary also

stated that HHS has no objection to the

temporary placement of UR-144, XLRll

or AKB48 into Schedule I of the CSA.

DEA has taken into consideration the

fluoro-UR-144, XLRll) and N-(l-

adamantyl)-l-pcntyl-lH-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 Controlled

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 Dale: This Final Order

is effective on May 16, 2013.

FOR FURTHER INFORMATION CONTACT: John

W. Partridge, Executive Assistant, Office

of Diversion Control, Drug Enforcement

Administration; Mailing Address: 8701

Morrisselte Drive, Springfield, Virginia

22152; telephone (202) 307-7165.

SUPPLEMENTARY INFORMATION:

Background

§ 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

wirolessly 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 II (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 compatibility
performance, wireless 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 Commissionerfor Policy.

IFR Doc. 2013-1 1628 Filed 5-15-13; fi:45 am]

BILLING CODE 4160-01-P

Assistant Secretary's conunenls (21

U.S.C. 811(h)(4)). As UR-144. XLRll
and AKB48 are not currently listed in

any schedule under the CSA, and as no

exemptions or approvals are in effect for

UR-144, XLRll 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

satisfied. On April 12, 2013, a Notice of

Intent to temporarily schedule these
three synthetic cannabinoids was

published in the Federal Register (78

FR 21858).

To make a finding that placing a
substance temporarily into Schedule I of

81 1) provides the Attorney General with the CSA is necessary to avoid an

the authority to temporarily place a imminent hazard to the public safety,

substance into Schedule I of the CSA for tho Deputy Administrator is required to

two years without regard lo the consider three of the eighl factors set

requirements of 21 U.S.C. 811(b) if he forth in section 201(c) of the CSA (21

finds that such action is necessary to U.S.C. 811(h)(3)). These factors are as

avoid imminent hazard lo ihc public follows: the substance's history and

safety. 21 U.S.C. 811(h). In addition, if current pattern of abuse; the scope,

proceedings to control a substance are duration and significance of abuse, and

initiated under 21 U.S.C. 811 (a)(1), the what, if any, risk there is lo the public

Attorney General may extend the
temporary scheduling up to one year.

Section 201 of the CSA (21 U.S.C.

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 I

AGENCY: Drug Enforcement

Administration, Department of Justice.

ACTION: Final order.

health. 21 U.S.C. 81l(c)(4)-(6).

Consideration of these factors includes

actual abuse, diversion from legitimate

channels and clandestine importation,

manufacture or distribution. 21 U.S.C.

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 Attorney General has

delegated his authority under 21 U.S.C.

811 to the Administrator of DEA, who

in turn has delegated her authority to

the Deputy Administrator of DEA. 28
CFR 0.100, Appendix to Subpart R.

Section 201(h)(4) of the CSA (21

U.S.C. 811(h)(4)) requires the Depuly

Administrator to notify the Secretary of

the Department of Health and Human
Services (HHS) of his intention to

temporarily place a substance into

811(h)(3).
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

SUMMARY: The Deputy 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-

penty!-l 7/-indol-3-yl)(2, 2,3,3-

tetramethylcyclopropyl)mothanone (UR-

144), [l-(5-fiuoro-pentyl)-lH-indol-3-

yll(2.2.3,3-
tctramethylcyclopropyI)methanone (5-

' Because the Secretary of tile Department of

Health and Human Services (HHS) has delegated lo

the Assistant Secretary for Health or the Department

uf Health and Human Services the authority to

make domestic drug scheduling recommendations,

for purposes of this Final Ordnr. all subsequent
references lo "Secretary" have been replaced ivilh
"Assistant Secretary." As set forth in a
memorandum of understanding entered into by
HHS. the Food and Drug Administration (FDA), and

the National Institute on Drug Abuse (NJDA). FDA

acts as the lead agency within HHS in carrying out
the Secretary's scheduling responsibilities under

the Controlled Substance Act (CSA). with the

concurrence oFNIDA. 50 FR 951ft.
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abuse, no currently accepted medical 
use in treatment in the United States 
(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, 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. 

Synthetic Cannabinoids 

While synthetic cannabinoids have 
been developed over the last 30 years 
for research purposes to investigate the 
cannabinoid system. no scientific 
literature referring to UR-144, XLR11 or 
AKB48 was available prior to these 
drugs' identification in the illicit 
market. In 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-penty1-1H-indo1-3-
yl)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-
144), (1-(5-fluoro-penty1)-1H-indol-3-
y11(2,2,3,3-
tetrarnethylcyclopropyl)methanone (5-
fluoro-UR-144, XLR11), and N-(1-
adamanty1)-1-penty1-1H-indazole-3-
carboxamide (APINACA, AKB48) are 
representative, are so-termed for their 
69-tetrahydrocannabinol (THC)-like 
pharmacological properties. Numerous 
herbal products have been analyzed. 
and UR-144, XI.R11 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 total 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 
Information 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 

' Naliunal Forensic Laleiralory Information 
System (NFLIS) is a program sponsored by the Drug 
Enforcement Administration's (DEAL 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 total 
reports). JWH-018, JWH-200, JWII-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 3 amended the GSA by placing 
cannabimimetic agents and 26 specific 
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 identification 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 cannabinoids 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 database which compiles information on 
exhibits analyzed in DEA laboratories. 

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 20 1 2 ." or "SDAPA." 

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' alternatives 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 scientific studies 
when compared to THC. Smoking 
mixtures of these substances for the 
purpose of achieving intoxication has 
been identified as a reason for numerous 
emergency room visits and calls to 
poison control centers. Abuse of these 
synthetic cannabinoids and their 
products has been characterized with 
both acute and long term public health 
and safety issues. In addition, numerous 
states, local jurisdictions, 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, California, 
Colorado. Florida, Georgia. Iowa, 
Indiana, Illinois, Kansas, Kentucky. 
Louisiana, Maryland, Minnesota, 
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 4 has reported 
receiving in excess of 5,200 calls 
relating to products purportedly laced 
with synthetic cannahinoids. Although 
the center does not identify specific 
cannabinoid substances, the data does 
indicate the magnitude of adverse 
exposure to synthetic cannabinoids. 

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

UR-144. XLR11 and AKB48 are 
pharmacologically similar to Schedule I 

'American Association of Poison Control Centers 
(AAPCC) is a non-profit, national organization that 
represents the poison centers of the United States. 
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testing laboratories, demonstrate that

products laced with UR-144, XLRll
and/or AK.B48 are being abused mainly

by smoking for their psychoactive

properties. The adulterated products are
marketed as 'legal' alternatives to

marijuana. This characterization, along
with their reputation as potent herbal

intoxicants, has increased their
popularity. Several synthetic
cannabinoids, including UR-144. XLRll

and AKB48, have been shown to display

higher potency in scientific studies

when compared to THC. Smoking

mixtures of these substances for the
purpose of achieving intoxication has
been identified as a reason for numerous

emergency room visits and calls to

poison control centers. Abuse of these

synthetic cannabinoids and their

products has been characterized with
both acute and long term public health
and safely issues. In addition, numerous

states, local jurisdictions, and the

abuse, no currently accepted medical
use in treatment in the United Stales

(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, XLRll and

AKB48 indicate that these three
synthetic cannabinoids have a high

potential for abuse, no currently
accepted medical use in treatment in the on March 1, 2011, and later placed in

U.S., and a lack of accepted safety for
use under medical supervision.

Synthetic Cannabinoids

While synthetic cannabinoids have

been developed over the last 30 years
for research purposes to investigate the

cannabinoid system, no scientific
literature referring to UR-144. XLRll or
AKB48 was available prior to these

drugs' identification in the illicit

market. In 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 (l-pen'tyl-lH-indol-3-
yl)(2.2,3.3-

tctramcthylcyclopropyl)methanone (UR-

144), [l-(5-fluoro-pentyl)-l Lf-indol-3-

yl](2,2.3,3-

tetramethylcyclopropyl)methanone (5-
fiuoro-UR-144, XLRll), and ;V-(l-
adamantyl)-l-penlyl-lH-indazole-3-

carboxamide (APINACA, AKB48) arc
representative, are so-termed for their

^-tetrahydrocannabinol (THC)-like
pharmacological properties. Numerous

herbal products have been analyzed,
and UR-144, XLRll and AKB48 have

boon identified, in varying mixture

profiles and amounts, spikod 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 total cases
for UR-144, 1,194 reports involving 186

total cases for XLRll and 112 reports

involving 40 total cases for AKB48.

From January 2010 to March 2013, the

National Forensic Laboratory

Information System (NFL.IS) registered
14,831 reports containing these

synthetic cannabinoids (UR-144 — 5,465

reports; XLRll—8.837 reports;
AKB48—529 reports) from at least 32

states. No instances regarding UR-144.

XLRl 1 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

' Natiunal Forensic: Latxiralnry Information

System (NFLIS) is a program 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. XLRll 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 Cfl (7,555 total

reports). JWH-018, JWH-200, JWI 1-073,

CP—47,497 and CP-4 7,497 C8
homologue were temporarily scheduled

Schedule I by Section 1 1 52 of Food and
Drug Administration Safety and
Innovation Act (FDASIAJ, Pub. L. 112

144, on July 9. 2012. Section 1152 of the
FDASIA 3 amended the CSA by placing

cannabimimetic agents and 26 specific
suhstances (including 15 synthetic
cannabinoids, 2 synthetic cathinones,

and 9 phenethylamines of the 2C-scries)
in Schedule I. UR-144, XLRll 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 international community have
Abuse 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 201 3)

related to UR-144, XLRll and AKB48

from various states including Alaska.
Alabama, Arkansas, California,

Colorado, Florida, Georgia. Iowa,
Indiana, Illinois, Kansas, Kentucky.
Louisiana, Maryland, Minnesota.

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, XLRll and/or AKB48

from January 2010 through April 3,

2013. From January 1 through December
31, 2012, the American Association of

Poison Control Centers4 has reported
receiving in excess of 5,200 calls
relating to products purportedly laced

with synthetic cannabinoids. Although
the center does not identify specific

cannabinoid substances, the data docs

indicate the magnitude of adverse

exposure to synthetic cannabinoids.

Factor 6. What, If Any, Risk Them Is

to the Public Health

UR-144. XLRll and AKB48 are
pharmacologically similar to Schedule I

Synthetic cannabinoids (JWH-018J

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 identification 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 cannabinoids 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 nn internet

discussion boards. Since then,
numerous other synthetic cannabinoids

including UR-144, XLRll 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 database which compiles information on
exhibits analyzed in DEA laboratories.

J Subtitle D of Title XI of the Food and Drug

Administration Safety and Innovation Act

(FDASIA). which includes Sections 1151-1 153 of

Pub. L. 1 12—144, is also known as the "Synthetic
Drug Abuse Prevention Act of 2012," or "SDAPA."

« American Association of Poison Control Centers
(AAPCC) is a non-profit, national organization that
represents the poison centurs of the United States.
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substances THC arid JWH-018, as well 
as other synthetic cannabinoids. By 
sharing pharmacological similarities 
with the Schedule I substances (THC 
and JWH-016), 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 
exposure 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 
associated 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 Administration 
(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 involving a synthetic 
cannabinoid product had increased 2.5 
times to 28,531. 

Detailed product analyses have 
'Nom. 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 to 
the abuser. Some of the adverse health 
effects reported in response to 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 "MC-
like substances. There are no recognized 
therapeutic uses of these substances in 
the U.S. 

In February 2013, the Centers for 
Disease Control and Prevention 
published 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 further 
investigation, it was determined that of 

the 16 patients, 7 of the subjects had 
smokod 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 I 
Scheduling To Avoid 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 safety. 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 arid 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-penty1-1/1-
indol-3-y1)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-
144), (1-(5-fluoro-penty1)-11-1-indol-3-
y1)(2.2,3,3-
tetramethylcyclopropyl)methanone 
(5-fluoro-UR-144, XLR11) and N-(1-
adamanty1)-1-penty1-111-indazole-3-
carboxamide (APINACA, AKB48) in 
Schedule 1 of the CSA and finds that 
placement of these synthetic 
cannabinoids into Schedule I of the CSA 
is warranted in order to avoid an 
imminent hazard to the public safety. 

Because the Deputy Administrator 
hereby finds that it is necessary to 
temporarily place these synthetic 
cannabinoids into Schedule Ito avoid 
an imminent hazard to the public safety, 
the final order temporarily scheduling 
these substances will be effective on the 
date of publication in the Federal 
Register, and will be in effect for a 
period of up to three years pending 

completion of the permanent 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 other substance. 
While temporary scheduling orders are 
not subject to judicial review (21 U.S.C. 
811(h)(6)), the regular scheduling 
process of formal rulemaking affords 
interested parties with appropriate 
process and the government with any 
additional relevant information needed 
to make a permanent scheduling 
determination. Final decisions which 
conclude the regular scheduling process 
of formal rulemaking arc subject to 
judicial review. 21 U.S.C. 677. 

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. importation 
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, must be registered to conduct 
such activities 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 that 
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 I 
security requirements. Accordingly, 
appropriately registered DEA registrants 
must manufacture, distribute and store 
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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completion of the permanent 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 other substance.
While temporary scheduling orders are
not subject to judicial review (21 U.S.C.

811(h)(6)), the regular scheduling

process of formal rulemaking affords
interested parties with appropriate

process and the government with any
additional relevant information needed

the 16 patients, 7 of the subjects had
smokod substances that were positive
for XLRl 1 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 I

Scheduling To Avoid Imminent Hazard
to Public Safety

substances THC and JWH-018, as well

as other synthetic cannabinoids. by
sharing pharmacological similarities

with the Schedule I substancos (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

exposure 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 dang

associated 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 Administration

(SAMHSA) reported 11,406 emergency

department visits involving a synthetic
cannahinoid product during 2010. In a
2013 report, SAMHSA reported the

number of emergency department visits
in 2011 involving a synthetic

cannahinoid product had increased 2.5

times to 28,531.

Detailed product analyses have

detected variations in the amount and

type of synthetic cannahinoid 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, XLRl 1

and/or AKB48. These unknown factors

present a significant risk of danger to

the abuser. Some of the adverse health
effects reported in response to 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
therapeutic uses of these substances in
the U.S.

In February 2013, the Centers for
Disease Control and Prevention

published 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 further

investigation, it was determined that of

Based on the available data and

information, the continued uncontrolled
manufacture, distribution, importation,

exportation and abuse of UK-144,
XLRll and AKI348 pose an imminent

hazard to the public safely. DEA is not
aware of any currently accepted medical to make a permanent scheduling

uses for these synthetic cannabinoids in determination. Final decisions which
the U.S. A substance meeting the conclude the regular scheduling process
statutory requirements for temporary of formal rulemaking are subject to

scheduling (21 U.S.C. 811(h)) may only judicial review. 21 U.S.C. 877.

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, XLRl 1 and AKB48 indicate that
these three synthetic cannabinoids have
a high potential for abuse, no currently
accepted medical use in treatment in the the CSIEA.
U.S., and a lack of accepted safety for
use under medical supervision.

ers

Regulatory Requirements

With the issuance of this Final order,
UR-144, XLRll and AKB48 become
subject to the regulatory controls and
administrative, civil and criminal
sanctions applicable to the manufacture,
distribution, possession, importation
and exportation of a Schedule I

controlled substance under the CSA and

1. Registration. Any person who
manufactures, distributes, imports,

exports, or possesses UR-144, XLRll or

AKB48, or who engages in research or
conducts instructional activities with

respect to UR-144, XLRll or AKB48, or

who proposes to engage in such
activities, must be registered to conduct
such activities 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 that
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.

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-lH-

indoJ-3-yl)(2,2,3.3-

tetramethylcyclopropyl)mcthanone (UR-

144), [l-(5-fiuoro-penlyl)-lf/-indol-3-
yl)(2.2,3,3-
tetramethylcyclopropyl)methanone

(5-fiuoro-UR-144, XLRl 1) and N-[l-

adamantyl)-1-pentyl-lH-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
imminent hazard to the public safety.

Because the Deputy Administrator
hereby finds that it is necessary to
temporarily place these synthetic

cannabinoids into Schedule I to avoid
an imminent hazard to the public safety,

2. Security. UR-144. XLRll and
AK1348 are subject to Schedule I

security requirements. Accordingly,

appropriately registered DEA registrants
must manufacture, distribute and store

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.

the final order temporarily scheduling
these substances will be effective on th
date of publication in the Federal
Register, and will be in effect for a

period of up to three years pending
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3. Labeling and packaging. All 
labeling and packaging requirements for 
controlled substances 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 to handle UR-144, XLR11 
and AKB48 shall comply with Part 1302 
of Title 21 of the Code of Federal 
Regulations within thirty (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 quota to manufacture 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 
\ler authorized to handle UR-144, XLR11 or 

AKB48 are required to 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 submit reports in accordance with 
1304.33 of Title 21 of the Code of 
Federal Regulations. Registrants who 
manufacture or distribute UR-144, 
XI,R11 or AK1148 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 authorized by, or 
in violation of the CSA or the Controlled 
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 
Attorney General may, by order, 
schedule a substance in Schedule I on 
a temporary 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 to be issued, 
and (2) the date that notice of a 
proposed temporary scheduling order is 
transmitted to the Secretary 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 
not 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 to forgo the notice and comment 
requirements of 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 safety. 

Further, DEA believes that this 
temporary scheduling action Final 
Order is not a "rule" as defined by 5 
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 or any other law 
to 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. 

This action will not have substantial 
direct effects on the states, on the 
relationship between the national 
government and the states, or on 
distribution of power and 
responsibilities among the various 
levels of government. Therefore, 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 

• 1. The authority citation for Part 1308 
continues to read as follows: 

Authority: 21 U.S.C. oll. 812. 071(b), 
unless otherwise noted. 

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

§ 1308.11 Schedule I. 
• • • • 

(Ii) • * • 

(9) (i-penty1-1H-indol-3-y1)(2,2,3,3-
tetramethylcyclopropyl)methanone, its 
optical, positional, and geometric 
isomers, salts and salts of isomers-
7144 (Other names: UR-144, 1-penty1-3- 
(2,2,3,3-tetramethylcyclopropoyl)indole) 

(10) (1-(5-fluoro-penty1)-1/1-indol-3- 
y11(2,2,3,3- 
tetramethylcyclopropyl)methanone, its 
optical, positional, and geometric 
isomers, salts and salts of isomers-
7011 (Other names: 5-fluoro-UR-144, 5-
F-UR-144, XLR11, 1-(5-fluoro-penty1)-3-
(2,2,3,3-letramethylcyclopropoyl)indole) 

(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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This action will riot have substantial
direct effects on the states, on the
relationship between the national
government and the states, or on

distribution of power and

responsibilities among the various
levels of government. Therefore, 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.

Fursuant 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:

3. Labeling and packaging. All
labeling and packaging requirements for

controlled substances set forth in Part
1302 of Title 21 of the Code of Federal

Regulations shall apply to commercial

containers of UR-1 44. XLRll and
AK1348, Current DEA registrants

authorized to handle UR-144, XLRll
and AKB48 shall comply with Part 1302
of Title 21 of the Code of Federal
Regulations within thirty (30) calendar
days of May 16, 2013.

4. Quotas. Every manufacturer
authorized to manufacture UR-144,
XLRll and AKB48 must apply for and

be granted a quota to manufacture such
substancc(s) pursuant to Part 1303 of
Title 21 of the Code of'Federal

Regulations. No authorized
manufacturer may manufacture UR-144,
XLRl 1 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, XLRll or AKB48 is required to
keep inventory of all stocks of those
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, XLRll or
AKB48 are required to 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
1JR-144, XLRll or AKB48 shall comply
with all recordkeeping requirements
within thirty (30) calendar days of May

16, 2013.

7. Reports. All registrants are required
to submit reports in accordance with .. . ,,

1304.33 of Title 21 of the Code of ur8e".cV °f lhe ^'nporary. r
Federal Regulations. Registrants who scheduling action to avoid an imminent .
manufacture or distribute UR-144, hazard to the public safety. (h) * - *
XLRl 1 or AKH48 are required to comply Further. DEA believes that this (9) (i-pcntyl-lH-indol-3-yl)(2.2,3.3-
with these reporting requirements and temporary scheduling action Final ^ tetramethylcyclopropyl)methanone. its
shall do so as of May 16, 2013. Order is not a "rule" as defined by o optical, positional, and geometric

8. Order Forms. All registrants U.S.C. 601(2), and, accordingly, not isomers, salts and sails of isomers—
involved in the distribution of UR-144. subject to the requirements of the 7144 (Other names: UR—144, l-pentyl-3-
XLR1 1 or AKB48 must comply with Regulatory Flexibility Act. The (2,2,3,3-tetramethylcyclonronoyl)indole)
order form requirements of Part 1305 of requirements for the preparation of an (10) [1-(5-fiuoro-pentyl)-l«-indol-3-
Title 21 of the Code of Federal ini,ial regulatory flexibility analysis in 5 y|](2,2,3,3-
Regulations as of May 16, 2013. U.S.C. 603(a) are not applicable where tetramethylcyclopropyl)mcthanone, its

o'. Importation and Exportation. All (as here) the agency is not required by optical, positional, and geometric
importation and exportation of UR-144, section 553 of the APA or any other law isomers, salts and salts of isomers—
XLRll or AKB48 must be conducted by 1° publish a general notice of proposed 701 1 (Other names: 5-fluoro-UR-144, 5-
appropriately registered DEA registrants rulemaking. F-UR-144, XLRll. l-(5-fluoro-pentyl)-3-
in compliance with Part 1312 of Title 21 Additionally, this action is not a (2,2,3,3-letramelhylcycIopropoyl)indole)
of the Code of Federal Regulations on or significant regulatory action as defined (11) Af-(l-adamantyl)-l-pentyl-lH-
after May 16, 2013. by Executive Order 12866 "Regulatory indazole-3-carboxamide, its optical.

10. Criminal Liability. The Planning and Review," section 3(f), and, positional, and geometric isomers, salts-
manufacture. distribution or possession accordingly, this action has not been and salts of isomers— 7048 (Otner
with the intent to conduct these reviewed by the Office of Management names: APINACA, AKB48)
activities; as well as possession, and Budget.

importation or exportation of UR-144,
XLRll or AKB48 not authorized by, or
in violation of the CSA or the Controlled
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 whero
such action is necessary to avoid an

imminent hazard to the public safety.

As provided in this subsection, the
Attorney General may, by order,
schedule a substance in Schedule I on

a temporary 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 to be issued,
and (2) the date thai notice of a
proposed temporary scheduling order is
transmitted to the Secretary 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
not apply to this final order. In the PART 1308—SCHEDULES OF
alternative, even assuming that this final CONTROLLED SUBSTANCES
order might be deemed to be subject to

section 553 of the APA, the Deputy
Administrator finds thai there is good
cause to forgo the notice and comment
requirements of section 553, as any

further delays in the process for

issuance of temporary scheduling orders
would be impracticable and contrary to

blic interest in view of the

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

Authority; 21 U.S.C. 011. 812, 071(b).
unless otherwise noted.

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

§1308,11 Schedule!.

the pu
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Dated: May 10, 2013. 
Thomas M. Harrigan, 
Deputy Administrator. 
IFR Doc. 2013-11593 Filed 5-15-13: 8'45 amt 

BILLING CODE 4410-09-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 distilled 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, Regulations and 
Rulings Division; telephone 202-453--
1039, ext. 046: email ITD@ttb.gov. 
SUPPLEMENTARY INFORMATION: 

Background 

TTB Authority 

Section 105(e) of the Federal Alcohol 
Administration Act (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 fill of containers of alcohol 
beverages that will prohibit consumer 
deception and provide the consumer 
with adequate information as to the 
identity and quality of the product. 
Section 105(e) of the FAA Act also 
generally requires bottlers 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 they 
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, to the TTB 
Administrator to perform the functions 
and duties in the administration and 
enforcement of this law. 

Certificates of Label Approval 

TTB's regulations prohibit 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 
prohibit the bottling or removal from a 
plant of distilled spirits unless the 
proprietor possesses a COLA covering 
the labels on the bottle. See 27 CFR 
5.55. 

Classes and Types of Spirits 

The TTB labeling regulations require 
that the class and type of distilled 
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 stated in conformity 
with § 5.22 of the TTB regulations (27 
CFR 5.22) if 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 spirits products 
and categorizes these 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. 

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 fruit, 
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 both 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 terms 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 Agreement, the United 
States recognized Pisco Peril 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 Peru 
unless it has been manufactured in Peru 
in accordance with the laws and 
regulations of Peru governing Pisco. 

In addition, pursuant to the United 
States-Chile Free Trade Agreement, the 
United States recognized Pisco Chileno 
(Chilean Pisco) as a distinctive product 
of Chile (Article 3.15(2) of the 
Agreement). Accordingly, the United 
States agreed not to permit the sale of 
any product as Pisco 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 Bourbon 
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 
been 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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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 fruit,
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 both 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 terms 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
3TB s regulations prohibit the release ^aj j^as noj become generic,

of bottled distilled spirits from customs
custody for consumption unless an International Agreements
approved Certificate of Label Approval Pursuant to the United Stales-Peru
(COLA) covering the product has been Trade Promotion Agreement, the United
deposited witli the appropriate Customs States recognized Pisco Peru as a
officer at tho port of entry. See 27 CFR distinctive product of Peru (Article
5.51. The TTB regulations also generally 2.12(2) of the Agreement). Accordingly,
prohibit the bottling or removal from a (he United States agreed not to permit
plant of distilled spirits unless the the sale of any product as Pisco Peru
proprietor possesses a COLA covering unless it has been manufactured in Peru
the labels on the bottle. See 27 CFR jn accordance with the laws and

regulations of Peru governing Piscn.
In addition, pursuant to the United

Stales-Chile Free Trade Agreement, the
United States recognized Pisco Chileno
(Chilean Pisco) as a distinctive product
of Chile (Article 3.15(2) of the
Agreement). Accordingly, the United
States agreed not to permit the sale of
any product as Pisco 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 Bourbon
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 Slates, and not to permit the
sale of any product as Bourbon Whiskey
or Tennessee Whiskey unless it has

been 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.)

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 Ihey
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 1 1 1 1(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, to the TTB
Administrator to perform the functions
and duties in the administration and
enforcement of this law.

Certificates of Label Approval

Dated: May 10, 2013.

Thomas M. Harrigan,

Deputy Administrator.

|FR Doc. 2013-1159.1 Filed 5-15-13: 8:45 ami

BILLING COOE 4410-09-P

DEPARTMENT of the treasury

Alcohol and Tobacco Tax and Trade

Bureau

27 CFR Part 5

[Docket No. TTB-20 12—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 distilled 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

5.55.

Classes and Types of Spirits

The TTB labeling regulations require
lhat the class and type of distilled
spirits appear on the product's brand
label. See 27 CFR 5.32(a)(2) and 5.35.
Those regulations provide thai the class
and type must be stated in conformity
with §5.22 of the TTB regulations (27
CFR 5.22) if 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 spirits products
and categorizes these products

rding to various classes and types.
As used in § 5.22, the term "class" refers
to a general category of spirits, such ns
"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
generally requires bottlers and importers whisky" is a type of whisky.

labeling.

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

FOR FURTHER INFORMATION CONTACT:

Karen Welch, Alcohol and Tobacco Tax
and Trade Bureau, Regulations and
Rulings Division; telephone 202-453

1039, ext. 046: email ITD®ttb.gov.

SUPPLEMENTARY INFORMATION:

Background

TTB Authority

Section 105(e) of the Federal Alcohol
Administration Act (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 fill of containers of alcohol
beverages that will prohibit consumer

deception and provide the consumer
with adequate information as to the
identity and quality of the product.
Section 105(e) of the FAA Act also

acco
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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 i„Semjnent Amount Response Proposed APQ Fins! APO Chaney - 
2-(2,5-Dimcthoxv-4-(n)-Pronylphenvnerhanamine 12C-p) (1)1(4) increajc APO 10 APQ adequate, no change 15 15 

2-(2,5-Dimethoxy-4-ethylphenylleihanamine (2C-El. increase AP() 10 APQ adequate, no change 15 15
2-(2.5-Dirnethoxy-4-rnethylphemil)ethanamine (2C--D) increase APO 10 APQ adequate, no change 15 15 - 
2-(2.5-Dimethoity-4-nitro-phenyl)ethanamine (2C-N1 increase APO 10 APQ adequate, no change 15 15 - 

2-(2.5-Dimethommhenyl)elhanamine (2C-151 increase APO 10 APO adequate, no change 15 15 - 
244-Chlor0-2.5-dimethoxyphenyl)ethariarnine (2C-(?) increase APO 10 APQ adequate, no change 15 15 - 

244-lodo-2.5-ditnethoxyphenynethanamine (2C-!) increase APO 10 APO adequate, no change 15 15 - 
2-14-(Ethylthio)-2,5-dimethoxyphenvliethanamine (2C-T-2) increase APO 10 APO adequate, no change 15 15 ' . 

2-(4-(lsovropylthio)-2,S-dimethoxypbenyllethanamine (2C-T-41 increase APO 10 APQ adequate, no change  15 15 
3.4-Merhylenedioxyrnetharnphetamine (MDMA) increase APO 10 APQ adequate, no change 50 SO - 

4-Anilino-N-ohenethyl-l-Mperidine (ANPP) increase APO 267,376 APO adequate, no change 2.250.000 2,250.000 - 

eLlarnphetamine increase APQ 1,852,484 

APQ adequate, no change 

..-

47,186.000 47,186,000 - increase APQ 42,668 

d-arnphetanune increase APO 1,167.911
increase APO 490,000 

codeir.e (for conversion) increase APO 8,200,132 APQ adequate, no change 81,250,000 81,250,000 - 
dihydromorphine increase APO 899,110 justified, increase APO 3,300,000 3,990,000 690,000 

diphooxylate (for sale) increase APO 130,000 justified, increase APO 750,000 887.500 137.500 
gamma h_ydroxybutric acid -increase APO 19,868,990 justified, increase APO 46,250,000 67,500,000 21,250,000 

hydrocodane increase APO 8,126,914 APQ adequate, no change 99,625,000 99,625,000 

hydromorphone increase APO 40.000 justified. increase APQ 5,968,750 6,750,000 781.250 
increase APO 391.537 

levornethorphan increase APQ 150 justified, increase AK) 6 195 189 

methadone increase API) 1,250,000 
,.. 

APO adequate, no change 33,125.000 33,125,000 -
increase AP() 3,895,475 

methadone intermediate increase APQ 800, 000 APQ adequate, no change 40.500.000 40,500.000 - 
increase APQ 3,415,010 

methylphenidate increase APO 2,421,780 APQ adequate, no change 96,750,000 96,750.000 -
morphine (for conversion) increase APO 1,900,000 APQ adequate, no change 91,250,000 91,150,000 -

morphine (for sale) increase APO 689,045 justified, increase APQ 60,250,000 61;115,000 875,000 

orycoclone (for sale) 
increase APO 22.250,127 

APQ adequate, no change 153.750,000 153.750,000 -increase APO 80,000 
increase APQ 169,000 

oripavine increase APQ 1,955.556 APQ adequate, no change 22,750.000 22,750.000

oxymorphone (for conversion) increase APO 700,000 APQ adequate, no change 18.375,000 18,375,000 -
increase AP() 1.800.000 

oxymorphone (for sale) increase APO 180.000 justified, increase APQ 6,875,000 7,000,000 125,000 
increase APO 538,378 

phenylacetone increase APO 10,500,000 justified, increase APO 29,628,750 42,393,750 12,765,000 
sufentanil increase APO 469 justified, increase APQ 6,255 6.880 625 

Number of Companies commenting: 6 

Number of drugs commented on: 31 

ditional Considerations: 

30 30 

Drut Consideration Proposed Revised Chanze 
gamma hydrotry butnc acid b)i4 I ubrnined requests on 7/3 Se 7;16/13 for establishment of quota 2.454.3110g for product development see comment table 

heroin bt(4; Isubmined requests on 7/17/1,3 for the establishment of 8g of quota 25 1 5
hydromaphone b)(4 t hubnuned request on 7/8/13 for increase of 191,225p to granted quota see comment table 

methadone ,b)(4) submitted request on 7/V13 for increase of 167.000 gto granted quota see comment table 
nornaymorphone (for z1e) b)(4 'submitted request on 7/3/13 increase of 48,000 to granted quota 1,262,000 1,262 000 

psilocvbin b 4i submitictlitquests on 7/16/13 for the esiablishmeni of Sy of quota 10 10 
psilocyn 'WO) ..sutnnittcd reaussts on 7/16113 for increase of 7g to granted quota 4 12 

prepared by ODEQ on 7-25-2013 
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2013 Final Revised APQ AAN Comments and additional applications received during comment period

Comments received as ofl-25-2013:

1. .-Comment Proposed APQ ChangeijnnlAPfi.Company ResponseDrug A"1"""'.
15 1510 APQ adequate, no change

APQ adequate, no change

APQ adequate, no change

APQ adequate, no change

bH4) increase APQ

increase APQ

2-<2 .S-Pimcthoxv-4-fn bpropvlphenyneiharaminc ( 2C-P)	
	 2-(2.5-Dimclhoxv-4-<thvlphcnvl!ethanaminc (2C-E)	

2-(2.5-Dimclhoxv-4-methvlpHenyl)ethanaroine (2C-D)	

2-(2,S-nimeih0Kv4-ni!T0-phenvl)tiharamine(2C-Nl
	 2-(2.S-DiinethoxvphcnvlV:ihaiiaminc (2C-H)	

2-(4-Chloro-2.5-dimethoxvnhcnvl)cthanaminc (2C-Q

	 2-t4-lodo-2.5-dimethoxvphenvl)ethanamine (2C-!)	
2-f4-fEthylthio)-2.5-dimcthoxvphcnvllcthanaroinc (2C-T-2)

2-f4-(lsopropvlthio1-2.5-dime{hoxvphenv)leihanamine (2C-T -4)

	 3.4-Mcthvlencdioxymcihamphc:amine (MDMA)	
	 4-Ani1ino-N-phcnelhyl-4-piperidine fANPP)	

1510

TT1510inctcasc APQ.

11 15increase APQ
incase APQ

II
15 15APQ adequate, no change10

15 11APQ adequate, no change10increase APQ

increase APQ

increase APQ

1511 APQ adequate, no chance 15

15APQ adequate, no chance10 15

15APQ adequate, no chance 15increase APQ 10

50APQ adequate, no change 5010increase APQ

2,250000267.376 APQ adequate, no chance 2.750.000increase APQ

increase APQ 1,852,484d.l amphetamine
42,668

1,167.911

increase APQ
47.186.000 47.186.000APQ adequate, no change

increase APQil-amphetamine
490,000increase APQ

8L250£C0 81,250.0008.200,132

899,110

130,000

APQ adequate, no change

justified, increase APQ

codeine (for conversion) increase APQ

incicase APQ 690,000*.300,000 3,990.000dihydromorphinc

137,500justified, increase APQ

justified, increase APQ
887.500750.000increase APQ

increase APQ

increase APQ

diphenoxylate (for sale)
gamma hydroxybulric acid 21,250,00019,868,990 46,750,000 67,500.000

99.625.0008,126,914 APQ adequate, no change 99.625.000hydrocodane

increase APQ 40.000
781.250justified, increase APQ 5,968.750 6.750,000hydromorphone

increase APQ 391, 5371
195 189justified. Increase APQ 6increase APQ 150levomcihorphan

1 .250,000increase APQ
3.3.125.000APQ adequate, no change 33.125.000methadone

increase APQ 3.895.475

800.000increase APQ

increase APQ

increase APQ

increase APQ
increase APQ

increase APQ

increase APQ

40.500.000 40.500.000APQ adequate, no changemethadone intermediate
3,415,010

2.421.780

1,900,000

APQ adequate, no change 96,750,000 96,750,000
methvlphenidate

rphinc (for conversion)
morphine (for sale)

91.250000 91,250,000APQ adequate, no changemo

justified, increase APQ 60,250,000 61:125,000 87S.000689.04 SI
22,250,127

80,000 153.750,000 153.750.000APQ adequate, no changeoxycodone (for sale)

increase APQ 169,000

I.9SS.S56

700.000

APQ adequate, no change 22.7S0.0C0 22,750.000increase APQoripavine

increase APQ
APQ adequate, no change 18.375.000 18,375.000oxymorphone (for conversion)

increase APQ 1.800.000

increase APQ

increase APQ

increase APQ

increase APQ

180,000
justified, increase APQ 7,000.0006.875.000 125,000oxymorphone (for sale)

538.378

IPS00.C00 29.628.750 42,393,750justified, increase APQ 12,765,000
phenylacetone

justified, increase APQ 6.255462 625sufentanil

Number of Companies commenting: 6

3030
Number of drugs commented on: 31

Additional Considerations:

PrO£osed Revised ChangeConsideration	 		
b)t'4) Submitted requests on 7/3 & 7/16/13 for establishment of quota 2.454,380c1 for product development

Isubmincd requests on 7/17/13 for the establishment of 8g of quota
b)(4l bubmttted request on 7/8/13 for increase of 192.22 Sp to granted quota	
Pj(4) Submitted request on 7/3/1 3 for increase of 167,000 c to granted quota	

' Isubmincd reoucsi on 7/3(13 incrcasTof 48.000 to granted quota

	 Drug	

gamma hydroxy butr.c acid tablecommentsec

ii ii
heroin (b)(4

tablesec commenthvdromophonc

tablesee commentmethadone

1,262.000 1,262,000noroxymorphone (for sale)

psilocvbin	

	 psilocyn	

tb)<4

10submitted requests on 7/16/13 for the establishment of 5h of quotaIb)<4

12submitted requests on 7/16/13 for incicase of 7c to granted cuota 4b)(4

prepared by ODEQ on 7-2S-2013
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2013 Final Reyisef its by registrant 

Controlled Substance 

242.5-Dimethoxv-4-10-proovlphenvIlethanamine (2C-P) 

2423-Dimethoxy-t-ethylphenvllethanamine (2C-E) 

2-(2.3-Dimethoxy-4-methvlohenyl)ethanaminc (2C--D ) 

2-(2.5-Dinicthoxv-4-nitro-phenyllethanamine (2C-N) 

2-(2.5-Dimethoxyrihenyllethanarnine (2C-11) 

2-(4-Chloro-2,5-dimethoxyphenvflethanamine (2C-C) 

2-(4-lodo-2.5-dimethoxyphenylkthanamine (2C-I1 

2-14-(Ethylthio)-2.5-dimethoxvphenyllethanarnine (2C-T-2) 

2-14-(lsopropylthio1-2.5-dimethoxyphenylkthanamine (2C-T-4) 

3.4-Methylenedioxymethamphetamine(MDMA) 

4-Anilino-N-phenethy1-4-piperidine (ANN') 

d.1 amphetamine 

d-amphetamine 

codeine (for conversion) 

dihvdromorphine 

diphenoxylate (for sale) 

gamma hvdroxvbutric acid 

heroin 

hvdrocodone 

hydromorphone 

levomethorphan 

methadone 

methadone intermediate 

methvlphenidate 

morphine (for conversion) 

morphine (for sale) 

noroxymorphone (for sale) 

oxycodorie (for sale) 

oripavine 

Justification 

k61(4 i 
just received drug code on bulk manufacturer registration - ref stds: APO sufficient 

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

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

just received drug code on bulk manufacturer registration - ref stds: APQ sufficient 

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

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

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

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

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

denied previously; reapplication request considered in the proposed revised APQ 
b)(4) 

'equest for 267kg; available in APQ 

b)(4 
requests 1853kg - analysis grants 0kg - ARCOS issues to be resolved first (b)(4) quest 43kg; APQ sufficient 

requests 1168kg - analysis grants 0kg - ARCOS issues to be resolved first quest 490kg - grant same; APQ sufficient 

requests 8200kg; APQ sufficient 

requests 900kg - grant 700kg; APQ adjusted to provide grant amount 

requests 130kg based on yid sales - grant same; APQ adjusted to provide grant amount 

t7, (4; 

b)(4) 

'equests total  total APQ equests product development efforts; APQ adjusted to provide inventory to 

equest based on demands of diagnostic test kits sales 

b)(4) 
'equest 81274 ; APQ sufficient to consider granting 

b)(4) 

b)(41 

analysis grants 0 - available in APQ 

'equest based on new customer demand; APQ adjusted to meet new demand 

b)(4) 
requests were considered in proposed revised APQ 

requests were considered in proposed revised APQ 

MO) 
requests 2422kg; proposed revised APQ sufficient 

t'r'(4 requests 1900kg; proposed revised APQ sufficient 

requests 689kg; APQ revised to include new request 

(b;(4 request 48kg for clinical trials - already considered in proposed revised APQ 

(b)(4) 

equests based on previous limitation of APQ; 

request 1,956kg, APQ sufficient to consider granting 

prepared by OOEO on 7-25-2013 1 of 2

b)(4) 

(b)(4) 

request 80kg; proposed revised APQ is sufficient 
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!
JustificationControlled Substance

;w
2-<2.5-Dimcthoxv-4-<n>-proDYlphenvl)ethanaminc (2C-P) iust received drug code on bulk manufacturer registration - rcf stds; APQ sufficient

just received drug code on bulk manufacturer registration - rcf stds; APQ sufficient2-(2.5-Dimethoxv-l-ethvlohcnvl)cthanamine f2C-E)

iust received drug code on bulk manufacturer registration - rcfstds; APQ sufficient2-{2.5-Dimcthoxv-4-melhvlphenvl)ethanaminc (2C-D)

just received drug code on bulk manufacturer registration - rcf stds; APQ sufficient2-(2.S-Dimcthoxv-4-nitro-phenyl)e!hanaminc(2C-N)

iust received drug code on bulk manufacturer registration - ref stds; APQ sufficient2-f2.5-DimethoxYDhenvl iethanaminc (2C-I 11

lust received drug code on bulk manufacturer registration - ref stds; APQ sufficient2-<4-CMoro-2.5-dimethoxvphenvl)cthanamine(2C-0

just received drug code on bulk manufacturer registration - ref stds; APQ sufficient2-<4-lodo-2.5-dimelhoxvohenYlkthanamine(2C-l)

just received drug code on bulk manufacturer registration - rcf stds; APQ sufficient2-|4-(Ethvlihio)-2.5-dimctho)CVohcnvl|cthanamine (2C-T-2)

2-[4-([sooroDYlthiol-2,5-dimctho,xYpbeny]lclhanamine f2C-T-41 iust received drug code on bulk manufacturer registration - rcf stds; APQ sufficient

(b)(4)
denied previously; rcapplicalion request considered in the proposed revised APQ3.4-Methvlenedioxvmethamphetamine(MDMA)

bi(4)

equest for 267kg; available in APQ

-equests 1 8S3kg - analysis grants Okg - ARCOS issues to be resolved first:

requests 1 168kg - analysis grants Okg - ARCOS issues to be resolved first:

4-Amlino-N-phenclhvl-4-pipcrid:ne ( ANPP)

(bV4)
request 43kg; APQ sufficientd.l amphetamine

request 490kg - grant same; APQ sufficientd-amphetamine

(b)(4)
requests 8200kg: APQ sufficientcodeine ( for conversion)

requests 900kg - grant 700kg: APQ adjusted to provide grant amountdihvdromorpbinc

requests !30kg based on ytd sales - gTant same, APQ adjusted to provide grant amount

luesls product development efforts: APQ adjusted to provide inventory to p l '

diphenoxylate (for sale)

1
(b)(4) b)(4)

equests total APQgamma hvdroxvbutric acid

(b)(4) equest based on demands of diagnostic test kits sales
heroin

b.K4:
equesl 8127kg : APQ sufficient to consider grantinghvdrocodone

bl(4
analysis grants 0 - available in APQhvdromorphone

b>(4)
equesl based on new customer demand: APQ adjusted to meet new demandlevomcthorphan

;b>(4
equests were considered in proposed revised APQmethadone

equests were considered in proposed revised APQ
methadone intermediate

1

[bK4
requests 2422kg; proposed revised APQ sufficientmethvlphenidaie

bi(4
requests 1900kg; proposed revised APQ sufficientmorphine (for conversion)

requests 689kg. APQ revised to include new requestmorphine (for sale)

(b)(4) request 48kg for clinical trials - already considered in proposed revised APQnoroxvmorphone (for sale)

|t')(4)|.(b)(4)
equests based on previous limitation of APQ equest 80kg, proposed revised APQ is sufficientoxycodone (for sale)

(b)(4)

request 1956kg. APQ sufficient lo consider grantingoripavine

1 0(2preparea oy OOEQ on 7-25-2013
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2013 Final Revise{ is by registrant 

Controlled Substance 

(Avrnonahone (for conversion) 

oxvinomhone (for sale) 

bsilocvbin 

PSilocvn 

phenvlacctonc 

sufentanil 

Justification 

b)(1 

(b)(4) 

request 1064kg- analysis grants same: (b)(4) request 2920kg - analysis grants 1372kg; already considered in proposed revised APQ 

request 2995kg - analysis pants 2537kg: increase APQ 

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

just received drug code on bulk manufacturer registration • ref stds; APQ adjusted to meet new demand 

requests 10.500kg to move import to registration and bulk manufacter - no request submitted: APQ adjusted for 

request based on sales ytd 

prepared by ODEO on 7-25-2013 2 of 2

tb)(4) 
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Controlled Substance Justification

request 1064kg- analysis grants same: c,>'41 equcst 2920kg - analysis grants 1372kg: already considered in proposed revised APQ

request 2995kg - analysis grants 2537kg; increase APQ

just received drug code on bulk manufacturer registration - rcf stds: APQ sufficient

just received drug code on bulk manufacturer registration - ref stds; APQ adjusted to meet now demand

requests 10.500kg to move import to registration and bulk manufactcr - no request submitted; APQ adjusted for ,b>(4)

(bx-*:oxvmorohone (for conversion!

oxYtnoruhone (for sale)

(b)(4)
psilocvbin

psilocvn

(b)(4

phcnvlacclonc

(b)(4)
equcst based on sales yldsufentanil

r

2 of 2prepared Dy CDEQ on 7-2S-2013
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2013 Final Revised APQ MN table of changes 

Drug Proposed 
APQ 

Final APQ Change 

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 I89 

morphine (for sale) 60,250,000 61,125,000 875,000 
oxymoreboneffor sale) 6,875,000 7,000,000 125,000 

phenylacetonc 29,628,750 42,393,750 12,765,000 
psilocyn 4 12 8 

sufentanil 6,255 6,880 625 

Chemical Proposed 
AAN 

Final AAN Change 

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 

F 

Prepared by ODEQ 7/26/2013 
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2013 Final Revised APQ AAN table of changes

Proposed

APQ

ChangeFinal APQDrug

3,300,000 690,000dihydromorphine 3,990,000

750,000 887,500 137,500diphenoxylate (for sale)

gamma hydroxybutric acid

hydromorphone

levomethorphan

67,500,000 21,250,00046,250,000

781,2505,968,750 6,750,000

189 ^6 195

61,125,000 875,000morphine (for sale) 60,250,000

oxymorphone (for sale)

phenylacetonc

	 psilocyn	

6,875,000 7,000,000 125,000
i

29,628,750 42,393,750 12,765,000

124 8

6,255 6,880 625sufentanil

Proposed

AAN

Final AAN ChangeChemical

700,000 ^3,500,000 4,200,000ephedrine (for sale)

44,800,000 19,100,000phenylpropanolamine (for conversion) 25,700,000

pseudoephedrine (for sale) 225,000,000 246,000,000 21,000,000

r

7/26/2013Prepared by ODEQ
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2012 - 2013 hit. MQ v APQ 

Drug 2012 Final 
APQ 

2012 Final 
MQ 

Remaining 
APQ 

2013 Final 
APQ

2013 current 
MQ 

Pending 
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 5 (5) 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 2 2 - 12 4 7 

sufentanil 6,730 6,227 (503) 6,880 4,993 469 

Prepared by ODEQ 7/30/2013 
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(( L of MQ v APQ2012-2013 hi

Pending

Requests

Remaining 2013 current2012 FinalDrug
2013 Final

APQ

2012 Final

APQ
MQAPQMQ

3,990,000 3,742,310 899,110

130,000

3,750,000 (7,690)dihydromorphine 3,742,310

887,500 579,302900,000 (21,000)879,000diphenoxylate (for sale) 2

49,784,300gamma hydroxybutric acid 67,500,000 32,948,209(10,881,565)37,000,000 26,118,435

6,750,000 4,455,715 431,5374,236,630 29,6304,207,000hydromorphone

15021955 il1levomethorphan 10

689,04561,125,000 48,179,273(24,695)morphine (for sale) 48,200,000 48,175,305

718,3787,000,000 4,878,8675,412,981 (87,019)oxymorphone (for sale) 5,500,000

10,500,00042,393,750phenylacetone
:

711 4psilocyn 2 2

469(S03)| 6,880 4,9936,730 6,227sufentanil

7/30/2013Prepared by ODEQ
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Proposed Adjustments to the Aggregate Production Quotas for Scheduled I and II 
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 
(bi(41 0(6) 

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 to 

Document DEA-2013-0005-DRAFT-0003 
(b)(4) (b)(6) 

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)(4) (b)(6) by, 7 WI. 

Gamma Hydroxybutyric Acid 

Rationale: increase to 48,456,300g to meet demand of (bx4"D'{6'  — 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 
(b)(4) ..b)(6){b,17H1-: 

Oxycodone 
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Proposed Adjustments to the Aggregate Production Quotas for Scheduled 1 and II

Controlled Substances and Assessment of Annual Needs for (he List I Chemicals

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2013

SUMMARY OF COMMENTS

Document DEA-2013-0005-DRAFT-0002

(b)(4) (D)(6)

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 to
:

Document DEA-2013-0005-DRAFT-0003

b)(4) (b)(0)

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)(4) (b)(6) .b)(7)<r

Gamma Hydroxybutyric Acid

Rationale: increase to 48,456.300g to meet demand off
commercial requirements and maintain sufficient inventory levels; some material was destroyed

or is planned for destruction based on 2012 material quality issues

[- to meetb)(4) (b)(6)

Document DEA-2013-0005-DRAFT-0005

(b)(4), (b)(6),(bK7i(E)

Oxycodone

Page 1 of 3
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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)(b)17XE) 

Thebaine, Oripavine, Oxycodone for Sale, Oxymorphone for Conversion 

Rationale: Aggregate increase based on (b)(4) customer 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 

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 only 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 
4h)(4 ) (t))(6 F ) 

Phenylacetone 

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

Document DEA-2013-0005-DRAFT-0009 
(bX4)(bX6)(bX7),E) 

Gamma Ilydroxybutyric Acid (Revised) 

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

Page 2 of 3 
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Rationale: plans to qualify a new source of thebainc (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 1 69,000g

Document DEA-2013-0005-DRAFT-0006

(b)(4), (b)(6) (b)(7)(E)

Thebaine, Oripavine, Oxycodone for Sale, Oxymorphone for Conversion

(b)(4)
customer demand, in accordance with pendingRationale: Aggregate increase based on

quota requests (PQ Ref. U 1 16609 (Thebaine) & 1 1661 1 (Oripavine); MQ Ref. # 1 16610

(Oxycodone for Sale) & 11 66 12 (Oxymorphone for Conversion))

Document DEA-2013-0005-DRAFT-0007

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

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 phenethyl amines to provide for initial quota as[
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

bW4>
only recently

Document DEA-2013-0005-DRAFT-0008

(b)(4), (b)(6). (b)(n<fc)

Phenylacetone

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

provides imports

Document DEA-2013-0005-DRAFT-0009

b)(4) (b)(6) (b)(7)(E

Gamma Ilydroxybutyric Acid (Revised)

Rationale: Increase to 49,784,300g to meet demand of
b)(4)

Page 2 of 3
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Document DEA-2013-0005-DRAFT-0010 
;b)(4).(b)(6) 

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 include " 1  requests 

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

Document DEA-2013-0005-DRAFT-0011 
(b)(4) (b)(6) 

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

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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Document DEA-2013-0005-DRAFT-0010

b)(4) (b)(6)

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 include

Quota Application Reference Numbers provided [copies requested from ODQ on July 23 by e

mail to [

b)(4)

requests

bt<6)

Document DEA-2013-0005-DRAFT-0011
(b)(4) (bX6)

Amphetamine (for sale) increase by 3,021,395g [D.L-Amphetamine (for sale) by l,853,484g; D-

Amphetamine (for sale) by 1,167,91 1 g]; Morphine (for conversion) by l,900,000g; Morphine
(for sale) by 689,045g

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 1 80,000g

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

Page 3 of 3
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CONFIDENTIAL 

18 July 2013 

Drug Enforcement Administration 
Attn: DEA Federal Register Representative/0Di 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Comment on Proposed Adjustment to 2013 Aggregate Production Quotas 
Docket No. DEA-365 

Dear Sir/Madam: 

is submitting this comment in reference to the Proposed Adjustment to the 
2013 Aggregate Production Quotas (APQs) published in the Federal Register under citation 
Vol. 78, No. 1 19, pages 37237.37241, dated 30 June 2013. This is Docket No. DEA-
365. This comment is CONFIDENTIAL BUSINESS INFORMATION and relates to eleven 
controlled substances. We request that portions of :his comment highlighted below be 
redocteci. 

For nine of the substances (all 2 C phenethylamines) bx4) •nly recently became registered 
os a bulk manufacturer of the substances. Therefore, no many ()during quota applications 
were submitted durng the annual application period in early 2012. On June 6, 2013, 

submitted applications for initial quotas for the nine drug classes following approval - 
of it bulk manufacturing application for the substances. However, no response has been 
received as of this, so it is unclear as to whether there is sufficient APQ to issue in response to 
our applications. Therefore,tb)(4)  is submitting this comment to request that the APQ for 
these nine substances (listed below) be revised as required to allow for issuance of 10.gram 
initial quotas to rbi(4, for these drug classes. 

Additionally, on February 4, 2013, b)(4) subm;tted on application to increase its 2013 
manufacturing quota for 3,4-Methylene• ,oxymethomphetamine [MDMA) by 10 grarr.s. Thor 
application was denied on Februa 27, 20 .; 3 due to the limitation of ihe currently established 
APQ for MDMA. Therefore, b)f4) is submitting this comment to request that the APQ for 
MDMA be revised to allow for a 10 gram- increase of (t.)(4 MDMA manufacuring quota 
for 2013. Information regarding why this increase is nee •e• was provided on the February 
4' revision application. 

Finally, (1,0)  is currently in rte otiations with one of its customers to provide a bulk 
synthesis of Levomethorphan. b)(4) as a letter of intent from the customer indicating their 
intent to enter into a Purchase Order agreement with 'b)i4}  ior the manufacture of this 
substance. A copy of that letter of Intent can be provided upon request. The  Purchase Order 
agreement will be executed at a later elate. The Letter of intent is lot (No, lo deliver a 

iD)(4)
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18 July 2013

/%.
Drug Enforcement Administration
Alln: DEA Federal Regis'er Represenfalive/ODl
8701 Morrissette Drive

WS
P Springfield, VA 22152

Comment on Proposed Adjustment to 2013 Aggregate Production QuotasSubject:
:v,

Docket No. DEA-365

Dear Sir/Madam:

is submitting -his comment in reference to the Proposed Ad|usrment to the
201 3 Aggregcte Production Quotas [APQs) published in the Federal Register under citation

(b)(4)

£

Vol. 78, No. 1 19, pages 37237-37241, dated 30 June 2013. This is Docket No. DEA-
365. This comment is CONFIDENTIAL BUSINESS INFORMATION and relates to eleven

m controlled substances. We request that portions of :his comment highlighted below be
redacted.

•m%
•p

b)(4)For n;ne of the substances (all 2 C phenethylamines) only recently became registered

as a bulk manufacturer of the substances. Therefore, no manu acturing quota applications
were submitted dur'ng the annual application period in early 201 2. On June 6, 201 3,

]submitted applications for initial quotas for the nine drug dosses following approval -
of it bulk manufacturing application tor the substances. However, no response has been
received as of this, so it is unclear os to whether there is sufficient APQ to issue in response to
our applications. Therefore,^
these nine substances (listed below) be revised as required to allow for issuonce of 10.gram
initial quotas to[

®#
1ST®
sSSlsk

ibK4

•?-

SNIP ]is submitting this comment to request that the APQ forX4)

m
b)(4i for these drug classes.

b)(4)
submitted on oppiicotion to increase its 2013Additionally, on February 4, 201 3

manufacturing quota for 3,4-Methylenedioxymethamphetamine [MDMA) by 10 grams, lhar
apoiicction was denied on Februaiy 27, 20 ; 3 due to the limitation of the currently established
APQ for MDMA. Therefore, fb"41 |is submitting this comment to request that the APQ tor
MDMA be revised to allow for o 10 gram- increase of |<b)(4 ' |MDMA marufaauring quota
for 20 1 3. Information regarding why this increase is needed was provided on the February
4' revision application.

-•>'

mi
m

ill is cunently in negotiations with one or its customers to provide a bulk
synthesis of Levomethorphan. fb><4) fnos a Letter of Intent from the customer indicating their
intent to enrer into o Purchase Order agreement wirh|'b)l4' Iter the manufacture of this
subsfence A copy of that Letter of Inient can be provided upon request. The Purchase Order
aq'eemcnt will be executed at a later dote. The Letter of intent is tor v' I to deliver o^ FbX4)

(b«4)Finally,

•r

OK4)
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minimum of 80 grams of LE-womethorphan. However, more could be delivered if enough 
material is produced that meets the customer's specification. Therefore, b(4) is submitting 
this comment to re• uest that the APQ for Levomethorphon be revised to allow or a 150 gram 
increase to b)(4) levomethorphan manufacturing quota for 2013. That quantity will 
cover both the deliverable quantity for the customer and any non-specification material 
produced during the synthetic process. The quantity of non-specification material to be 
produced during this project is unknown at this point due to uncertainty in the production yield 
for synthesis at this scale. 

Also, it should be pointed out that it is unknown when the APQ will be revised (assuming that ii 
will), how long it wil' take obtain a revised procurement quota necessary to purchase the 
required quantity of the slotting material needed for the synthesis, and how long the actual 
production time to complete the synthesis will take. Therefore, It is.uncleor as to whether there 
uitimatel will be sufficient time to produce the finol substance in 2013. Because of that, 

plans to submit a similar comment in response to the proposed initial 2014 APQ for 
this drug class to cover the eventuality that the final product cannot be obtained in 2013. 

Based on this informotion, (504) requests that the 2013 aggregate 
the following eleven substances be adjusted as needed to ensure that 
requirement in the amounts listed below are covered: 

reduction quotas for 
b)i 4) 

2-(2, 5-Dimethoxy-4-(n)-propylphenyllethanamine [2C-P1 10 g 
2-(2,5-Dimethoxy-4-ethylphenyllethanomine (2C-E1 10 g 
212 ,5-Di meihoxy-4-methylphenyl)ethano mine (2C-D1 10 g 
212, 5-Dimethoxy-4-nitto-phenylletho narni ne [2C-N] 10 g 
2-(2,5-Dimethoxyphenyl)ethanamine [2C-I-1] 1C g 
2-(4-Chloro-2,5-dimethoxyphenyllethanamine (2C-C1 10 g 
2-0-lodo-2,5-dimethoxyphenylIethona mine [2C-1] 10 g 
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethonamine [2C-T-2] 10 g 
214-(lsopropylthio)-2,5-dimethoxyphenyliethonamine [2C-T-41 10 9 
3,4-Methylenedioxymethomphetomine [MDMA] 10 g 
levomethorphon 150 9 

Please contact me at 

Sincerely

(b)(4) tbl(6) 

(b)(6) 

Vice President 
Regulatory Affairs 

nticipated 

if you hove any questions regarding this comment. 

'1 

(N(4) 

bp 41
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minimum ot 80 groms c( Levomethorphan. However, more could be delivered if enough
~|is submitting

be revised to allow for a 150 gram
marerial is produced thai meets the customer's specification. Therefore, [
this comment to request that the APQ for Levomethorphan

' ] Levomeihorphan manufacturing quota for 201 3. That quantity will
cover both the deliverable quantity for the customer ana any non-specification material
produced during the synthetic process. The quantity of non-specification material to be
produced during this project is unknown at this point due to uncertainty in the production yield
for synthesis at this scale.

bX4)

(b)(4)

%
'

; %

increase to

try& — '•

'/

Also, it should be pointed out that it is unknown when the APQ will be revised (assuming thai il
will], how long it wil' take obtain a revised procurement quota necessary to purchase the
required quantity of the starling material needed for the synthesis, ond how long the aciuai
production lime to complete the synthesis will take. Therefore, It is.uncleor os to whether there
ultimately will be sufficient time to produce 'he finol substance in 201 3. Because of ihot,

plans to submit a similar comment in response to the proposed initial 20 i 4 APQ for
this drug class to cover the eventuolity that the final product cannot be obtained in 201 3.

Based on this information, [
the following eleven substances be adjusted os needed to ensure )hotfb><41
requirement in the amounts listed below are covered:

7t

•I'tV bX4)

0

%
V

jrequests that the 201 3 oggregaie production quotas for
~~[anticipated

bX4)
;

r m

itei
i ait

mm
2-|2,5-Dimethoxy4-(n)-propylpheryl]ethanamine [2C-P]

2-(2,5-Dimeihoxy-4-ethylphenyl)ethanomine [2C-E]

2-|?,5-Dimelhoxy4-melhy!phenyl)ethanomine (2C-D]

2-(2,5-Dimethoxy-4-nilro-phenyl|elhanamine [2C-N]

2-[2,50irnethoxyphenyl]ethanamine [2C-H]

2-(4-Chloro-2,5 dimethoxyphenyl]eihanamine [2C-C]

2 (4-lodo-2,5-dimethoxyphenyl]elhonomine [2CT]

2-[4-(Ethylthio)-2I5-dimethoxyphenyl]eihonamine [2GT 2]

2-[4-(lsopropylthic]-2,5-dimelhoxyphenyl]ethanamine [2C-T-4] 10 g

3,4-Melhylenedioxymelhomphetamine [MDMA]

Levomethorphan

lOg

lOg

10 gmW
&f®§ 10 g

10 g

ill
fH

10 g

10 g
3 10 g
s

m 10 g

150 9

& if you hove any questions regarding this comment.t»(4)(bX6)
Please contact me al

Slip
Sincerely,

(bX6)

%

§m Vice Piesident
Regulotory Affairs

4 P
(b)(4)

is?pi
lbX4)

V3j
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CONFIDENTIAL 

July 19, 2013 

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

Subject: Docket No. DEA-365 

Dear Sirs: 

r5J(4, (b)(6, manufacturing 
registration (b)(4)(b)(7)(E) am submitting 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) Hydrornorphone by 40,000 grams as base; (ii) Oxycodone by 
80,000 grams as base; and (iii) 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. 

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 items an appropriate Electronic DEA Quota Application 
Form 189 will be submitted shortly pertaining to the items for which we are submitting 
comments. 

Very truly yours 
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July 19,2013

Drug Enforcement Administration

Attention: DEA Federal Register Representative/O DL

8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-365

Dear Sirs:

(b)(4) (bH6) manufacturing

am submitting this comment on the Proposed Aggregate 2013
I.
registration [	

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 (iii) 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.

b1(4). (b)(7)(E)

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 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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Q CONFIDENTIAL 

July 19, 2013 

Drug Enforcement Administration 
Attention: DEA Federal Register Representative/ODL 
8701 Momssette Drive 
Springfield, VA 22152 

Subject: Docket No. DEA-365 

Dear Sirs: 

‘ 4,111w-

(N,4) ,b),6) manufacturing 
registration th)(4)(b)(7)(F, am submitting 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\thLs information should not be released under the Freedom of Information 
Act per 5 USC Sec. 552(b)(4). In addition, the following information is "CONFIDENTIAL 
BUSINESS INFORMATION'. The following items' manufacturing quota should be increased 
by the identified quantity: (i) Amphetamine (for sale) by 3,021,395 grams as base [D,L-
Amphetamine (for sale) by 1,853,484 grams as base and D-Arriphetamine (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 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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DO CONFIDENTIAL

July 19,2013

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODL

8701 Morrissette Drive

Springfield, VA 22152

Subject: Docket No. DEA-365

Dear Sirs:

:t>)(4) (b)(6)
	 manufacturing

am submitting this comment on the Proposed Aggregate 2013
1,

'(b)(4) (b)(7)(F)
registration		

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'^andVhisjn format ion should not be released under the Freedom of Information

Act per 5 USC Sec. 552(b)(4). In addition, the following information is "CONFIDENTIAL

BUSINESS INFORMATION". The following items' manufacturing quota should be increased

by the identified quantity: (i) Amphetamine (for sale) by 3,021,395 grams as base [D,L-

Amphetamine (for sale) by 1,853,484 grams as base and D-Amphetamine (for sale) by 1,167,91 1

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 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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PUBLIC SUBMISSION 

As of: July 23, 2013 
Received: July 22, 2013 
Status: Pending_Post 
Tracking No. ljx-861w-lvwu 
Comments Due: July 22, 2013 
Submission Type: Web 

Docket: DEA-2013-0005 
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 

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 I Chemicals Ephedrine, Pseudoephedrine, and 
Phenylpropanolamine for 2013 

Document: DEA-2013-0005-DRAFT-0010 
Comment on FR Doc # N/A 

Name: 
Address: 

(b)(4) 

"Email: 
Phone: 

Submitter Information 

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

(b)(4).(b)(6) 

Fax: F (,),(4)(b)(6) 
Organization: b)(41 

General Comment 

The attached letter constitutes(b)(4) 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. 

b)..1) 

Attachments 

Comment to Docket No. DEA-365 
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July 22, 2013 

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

Attn: DEA Federal Register Representative (Docket No. DEA-3651 

This letter constitutes (b)(4)  comments on the Proposed Revised Aggregate 
Production Quotas foi 2013, as published in Federal Register on Thursday June 20, 2013, FR 
Volume 78, No. 119, pages 37237-37241. 

In light of the fact that"'  has no knowledge of either the amounts of any available 
aggregate quotas or DEA' s planned allocation of any aggregate,"'  requests 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. 

(b)(41 'b)14) 

1100 (A) d,l-Amphetamine (for Sale) 
requests that the revised aggregate be sufficient to include 

request 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 

014,

1100 B2 d-Amphetamine (for Sale) 
b)14) equests that the revised aggregate be sufficient to include 
request for 490,000 g AA of d-amphetamine (for sale) manufacturing quota for 2013, 
reference DEA online submission number 116460. 

(b), 4 ) 

9050 Codeine (for Conversion) 
requests 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. 

(b)(4} (b 44) 
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[t»(4)

July 22, 2013

Deputy Administrator

Drug Enforcement Administration

Washington, D.C. 20537

Attn: DBA Federal Register Representative [Docket No. DEA-3651

:t>K4)
comments on the Proposed Revised AggregateThis letter constitutes	

Production Quotas for 2013, as published in Federal Register nn Thursday June 20, 2013, FR

Volume 78, No. 119, pages 37237-37241 .

In light of the fact that[_
aggregate quotas or DEA's planned allocation of any aggregate,[
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.

b)(4)
has no knowledge of either the amounts of any available

requests that
b)(4)

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

8333 4-Anilino-N-phenethyI-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 1 16642.

b)(4)bK4)

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

requests that the revised aggregate be sufficient to include [
request for 290,000 g AA of d,l-amphetamine (for sale) manufacturing quota for 2013,
reference DEA online submission number 1 16095. Total Amphetamine is 780,000 g

bX4)b)<4>

1100 (B2) d-Amphetamine (for Sale) 	
-equests that the revised aggregate be sufficient to include | r ''

request for 490,000 g AA of d-amphetamine (for sale) manufacturing quota for 2013,
reference DEA online submission number 1 16460.

h)«4i

9050 Codeine (for Conversion)

requests that the revised aggregate be sufficient to includef
request for 30,000,000 g AA of codeine (for conversion) manufacturing quota for 2013
reference DEA online submission number 1 16637.

b)(4i(b)(4)
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(:•)i4} 

Attn: DEA Federal Register Representative [Docket No. DEA-3651 

9145 Dihydromorphine 
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. 

(17,(S, 

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. 

(b)(4) ,tbA4} 

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 ) b)(.4) 

9150 Hydromorphone 
requests that the revised aggregate be sufficient to include 

request for 1,380,000 g AA of hydrom6rphone manufacturing quota for 2013, reference DEA 
online submission number 116538. 

(b)(4) (b)0) 

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. 

(b)(4) (b)(4) 

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

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

1724 Methylphenidate
b,(4)  equests 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 
to)(4) irequests that the revised aggregate be sufficient to include 
request for 10,400,000 g AA of oripavine manufacturing quota for 2013, reference DEA 
online submission 116643. 

(b)(4) 

Contains Confidential and Proprietary Information 2 
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(bX4)

Attn: PEA Federal Register Representative TDocketNo. DEA-3651
1

9145 Dihydromorphine
(bK4

requests that the revised aggregate be sufficient to include

request for 2,800,000 g AA ofdihydromorphine manufacturing quota for 2013, reference
DEA online submission number 116537.

[b)(4

9170 Diphenoxylate

[requests that the revised aggregate be sufficient to include [
request for 700,000 grams ofdiphenoxylate manufacturing quota for 2013, reference DEA
online submission number 1 16640.

b>(4 )bi(4

9193 Hydrocodone
(b«4)

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 1 16638.

(bX4)

9150 Hydromorphonc
:bX4

	 requests that the revised aggregate be sufficient to include

request for 1,380,000 g A A of hydromorphone manufacturing quota for 2013, reference DEA

online submission number 1 16538.

lbX4

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 1 1 6526.

bj(4)ib)(4)

925Q Methadone

requests that the revised aggregate be sufficient to include [

request for 13,800,000 g AA of methadone manufacturing quota for 201 3, reference DEA

online submission 116527.

bX4)(bX4

1724 Methylphenidate

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 1 1 6636.

bi(4bH4)

9330 Oripavine

jrequests that the revised aggregate be sufficient to include [
request for 10,400,000 g AA oforipavine manufacturing quota for 2013, reference DEA

online submission 116643.

b*4)
(bX4)

2Contains Confidential and Proprietary Information
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(b)44) 

Attn: DEA Federal Register Representative_Pocket No. DEA-365] 

9652 B Oxymorphonc (for Sale) 
(b)(4) requests that the revised aggregate be sufficient to include 
request for 3,400,000 g AA of oxymorphone (for sale) manufacturing quota for 2013, 
reference DEA online submission 116641. 

b)(4) 

9652 (A) Oxymorphone (for Conversion) 
requests 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. 

(h)(4 (b)(4) 

9740 Sufentanil 
(0)(4) requests 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. 

Ibtei) 

All of the other 

Sincerely, 

(b)(4) quotas remain unchanged at this time. 

b)(6) 

Supervisor, Controlled Substance Compliance 
(b)(4) (bX6) 

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

Contains Confidential and Proprietary Information 3 
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(b»4>

Attn: DBA Federal Register Representative [Docket No. DEA-3651

9652 (B) Oxymorphone (for Sale)

requests that the revised aggregate be sufficient to include [
request for 3,400,000 g AA ofoxymorphone (for sale) manufacturing quota for 2013,
reference DEA online submission 1 16641 .

b)(4>bi<4

9652 (A) Oxymorphone (for Conversion)

[requests 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 1 1 6644.

b)(4i(b)(4)

9740 Sufentanil

requests 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.

bK4)(bK4

quotas remain unchanged at this time.All of the other [rT

Sincerely,
b)(6)

Supervisor, Controlled Substance Compliance
bX4).(b)(6)

b)(4)(bX6)

3Contains Confidential and Proprietary Information
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4c:Sve-S 

‘b)(4) 

(b)(4) 

July 22, 2013 

Dr. Christine. A. Sannerud 
Chief 
Drug & Chemical Evaluation Section 
DEA Headquarters 
8701 Morissette Drive 
Springfield, VA 22152 

RE: 2013 2013 Revised Aggregate Quota Requests for 

(1)01 

(ti)(4)(b)(7)(E) 

requests 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 in conjunction with these requests. 

8333 4-Anilino-N-phenethy1-4-piperidine (ANPP) 
•equests 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. 

1100 A d,l-Amphetamine 
requests 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 
requests 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) 
requests 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. 

`.b);1) 

9145 Dihydromorphine 
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. 

0 ,1(4 
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VarmtT -to Quests

(b><4 :

July 22, 2013

Dr. Christine. A. Sannerud

Chief

Drug & Chemical Evaluation Section

DEA Headquarters

8701 Morissette Drive

Springfield, V A 22152

RE: 2013 Revised Aggregate Quota Requests for

	 requests 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

(b)(4)

in conjunction with these requests.W)

8333 4-Anilino-N-phenethy1-4-p iperidine (ANPP)

R equests 267,376 grams AA of additional dihydromorphine manufacturing
quota for 2013 (Reference # 1 16642 on July 22, 2013). With the 1,092,624 grams already

granted, the total is 1,360,000 grams.

b)(4)

1100 (A) d,l-Amphetamine

requests 42,668 grams AA of additional d,l-amphetamine manufacturing
quota for 2013 (Reference # 1 16095 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.

(b)(4

1100 (B2) d-Amphetamine

requests 490,000 grams AA of d-amphetamine manufacturing quota for 2013
(Reference # 1 16460 on June 13, 2013). This is a new quota.

9050 Codeine (for Conversion)
[requests 8,200,132 grams AA of additional codeine (for conversion)

manufacturing quota for 2013 (Reference # 1 16637 on July 22, 2013). With the
21,799,868 grams already granted, the total is 30,000,000 grams.

b)(4

(b)(4)

9145 Dihydromorphine

	 requests 899,1 10 grams AA of additional dihydromorphine manufacturing

quota for 2013 (Reference # 1 16537 on July 3, 2013). With the 1,900,890 grams already
granted, the total is 2,800,000 grams.

(b)(4
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btil 

RE: 2013 Revised Aggregate Quota Requests for 

9170 Diphenoxylate 
requests g_,0 000 grams AA of additional dihydromorphine manufacturing 

quota for 2013 (Reference if 116640 on July 22, 2013). With the 470,000 grams already FO 
4 0 granted, the total is 700,000 grams. vytosW ex(o( 

(b)0, 

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

9193 Hydrocodone 
requests 8,126,914 grams AA of additional hydrocodone manufacturing 

quota for 2013 (Reference ft 116638 on July 22, 2013). With the 18,873,086 grams 
already granted, the total is 27,000,000 grams. 

lb)01 

9150 Hydromorphone 
requests 391,537 grams AA of additional hydromorphone manufacturing 

quotaTor 2013 (Reference II 116538 on July 3, 2013). With the 988,463 grams already 
granted, the total is 1,380,000 grams. 

(bR4 ,

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 12,284,990 
grams already granted, the total is 15,700,000 grams. 

(b)(1) 

9250 Methadone 
bo, 
 '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 
is 13,800,000 grams. 

1724 Methylphenidate 
requests 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. 

(N( , 

9330 Ori avine 
equests 1,955,556 grams AA of additional oripavine manufacturing quota 

for 2013 (Reference 4 116643 on July 22, 2013). With the 8,444,444 grams already 
granted, the total is 10,400,000 grams. 

n)(4) 

9652 B 0 morphone (for Sale) 
h114 i •equests 538,378 grams A.A. 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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bH4)

(bK4) (b)(7)(E)
RE: 2013 Revised Aggregate Quota Requests for

9170 Diphenoxylate

	 (requests 130.000 grams AA of additional dihydromorphine manufacturing
quota for 20 13 (Reference ft 1 16640 on July 22, 2013). With the 470,000 grams already T
granted, the total is 700,000 grams. T —

bK4

o

(o OD

9193 Hydrocodone

requests 8,126,914 grams AA of additional hydrocodone manufacturing
quota for 2013 (Reference ft 1 16638 on July 22, 2013). With the 18,873,086 grams

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

: K4

9150 Hydromorphonc

requests 391,537 grams AA of additional hydromorphone manufacturing
quota'for 2013 (Reference if 1 16538 on July 3, 2013). With the 988,463 grams already
granted, the total is 1,380,000 grams.

(b)(4'

9254 Methadone Intermediate

requests 3,415,010 grams AA of additional methadone intermediate
manufacturing quota for 2013 (Reference fi 1 16526 on July 2, 2013). With the 12,284,990
grams already granted, the total is 15,700,000 grams.

(b)(4)

9250 Methadone
bM4

requests 3,895,475 grams AA of methadone manufacturing quota for 2013
(Reference U 1 16527 on July 2, 2013). With the 9,904,525 grams already granted, the total

is 13,800,000 grams.

1724 Methylphenidate

requests 2,421,780 grams AA of methylphenidate manufacturing quota for
2013 (Reference U 1 16636 on July 22, 2013). With the 10,878,220 grams already granted,
the total is 13,300,000 grams.

(bX4

9330 Oripavine

Requests 1,955,556 grams AA of additional oripavine manufacturing quota
for 201 3 (Reference # 1 1 6643 on July 22, 20 1 3). With the 8,444,444 grams already
granted, the total is 10,400,000 grams.

(b)(4

9652 (B) Oxymorphone (for Sale)
|jrequests 538,378 grams AA of additional oxymorphone (for sale)

manufacturing quota for 2013 (Reference # 1 16641 on July 22, 2013). With the 2,861,622
grams already granted, the total is 3,400,000 grams.

b)(4i

Contains Confidential and Proprietary Information
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RE: 2013 Revised Aggregate Quota Requests for (by(4).(b)(/)(L) 

9652 A Ox morphonc (for Conversion) 
equests 1,800,000 grams AA of additional oxymoiphone (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. 

bt,4) 

9740 Sufentanil 
requests 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. 

(b)(4) 

Sincerely, 
(19)(6) 

Supervisor, Controlled Substance Corn 
(trA4)(bP6) 

(b)(.1, (bi(6) 

Hance 

Contains Confidential and Proprietary Information 
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(b«4l

RE: 201 3 Revised Aggregate Quota Requests for[
bX4). (b)(7)(h)

9652 (A) Oxymorphonc (for Conversion)

jrequests 1 ,800,000 grams AA of additional oxymorphone (for conversion)
manufacturing quota for 2013 (Reference # 1 16644 on July 22, 2013). With the 7,600,000
grams already granted, the total is 9,400,000 grams. , '

bi(4i

9740 Sufentanil

requests 469 grams AA of additional sufentanil manufacturing quota for
2013 (Reference # 1 16639 on July 22, 2013). With the 2,33 1 grams already granted, the
total is 2,800 grams.

;b«4

Sincerely,
(bK6)

Supervisor, Controlled Substance Compliance
bX4> <bM6)

b)(4) (bX6)

Contains Confidential and Proprietary Information
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Alo Comment -61(2krnetai-I are 

July 3, 2013 

Christine A. Sannerud, Chief 
Quota and UN Reporting Section 
DEA Office of Diversion Control 
8701 Morrissette Drive 
Springfield, VA 22152 

Re: Supplemental  Information for: 
• t.0 4, (Hydromorphone (Ref#116538) and Dihydromorphine

(Ref#116537) Manufacturing Quota Requests for 

• Hydromorphone (Ref#116530) for Procurement Quota Requests for 
`0)H1, ,b1,71(E) 

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 
(b)i.41(b)(7XE) Hydromorphone 9150 1,380,000 07/03/13 116538 

Dihydromorphine 9145 2,800,000 07/03/13 116537 

Hydromorphone 9150 656,284 07/02/13 116530 

{b)(4) 

Contains Confidential and Proprietary Business Information Page 1 of 5 
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(bX<>

July 3, 2013

Christine A. Sannemd, Chief

Quota and UN Reporting Section

DEA Office of Diversion Control
8701 Morrissette Drive

Springfield, VA 22152

Re: Supplemental Information for:

Hydromorphcnc (Ref#116538) and Dihydromorphine

(Ref#l 16537) Manufacturing Quota Requests for

bX4)

D)<4|

[ D )< 7 KEDM4;

• Hydromorphone (Rcf#l 16530) for Procurement Quota Requests for
:D)(4rtD)(7)(E

Dear Dr. Sanncrud:

This packet is submitted for DEA review as supplemental information related to the

following previously submitted quota increase requests.

DEA

Quantity Date

(g) Submitted Reference

1,380,000 07/03/13 116538

9145 2,800,000 07/03/13 116537

9150 656,284 07/02/13 116530

OnlineDrug

Code

9150

DEA Registration # Product

Hydromorphone

Dihydromorphine

Hydromorphone

(b)(4).(bX7XE

(b><4

Page 1 of 5Contains Confidential and Proprietary Business Information
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(r, I,. 4 ; 

Request for Hydromorphone MQ is Consistent with DEA's Historical 
Grants 

(b)(4) 

Hydromorphone Bulk Manufacturing Quota for 
t, 101 I (011 71a- i 

Year 

Total Annual Quota 
Amount Requested 

Total Quota Amount 
Granted c,i,s,

for/ 
411r,,,711Ei, AA) :t 1 

/(g AA)

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 

(b)(4) (bX7XE) 

Contains Confidential and Proprietary Business Information Page 3 of 5 
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(b)(4)

(t»(4

Request for Hydromorphone MQ is Consistent with DEA's Historical

Grants

(b)(4)

Hydromorphone Bulk Manufacturing Quota for
Di(4).(D)(7XE

Total Annual Quota

Amount Requested
Total Quota Amount

Granted to

/( g AA)4>.(D>(7XE)

igAA)
Year

2007 1,600,000 1,000,000

1,190,0001,380,0002008

1,410,0001,850,0002009

1,174,0001,420,0002010

1,020,0001,020,0002011

1,000,0001,230,0002012

1,380,000 988,4632013

Customer Demand Supports the MQ Request

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

Page 3 of 5Contains Confidential and Proprietary Business Information
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(13X4) (1))(7)(E) 

Improved Hydromorphone Synthesis Process 

9254 Dihydromorphine MQ for D)(4).(bX7)(E) 

Contains Confidential and Proprietary Business Information Page 4 of 5 
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(b)(4) (b]

Improved Hydromorphone Synthesis Proeess

bX4

b)(4).(b)(7)(E)9254 Dihydroinorphine MQ for

'b)<4'

Page 4 of 5Contains Confidential and Proprietary Business Information
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9250 Hydromorphone PQ for (b,(4, (b)(/)(E) 

Conclusion 

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

Thank you, 
b)(6) 

Supervisor, Controlled Substance Compliance 
,t1(61 

Contains Confidential and Proprietary Business Information Page 5 of 5 
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b>(4) (b)(7)(E)
9250 Hydromorphonc PQ for

(bK4);(bM

Conclusion

(bK4,

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

Thank you,
b«6)

Supervisor, Controlled Substance Compliance
b)(4)(bM6)

Page 5 of 5Contains Confidential and Proprietary Business Information
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(b)(4) 

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-365 

Dear Sirs: 

(b)(4) Comment 

(or(4) (b))7),E) has submitted s uota correspondence as set forth in the 
table below for the following manufacturing categories. t.(4) equests that•the 
correspondence provided to the Quota Unit, which constitutes "CONFIDENTIAL BUSINESS 
INFORMATION", be considered during the 2013 Aggregate Production Quota review. 

Quota Category 
Quota 

Application 
Ref. # 

Material Name Action Needed 

Procurement 1 16609 CPS Thebaine — 9670 
An aggregate increase based on

b)(4) customer demand 

Procurement 1 1661 1 CPS Oripavine — 9670 An aggregate increase based on
inVo customer demand 

Manufacturing  116610 Oxycodone for Sale — 9143 An aggregate increase based on 
n ,,, customer demand 

Manufacturing  116612 Oxymorphone for Conversion -9652 An aggregate increase based on t,„..1, customer demand 

Thank you in advance for considering these requests. If you have any questions regarding this 
request, please do not hesitate to contact me at 

Be t re • ards 
b)(6) 

'rector, ontro e u stance ompliance 

0-9,4) ;N•ti 
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(b)(4)

[b)<4.

July 19. 2013

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODL

Office of Diversion Control

8701 Morrisette Drive

Springfield, VA 22152

jComment!b).4)

RE: Docket No. DEA-365

Dear Sirs:
[bK4) (b)(7)(E has submitted quota correspondence as set forth in the

~~(requests that -the(b)(4)
table below for the following manufacturing categories,

correspondence provided to the Quota Unit, which constitutes "CONFIDENTIAL BUSINESS

INFORMATION", be considered during the 2013 Aggregate Production Quota review.

Quota

Application

Ref.#

Action NeededQuota Category Material Name

An aggregate increase based on j

pustomcr demand jCPS Thebaine - 9670116609Procurement b)<4)

An aggregate increase based on

customer demand
Procurement CPS Oripavine - 96701 1661 1 (bX4)

An aggregate increase based on i

[customer demand |Manufacturing Oxycodone for Sale - 9 143116610

An aggregate increase based on

|customer demandManufacturing Oxymorphone for Conversion -9652i 16612 b)M)

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

request, please do not hesitate to contact me atfb)(4) (b)(6)

Best regards.
bl(6)

Director, Controlled Substance Compliance
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'b)(4) 

(bX4) (b)(6) 

Drug Enforcement Administration 
Attn: 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 
)1;4) ft 1(7 )(E   "CONFIDENTIAL 
BUSINESS INFORMATION" to be redacted includes increased sales volumes to 3,800 kg 
(3,382 as base) and a 27% manufacturing loss. 

(bX4) is a registered manufacturer  r9i4) ibli7N(E) of Methadone (for sale). b'(41 is 
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, 1" ) requested an increase of 300 kg in its 2013 Methadone (for 
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." 

(b101 

Copies of purchase orders were provided to DEA with our quota request Reference # 115658. 
Since that time customer 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. 

Page 203 

b)(4)
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Drug Enforcement Administration
Attn: 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 isp™
"CONFIDENTIAL

BUSINESS INFORMATION" to be redacted includes increased sales volumes to 3,800 kg

(3,382 as base) and a 27% manufacturing loss.

b)<4 ) (bX7)(E

is a registered manufacturer [ of Methadone (for sale). [
providing comment to the proposed final aggregate production quota for 2013 for Methadone

(for sale) based on the information provided below.

bX4).(bK7XE)(bX«) b><4) is

[bM4> equested an increase of 300 kg in its 201 3 Methadone (forOn April 18, 2013

sale) manufacturing quota over its tl^en 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."

t>U4)

Copies of purchase orders were provided to DEA with our quota request Reference # 1 15658.
Since that time

base.) Purchase Orders will again be provided when the actual quota application is submitted.

In your calculations it is important to remember tha there is an -27% manufacturing loss
between the point that DEA now requires

saleable product. Therefore, the additional 1250 kg of quota to be requested wi I only yield
approximately 900 kg (801 kg as base) of saleable product.

customer demands have increased again to -3,800 kg (3,382 kg as

to count quota as consumed and the final

bX4)

(bK4)
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2/2 

•••••••• 

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. 

Nor 

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, 

DEA Ccmpliance Manager 

Xc 

(h)(4) 
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(b)(4) 2/2

T

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.

		 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 frqe to contact me
directly.

(bX4(

Sincerely,

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

DEA Compliance Manager

bK6)Xc

(b)(4)

h»4)
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(b)(41 

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, 

"PERSONAL IDENTIFYING INFORMATION" to be redacted is 
(b)(4)(bX7)(E) 

(b)(4) (bX6) 

ib), 41 

"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." 

.,b)(4) 
s a registered manufacturer (D1(4)"7XE) of Methadone Intermediate. 

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

[W(4) 

All Methadone Intermediate that (b)(4) manufactures is consumed in house in the 
manufacture of Methadone Hydrochloride. b'{4, ethadone Intermediate quota is tied 
directly to its Methadone (for sale) quota. b)(4, 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. 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. 

bjj4j twill 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 (b)(4) request. 

(b)44, 

(b)(4) 
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(bX4)(bX6)

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

"PERSONAL IDENTIFYING INFORMATION" to be redacted isP 1
4) (b)(7)(

"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."

s a registered manufacturer!"*4*^7^* |of Methadone Intermediate. f_
is providing comment to the proposed final aggregate production quota for 2013 for Methadone

Intermediate based on the information provided below.

b«4 bX4i

[manufactures is consumed in house in the
"[Methadone Intermediate quota is tied
Methadone Hydrochloride sales have

(b)(4)
All Methadone Intermediate that

manufacture of Methadone Hydrochloride,

directly to its Methadone (for sale) quota. [
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.

bX4,

bH4)

jwill 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

(bk4)

(bX4)
request.

b)(4

(bX4
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(bX4) 

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

Sincerely, 

(bX4).(bX6) 

CEA Compliance Manager 

Xc: bX6) 

lDYi41 

2/2 

(b)(4, 
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b)(4)

2/2

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

directly.

Sincerely,

lbK4)(bX6)

DEA Compliance Manager

XC[bW

b>(4

bH4|
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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 

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

bh-1, 

t',11.1? ,:t7,7j(E) "CONFIDENTIAL 
BUSINESS INFORMATION ' to be redacted is "  " 4)  May 161n quota request was reduced 
from 513 to only 51 k• bein• granted (total 616 kg) due to the limitation of the currently 
established APQ. bo, 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 original 2013 quota submission last year." 

air) ,(4 4 bi( ) (t is a registered manufacturer I
I r a) 

(b)(4) of Oxycodone.  is providing 
comment to the proposed final aggregate production quota for 2013 for Oxycodone based on 
the information provided below. 

N, 4) May 16th quota request was reduced from 513 to only 51 kg being granted (total 616 
kg) due to the limitation of the currently established APQ. (b)j4)  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 original 2013 
quota submission last year. 

Ib)(4) 
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(bX4). (b)(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

bX4)
"PERSONAL IDENTIFYING INFORMATION" to be redacted is
(bX4) (bX7ME) ["CONFIDENTIAL

May 16"' quota request was reducedBUSINESS INFORMATION" to be redacted is TK4)

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 original 2013 quota submission last year."

fb)(4).(bX7)(E) (b)(4)p4)
is providingis a registered manufacturer

comment to the proposed final aggregate production quota for 2013 for Oxycodone based on

the information provided below.

of Oxycodone.

May 16tn quota request was reduced from 513 to only 51 kg being granted (total 616
]plans to qualify a new

(b)(4)

kg) due to the limitation of the currently established APQ. [
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 original 2013

quota submission last year.

b>(4)

(b)(4

b)<4 1
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4b)(4) 

(b)(4) respectfully requests that the 2013 APQ for Oxycodone  be increased by at least 
169,000 grams (785,000 - 616,000 grams) to allow for (h'{4) request. 

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

Sincerely, 
(b)t4)(bX6) 

DEA Compliance Manager 

Xc: (b)(6) 

2/2 

(b)(4) 

(b)(4) 
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bK4)
2/2

fbK4) respectfully requests that the 2013 APQ for Oxycodone be increased by at least
request.

(b)(4)

169,000 grams (785,000 - 616,000 grams) to allow for

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

Sincerely,

OEA Compliance Manager

(bM6)
Xc

b)<4)

bh4)
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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 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 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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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 ephedrinc, 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 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 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.

Page 1 of 27/29/2013DEA/OD/ODQ
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• 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: 

• OD 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. 

• OD is recommending an increase in the APQ for diphenoxylate (for sale). The increase is 
based on increased domestic sales requirements from registrant applications. 

• OD 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. 

• OD 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. 

• OD 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. 

• 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. 

• 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. 

• OD 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. 

• OD 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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• 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:

• OD 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.

• OD is recommending an increase in the APQ for diphenoxylate (for sale). The increase is
based on increased domestic sales requirements from registrant applications.

• OD 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.

• OD 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.

• OD 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.

• 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.

• 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.

• OD 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.

• OD 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.
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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 H 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. 

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 

Section 306 of the CSA (21 U.S.C. 826) requires the Attorney General to 

establish aggregate production quotas for each basic class of controlled substance listed 

in Schedules I and II and for ephedrine, pseudoephedrine, and phenylpropanolamine. 
I 

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 

1 
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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 Administration (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 ofannual 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

Section 306 of the CSA (21 U.S.C. 826) requires the Attorney General to

establish aggregate production quotas for each basic class of controlled substance listed

in Schedules I and II and for 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 function to the Deputy

Administrator, pursuant to 28 CFR 0.104. DEA published the 2013 established aggregate

1

Page 21 1Vol. I



production quotas for controlled substances in Schedules I and II and assessment of 

annual needs for the List I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine in the-Federal Register (77 FR 59980) on October 1, 20.12. 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 21 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 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 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-Iodo-2,5-dimethoxyphenyl)ethanamine 
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production quotas for controlled substances in Schedules I and II 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 21 CFR

13 15.13. 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 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 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-Dimelhoxy-4-ethylphenyl)ethanamine (2C-E);

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D); 2-(2,5-Dimethoxy-4-nitro-

phenyl)ethanaminc (2C-N); 2-(2,5-DimethoxyphenyI)ethanamine (2C-H); 2-(4-Chloro-

2,5-dimethoxyphenyl)ethanamine (2C-C); 2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine
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(2C—I); 2j4-(Ethylthio)-2,5-dimethoxyphenylJethanamine (2C—T-2); 244-

(Isopropylthio)-2,5-dimethoxyphenyljethanamine (2C—T-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 need for procurement quota for thebaine, 

whic4 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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(2C-I); 2-[4-(Ethylthio)-2,5-dimcthoxyphenyl]cthanamine (2C-T-2); 2-[4-

(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T^4); 3,4-

Methylencdioxymethamphetamine (MDMA); 4-Anilino-N-phencthyl-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,

whicfy 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,

pseudocphedrine, 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);

3
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phenylpropanolamine (for conversion); and pseudoephedrine (for sale) required 

additional consideration and hereby further adjusts the 2013 aggregate production quotas 

for those substances. 

Regarding 2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C—P); 

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-Iodo-2,5-dimethoxyphenyl)ethanamine (2C—

I); 2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C—T-2); 244-(Isopropylthio)-

2,5-dimethoxyphenyl}ethanamine (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 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 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 
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phenylpropanolamine (for conversion); and pseudoephedrine (for sale) required

additional consideration and hereby further adjusts the 2013 aggregate production quotas

for those substances.

Regarding 2-(2,5-Dimethoxy-4-(n)-propylphenyI)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-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-

I); 2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2); 2-[4-(Isopropylthio)-

2,5-dimethoxyphenyI]ethanamine (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 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 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
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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 II aggregate production quotas, and certain 

Schedule I aggregate production quotas, an additional 25% of the estimated medical, 

scientific, and research needs as part of the amount necessary to ensure the establishment 

and maintenance of reserve stocks. The resulting adjusted established aggregate 

production quotas will reflect these included amounts. This action will not affect the 

ability of manufacturers to maintain inventory allowances as specified by regulation. 

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 above, the Deputy Administrator hereby finalizes the 2013 

aggregate production quotas for the 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: 

Basic Class 
Final 

Adjusted 
2013 Quotas 

Temporarily Scheduled Substances 

(1-Penty1-1H-indo1-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone 
(UR-144) 

15 g 

II-(5-fluoro-penty1)-1H-indol-3-y1J(2,2,3,3-
tetramethylcyclopropyl)methanone (XLR11) 

15 g 

N-(1-adamanty1)-1-penty1-1H-indazole-3-carboxarnide (AKB48) 15 g 
Schedule I 
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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 II aggregate production quotas, and certain

Schedule I aggregate production quotas, an additional 25% of the estimated medical,

scientific, and research needs as part of the amount necessary to ensure the establishment

and maintenance of reserve stocks. The resulting adjusted established aggregate

production quotas will reflect these included amounts. This action will not affect the

ability of manufacturers to maintain inventory allowances as specified by regulation.

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 above, the Deputy Administrator hereby finalizes the 2013

aggregate production quotas for the 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

Adjusted

2013 Quotas

Basic Class

Temporarily Scheduled Substances

(l-Pentyl-lH-indoI-3-yl)(2,2,3,3-tetramethylcyclopropyl)methanone

(UR-144)
15 g

[l-(5-fluoro-pentyl)-lH-indol-3-yI](2,2,3,3-

tetramelhylcyclopropyI)methanone (XLR1 1)
15 g

15 gN-( 1 -adamanty1)- 1 -penty1- 1 H-indazole-3 -carboxamide (AKB48)

Schedule I
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1-(5-Fluoropenty1)-3-(1-naphthoyl)indole (AM2201) 
, 

45 g 

1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 g 

141-(2-Thienypeyelohexyl]piperidine 5 g 

142-(4-Morpholinypethy11-3-(1 -naphthoypindo le (JWH-200) 45 g 

1-Butyl-3-(1-naphthoyl)indole (J WH-073) 45 g 

1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and 
RCS-8) 

45 g 

1-Hexyl-3-(1-naphthoyl)indole (JWH-019) 45 g 
1-M ethy1-4-pheny1-4-propionoxypiperidine 2 g 

1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45 g 

1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45 g 

1-Penty1-3-(2-methoxyphenylacetyl)indoIe (JWH-250) 45 g 

1-Pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 45 g 

1-Penty1-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45 g 

1-Penty1-3- [(4-methoxy)-benzoyl] indo le (SR-19, RCS-4) 45 g 
I-Penty1-3- [1-(4-methoxynaphthoy1)] indo le (JWH-081) 45 g 

2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C—P) 15 g 

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C—E) 15 g 
2-(2,5-Dimethoxy-4-methylphenyI)ethanamine (2C—D) 15 g 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C—N) 15 g_ 
2-(2,5-Dimethoxyphenyl)ethanamine (2C—H) 15 g 
2-(4-Chloro-2,5-dimethoxyphenypethanamine (2C—C) 15 g 
2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C—I) 15 g 

2,5-Dimethoxy-4-ethylamphetamine (DUET) I2 g 

2,5-D imethoxy-4-n-propylthiophenethyl ami ne 12 g 

2,5-Dimethoxyamphetamine 12 g 

2[4-(Ethylthio)-2,5-dimethoxyphenylJethanamine (2C—T-2) 15 g 
2[4-(Isopropylthio)-2,5-dimethoxyphenyIlethanamine (2C—T-4) 15 g 

3,4,5-Trimethoxyamphetamine 12 g 

3,4-Methylenedioxyamphetamine (MDA) 30 g 

3,4-Methylenedioxymethamphetamine (MDMA) 50 g 

3,4-Methylenedioxy-N-ethy1aniphetarnine (MDEA) 24 g 

3,4-Methylenedioxy-N-methylcathinone (methylone) 35 g 
3,4-Methylenedioxypyrovalerone (MDPV) 25 g 

3-Methylfentanyl 2 g 

3-Methylthiofentanyl 2 g 

4-Bromo-2,5-dimethoxyamphetamine (DOB) 12 g 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 12 g 

4-Methoxyamphet amine 88 g 
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l-(5-Fluoropentyl)-3-(l-naphthoyl)indole (AM2201) 45 g

l-(5-Fluoropentyl)-3-(2-iodobenzoyI)indoIe (AM694) 45 g

1 -[ 1 -(2-Thienyl)cyclohexyl]pipcridine 5g

l-[2-(4-Morpholinyl)ethyI]-3-(l-naphthoyl)indole (JWH-200) 45 g

45 gl-Butyl-3-(l-naphthoyl)indole (JWH-073)

l-CycIohexylethyI-3-(2-methoxyphenylacetyI)indoIe (SR-18 and

RCS-8)
45 g

1 -Hexyl-3-(l -naphthoyl)indoIe (JWH-0 1 9) 45 g

l-MethyI-4-phenyI-4-propionoxypiperidine 2g
1 -Pentyl-3-( 1 -naphthoyl)indole (JWH-0 18 and AM678) 45 g

1 -Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45 g

1 -Pcntyl-3-(2-mcthoxyphenylacctyl)indole (JWH-250) 45 g

l-Pcntyl-3-(4-chloro-l-naphthoyl)indolc (JWH-398) 45 g

1 -Pentyl-3-(4-methyl-l-naphthoyl)indole (JWH-122) 45 g

l-Pentyl-3-[(4-methoxy)-benzoyl] indole (SR-1 9, RCS-4) 45 g

I -Penty1-3 - [ 1 -(4-methoxynaphthoy1)] indole (JWH-08 1 ) 45 g

2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P) 15g
2-(2,5-Dimethoxy-4-ethylphenyl)elhanamine (2C-E) 15 g

2-(2,5-Dimethoxy-4-methylphcnyI)ethanamine (2C-D) I5g

2-(2,5-Dimethoxy-4-nitro-phenyI)ethanamine (2C-N) 15 g

2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 15 g

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 15 g

2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 15 g

2,5-Dimethoxy-4-ethylamphetamine (POET) I2g

2>5-Pimethoxy-4-n-propylthiophenethylamine 12g
2,5-Dimethoxyamphetamine 12g

2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)

2-[4-(Isopropylthio)-2,5-dimethoxyphenyI]ethanamine (2C-T-4)

15 g

15 g

12 g3,4,5-Trimethoxyamphetamine

30 g3,4-Methylenedioxyamphetamine (MDA)

50 g3,4-Methylenedioxymethamphetamine (MDMA)

3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 24 g

3,4-Methylenedioxy-N-methylcathinone (methylone) 35 g

3,4-Methylenedioxypyrovalerone (MDPV) 25 g

2 g3 -Methyl fentanyl

2 g3-Methylthiofentanyl

12 g4-Bromo-2>5-dimethoxyamphetamine (DOB)

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 12 g

88 g4-Methoxyamphctamine
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4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 g 

4-Methylaminorex 12 g 

4-Methyl-N-methylcathinone (mephedrone) 25 g 

5-(1,1-Dimethylhepty1)-2-[(1R,3S)-3-hydroxycyclohexyll-phenol 68 g 

5-(1,1-Dimethylocty1)-2-[(IR,3S)-3-hydroxycyclohexylj-phenol 
(cannabicyclohexanol or CP-47, 497 C8-homology 

53 g 

5-Methoxy-3,4-methy1enedioxyamphetamine 12 g 

5-Methoxy-N,N-diisopropyltryptamine 12 g 

5-Methoxy-N,N-dimethyltryptamine 10 g 

Acetyl-alpha-methylfentanyl 2 g 

Acetyldihydrocodeine 2 g 

Acetylmethadol 2 g 

Allylprodine 2 g 

A 1phacetylm ethadol 2 g 

12 g _Alpha-ethyItryptamine 
Alphamepro dine 2 g 

Alphamethadol 2 g 

Alpha-methylfentanyl 2 g 

Alpha-methylthiofentanyl 2 g 

Alpha-methyltryptamine (AMT) 12 g 

Am inorex 12 g 

BenzyImorphine 2 g 

Betacetylmethadol 2 g 

Beta-hydroxy-3-methylfentanyl 2 g 

Beta-hydroxyfentanyl 2 g 

Betameprodine 2 g 

Betamethadol 2 g 

Betaprodine 2 g 

Bufotenine 3 g 

Cathinone 12 g 

Codeine-N-oxide 602 g 

Desomorphine 5 g 

Diethyltryptamine 12 g 

Difenoxin 50 g 

Dihydromorphine 3,990,000 g 

Dimethyltryptamine 18 g 

Gamma-hydroxybutyric acid 67,500,000 g 

Heroin 25 g 

Hydromorphinol 54 g 
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25 g4-Methyl-2,5-dimethoxyamphetamine (DOM)

12 g4-MethyIaminorex

4-Mcthyl-N-mcthylcathinonc (mephedrone) 25 g

5-( 1 , 1 -Dimethylhepty l)-2-[( 1 R,3 S)-3-hydroxycyclohexyl]-phenol 68 g

5-( 1 , 1 -DimethyloctyI)-2-[( I R,3 S)-3-hydroxycyclohexyl]-phenol

(cannabicyclohexanol or CP-47, 497 C8-homolog)

5-Methoxy-3,4-methylenedioxyamphetamine	

53 g

12 g

12 g5-Methoxy-N,N-diisopropyltryptamine

5-Methoxy-N,N-dimethyltryptamine 10 g

Acetyl-alpha-methylfentanyl 2 g

Acetyldihydrocodcine 2 g

2gAcetylmethadol

Allylprodine 2 g

2 gAlphacetylmethadol

12 gAlpha-ethyltryptamine

2 gAlphameprodine

2 gAlphamethadol

Alpha-methylfentanyl 2 g

Alpha-methylthiofentanyl 2 g
12 gAlpha-methyltryptamine (AMT)

12 gAminorex

2 gBenzylmorphine

2 gBctacetylmethadol

2gBeta-hydroxy-3-methylfentanyl

2 gBeta-hydroxyfentanyl

2 gBetameprodine

2 gBetamcthadol

2 gBetaprodine

3gBufotenine

12 gCathinone

602 gCodeine-N-oxide

5 gDesomorphine

12 gDiethyltryptamine

50 gDifenoxin

3,990,000 gDihydromorphine

18 gDimethyltryptamine

67,500,000 gGamma-hydroxybutyric acid

25 gHeroin

54 gHydromorphinol
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Hydroxypethidine 2 g 

Ibogaine 5 g 

Lysergic acid diethylamide (LSD) 30 g 

Marihuana 21,000 g 

Mescaline 13 g 
Methaqualone 10 g 
Methcathinone 14 g 
Methyldihydromorphinc 2 g 

Morphine-N-oxide 655 g 

N,N-Dimcthylamphetamine 12 g 
N-Benzylpiperazine 15 g 

N-Ethylamphetamine 12 g 

N-Hydroxy-3,4-methylenedioxyamphetamine 12 g 

Noracymethadol 2 g 
Norlevorphanol 52 g 
Normethadone 2 g 
Normorphinc 18 g 
Para-fluorofentanyl 2 g 
Phenomorphan 2 g 
Pholcodine 2 g 
Properidine 2 g 

Psi locybin 10 g 
Psi locyn 12 g 
Tetrahydrocannabinols 491,000 g 

Thiofentanyl 2 g 

Tilidine 10 g 
Trimeperidine 2 g 

Schedule II 
1-Phenylcyclohexylamine 3 g 
1-Piperdinocyclohexanecarbonitrile 21 g 

4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,250,000 g 

Al fentanil 38,250 g 

Alphaprodine 3 g 
Amobarbital 9 g 
Amphetamine (for conversion) 22,875,000 g 
Amphetamine (for sale) 47,186,000 g 
Carfentanil 6 g 

Cocaine 240,000 g 

Codeine (for conversion) 81,250,000 g 

Codeine (for sale) 49,506,250 g 

8 
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Hydroxypethidine 2g

Ibogainc 5g
Lysergic acid diethylamide (LSD) 30 g

Marihuana 21,000 g

Mescaline 13 g

10 gMethaqualone

Methcathinone 14 g

Mcthyldihydromorphinc 2g

Morphine-N-oxide 655 g

N ,N-Dimcthylamphctami nc 12 g
N-Benzylpiperazine 15 g

N-Elhylamphetamine 12 g
N-Hydroxy-3,4-methyIenedioxyamphetamine 12 g

Noracymethadol 2 g

Norlevorphanol 52 g

Normethadone 2 g
Normorphinc 18 g

Para-fluorofentanyl 2 g

Phenomorphan 2g

Pholcodine 2 g
Properidine 2 g
Psilocybin 10g

Psilocyn 12JL
491,000 gTetrahydrocannabinols

Thiofentanyl 2 g

Tilidine 10g

Trimeperidine 2 g

Schedule II

3g1 -Phenylcyclohexylamine

1-Piperdinocyclohexanecarbonitrile 21 g

2,250,000 g4-Anilino-N-phenethyl-4-piperidine (ANPP)

38,250 gAlfentanil

3 gAlphaprodine

9gAmobarbital

22,875,000 gAmphetamine (for conversion)

47,1 86,000 gAmphetamine (for sale)

6 gCarfentanil

240,000 gCocaine

81,250,000 gCodeine (for conversion)

49,506,250 gCodeine (for sale)

8
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Dextropropoxyphene 19 g 

Dihydrocodeine 250,000 g 
Diphenoxylate - 887,500 g 

Ecgonine 144,000 g 
Ethylmorphine 3 g 
Fentanyl 2,108,750 g 
Glutethimide 3 g 
Hydrocodone (for sale) 99,625,000 g 
Hydromorphone 6,750,000 g 
Isomethadone 5 g 
Levo-alphacetylmethadol (LRAM)  4 g 

Levomethorphan 195 g 
Levorphanol 4,500 g 
Lisdexamfetamine 21,000,000 g 
Meperidine 6,875,000 g 
Meperidine Intermediate-A 6 g 
Meperidine Intermediate-B 11 g 
Meperidine Intermediate-C 6 g 
Metazo eine 6 g 
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 
III product; and 61,250 grams for mcthamphetamine (for sale)] 
Methylphenidate 96,750,000 g 

Morphine (for conversion) 91,250,000 g 
Morphine (for sale) 61,125,000 g 
NabiIone 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 6 g 
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19 gDextropropoxyphene

Dihydrocodeine 250,000 g

Diphenoxylate • 887,500 g

Ecgonine 144,000 g

3jtEthylmorphine

Fentanyl 2,108,750 g

Glutethimide 3 g

Hydrocodone (for sale) 99,625,000 g

Hydromorphone 6,750,000 g

Isomethadone 5g

Levo-alphacetylmethadol (LAAM) 4g

Levomelhorphan 195 g

Levorphanol 4,500 g

Lisdexamfetamine 21,000,000 g

Meperidine 6,875,000 g

Meperidine Intermediate-A 6g
Meperidine Intermediate-B 11 g
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 methamphetamine mostly for conversion to a schedule

III product; and 61,250 grams for methamphetamine (for sale)]

Methylphenidate 96,750,000 g

91,250,000 gMorphine (for conversion)

Morphine (for sale) 61,125,000 g

Nabilone 25,628 g

9,000,000 gNoroxymorphonc (for conversion)

Noroxymorphone (for sale) 1,262,500 g

91,250 gOpium (powder)

1,287,500 gOpium (tincture)

Oripavine 22,750,000 g

10,250,000 gOxycodone (for conversion)

153,750,000Oxycodone (for sale)

18,375,000 gOxymorphone (for conversion)

7,000,000 gOxymorphone (for sale)

42,500,000 gPentobarbital

6gPhenazocine
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Phencyclidine 30 g 

Phenmetrazine 3 g 

Phenylacetone 42,393,750 g 

Racemethorphan 3 g 

Rem ifentan il 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: 

10 

Thomas M. Harrigan, 
Deputy Administrator 
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30 gPhencyclidine

3gPhenmetrazine

42,393,750 gPhenylacctonc

3gRacemethorphan

Remifentanil 3,750 g

215,003 gSecobarbital

6,880 gSufentanil

13,750,000 gTapentadol

145,000,000Thebaine

List I Chemicals

15,100,000 gEphedrine (for conversion)

Ephedrine (for sale) 4,200,000 g

Phenylpropanolamine (for conversion) 44,800,000 g

Phenylpropanolamine (for sale) 6,100,000 g

246,000,000Pseudoephedrine (for sale)

Aggregate production quotas for all other Schedule I and II controlled substances

included in 21 CFR 1308.1 1 and 1308.12 remain at zero.

Dated: Thomas M. Harrigan,

Deputy Administrator
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(b)(6) 

OC: 
OD: 
OD/D: 
ODX: 
ODXS: 
ODW: 
ODQ: 
ODQ  07-30-13 
Webcims DEQ - 
(DFN#: 680-03 Drug control files - Manufacturing and Procurement quotas) 
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OC:

OD:

OD/D:

ODX:_

ODXS:

ODW:

ODQ:_

ODQ

Webcims # ODEQ -

(DFN#: 680-03 Drug control files - Manufacturing and Procurement quotas)

(b)(6)(D)(6)

07-30-13
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To submit 
!

Send them to: comments.

By e-mail  

By mail  

pubcommenf-
ees.enrd@usdoj.gov. 

Assistant Attorney General. 
U.S. 00J—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 period, 
the Consent Decree may be examined 
and downloaded at this Justice 
Department Web site: http:// 
www.usdoi.govienrd/ 
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. D0J—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 
States Treasury. 

Maureen M. Katz, 
Assistant Section Chief, Environmental 
Enforcement Section, Environment and 
Natural Resources Division. 
(FR Doc. 2013-19005 Filed 8-B-13; 5:45 aml 

BILLING CODE 4410-15-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-365) 

Final Adjusted Aggregate Production 
Quotas for Schedule I and 11 Controlled 
Substances and Assessment of 
Annual Needs for the List l Chemicals 
Ephedrine, Pseudoephedrine, and 
Phenylpropanolamine for 2013 

AGENCY: Drug Enforcement 
Administration (DEA), Department of 
Justice. 
ACT1ON: 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 
Section 306 of the CSA (21 U.S.C. 

826) requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in Schedules I and II 
and for 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 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 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 21 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 
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 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); 242,5-
Dimethoxy-4-methylphenyl)ethanamine 
(2C—D); 2-(2,5-Dimethoxy-4-nitro-
phenyl)ethanamine (2C—N); 
Dimethoxyphenyflethanamine (2C—I-1); 
2-(4-Chloro-2,5-
dimethoxyphenyl)ethanamine (2C-C): 

2-(4-Iodo-2,5-
dimethoxyphenyl)ethanamine (2C-I); 2-
[4-(Ethylthio)-2,5-
dimethoxyphenyllethanamine (2C-T-2); 
2-14-(lsopropylthio)-2,5-
dimethoxyphenyljethanamine (2C-T-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; 
hydrocodono; 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); phenylpropanolamine (for 
conversion); and pseudoephedrine (for 
sale) required additional consideration 
and 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); 
Dimethoxy-4-methylphenyl)ethanamine 
(2C—D); 2-(2,5-Dimethoxy-4-nitro-
phenyflethanarnine (2C—N); 242,5-
Dimethoxyphonyflethanamine 
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Springfield, VA 22152, Telephone: (202) 2-(4-lodo-2,5-
307-7165. dimelhoxyphenyljethanainine (2C-I): 2-
SUPPLEMENTARY INFORMATION: [4-(Ethylthio)-2,5-

dimethoxyphenyllethanamine (2C-T-2);
2-[4-(lsopropylthio)-2,5-
dimethoxyphenyllethanamine (2C-T-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;
melhylphenidate; morphine (for
conversion); morphine (for sale);
oxycodone (for sale); oripavine;
oxymorphone (for conversion);
oxymnrphone (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 requirement, 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); phenylpropanolamine (for
conversion); and pseudoephedrine (for
sale) required additional consideration
and 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-Dimcthoxy-4-

ethylphenyl)ethanamine (2C-E); 2-(2,5-
Dimethoxy-4-methylphenyl)ethanamine

(2C-D); 2-(2,5-Dimetlioxy-4-nitro-
phenyl)ethanamine (2C-N); 2-(2,5-
Dimcthoxyphcnyl)cthanamine (2C-H):

To submit
comments:

Send them to:

By e-mail pubcommenl-

ees. enrd@ usdoj. gov.
Assistant Attorney General.

U.S. DOJ-ENRD, P.O.
Box 7611, Washington. DC

20044-7611.

Background
By mail Section 306 of the CSA [21 U.S.C.

826) requires the Attorney General to
establish aggregate production quotas
for each basic class of controlled
substance listed in Schedules I and II
and for ephedrine, pseudoephedrine,

Under section 7003(d) of RCRA, a
commenter may request an opportunity ,

for a public meeting in the affected area. and phenylpropanolamine. This
During the public comment period, responsibility has been delegated to the

the Consent Decree may be examined Administrator of the DEA through 28
and downloaded at this Justice 0.100. The Administrator, in turn.
Department Web site: http:// has redelegated this function to the
www.usdoi.eov/enrd/ Deputy Administrator, pursuant to 28
Consent_Decrees.htm!. We will provide CFR 0.104. DEA published the 2013
a paper copy of the Consent Decree established aggregate production quotas
upon written request and payment of for controlled substances in Schedules I
reproduction costs. Please mail your and J1 and assessment of annual needs
request and payment to: Consent Decree for Listl 1 chemicals ephedrine,
Library, U.S. DO)—ENRD. P.O. Box pseudoephedrine, and
7611. Washington. DC 20044-7611. phenyJpropaimtaminc in the Federal

Please enclose a check or money order Reg«sJ®r (77 FR 59980) on October 1 ,
for $8.25 (25 cents per page 201 2-. That nat,ce stated lhal the DePu]y
reproduction cost) payable to the United Administrator would adjust, as needed.
Stales Treasury. llie 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 quotas for controlled
substances in Schedules 1 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

Maureen M. Katz,

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

|FR Doc. 2013-19005 Filed 8-t>-13; 8:45 am|

BILLING CODE 4410-1S-P

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
Administration (DEA), Department of
Justice.

ACTION; Notice.

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 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-

ethylphenyljothanamine (2C-E); 2-(2,5-
Dimcthoxy-4-mcthylphenyl)ethanamine
(2C-D); 2-(2,5-Dimethoxy-4-nitro-

FOR FURTHER INFORMATION CONTACT: John phenyljethanamine (2C-N); 2-(2,5-
W. Partridge. Executive Assistant, Office Dimethoxyphenyljethanamine (2C-H);

of Diversion Control. Drug Enforcement 2-(4-Chloro-2,5-
Administration, 8701 Morrisscttc Drive, dimethoxyphenyljethanamine (2C-C):

summary: This notice establishes final

adjusted 2013 aggregate production
quotas for controlled substances in
Schedules 1 and II of the Controlled
Substances Act (CSA) and assessment of
annual needs for the List 1 chemicals
ephedrine, pseudoephedrine, and

phenylpropanolamine, as well as the
2013 aggregate production quotas for

three recently temporarily controlled
substances.
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2-(4-Chloro-2,5-
dimethoxyphenyl)ethanamine (2C-C); 
2-(4-Iodo-2,5-
dimethoxyphenyI)ethanamine (2C-0; 2-
14-(Ethylthio)-2,5-
dimetlioxyphenyllethanamine (2C-T-2); 
2-14-(lsopropylthio)-2,5-
dimethoxyphenyllethanamine (2C-T-4); 
3,4-Methylenedioxymethamphetamine 
(MDMA); 4-Anilino-N-phenethy1-4-
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 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 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 II 
aggregate production quotas, and certain 
Schedule I aggregate production quotas, 
an additional 25% of the estimated 
medical, scientific, and research needs 
as part of the amount necessary to 
ensure the establishment and 
maintenance of reserve stocks. The 

resulting adjusted established aggregate 
production quotas will reflect these 
included amounts. This action will not 
affect the ability of manufacturers to 
maintain inventory allowances as 
specified by regulation. 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 above, the Deputy 
Administrator hereby finalizes the 2013 
aggregate production quotas for the 
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: 

Basic class Final adjusted 
2013 quotas . 

Temporarily Scheduled Substances 

(1-Penty1-1H-indol-3-y1)(2,2,3,3-tetramethylcyclopropypmelhanone (UR-144)  
(1-(5-fluoro-penty1)-1H-indo1-3-y11(2,2,3,3-tetramethylcyclopropyl)methanone (XLR11)  
N-(1-adamanty1)-1-penty1-1H-indazole-3-carboxamide (AKB48)  

15 g 
15 g 
15 g 

Schedule I 

1-(5-Fluoropenty1)-3-(1-naph1hoyl)lndole (AM2201)  
1-(5-Fluoropenty1)-3-(2-iodobenzoyl)indole (AM694)  
1-11-(2-Thienyl)cyclohexyllpiperidine  
1-(2-(4-MorpholinAethyl)-3-(1-naphthoyl)lndole (JWH-200)  
1-Butyl-3-(1-naphthoyl)indole (JWH-073)  
1-Cyclohexyfethyl-3-(2-methoxyphenylacotyl)indole (SR-18 and RCS-8)  
1-Hexyl-3•(1-naphthoyl)indole (JWH-019)  
1-Methyl-4-phenyl-4-propionoxyplperldine  
1-Pentyl-3-(1-naphthoyl)indole (JW1-1-018 and AM678)  
1-Penty1-3-(2-chlorophenylacetyl)indole (JWH-203)  
1-Penty1-3-(2-methoxyphenylacetyl)indole (JWH-250)  
1-Penty1-3-(4-chloro-l-naph1hoyl)indole (JWH-398)  
1-Penty1-3-(4-methyl-l-naphthoyl)indole (JWH-122)  
1-Penty1-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4)  
1-Penty1-3-11-(4-methoxyrtaphthoyl)lindole (JWH-081)  
2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P)  
2-(2,5-Dimethoxy-4-ethylphcnyl)ethanamine (2C-E)  
2-(2,5-Dimetlx:ixy-4-methylphenyl)ethanamine (2C-D)  
2-(2,5-Dlmethoxy-4-nitro-phenyl)ethanamine (2C-N)  
2-(2,5-Dimethoxyphenyl)ethanamine (2C-H)  • 
2-(4-Chloro-2,5-dimethoxyphenyl)cthartarnine (2C-C)  
2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-l)  
2.5-Dimethoxy-4-ethylamphetamine (DOET)  
2,5-Dimethoxy-4-n-propylthiophenethylamlne  
2,5-Dimethoxyamphetamine  
2-(4-(Ethylthio)-2,5-dirnethoxyphenyliethanamine (2C-T-2)  
2(4-(lsopropylthio)-2.5-dimethoxyphenyllethanamine (2C-T-4)  
3,4,5-Trimethoxyamphetamine  
3,4-Methylenedioxyamphetamine (MDA)  
3.4-Methylenedioxymethamphetamine (MDMA)  
3,4-Methylenedioxy-N-ethylamphetamine (MDEA)  
3,4-Methylenedioxy-N-methylcathinone (methylene) 
3,4-Methylenedioxypyrovalerone (MDPV)  
3-Methylfentanyl 
3-Methylthiolentanyl  

45 g 
45 g 
5g 

45 g 
45 g 
45 g 
45 g 
2g 

45 g 
45 
45 g 
45 g 
45 g 
45 g 
45 g 
15 g 
15 g 
15 g 
15 g 
15 g 
15g 
15 q 
12 g 
12 g 
12g 
15 g 
15 g 
12 g 
30 g 
50 g 
24 g 
35 g 
25 g 
2g 
2g 
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resulting adjusted established aggregate
production quotas will reflect these
included amounts. This action will not
affect the ability of manufacturers to
maintain inventory allowances as
specified by regulation. 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.

2-(4-Chloro-2,5- industrial needs of the United States
dimethoxyphenyl]ethanamine (2C-C); and to provide for adequate inventories.
2-(4-Iodo-2,5- As described in the previously
dimethoxyphenyllethanamine (2C-I); 2- published notice establishing the 2013
[4-(Ethylthio)-2.5- aggregate production quotas and
dimethoxyphenyllethanamine (2C-T-2); assessment of annual needs. DEA has
2-l4-(fsopropyhhio)-2,5- specifically considered that inventory
dimethoxyphenyllethanamine (2G-T-4); 8ran,ed ,0 '"dividual
3.4-Methylenedioxymethamphetamine ™nufa.f mfa* n°l re,s"!1
(MDMA); 4-Anilino-N-phcnethyl-4- ^

• -j- r. Kmn\ v . • ic maintain an adequate reserve stockpipcnd.ne (ANPP); amphetamine (for pursuant to 2a u\C. 82G(a}i as
sale); codeine (for conversion); intended. See 21 CFR 1303.24. This
hydrocodone; methadone; methadone would be concerning if a natural

intermediate; methylphenidate; disaster or other unforeseen event
morphine (for conversion); oxycodone resulted in substantial disruption to the

(for sale); oripavinc; and oxymorphone amount of controlled substances
(for conversion), 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) arc sufficient to

meet the current 2013 estimated
medical, scientific, research, and

Pursuant to the above, the Deputyavailable to provide for legitimate
public need. As such. DEA has included Administrator hereby finalizes the 2013
in all proposed revised Schedule II aggregate production quotas for the
aggregate production quotas, and certain following Schedule I and II controlled
Schedule I aggregate production quotas, substances and the 2013 assessment of
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

annual needs for the List I chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine, expressed in
grams of anhydrous acid or base, as
follows:

Final adjusted
2013 quotas .

Basic class

Temporarily Scheduled Substances

(1-PentyHH-indol-3-yl)(2,2.3l3-tetramelhylcyclopropyl)melhanone (UR-144) 	
(1-(5-f[uoro-pentyI)-1H-indo!-3-yl](2.2,3.3-tetramelhylcyclopropyl)methanone (XLR11)

N-(l-adamantyl)-l-pentyMH-indazole-3-carboxamide (AKB48) 	

15 g

15 g

15 g

Schedule I

1-(5-Fluoropentyl)-3-(1-naphlhoyl)indole (AM2201) 	
1-(5-Fluoropenty|)-3-(2-iodobenzoyl)indole (AM694) 	
1-I1-{2-Thienyl)cyc!ohexyllpiperidine 	
1-(2-(4-MorphoIinyl)ethyt]-3-(Tnaphthoyl)indole (JWH-200) 	
1-Butyl-3-(1-naphlhoyl)indole (JWH-073) 	
1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8)
1 -Hexyl-3-( 1 -naphlhoy1)indo!e (JWH-019) 	
l-Methyl-4-phenyI-4-propionoxypiperldine 	
1-Pentyl-3-(1 naphthoyljindole (JWH-018 and AM678) 	
1-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203) 	

1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 	
1-Penlyl-3-(4-chloro-1-naphthoyl)indole (JWH-398) 	

1-Pentyl-3-(4-melhyl-1-naphthoyl)indole (JWH-122) 	

1-Pentyl-3-((4-methoxy)-benzoyl]indo!e (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-Dime!boxy-4-methylphenyl)ethanamir.e (2C-D) 	
2-(2.5-Dimethoxy-4-nitro-phenyl)elhanamine (2C-N) 	

2-(2,5-Dimelhoxyphenyl)ethanamine (2C-H) 	-.	
2-(4-Chloro-2.5-dimethoxyphcnyl)ethanamine (2C-C) 	
2-(4-lodo-2.5-dimethoxyphenyl)ethanamine (2C-I) 	
2,5-Dimethoxy-4-ethylamphetarnine (DOED 	
2.5-Dimethoxy-4-n-propyllhiophenethylamlr.e 	

2,5-Dimethoxyamphetamine 	
2-[4-(Ethylthio)-2.5-dimethoxyphenyl]ethanamine (2C-T-2) 	
2-J4-(lsopropyllhio)-2.5-dimethoxyphenyl]ethanamine (2C-T-4) 	

3,4,5-Trimelhoxyamphetamlne 	

3.4-Methy!enedioxyarr.phetamine (MDA) 	
3.4-Methylenedioxymethamphetamine (MDMA) 	
3,4-Methyler.edioxy-N-ethylamphetamine (MDEA) 	
3,4-Methylenedioxy-N-methylcathinono (meihylone) 	

3.4-Methylenedioxypyrovalerone (MDPV) 	
3-Methylfentany	l	

3-MethylthioIentanyl 	

45 g

45 g

5g
45 g

45 g

45 g

45 g

2 g
45 g
45 g

45 g

45 g

45 g

45 g

45 g

15g

15 g
15 g
15 g

15 g

15 g

15 g

12 9
12 g

12 g
15 g

15 g

12 g
30 g

50 g
24 g

I 35 g
25 g

2 g
2 g
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Basic class 
Final adjusted 
2013 quotas 

4-Bromo-2,5-dimethoxyamphetamine (DOB)  
4-Bromo-2,5-dimethoxyphenethylamine (2—CB)  
4-Methoxyamphetamine  
4-Methyl-2,5-dimethoxyamphetamine (DOM)  
4-Methytaminorex  
4-Methyl-N-methylcathinone (mephedrone)  
5-(1,1- DimethylheptyI)-2-[(1R,3S)-3-hydroxycycloh exyl)- phenol  
5-(1,1-Dimethyloctyl)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol (cannabicyclohexanol or CP-47, 497 C8-homolog)  
5-Mothoxy-3,4-methylenedioxyamphetamine  
5-Methoxy-N,N-diisopropyltryptamine 
5-Methoxy-N,N-dimethyttryptamine  
Acetyl-alpha-methyllentanyl  
Acetylcfihydrocodeine  
Acetylmethadol  
Allylprodine  
Alphacetylmethadcl  
Alpha-ethyttryptamlne  
Alphameprodine  
Aiphamethadol  
Alpha-methylfentanyt  
Alpha-methylthiotentanyl  
Alpha-methyltryptarnine (AMT)  
Aminorex  
Benzylmorphine  
Betacetylmethadol  
Beta-hydroxy-3-methylfentanyl  
Beta-hydroxyfentanyl  
Betameprodine  
Betamethadol  
Betaprodine  
Bufotenlne  
Cathinone  
Codeine-N-oxide  
Desomorphine  
Diethyltryptamine  
Difenoxin  
Dihydromorphine  
Dimethyltryptamine  
Gamma-hydroxybutyric acid  
Heroin  
Hydromorphinol  
Hydroxypethidine  
lbogaine  
Lysergic acid diethylamide (LSD)  
Marihuana  
Mescaline  
Methaqualone  
Methcathinone  
Methyldihydromorphine  
Morphine-N-oxide  
N,N-Dimethylamphetamine  
N-Benzylpiperazine  
N-Ethylamphetamine  
N-Hydroxy-3,4•methylenedioxyamphetamine  
No racymethadot  
Nortevorphanol 
Normethadone  
Normorphine  
Para-fluorofenlanyt  
Phenomorphan  
Pholcodine  
Properidine  
Psitocybin  
Psilocyn  
Tetrahydrocannabinols  
Thiofentanyt  
Tilidine  
Trimeperidine  

Schedule 11 

12 g 
12 g 
88 g 
25 g 
12 g 
25 g 
68 g 
53 g 
12 g 
12 g 
10g 
2g 
2g 
2g 
2g 
2g 

12 g 
2g 
2g 
2g 
2g 

12 g 
12 g 
2g 
2g 
2g 
2g 
2g 
2g 
2g 
3g 

12 g 
602 g 

5g 
12 g 
50 g 

3,990,000 g 
18 g 

67.500,000 g 
25 g 
54 g 
2g 
5g 

30 g 
21.000 g 

13 g 
10 g 
14 g 
2g 

655 g 
12 g 
15 g 
12 g 
12g 
2g 

52 g 
2g 

18 g 
2g 
2g 
2g 
2g 

10 g 
12 g 

491,000 g 
2g 

10g 
2g 

`gm"' 1-Phenylcyclohexylamine  
1-Piperdinocyctohexanecatonitrile  

3g 
21 g 
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Final adjusted
2013 quotasBasic class

12 94-Bromo-2,5-dimethoxyamphetamine (DOB) 	 		

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 	
4-Methoxyamphetamine 	

4-Methyl-215-dimelhoxyamphetamine (DOM) 	

4-Methylaminorex 	
4-Methyl-N-methylcathinone (mephedrone) 	
5-(1.1-Dimelhylheptyl)-2-[(1R,3S)-3-hydroxycyc!ohexyl}-phenol 	 		

5-(1.1-Dimelhyloctyl)-2-[(1R.3S)-3-hydroxycyclohexyl]-phenol (cannabicyclohexanol or CP-47, 497 C8-homolog)
5-Molhoxy-3.4-methylenedioxyamphetamine 	

5-Methoxy-N.N-diisopropyltryptamine 	

5-Methoxy-N,N-dimethyllryptamine 	

Acetyl-alpha-methyllentanyl 	
Acetyldihydrocodeine 	 ~	
Acetylmcthadol 	

Allylprodine 	 		

Alphacetylmothadcl 	

Alpha-ethyltryptamine 	
Alphameprodine 	

Alphamethadol 	

Alpha-methylfentanyl 	
Alpha-methylthiotentanyl 	

Alpha-methyltryptamine (AMT) 	
Aminorex 	

Benzylmorphine 	
Betacetylmethadol 	
Beta-hydroxy-3-methylfentanyl 	

Beta-hydroxyfenlanyl 	 „			

Betameprodine 	

Betamethadol 	

Betaprodine 	

Bufotenlne 	
Cathinone 	
Codeine-N-oxide 	

Desomorphine 	

Diethyltryptamine 	
Difenoxin 	
Ditiydromorphine 	 		

Dimethyltryptamine 	
Gamma-hydroxybutyric acid 	
Heroin 	

Hydromorphinol 	
Hydroxypethidine 	
Ibogaine 	
Lysergic acid diethylamide (LSD) 	 -	
Marihuana 	

Mescaline 	
Methaqualone 	
Methcalhinone 	
Methyldihydromorphine 	
Morphine-N-oxide 	
N.N-Dimelhylamphetamine 	 -	 		

N Benzylpiperazme 	 -	
N-Elhylamphetamine 	

N-Hydroxy-3,4-melhy1enedioxyamphelamine 	

Noracymethadol 	

Norlevorphanol 	
Normethadone 	 		

Normorphine 	

Para-fluorofentanyl 	

Phenomorphan 	

Pholcodine 	

Properidine 	

Psilocybin 	 		

Psilocyn 	

Tetrahydrocannabinols 	 -	 		

Thiofentanyl 	

Tilidine 	 -	

Trimeperidine 	

12 g
88 g

25 g

12 g
25 g

68 g

53 g
12 g
12 g
10 g

2g
2g
2 g
2 9
2 g

12 g

2 9
2 9
2 9
2 9

12 g
12 g
2 9
2 9
2 9
2 g
2 9
2 g
29
3g

12 g

602 g

5 g
12 g
50 g

3,990,000 g

18 g

67.500.000 g

25 g

54 g

2 9
5 g

30 g

21.000 g

13 g

10 g

14 g

29
655 g

12 g
15 g

12 g
12 g
2 9

52 g

2 9
18 g

2 9
2 9
29
2 9

10 g

12 g
491,000 g

2 9
10 g

2 9

Schedule II

391-Phenylcyclohexyiamine 	

1 -Piperdinocyctohexan ecarbonitrile 21 g
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Basic class 

*Noir 

Final adjusted 
2013 quotas 

4-Anilino•N-phenethyt-4-piperidine (ANPP)  2,250,000 g 
Alfentanil  38,250 g 
Atphaprodine  3g 
Amobarbital  9g 
Amphetamine (for conversion)  22,875,000 g 
Amphetamine (for sale)  47,186,000 g 
Cartentanil  6g 
Cocaine  240,000 g 
Codeine (for conversion)  81,250,000 g 
Codeine (for sale)  49,506,250 g 
Dextropropoxyphene 19g 
Dihydrocodeine  250,000 g 
Diphenoxytate  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  195 g 
Levorphanol  4,500 g 
Lisdexamfetamine  21,000,000 g 
Meperidine  6,875,000 g 
Meperidine intermediate-A  6g 
Meperidine Intermediate-B  11 g 
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 methamphetarnine mostly 
for conversion to a schedule III product; and 61,250 grams for methamphetamine (for sale)] 

Methylphenidale  
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  
Phenmetrazir.e  
Phenylacetone  
Racemethorphan  
Remifentanil  
Secobarbital  
Sufentanil  
Tapentadol  
Thebaine  

96,750,000 g 
91.250,000 g 
61,125,000 g 

25,628 g 
9,000,000 g 
1,262,500 g 

91,250 9 
1,287,500 g 

22,750,000 g 
10.250,000 g 

153,750,000 g 
18.375,000 g 

7,000,000 g 
42,500,000 g 

6g 
30 9 
3g 

42,393,750 g 
3g 

3,750 g 
215,003 g 

6,880 g 
13,750,000 g 

145.000,000 g 

List I Chemicals 

Ephedrine (for conversion)  
Ephedrine (for sale)  
Phenytpropanolamine (for conversion)  
Phenytpropanolamine (for sale)  
Pseudoephedrine (for sate)  

15,100,000 g 
4,200,000 g 

44,800,000 g 
6,100,000 9 

246,000,000 g 
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Final adjusted
2013 quotasBasic class

2,250,000 g

36.250 g
4-Anilino-N-phenethyl-4-piperidine (ANPP)
Alfentanil 	

Alphaprodine 	
Amobarbitat 	

Amphetamine (for conversion) 	

Amphetamine (for sale) 	
Cartentanit 	

Cocaine 	

Codeine (for conversion) 	 	

Codeine (for sale) 	

Dextropropoxyphene 	
Oihydrocodeine 	

Diphenoxylate 	
Ecgonine 	
Ethylmorphine 	

Fentanyl 	

Glutethimide 	

Hydrocodone (for sale) 	

Hydromorphone 	

Isomothadone 	

Levo-alphacetylmetbadol (LAAM) 	
Levomethorphan 	

Levorphanol 	

Lisdexamfetamine 	
Meperidine 	

Meperidine Intermediate-A 	

Meperidine Inlermediate-B 	

Meperidine Intermediate-C 	
Metazocine 	

Methadone (for sale) 	

Methadone Intermediate 	

Methamphetamine 	

3g
9 9

22,075.000 g

47,186,000 g

eg
240.000 g

81,250,000 g

49,506,250 g

19 g

250,000 g

887.500 g

144.000 g

3g
2.10B.750 g

3 g
99,625,000 g

6,750,000 g

5g

4 g
195 g

4.500 g

21,000,000 g

6,875,000 g

6 g
11 g
6 g
eg

33.125.000 g

40,500,000 g

3.912,500 g

(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 grams for methamphetamine (tor sale)]

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 	

96,750.000 g

91 .250.000 g

61.125.000 g

25,628 g

9,000.000 g
1.262,500 g

91,250 g

1 ,287,500 g

22,750,000 g

10.250,000 g

153,750,000 g

18.375.000 g

7.000.000 g

42.500,000 g

eg
30 9

3 g
42.393.750 g

3 g
3,750 g

215.003 g

6,880 g

1 3,750,000 g

145.000,000 g

List I Chemicals

15.100.000 g

4,200,000 g

44,800,000 g

6,100,000 g

246,000,000 g

Ephedrine (for conversion) 	
Ephedrine (for sale) 	

Phenylpropanolamine (for conversion)
Phenylpropanolamine (for sale) 	

Pseudoephedrine (for sale) 	
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Aggregate production quotas for all 
other Schedule I and Il controlled 
substances included in 21 CFR 1308.11 
and 1308.12 remain at zero. 

Datod: August 1, 2013. 

Thomas M. Harrigan, 
Deputy Administrator. 
IFR Doc. 2013-19046 Filed 8-0-13: 8:45 aml 

BILLING CODE 4410-094 

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), Labor. 
ACTION: Notice. 

SUMMARY: The Department of Labor 
(Department), as part of its continuing 
effort to reduce paperwork and 
respondent burden, conducts a pre-
clearance consultation program to 
provide the general public and Federal 
agencies with an opportunity to 
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. 

Currently, 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 to the 
program's evaluation process. It is the 
only form which documents 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, lob Corps Placement 
Record. 

A copy of the proposed Information 
Collection Request (ICR) can be 

obtained by contacting the office listed 
below in the addressee section of this 
notice. 

DATES: Written comments must be 
submitted to the office listed in the 
addressee's section below on or 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 for success in our nation's workforce. 
With 125 centers in 48 states, Puerto 
Rico, and the District of Columbia, Job 
Corps assists students across the nation 
in attaining academic credentials, 
including a High School Diploma (FISD) 
and/or High School Equivalency 
credential, and career technical training, 
including industry-recognized 
credentials, state licensures, and pre-
apprenticeship credentials. 

Job Corps is administered 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 enrollees. Large and small 
corporations and nonprofit 
organizations manage and operate 97 
Job Corps centers under contractual 
agreements with the Department. These 
contract Center Operators arc selected 
through a competitive procurement 
process that evaluates potential 
operators' technical expertise, proposed 
costs, past performance, and other 
factors, in accordance with the 

Competition in Contracting Act and the 
Federal Acquisition Regulations. 

The remaining 28 Job Corps centers, 
called Civilian Conservation Centers, 
are operated by the U.S. Forest Service, 
via an interagency agreement. The 
Department has a direct role in the 
operation of Job Corps, and does not 
serve as a pass-through agency for this 
program. 

II. 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 function, including whether 
the information has practical utility; 

• Evaluate the accuracy of the 
agency's estimate of the burden of the 
proposed collection of information, 
including the validity of the' 
methodology 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, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology, e.g., permitting 
electronic submissions of responses. 

III. Current Actions 

Type of Review: Extension 
Title: Job Corps Placement Record 
OMB Number: Control No. 1205-0035 
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: SO 
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. Seleznow, 
Acting Assistant Secretary. 
IFR Doc. 2013-19061 Filed 8-6-13; 8:45 aml 
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Aggregate production quotas for all
other Schedule I and II controlled
substances included in 21 CFR 1308.11
and 1308.12 remain at zero.

Datod: August 1, 2013.

Thomas M. Harrigan,

Deputy Administrator.

|FR Dor.. 2013-1S04G Filed 8-0-13: 8:45 ami
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obtained by contacting the office listed
below in the addressee section of this
notice.

DATES: Written comments must be

submitted to the office listed in the
addressee's section below on or 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: 202-693-276 7;

email: gray.marcus@dol.gov. A copy of
the proposed ICR can be obtained by
contacting the person listed above.

SUPPLEMENTARY INFORMATION:

Competition in Contracting Act and the

Federal Acquisition Regulations.
The remaining 28 Job Corps centers,

called Civilian Conservation Centers,
are operated by the U.S. Forest Service,

via an interagency agreement. The
Department has a direct role in the
operation of Job Corps, and does not
serve as a pass-through agency for this
program.

II. Review Focus

The Deportment is particularly
interested in comments which:

• Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
agency's function, including whether
the information has practical utility:

• Evaluate the accuracy of the
agency's estimate of the burden of the
proposed collection of information,
including the validity
methodology 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, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology, e.g., permitting
electronic submissions of responses.

III. Current Actions

Type of Review: Extension

Title: Job Corps Placement Record
OMR Number; Control No. 1205-0035

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: 7A3
minutes

Estimated Total Annual Burden
Hours: 4,210

Total Annual Other Burden Costs for
Respondents: SO

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. Seleznow,

Acting Assistant Secretary.

[FR Doc. 2013-19061 Filed 8-6-13; 8:45 am)
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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). Labor.

ACTION: Notice. of the'

SUMMARY: The Department of Labor

(Department), as part of its continuing
effort to reduce paperwork and

respondent burden, conducts a pre-
clearance consultation program to
provide the general public and Federal
agencies with an opportunity to

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 With 125 centers in 48 stales, Puerto
instruments are clearly understood, and Rico, and the District of Columbia, Job
the impact of collection requirements on Corps assists students across the nation

assessed. 'n attaining academic credentials,

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 for success in our nation's workforce.

respondents can be properly
Currently, 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 to the
program's evaluation process. It is the
only form which documents 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

including a High School Diploma (HSD)
and/or High School Equivalency
credential, and career technical training,
including industry-recognized
credentials, state licensures, and pre-
apprenticeship credentials.

Job Corps is administered 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 enroilees. Large and small
corporations and nonprofit
organizations manage and operate 97
Job Corps centers under contractual
agreements with the Department. These
contract Center Operators are selected
through a competitive procurement
process that evaluates potential
operators' technical expertise, proposed

Is, past performance, and other
factors, in accordance with the
cos
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