
WTERNATIONAL 

August 3 1,200 1 

Dockets Management Branch 
Food and Drug Administration (HFA-305) 
5.630 Fishers Lane 
Room 1061 
Rockville, Maryland 20852 

RE: CITIZEN PETITION 

2320 Scientific Park Drive 
Wilmington, NC 28405 

Phone: 1.910.254.7000 
Fax: 1.910.815.2300 
1.800.5&4224 

Dear Sirs; 

The undersigned submits this petition pursuant to 21 CFR 10.30 and in accordance with the regulations at 
21 CFR 3 14.161, to request the Commissioner of Food and Drugs to provide a determination whether a 
listed drug that has been voluntariiy withdrawn fi-om sale was withdrawn for safety or efficacy reasons. 

A. Action Requested 

The petitioner requests that the Commissioner determine whether I muran@ (Azathioprine) Tablets, 25 mg, 
(NDA 016-324), by Prometheus Labs, have been voluntarily withdrawn or withhead from sale for safety 
or efficacy reasons. 8 

B. Statement of Grounds 

The Food and Drug Administration maintains a list of drug products which are digible for submission as 
abbreviated new drug applicatibns. That list, commonly referred to as the “Orange Book”, contains all 
FDA Approved‘Drug Pyodzyts with Therapeutic Equivalence Evaluations. The List is composed of four 
parts, one of which is the Discontinued Drug Product List,. By definition: 

The Discontinued Drug Product List contains approvedproducts thut have never bun marketed, 
have been discontinuedfrom marketing, or have had their approvals withdrawn for other fhan 
safety or eJ,%acy reasons subsequent to being discontinuedfrom marketing. 

NDA 016-324 for the reference listed drug (Imuran) was approved in 25 mg and 50 mg strengths for the 
oral tablets. According to. the current labeling information, the initial dose for Rheumatoid Arthritis is 50 
to 100 mg per day and for Renal Homotransplantation is 200 mg to 350 mg per day. For both indications 
the recommendation is for the dosage to be adjusted incrementally, as neoessary, by 25 mg/day. 
Additionally, for use in patients with Renal Dysfunction or those receiving concoimitant therapy with 
allopurinol (Zyloprim) a dose reduction of Imuran is recomlmended. 



After an extensive search of the literature and other pubhe data sources we were unable to.. locate. any 
direct information regarding the reason for withdrawal. A review of the unit sales data fram, 1991 through 
2001 seems to indicate that there may have been commercial reasons for discohtinumg the product. 3, 
There is no data available from 1994 onward for the 25 mg strength implying, that ‘this, was the year the 
.product was withdrawn. This would be consistent with the information available oil the CDER Labeling ? 
Review Branch Homepage, which indicated that the latest approved labeling revision (SLR Ol.l)~was 
approved on 3 O-AUG-94. ,’ T ,,, ,- ‘. : 

In accordance with 21 CFR 314.122 we have attempted to. compile all evidence available concerning the 
reasons for the withdrawal from sale. The table below lists the information referenced .above which is 
also included far your review and consideration: .., .i 

1994 - 1998 IMS 
4. ‘Most Recently Approved labeling Supplements for Currently Marketed NDAs, E 

(ordered by active ingredients) .’ ,, ‘8, .I.. 

CL Environmental Impact ,/: 

A claim for categorical exclusion of the requirements for an environmental impact assessment is made 
pursuant to 2 1 CFR 25.3 1. 

D. Economic Impact 

Pursuant to 21 CFR 10.30(b); economic impact information is submitted only when, requested by the 
Commissioner. This information will be provided if so requested. 

! 

E. Certification 

The undersigned certifies, that, to the best of his knowledge and belief, this petition -includes all 
information and views, on which the petition relies, and that it includes representative data and 
information known to the petitioner which are unfavorable to the petition. 

Respectfully Submitted, 

Wayne L. Whittingha 
Regulatory Affairs Professional 

Enclosures 
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Application Number Search Page 1 of 1 

Application Number Search Results from “Disc” table for query on “016324.” 

Appwant 

Thank you for searching the Electronic Orange Book 

Return to Electronic Oranne Book Home Page 



Search resullts from the “Disc” table for query on “016324.” 

Active Ingredient: AZATHIOPRINE 
Dosage Fom,Route: Tablet; Oral 
Proprietary Name: INtTRAN 
Applicant: PROMETHEUS LAW 
Strength: 25MG 
Application Number: 016324 
Product Number: 002 
Approval Date: Approved prior to Jan I,1982 
RX/‘OTCYDISCN: DISCN 
Patent and Exclusivity Info for this product: Click Here 

Thank you for searching the Electronic Orange Book! 

‘Return to Electronic Orange Book Home sage 

http://~.accessdata.fda.gov/scriptslcde.../tempnodet.cfm?Appl__No=Ol6324&TABLEl=Dis 8/2 . 



Patent and Exclusivity Search &?sults from query on 046324 002, 

Patent Data 

There are no unexpired patents for this product in the Orange Book Database. 

[Note: Title I of the 1084 Amendments does not apply to drug prodkts submitted or 
approved under the former Section 507 of the Federaf Food, Drug and Cosmetic Act 
(antibiotic products). Drug products of this category will not have patents listed.] 

Exclusivity Data 

There is no unexpired exclusivity for this product. 

Thank you for searching the Electronic Orange Book 

Patent and Exclusivity Terms 

Return to Electronic Orange Book Home Page 

http://www.accessdata.fda.go.../patexcl.cfin?Appl.No=O1 6324&Product~No=O%!&tablel=Dis 8/29B+~ 



E 

i. 

Application Number Search Results from “Rx”’ table for query on “Od6324.” 

Thank you for searching the Eiectronic Orange Book 

Return to Electronic Orange Book Home Page 

5 

http://~.accessdata.fda,gov/scripts/cder/ob/docs/temp~o.c~ . 8/29lln-- 



Search results from the “Rx”’ table for query on “016324.” 

Active Ingredient: AZATHIOPRINE 
Dosage Form;Route: Tablet; Oral 
Proprietary Name: 
Applicant: PROMETHEUS LABS 
Strength: 5OMG 
Application Number: 016324 
Product Number: 001 
Approval Date: Approved prior to Jan 1, 1982 
Reference Listed Drug: Yes 
RXJOTCYDISCN: Rx 
‘IX Code: AB 
Patent and Exclusivity Info for this product: Click Here 

Thank you far searching the Electronic Orange Book! 

Return to Electronic Orange Book Home Page 

http://~.accessdfda.gov/scriptslciNo=016324&TABLEl=R 8/29- 



Patent and Exclusivity Search Results from query on 016324 001. 

Patent Data 

There are no unexpired patents for this product in the Orange Book Database. 

INmote: Title I of the 1984 Amendments does not apply to drug products submitted or 
approved under the former Section 507 of the Federal Food, Drug and Cosmetic Act 
(antibiotic products). Drug products of this category will not have patents listed.] 

Exclusivity Data 

There is no unexpired exclusivity for this product. 

Thank you for searching the Electronic Orange Book 

Patent and Exclusivity Terms 

Return to Electronic Orange Book Home Page 

http://www.accessdat~fda.gov/~../patexcl.c~?Appl_No=O16324&Product_No=00l&tablel=R W29 
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1991 1Q9T 1992 1992 1993 1993 1994 1994 1995 1995 
TRX Retail TRX Ext. TRX Retail TRX Ext. TRX Ratall TRX Ext. TRX Retail TRX Ext. TRX Retail TRX Ext. 

Scott-tevin Data D0l.(000) Units(000) D01.(000) Units(OO0) 00l.(000) UnitS(OOO) DoL(000) Units(OO0) DoL(000) Units(OOO) 

TOTAL MARKET 36495 36674 43265 40622 48633 43286 57366 49167 66962 54730 

lmuran 
Regular Tab 

50MG 
25MG 

Vial, IV 
IOOMG 

36495 
.30495 
36495 

0 

. . 

36674 43265 40622 
36674 43265 40622 
36674 43265 40621 

0 0 1 
-- I. ._ 

47366 
57335 
57335 

__ -_ 

46633 43286 
48603 43263 
48603 43283 

0 0 
30 3 
30 3 

a- 
31 
31 

49167 66962 
49166 66939 
49166 66939 

s- -- 
1 23 
1 23 

54730 
54730 
54730 

_- 
0 
0 

Scott-Levin Data 

1996 1996 1997 1997 1998 1998 1999 1999 2000 2006 
TRX Retail TRX Ext. TRX Retail TRX Ext. TRX Retail TRX Ext. TRX Retail TRX Ext. TRX Retail TRX Ext. 
D0l.(000) Units(OO0) D01.(000) lJnits(OO0) Do1.(000) Units(000) 00l.(000) Units(OO0) DoL(000) Units(OOO) 

TOTAL MARKET 60418 47314 40257 30414 28615 21683 21793 15644 18081 12582 

lmuran 60418 47314 40257 30414 28515 21683 21793 15644 
Regular Tab 60369 47313 40252 21683 30414 28509 21773 15643 
BOMG 60389 47313 40252 30414 28509 21683 21773 15643 
25MG m. __ il- . . -. *. 

Vial, IV 29 0 5 0 6 il 20 0 
IOOMG 29 0 5 0 6 0 20 0 

YEARlDECl94 
Tot Dollars 

IMS Data 
IMURAN GWC 68104 

OSR ORALS,SOL,TAS/CAP RE 
TASS 50MG 100 059765 
TABS 50MG IOOUD 0697-66 

t/W INJECTJM REG 
VIAL IOOMG 1 0598-71 

(Thousands) 

77933 
70226 
68826 

1399 
7707 
7707 

YEARIDEC194 YEAWDEC/SS YEARWECl95 YMWDEG/96 YEARiDECl96 YEARIDECIQ’I YEARIDECIQ1 YEAR/D&Z/98 YEARIDECIQB 
Tut %x Units Tot Dollars Tot Ex Units Tot Dollars Tot Ex Units Tot Dollars Tot Ex Units Tot Dollars Tot Ex Units 
(Thousands) (Thousands) (Thousands) (Thousands) (Thousands) (Thousands) (Thousands) (Thousands) (Thousands) 

74668 52122 78230 66628 65031 44469 40283 32620 28862 
74560 76406 78151 66479 65001 43424 40269 31835 28852 
%096 75479 77196 66463 64985 43424 40269 31835 28852 

1465 927 956 10 17 0 0 0 0 
107 5710 79 2149 29 1045 14 785 10 
107 5716 79 2149 29 1045 14 785 10 

18081 I 2582 
18076 12562 
18076 12582 

“_ .- 
5 0 
5 0 

SIXIJUNIOI SIXNUN/ 
TRX Retail TRX Ext. 
ool,(ooo) Units(000) 

7699 5050 

7699 5050 
7681 5050 
7681 5050 

.- S” 
18 0 
18 0 



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY ACTIVE INGREDIENT(S) 

No. NUA 
19-058 
18.760 
20-702 
20-500 
18-831 
18-831 
18-831 
18-831 
17-106 
18-689 
17-601 
I 7.301 
16-324 
20-428 
20-I 14 
50-670 
50-693 
50-710 
50-730 
50-133 
50.580 
50-580 
50-632 
50-520 
50-l 68 
‘17.851 
18-584 
17-573 
I 0480 
20-460 
20-469 
19-389 
20-033 
19-851 
12-164 
II-210 
50-557 
12-427 

Sup@ No. Trade Name 
SLR 012 TENORMIN 
SLR 022 TENORETIC 100 
SLR 014 LIPITOR 
SLR 002 MEPRON 
SLR 021 TRACRILIM 
SLR 022 TRACRIUM 
SLR 021 TRACRIUM PRESERVATIVE FREE 
SLR 022 TRACRIUM PRESERVATIVE FREE 
SLR 014 ATROPEN 
SLR 015 RIDAURA 
SLR 003 OPTIMINE 
SLR 002 IMURAN 
SLR 011 IMURAN 
SLR 013 AZELEX 
SLR 002 ASTELIN 
SLR 014 ZITHROMAX 
SLR 002 ZITHROMAX 
SLR 008 ZITHROMAX 
SLR 004 Zll-HROMAX 
SLR 005 ZITHROMAX 
SLR 028 AZACTAM 
SLR 031 AZACTAM 
SLR 009 AZACTAM 
SLR 003 SPECTROBID 
SLR 073 CORTISPORIN 
SLR 034 LIORESAL 
SLR 025 BECONASE 
SLR 040 VANCERiL 
SLR 001 VANCENASE AQ 
SLR 002 VANCENASE AQ 
SLR003 VANCENASEAQ 
SLR 017 BECONASE AQ 
SLR 013 LOTENSIN HCT 
SLR 016 LOTENSIN 
SLR 019 NATURETIN- 0 
SLY 031 TESSALON 
SLR 018 BENZAMYCIN 
SLR 021 DIDREX 

Active lnaredient Approval Date 
ATENOLOL 4-Apr-00 
ATENOLOL/CHLORTHALIDONE 4-Apr-00 
ATORVASTATIN CALCIUM 28-Aug-08 
ATOVAQUONE 2.May-97 
ATRACURIUM BESYLATE 3-act-00 
ATRACURWM BESYLATE 3*0ct-00 
ATRACURIUM BESYLATE 3-Oct.00 
ATRACURIUM EESYLATE 3-of%00 
ATROPINE 21 -Apr.98 
AURANOFlN 22.w-09 
AZATADINE MALEATE 8-Jan-80 
AZATHIOPRINE 23-Apr-82 
AZATHIOPRINE 30-Aug-94 
AZELAIC ACID 27-Apr.01 
AZELASTINE HYDROCHLORIDE 16-k?b-99 
AZITHROMYCIN 11 -Nov.00 
AZITHROMYCIN 11 ~Nov-00 
AZITHRDMYCIN 11 -Now00 
AZITHROMYCIN 11 -NW00 
AtlTHROMYClN 28-Feb.01 
AZTREONAM 16-Feb-99 
AZTREONAM 16=Feb-99 
AZTREONAM 16-Feb-99 
BAGAMPICILLIN HYDROCHLORIDE 2-Feb-83 
BAClTRACIN/HYDROCOR-f/NEOMYClN/POLYMYXfN 19aJul-99 
BACLOFEN 17.Now89 
BECLOMETHASONE DIPROPIONATE 4.Apr-06 
BECLOMETHASONE DIPROPIQNATE 8-Feb-99 
BECLOMETHkSONE DIPROPIONATE MONOHYDRATE 15.Dee-88 
BECLOMETHASONE DIPROPIONATE MONOHYDRATE 13.Feb.97 
BECLOMETHASONE DIPROPIONATE MONOHYDRATE 13-Feb-97 
BECLOMETHA$ONff DIPROPIONATE MONOHYDRATE 30-May-97 
BENAZEPRIL HCL/HYDROCHLOROTHIAZIDE 29-Jul-98 
&NAZEPRtL HYDROCHLORIDE 29-Juld98 
BENDROFLUMETHIAZIDE 4-May-79 
BENZONATATE 4-Sep-92 
BENtOYL PEROXIDE/ERYTHROMYCIN 5-Mar-96 
BENZPHETAMINE HYDROCHLORIDE 28-Jul-00 



FedEx 1 Ship Manager 1 Label7901 4807 1199 

From: WAVNE L. WHInINGHAM (910)254-7027 
A41 INTERNAT/ONAL 
232U SCIENTIFIC PARK DRIVE 
SUITE 229 
WILMINGTON, NC, 28403” 

REVENLIE B&CoDE 

IllIll Ill II lllll I 

Page 1 of 1 

k!dZL Ill Ill .’ 
TQ: Dockets Managemwt Branch’ [301)827-5845 

Food & Drug Administration 
5630 Fishers Lane, [HFA-305) 
Rcllom 1061 
Rockville, MD, 20852 

SHIP DATE: 3lAUGOl. 
WEIGHT: 2 LBS 

9 III Ill1 II illl~lill~ Ill II II 111~111111111 Ill il Ill1 II II : - 
DELIVER’, ADWESS EMXQDE(FEDEX-EDR] FerfEx STANDARD OVERNIGHT ‘TUE ” 
TRK # 7901 4807.1 I$@~~, IAD a 

20852-MD-US 
Deliver by: NZ GAIA 04SEPOl 


