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Dockets Management Branch -
* Food and Drug Administration (HFA-305) =
5630 Fishers Lane o
Room 1061 e
Rockville, Maryland 20852 : % .
RE: . CITIZEN PETITION B

Dear Sirs;

The undersigned submits this petition pursuant to 21 CFR 10.30 and in accordance with the regulations at
21 CFR 314.161, to request the Commissioner of Food and Drugs to provide a determination whether a
listed drug that has been voluntarily withdrawn from sale was withdrawn for safety or efficacy reasons.

A. Action Requested

The petitioner requests that the Commissioner determine whether Imuran® (Azathioprine) Tablets, 25 mg, -

(NDA 016-324), by Prometheus Labs, have been voluntarxly withdrawn or withheld from sale for safety:
or efficacy reasons. .

" B. Statement of Grounds -

The Food and Drug Administration maintains a list of drug products which are eligible for submission as
abbreviated new drug applications. That list, commonly referred to as the “Orange Book”, contains all.
FDA Approved Drug Products 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 approved products that have never baen marketed,
have been discontinued from marketing, or have had their approvals withdrawn Jor other than
safety or efficacy reasons subsequent to being discontinued from 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 necessary, by 25 mg/day.

. Additionally, for use in patients with Renal Dysfunction or those receiving concomitant therapy with

allopurinol (Zyloprim) a dose reduction of Imuran is recommended.
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After an extensive search of the literature and other pubhc data sources we were unable to; locate-any -
direct information regarding the reason for withdrawal. A review of the unit sales data from 1991 through .

2001 seems to indicate that there may have been commercial reasons for discontinuing the product.

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 mformatron available on the CDER Labeling *.

Review Branch Homepage, which indicated that the latest approved Iabehng revision- (SLR 011) was

approved on 30-AUG-94. .

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’ 1nformat10n referenced above whlch is

- also included for your review and consideration:

Item Title =~ o - ' .| No. of Pages

1. | Electronic Orange Book information o o N :
25 mg product on Discontinued List .
'50 mg product on current B List

| (ordered by activeé mgrechents) : v i

C. Environmental Impact

A claim for categorical .exclusion of the requrrements for an env1ronmental 1mpact assessment is made -

pursuant to 21 CFR 253.31.

D. Economic Impact

- Pursuant to 21 CFR 10.30(b), economic impact 1nformat10n is submitted only when requested by the

Commissioner. This information w111 be provided if so requested

E. Certification

' The undersigned certifies, that, to the. best of his ‘knowledge and belief, this petition ‘inctudes all
_information and views, on which the petition relies, and that it includes representatrve data and

information known to the petitioner which are unfavorable to the petltlon

Respectfully Submitted,

Wayne L. Whittingham

" Regulatory Affairs Professional E ~ . .

Enclosures

2.~ | Current approved package insert for Imuran” ‘ Sl U6 AR
3. Sales & Marketing Data (Dollars and Units)- e ; C L o
! 1991 - 2001 Scott-Levin . ' : )
i { 1994 — 1998 IMS
"4, | Most Recently Approved labeling Supplements for Currently Marketed NDAs ] 1




Electronic Orange Book Home Page : Page 1 of' 1

Electronic Orange Book

S Approved Drug Products
. v with
Therapeutic Equivalence Evaluations

Current through May 2001

Preface
FAQ

Search by Active Ingredient  Search by Applicant Holder

Search by ‘Pi'oprietary Name Search by Application Number

The products in this list have been approved under section 505 of the Federal Food, Drug, and
Cosmetic Act.

Drug questions email: DRUGINFO@CDER.FDA.GOV

f\ : U.S Department:of Health and Human Services
. : Public Health Service
Food-and Drug Administration
Center for Drug Evaluation and Research
Office of information Technology -
Division of Data Management and Services

Updated: August 08, 2001

http://www.fda.gov/cder/ob/default.htm C o 8291




Application Number Search Page 1 of'1

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

. APP' Active | Dosage Form;. “Proprietary || ~
‘ ' I Ingredient | Route Strength Name | Applicant
1015324 |[AZATHIOPRINE |[Tablet; Oral  |[25MG “__URAN ~[PROMETHEUS LABS

Thank you for searching the Electronic Orange Book

Return to Electronic Orange Book Home Page

http://www.accessdata.fda.gov/scripts/cder/ob/docs/tempno.cfm - 8/29/0 1




C

Application Number Detail Record Search e Page 1 of 1

Search results from the "Disc" table for query on "016324."

Active Ingredient: AZATHIOPRINE

Dosage Form;Route: Tablet; Oral

Proprietary Name: IMURAN

Applicant: - PROMETHEUS LABS
Strength: 25MG

Application Number: ‘ 016324

Product Number: 002

Approval Date: : Approved prior to Jan 1, 1982
RX/OTC/DISCN: DISCN

Patent and Exclusivity Info for this product: Click Here

Thank you for searching the Electronic Orange Book!

Return to Electronic Orange Book Home Page

3

http://www.accessdata.fda.gov/scripts/cde.../temprodet.cfm?Appl_No=016324&TABLE1=Dis 8/29/6%~=




Patent and Exclusivity Search Results Page 1 of 1

Patent and Exclusivity Search Results from query on 016324 002.

Patent Data

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

[Note: Title | 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

4

http://www.accessdata.fda.go.,./patexcl.cﬁn?Appl_-No=01 6324&Product No=002&table1l=Dis 8/29¥61==
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Application Number Search Page 1 of'1
Application Number Search Results from "Rx" table for query on "016324."
‘ Dosage m
Appl TE ! Active PO O |Proprietary| .
No || Code R]‘D‘ Ingredient | Il;orm, Strength Name Applicant
‘ — | oute ‘ » ;
016324//AB [Yes|[AZATHIOPRINE|[Tablet; Oral |[50MG  |IMURAN {l:ggnum’eus ‘

Thank you for searching the Electronic Orange Book

Return to Electronic Orange Book Home Page

http://WWw.accessdata_fda.gov/scripts/cdef/ob/docs/tempno.cfm

8/2901>




Application Number Detail Record Search | : Page 1 of' 1

Search results from the "Rx" table for query on "016324."

£ Active Ingredient: AZATHIOPRINE
N Dosage Form;Route: Tablet; Oral
Proprietary Name: IMURAN
Applicant: : ’ PROMETHEUS LABS
Strength: 50MG
Application Number: 016324
Product Number: 001
Approval Date: Approved prior to Jan 1, 1982
Reference Listed Drug: Yes
RX/OTC/DISCN: RX
TE Code: AB
Patent and Exclusivity Info for this product: Click Here
Thank you for searching the Electronic Orange Book!
Return to Electronic Orange Book Home Page

http:i/www.accessdata.fda.gov/Scripts/cder/.../tempnodet.cfm?Appl_No=016324&TABLE1=R 8/29/0 e
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Patent and Exclusivity Search Results o : Page 1 ot'1

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.

" [Note: Title | 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
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http://www.accessdata.fda.gov/.../patexcl.cfm?Appl. No=016324&Product No=001&table]=R 8/29#8=
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Scott-Levin Data
TOTAL MARKET

Imuran
Regular Tab
50MG
25MG
Vial, IV
100MG

Scott-Leviri Data
TOTAL MARKET

Irnuran
Regular-Tab
50MG -
T 25MG
Vial, v
100MG

M3 Data
IMURAN GWC 68/04
OSR ORALS,SOL, TABICAP RE
TABS 50MG 100 0897-55
TABS 50MG 100UD 0897-56
IAA INJECT,IM REG
VIAL 100MG 1 0598-71

43

1991
TRX Retail
Dol.{000)

36495

36495

.36495
36495

0

1096
TRX Retall
Dol.{000)

60418

650418
60389
60389
20
29

YEARIDECI94
Tet Dollars
(Thousands}

77933
70225
68826
1399
7707
7707

1991
TRX Ext.
Units(000)

36674

36674
36674
36674

1996
TRX Ext.
Units(d00)

47314

47314
47313
47313
0
0

YEAR/DEC/04
Tot Ex Units
{Thousanids)

74668
74560
73096
1485
107
107

1992
TRX Retail
Dol.(000)

43265

43285
43265

43265

0

1997
TRX Retall
Dol (000)

40257

40257
40262
40252
5
5

YEAR/DEC/05
Tot Dollars
{Thousands)

82122

76406
75479
027
5716
5716

1992 1993
TRX Ext. TRX Retait
Units(000) Dot.(000)
40622 48633
40822 48633
40622 48603
40621 48603
1 0
- 30
- 30
1997 1998
TRX Ext. TRX Retail
Units(000) Dol.{000)
30414 28516
30414 28515
30414 28509
. 30414 28509
0 6
(] 6

YEAR/DEC/O5 YEARIDEC/98

Tot Ex Units  Tot Dollars
(Thousands)  (Thousanhds)
78230 58628
78154 86479
77166 56463
055 16
78 L2149
79 2149

1963 1994
TRXExt,  TRX Retail
Units(000)  Dol.(000)
43286 57366
43286 57366
43283 57335
43283 57335
i} -
3 31
3 31
1998 1999
TRXExt  TRX Retail
Units(000)  Dol.{000)
21683 24793
21683 21703
21683 24773
21683 21773
0 2
o 20

YEAR/DEC/06 YEAR/DEC/OT?
TotEx Unlts  Tot Dollars

{Thousandsy - (Thousands)
68031 44469

65001 43424

64985 43424

17 0

29 1045

29 1045

1094
TRX Ext,
Units(000)

49167

49167
49166
49166
1
1

1999
TRX Ext.
Units(000)

15644

15644
15643
15643
v

0

YEAR/DEC/?
Tot Ex Units
{Thousands)

40283
40269
40269
0

14

14

1985
TRX Retail
Dol.(000)

66962

66962
66939
66939
23
23

2000
TRX Retail
Dol.(000)

18081

18081
18076
18076
5
5

YEARIDEC/08
Yot Dollars
(Thousands)

32620

31835

31835

4}

785

785

1995
TRX Ext,
Units(000)

54730

54730
54730
54730
o
0

2000
TRX Ext.
Units(000)

12582

12582
12582
12582
0
0

YEARIDEC/S
Tot Ex Units
{THousands)

28862
28852
28852
0

10

10

SIXIJUN/O1
TRX Retail
Dol (000}

7699

7699
7681
7681
18
18

SIXMUN/O1
TRX Ext.
Units(000)

5050

5050
5050
5050
0
0



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CU

NDA No.
19-058
18-760
20-702
20-500
18-831
18-831
18-831
18-831
17-106
18-689
17601
17-391

16-324
20-428
20-114"
50-670
50-693
50-710
50-730
50:733
50-580
50-580
50-632
50-520

- 50.168

17-851
18-584
17-573
19-589
20-469
20-469
19-389
20-033
19-851
12-164
11-210
50-557
12-427

.. Sl

Supp No.
SLR 012
SLR 022
SLR 014

SLR 002

SLR 021
SLR 022
SLR 021
SLR 022
SLR 014

"SLR 015

SLR 003
SLR 002
SLR 011
SLR 013
SLR 002
SLR 014
SLR 002

“ SLR 006

SLR 004
SLR 005
SLR 028
SLR 031
SLR 009
SLR 003
SLR 073
SLR 034
SLR 025
SLR 040
SLR 001
SLR 002
SLR 003
SLR 017
SLR 013
SLR016
SLR 019
SLR 031
SLR 018
SLR 021

Trade Name

"TENORMIN

TENORETIC 100
LIPITOR
MEPRON
TRACRIUM
TRACRIUM
TRACRIUM PRESERVATIVE FREE
TRACRIUM PRESERVATIVE FREE
ATROPEN
RIDAURA
OPTIMINE
IMURAN
IMURAN
AZELEX
ASTELIN
ZITHROMAX
ZITHROMAX
ZITHROMAX
ZITHROMAX
ZITHROMAX
AZACTAM
AZACTAM
AZACTAM
SPECTROBID
CORTISPORIN
LIORESAL
BECONASE
VANCERIL
VANCENASE AQ
VANCENASE AQ
VANCENASE AQ
BECONASE AQ.
LOTENSIN HCT
LOTENSIN
NATURETIN-10
TESSALON
BENZAMYCIN
DIDREX -

o
Vg E
A Ed

Active Ingredient
ATENOLOL

ATENOLOL/CHLORTHALIDONE
ATORVASTATIN CALCIUM
ATOVAQUONE

ATRACURIUM BESYLATE
ATRACURIUM BESYLATE
ATRACURIUM BESYLATE
ATRACURIUM BESYLATE

'ATROPINE

AURANOFIN

AZATADINE MALEATE
AZATHIOPRINE
AZATHIOPRINE

AZELAIC ACID ,
AZELASTINE HYDROCHLORIDE
AZITHROMYCIN
AZITHROMYCIN

- AZITHROMYCIN

AZITHROMYCIN

AZITHROMYCIN

AZTREONAM

AZTREONAM

AZTREONAM

BACAMPICILLIN HYDROCHLORIDE
BACITRAGIN/HYDROCORT/NEOMYCIN/POLYMYXIN
BACLOFEN

BECLOMETHASONE DIPROPIONATE

'BECLOMETHASONE DIPROPIONATE

BECLOMETHASONE DIPROPIONATE MONOHYDRATE
BECLOMETHASONE DIPROPIONATE MONOHYDRATE
BECLOMETHASONE DIPROPIONATE MONOHYDRATE
BECLOMETHASONE DIPROPIONATE MONOHYDRATE
BENAZEPRIL HCL/HYDROCHLOROTHIAZIDE
BENAZEPRIL HYDROCHLORIDE
BENDROFLUMETHIAZIDE

BENZONATATE

BENZOYL PEROXIDE/ERYTHROMYCIN
BENZPHETAMINE HYDROCHLORIDE

Approval Date

4-Apr-00
4-Apr-00
28-Aug-98
2-May-97
3-0ct-00
3-Oct-00
3-0¢t-00
3-0c1-00
21-Apr-98
22-Déc-99
8-Jan-80
23-Apr-82
30-Aug-94

27-Apr-01 -

16-Feb-99
11-Nov-00
11-Nov-00
11-Nov-00
11-Nov-00
28-Feb-01
16-Feb-99

. 16‘Feb¢99
- 16-Feb-99

2-Feb-83

19-Jul-99
17-Nov-89
4-Apr-96

. 8-Feb-99

15-Dec-88
13-Feb-97
13-Feb-97
30-May-97
29-Jul-98
29-Jul-98
4-May-79
4-Sep-92
5-Mar-96

-28-Jul-00

.
P
¥

A
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RRENTLY MARKETED NDAs ORDERED BY ACTIVE INGREDIENT(S)



© DELIVERY ADDFRESS BARCO

FedEx | Ship Manager | Label7901 4807 1199 . Pagelofl

From: WAYNE L. WHITTINGHAM (81032547027 "YENUE BARCODE
A4 |INTERNATIONAL
2320, SCIENTIFIC PARK DRIVE m
SUITE 229 :
WILMINGTON, NC, 25403

To: Dockets Management Branch [301]82?-5845 ‘ :
Food & Drug Administration } SHIP DATE: 31AUGD}

5630 Fishers Lane, [HFA—BDS] | | WEIGHT, 21B5
Room 1UE1 _ v
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