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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
‘ : PUBLIC HEALTH SERVICE :
FOOD AND DRUG ADMINISTRATION
CENTER FOR_DRUG EVALUATION AND RESEARCH
‘ OFEiCE*OF GENERIC’DRUGSi

DATE: January 5, 2000
@

Director, Division of Labellng and Program Support

'SUBJECT: Statistical Report — Month of December 1999«'

TO: See Below

This memorandum represents the Office of Generic Drugs’
statistical report for December 1999.

Tables I through III detail quantltatlve 1nformatlon about OGD's
receipts, actions, and pending review status for both original
and Supplemental’(CMC and labeling) applications for the past
month and for the 11 preceding months. Table IV pertains only to
original (unapproved) applications and is entitled "0Old Counting
System”". This table is helpful in comparing quantitative data
between 0GD's current and former counting systems. Following the
tables, graphic presentations of selective quantitative data are
provided. These graphs allow comparisons to similar data dating
back to 1991. Where appropriate, the graphs have been modified -

‘to reflect the change of AADAs to ANDAs as a result of the

ellmlnatlon of Section 507 of the FD&C Act under FDAMA.

Lists of December's 15 new generlc approvals, ‘and 2 tentative
approvals follow the graphic presentations. First time generic

'approvals or tentative approvals are indicated by an asterisk

(*) . Approvals include generic equivalents for Ovral Tablets, an
oral contraceptive marketed by Wyeth Ayerst Laboratories; '

Procardia~XL Tablets, a cardiac drug marketed by Pfizer; and

Lanoxin Tablets, a drug used in the treatment of heart failure
marketed by Glaxo Wellcome. [Note: In December, the office also
issued a second tentative approval letter to a generic -drug
appllcant whose date of final approval had been postponed through
patent or exclusivity extensions granted to the innovator drug
product]. A third list of supplemental approvals reveals that
three applicants also received approval of supplements providing.
for additional strengths of prev1ously approved drug products.

The following observations are notable from the December data:
On average, the office received 25 original applications .

-each month during 1999. However, this number increased to a
‘monthly high of 46 receipts in December This increase is
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similar to that observed dufiné past vears.

There were 0 refuse-to-file (RTF) actions taken during the
‘month. This is 81gn1f1cant because an average of 5
applications per month received this action during 1999.
Hopefully, this is an indication that the quality and
completeness of new submissions is continuing to improve.
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--RECEIPTS -

AMENDMENTS

AWAITING OGD ACTION
[crOTALy**+

AWAITING OGD ACTION
(<=180 DAYS)y*#*

* Please see last page of this report for numbers represented by the old counting system as reported in prior months
** Pacsimile policy went into-effect in anyary of 1997 .
*** In September, 1991, the Ofﬁce of Gerieric Drugs started implementation of'its Apphcauon Integrity Policy by suspending review of apphcat:ons suspected of being tainted
by fraud. Review status figures reported since this date exclude siispended apphcatxons. As of December 31, 1999, 1 original application and 18 supplements were suspended
Upon completion of validity assessments, suspended applications may be retumed to active pending status.
+ Note: Tentative approvals are countéd as approvals subsequently when approved. For example 3 of the 186 approvals for the year ending December 31, 1999
were previously reported as tentatively approved applications. The 2 téntative approvals reported in April 1999 are actually apprevable actions.

One of the tentative approvals reported in May 1999 is actually an approvable action.




~-RECEIPTS--

AMENDMENTS TO
SUPPLEMENTS

APPROVALS.

SUPPLEMENTS AWAIT[NG
OGD ACTION {TOTAL)

SUPPLEMENTS AWAITING
. {loop ACTION (<=180 DAYS)

* In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applications suspected of being tainted
is-ddte exclude suspenided applications. -As-of December 31, 1999,.1 original apphcatlon and 18 ‘supplements were suspended.

by fraud. Review status figures reported Sifice
Upon completion of validity assessments suspended applications may be returned to active pending status.




Chemistry, Manufacturing & Controls Supplements
Awaiting OGD Action
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Percent of Original Submissions with Refuse fo File Action
By Month of Receipt
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Mean ‘and Median ANDA Review Cycle (Months)
(Original Apphcat:ons & Ma/or Amendments)
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Office Of Generic Drugs ANDAs Approvals

Page: I Thursday, December 30, 1999
1. 40-311 MEDROXYPROGESTERONE ~ DURAMED 12/1/99
| - ACETATE TABLETS, USP2.5 PHARMACEUTICALS, INC.
MG 5 MG 10 MG
2. 75172 HYDROCORTISONE ENEMA, PADDOCK LABORATORIES, 12/3/99
USP 100 MG/60 ML INC. -
3. 75-568 AZATHIOPRINE TABLETS, ~ GENPHARMINC. 12/13/99
USP 50 MG »
4. 40262 LEUCOVORIN CALCIUM FOR PHARMACHEMIE B.V. 12/15/99
- INJECTION 350 MG. ‘ |
- (BASE)/VIAL
¥ 5. 75-406 NORGESTREL AND ETHINYL SCS PHARMACEUTICALS 12/15/99
| ESTRADIOL TABLETS, USP |
0.5 MG/0.05 MG (21 DAY
CYCLE) 0.5 MG/0.05 MG (28-
DAY CYCLE) .
¥ 6. 754108 NIFEDIPINE EXTENDED- = MYLAN PHARMACEUTICALS, 12/17/99
| RELEASE TABLETS 30 MG ~ INC.
7. 74-984 DILTIAZEM HCL EXTENDED- PUREPAC PHARMACEUTICAL 12/20/99
'RELEASE CAPSULES, USP ~ CO.
(ONCE-A-DAY) 120 MG 180
MG 240 MG 300 MG
& 8. 40282 'DIGOXIN TABLETS, USP  AMIDE PHARMACEUTICAL, 12/23/99
0.125 MG 0.25 MG INC.
9. 64-180 MITOMYCIN FOR ESI LEDERLE 12/23/99
INJECTION, USP 5 MG 20 |
. MG
10. 65-021 AMOXICILLIN TABLETS, USP RANBAXY 12/23/99
(CHEWABLE) 125MG250  PHARMACEUTICALS, INC.
MG
11. 75-116 DILTIAZEM HCL EXTENDED- BIOVAIL LABORATORIES, 12/23/99
- RELEASE CAPSULES, USP  INC.,
(ONCE-A-DAY) 120 MG 180
MG 240 MG 300 MG
12. 75-597 KETOCONAZOLE TABLETS, MYLAN PHARMACEUTICALS, 12/23/99
| USP 200 MG - INC.




13. 40-231 -

14. 40-303 °

15. 75047

e

S

'CHLORPROMAZINE ORAL

CONCENTRATE, USP 30
MG/ML

|
OXYCODONE AND
ACETAMINOPHEN
CAPSULES, USP 5 MG/500
MG

ACEBUTOLOL
HYDROCHLORIDE
CAPSULES 200 MG (BASE)
400 MG (BASE)

N b

PHARMACEUTICAL
ASSOCIATES, INC.

"ENDO PHARMACEUTICALS,

INC.

AUPHAPHARM PTY. LTD.

12/30/99

12/30/99

12/30/99
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Office of Generic Drugs ANDAs Tentative ApprOVals‘ o

Page: I 30-Dec-99

1. 75-413 BUSPIRONE ‘  GENEVA ' 12/21/99
HYDROCHLORIDE TABLETS, PHARMACEUTICALS, INC.
USP 5 MG 10 MG 15 MG '

2. 75-467 BUSPIRONE ‘ PAR PHARMACEUTICAL, INC. 12/28/99
' . HYDROCHLORIDE TABLETS, ‘
- USP 5 MG 7.5 MG 10 MG 15
MG : ?
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- Page: !/ Thursday, December 30, 1999
1. 73-403 .CHOLESTYRAMINE APOTHECON, INC. 12/27/99
S-002 TABLETS 800 MG :
2. 75-286 PEMOLINE TABLETS 18.75 INVAMED INC, 12/27/99
S-001 MG '
3. 75-009 ETODOLAC TABLETS 500 TEVA PHARMACEUTICALS 12/28/99
S-002. MG USA ' :




