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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
~ PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH
OFFICE‘? ng; q,ENERI 'DRU,GS :
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DATE: February 4, 2000

FROM: Robert L. West
‘Director, Division of Labeling. and Program Support

SUBJECT: Statistical Report - Month of January 2000

TO: See Below

This memorandum represents the Office of Generlc Drugs'
statistical report for January 2000.

Tables I through III detail quantitative 1nformatlon about 0OGD's
receipts, actions, and pending review status for both orlglnal
and supplemental (CMC and labeling) applications for the past
month and for the 11 preceding months. Table IV, entitled “0ld
Counting System”, pertains only to original (unapproved)
applications. This table has historically been helpful in
comparing quantitative data between OGD's current and former
counting systems. However, in future reports this table will be
deleted, as OGD is no longer reporting data using the former

system. Following the tables, graphic presentations of selective

quantitative data are prov1ded 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 elimination of Section 507 of the FD&C Act.
under FDAMA.

Separate lists of January’s 18 new generic approvals, and 3
tentative approvals follow the graphic presentations. First time
generic approvals or tentative approvals are indicated by an
asterisk (*). These approvals include generic equlvalents for
Ocupress Ophthalmic Solution, an agent to lower lntra—ocular
pressure in patients with glaucoma marketed by Ciba Vision Corp.;
Neoral Capsules, 'an 1mmunosuppressant marketed by Novartis; and
Microzide Capsules, a diuretic used in the treatment of multiple
conditions including heart failure marketed by Watson
Laboratories. [Note: In Janaury, the office also issued two
second tentative approval letters to a generic drug applicant
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 one applicant
also received approval of a supplement providing for an
additional strength of a prev1ously approved drug product.
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AWAITING OGD ACTION
[lroTAL e

AWAITING OGD ACTION v f
(<=180 DAYS)*** : 337 341 338 338 309 315 333 3371 33

* Please see last pége of this report for numbers represented by the old couriting system as reported in prior months.

** Facsimile policy went into effect in January of 1997
***¥ In Septemnber, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applications suspected of being tainted
by fraud. Review status figures reported since this date exclude Suspended applications. As of January 31, 2000, 1 original application and 13 supplements were suspended.
Upon completion of validity asséssments, suspended applications may be returned to active pending status.
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AMENDMENTS TO
SUPPLEMENTS **

SUPPLEMENTS AWAITING -
OGD ACTION - (TOTAL) *

SUPPLEMENTS AWAITING

OGD ACTION (<=180 DAYS)

1500} - 1234 1218 1159) 1104 149f - 1315 11 o az18) . nrs) - 1o79) 963 1210 1072

* In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applications tainted
by fraud. Review status figures reported since this date exclude suspended applications. As of January 31, 2000, 1 original apphcatlon and 13 supplements were suspended.
Upon completlon ‘of vahdlty assesstents, suspended applications may be returned to active pending status.
** March 1999 figure in¢ludes 203 amendments to supplements submiitted by one applicant.
% March 1999 figure includes approval of global supplements submitted by single applicant.
+ March 1999 figure includes a total of 290 not. approvable actions taken on global supplements submitted by 2 mdmdua] applicants.




AMENDMENTS TO
SUPPLEMENTS

SUPPLEMENTS AWAITING
OGD ACTION- (TOTAL)

SUPPLEMENTS AWAITING

OGD ACTION (=180 DAYS)

223 240 209, 202 182 165 61| 152 203 137

* In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of aﬁplications suspected of being tainted
by fraud. Review status figures reported since this date exclude suspended applications. Asof January 31, 2000, 1 original application and 13 supplements were suspended.
Upon completion of validity assessments, suspended applications may be returned to active pending status. )

b



AWAITING OGD ACTION
(TOTAL)Y**

AWAITING OGD ACTION
(<=180 DAYS)

ORIGINAL APPLICATIONS - OLD COUNTING SYSTEM - . R

o

559,

* Facsimile policy went into effect in January of 1997

** In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applicaﬁons suspected of being tainted
by fraud. Review status figures reported since this date exelude suspended applications.' As of January 31,2000, 1 original application and 13 supplements were suspended.
Upon completion of validity assessments, suspended applications may be returned to active pending status.

+ Note: Tentative appro_va,l,s are counted as approvals subsequently when approved. For example 8 of the 268 approvals for the year ending January 31, 2000,
wete previously reported as tentatively approved applications. The 2 tentative approvals reported in April 1999 are actually approvable actions.
One of the tentative approvals reported in May 1999 is actually an approvable action.




Origin'al ANDAs Received
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Chemistry, Manufaciur’ing & Controls Supplements
Awaiting OGD Action
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Percent of Original Submissions with Refuse to File Action S Median A ND A Reviéw Cycle (Months )
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Mean and Median ANDA Review Cycle (Months)

® (Original Appl[cationg_f. Major Amendments)
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Office Of Generic Drugs ANDAS,ApprOV‘als

Page: / jTuesddy, Febr\uary 01, 2000
1. 75-476 CARTEOLOL ALCON LABORATORIES, INC. 1/3/00
HYDROCHLORIDE
OPHTHALMIC SOLUTION,
USP 1%
2. 75232 LOPERAMIDE L. PERRIGO CO. 1/6/00
' HYDROCHLORIDE TABLETS - - |
, USP (OTC) 2 MG
3. 65017 CYCLOSPORINE CAPSULES, EON LABS | 1/13/00
| USP (MODIFIED) 25 MG 100 MANUFACTURING, INC. '
MG |
4. 75132 RANITIDINE TABLETS, USP - RANBAXY LABORATORIES, 1/14/00
75 MG (OTC) LTD. -
5. 75212 RANITIDINE TABLETS, USP  CHELSEA LABORATORIES © 1/14/00
| 75 MG (OTC) INC.
6. 75254 RANITIDINE TABLETS, USP.  RANBAXY | | 1/14/00
, 75 MG (OTC) PHARMACEUTICALS, INC.
7. 75-296 RANITIDINE TABLETS, USP  ZENITH GOLDLINE | 1/14/00
75 MG (OTC) PHARMACEUTICALS, INC.
8. 75-497 - RANITIDINE TABLETS, USP  GENPHARM INC. 1/14/00
' | 75 MG (OTC) '
9. 75271 CROMOLYN SODIUM STERIPAK LIMITED . " 1/18/00
INHALATION SOLUTION,
USP 10 MG/ML (2' ML UNIT-
DOSE VIALS)
10. 40-322 PREDNISOLONE SYRUP, USP  COPLEY PHARMACEUTICAL, 1/19/00
15 MG/5 ML INC.
11. 75-546 CARTEOLOL BAUSCH & LOMB 1/20/00
‘ HYDROCHLORIDE PHARMACEUTICALS, INC.
OPHTHALMIC SOLUTION, ,
USP 1%
12. 65035 DAUNORUBICIN GENSIA SICOR 1/24/00
| HYDROCHLORIDE PHARMACEUTICALS, INC. -
INJECTION 20 MG (BASE)/4

ML & 50 MG (BASE)/10 ML




13.

14.

15,

16,

17.

18.

74-973

40-333

75-235

64-160

75-407

75-640

TRIMETHOPRIM
HYDROCHLORIDE ORAL
SOLUTION 50 MG (BASE)/5

FLUOROQURACIL INJECTION,

"USP 50 MG/ML (10 ML (500

MG)SINGLE-DOSE VIAL
METAPROTERENOL,
SULFATE SYRUP, USP 10
MG/5 ML

CLINDAMYCIN PHOSPHATE
GEL, USP 1% (BASE)

MORPHINE SULFATE

- EXTENDED-RELEASE

TABLETS 15 MG

~ HYDROCHLOROTHIAZIDE

CAPSULES 12.5 MG -

ASCENT PEDIATRICS, INC.

GENSIA SICOR
PHARMACEUTICALS, INC.

NOVEX PHARMA
ALTANA INC.

ESI LEDERLE

MYLAN PHARMACEUTICALS,

INC.

1/24/00

1/27/00

1/27/00

1/28/00

1/28/00

1/28/00




Ofﬁc’e“bf Generic Drugs ANDAS Tentative Approvals

Page: 1 01-Feb-00

1. 75452 FLUOXETINE CAPSULES, USP TEVA PHARMACEUTICALS 1/3/00
10MG (BASE)20MG ~~ USA
(BASE)

2. 75619 MINOXIDIL TOPICAL COPLEY PHARMACEUTICAL 1/18/00

| | SOLUTION, USP 5% (FOR INC.

MEN) (OTC)

3. 75571 ENALAPRILAT INJECTION ~ FAULDING

1.25 MG/1 ML & 2.5 MG/2 ML  PHARMACEUTICAL CO.
VIALS '

1/28/00




; Office Of Generzc Drugs Supplement Approvals

Page: | Tuesday, February 01, 2000
1. 75-155 ISOSORBIDE MONONITRATE KREI\/IERS URBAN . ~ 1/13/00 |
S-002 EXTENDED-RELEASE

TABLETS 30 MG




