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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

QFFXCg $jR @"Jf~ICi#tU~S +if +a ; r-;?,,*3-~). P 1 I&3 " r..- 

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 Generic Drugs' 
statistical report for January 2000. 

Tables I through III detail quantitative information 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, entitled "Old 
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 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 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 equivalents for 
Ocupress Ophthalmic Solution, an agent to lower intra-ocular 
pressure in patien'ts with glaucoma'marketed by Ciba Vision Corp.; 
Neoral Capsules, an itiunosuppressant marketed by Novartis; and 
Microzide'Capsules, a diuretic used in the treatment of multiple 
conditions including heart failure marketed by Watson 
Laboratories. [Note: In Jan,aury, 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 supplementproviding for an 
additional strength of a previously approved drug product. 



HFD-60l/G.Buehle.r 
HF'&6UO/M;Lamb/Forward to Documents Management Branch, 

Docket # 9OSO308 
HFD-GOO/M.F&ning 
HFD-6OO/A.High 
HFD-600/R.Hassall 
HFD-600/R.Warzala 
HFD-604/D.Hare 
HFD-GlO/R.West 
HFD-GlO/DLPS File 
HFD-Gll/P.Rickman 
HFD-613/J,Grace 
HFD-613/C.Hoppes 
HFD-615/H.Greenberg 
HFD-617/P.Beers-Block 
HFD-620/R.Patel 
HFD-621/A.Rudman 
HFD-623/D.Gill 
HFD-625yM:Smela 
HFD-629/P:Schwartz 
HFD-630,/A.Mueller 
HFD-640/F.Holcombe 
HFD-640/F.Fang 
HFD-641/V.Sayeed 
HFD-643/R.Adams 
HFD-645/B.Arnwine 
HFD-647/U,Venkataram 
HFD-649/G.Smith 
HFD-650/D.Conner 
HFD-651/R.Patnaik 
HFD-652/Y.C.Huang 
HFD-655/S.Nerurkar 
HFD-658/B.Davit 

q:!admin\memo\stats\JanOO.doc 











r 

-.- 



t- 

Chemistry Manufacturing & Controls Supplements 
Awaiting OGD Action 

->I80 Days 1c180 Days 

-_-------_----------------------- 1 

Pet-Gent Approved and ,Not-Approvable 
Per Month 

Percent of Combined Total 
100, 

(Original Applications) 

Old Counting System 

- 
- 

t 

L 

Labeling Supplements Awaiting OGD Action I 

1000 

900. 

I- 700 ,--------------~------------------------ I / 
800-L------- --------_- -----_- ______________ / / 

Median ANDA CMC Supplement Review Time 
IS (Months) 

I 



L- 

8 
x 

0 
:: 

m
 

0 





b 

Office Qf Generic Drugs ANDAs Apprhals 
Page: I Tuesday, February 01, 2000 

1. 75-476 CARTEOLOL 
IF~TDROCHLORLDE 
OPHTHALMIC SOLUTION, 
USP 1% 

2. 75-232 LOPERAMIDE 
HYDROCHLORIDE TABLETS 
, USP (OTC)/2 MG 

3. 65-017 CYCLOSPORINE CAPSULES, 
USP (MODIFIED) 25 MG 100 
MG, 

4. 75-132 RANITIDINE TABLETS, USP 
75 MG (OTC) 

5. 75-212 RANITIDINB TABLETS, USP 
75 MG (OTC) 

6. 75-254 RANITIDINB TABLETS, USP 
75 MG (OTC) 

7. 75-296 RANITIDiNE TABLETS, USP 
75 MG (OTC) 

8. 75-497 RANITIDINE TABLETS, USP 
75 MG (OTC) 

9. 75-271 CROMOLYN SODIUM 
INHALATION SOLUTION, 
USP 10 MG/ML (2 ML UNIT- 
DOSE VIALS) 

10. 40-322 PREDNISOLONE SYRUP, USP 
15MG/5 ML 

11. 75-546 CARTEOLOL 
HYDROCHLORIDE 
OPHTHALMIC SOLUTION, 
USP 1% 

12.. 65-035 DAUNORiJBICIN 
HYDROCHLORIDE 
INJECTION 29 MG (BASE)/4 
ML & 50 MG (BASE)/10 ML 

ALCON LABORATORIES, INC. 

L. PERRIGO CO. 

EON LABS 
MANUFACTURING, INC. 

RANBAXYLABORATORIES, 
LTD. 

CHELSEA LABORATORIES, 
INC. 

RANBAXY 
PHAPMACEUTICALS, INC. 

/ 

ZENITHGOLDLINE 
PHARMACEUTICALS, INC. 

GENPHARM INC. 

STERIPAK LIMITED 

COPLEY PHARMACEUTICAL, 
INC. 

BAUSCH & LOMB 
PHARMACEUTICALS, INC. 

GENSIA SICOR 
PHARMACEUTICALS, INC. 

l/3/00 

l/6/00 

l/13/00 

l/14/00 

l/14/00 

1/14~00 

l/14/00 

l/14/00 

l/18/00 

l/19/00 

l/20/00 

l/24/00 



TRLMETHOPRIM TRLMETHOPRIM 
HYDROCHLORIDE ORAL HYDROCHLORIDE ORAL 
SOLUTION 50 MG (BASE)/5 SOLUTION 50 MG (BASE)/5 
ML ML 

14. 40-333 FLUOROURACIL INJECTION, 
USP 50 MGh4L (10 ML (500 
MG)SINGLE-DOSE VIAL 

15. 75-235 METAFROTERENOL 
SULFATE SYRUP, USP 10 
MGl5 ML 

16. 64-160 CLINDAMYCIN PHOSPHATE 
GEL, USP 1% (BASE) 

17. 75-407 

I 
18. 75-640 

MORPHINE SULFATE 
EXTENDED-RELEASE 
TABLETS 15 MG 

HYDROCHLOROTHIAZIDE 
CAPSULES 12.5 MG 

ASCENT PEDIATRICS, INC. 

GENSIA SICOR 
PHARMACEUTICALS, INC. 

NOVEXPHARMA 1f27lOO 

ALTANA INC. l/28/00 

ES1 LEDERLE l/28/00 

MYIAN PHARMACEUTICALS, 
INC. 

l/27/00 

l/28/00 



Office of Generic Drugs ANDAs Tentative Approvals 

Page: I 01-Feb-00 

1. 75-452 FLJJOXETINE CAPSULES, USP TEVA PHARMACEUTICALS 
10 MG (BASE) 20 MG USA 
BASE) 

l/3/00 

2. 75-619 MINOXIDIL TOPICAL 
SOLUTION, USP 5% (FOR 
MEN) (OTC> 

75-571 EN~APklLAT INJECTION 
L-25 MGll ML 62 2.5’MGf2 ML 
VIALS’ 

COPLEY PHARMACEUTICAL, 
INC. 

FAULDING 
PHARMACEUTICAL CO. 

l/18/00 

l/28/00 



Office Of Generic Drugs Supplement Approvds 
Page: 1 Tuesday, February 01, 2000 

1. 75-155 ISOSOREUDE MONONITRATE KREME23suRBAN l/13/00 s-002 EXTENDED-RELEASE 
TABLETS 30 MG 


