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Statisti cal Report - Month of November 2999 

This memorandum provides a copy of the Office of Generic Drugs' 
statistical report for November 19'99. 

Tables I through III de---- -A------------ receipts, actions, 
~J.lLULILLd. L1U.n a5ou-c UbIJ ’ s 

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 "Old,Counting 
System". This table is helpful in comparing quantitative data 
between OGD's current and former counting systems. 
tables, Following the graphic presentations of selective quantitative data are 
provided. These graphs allow comparisons to similardata 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 SO7 of the FD&C Act under FDA&LA. 

Lists of November's 19 new generic drug approvals, and 3 first- 
time tentative approvals follow the graphic presentations. 
[Note: In November, the office also issued a total of 3 
tentative approval letters to applicants of generic drug products 
whose date of- final approval had b,een 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 an additional strength for a previously 
approved drug product. 

First time generic approvals or tentative approvals are indicated 
by an asterisk (*). 

The following observations are notable from the November data: 

The labeling review branch approved a total of 75 
supplemental applications providing for revised labeling for 
the generic drug product. This represents the greatest 
number of monthly approvals since August 1998. In addition, the total number of supplemental applications pending review 
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* Please see last page of this report for numbers represented by lhc old couoting system as reportc~t io prior moott~s. 
** hcsimik policy wcol iolo effect io January of I!)07 

*** In September, 1991, he Oflice of Gcncric Drugs slarlcd implc~nc~~tatio~~ of ils Applicalio~~ Iolcgrity Policy by s~~spcndiog review of applications suspected of beiog IililllCtl 

by li-aUd. kvicw slahei tigurcs rcporlotl siocc- this the cxcludc st~spwh\ u~q~ltc;~litws. As 01’ N~n~c~~~l~cr 30. I W9, I origiwl ;Il)pliC;llioll ;IIIJ IX supptCtiwi~ls \vCrC s~tspC~~tlCtl. 

Upon completion of validiiy assessn~cnls, suspended applications miay be rclurned to aclivc pcoding stWs. 

+ Note: Tentative approvals are counted as approvals subsequently when approved. For example 8 of Ihe 199 approvals for the ye~ending November 30, 1999 
were previously reported as tentatively approved applications. The 2 tenlalive approvals reported in April 1999 are actually approvable actions. 

One of the tentative approvals reported in May 1999 is actually an approvablc action, 



UPPLEMENTS AWAITING 
IGD ACTION’ (TOTAL) * 

POST Al’l’IZOVAI, SUI)MISSIONS ‘I’0 AI’I’I,ICA?‘IONS 

* In September, 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 November 30, 1999, 1 original application and 18 supplements were suspended. 
Upon completion of validity assessments, suspended applications may be returned to active pending status. 

** March 1999 figure includes 203 amendments to supplements submitted by one applicant. 

*** March I999 figure includes approval of global supplements submittedby sin& applicant. 

+ March 1999 figure includes a total of 290 not approvable actions taken on global supplements submitted by 2 individual applicants, 



MENDMENTS TO 
UPI’LEMENTS 

ic 1 

by liaud. f<eview status ligures reporled since lhis date exclude suspended applications. As ofNovember 30, 1999, I originel upplicalion and 18 supl~len~enls were suspended. 
Upon complelion of villidily ussessmenls, stispendcd applic;tlions may be rclurnctl to uclivc pending sk~lus. 
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Percent of Original Submissions with Refuse to File Action 
By Month ofReceipt 
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O’ffice Of Generic Drugs ANDA; Appr&& 
Page: I Wednesday, December 01. 1999 

ESTROPIPATE TABLETS, USP DURAMED 
0.75 MC 1.5 MG 3 MG PHARMA~UTICALS, INC. 

1. 40-296 1. 40-296 
11/I/99 

2. 75-316 2. 75-316 

3. 75-299 

/ 

6. 74-992 6. 74-992 

/ 
4. 75-342 

’ 9.75-076. 

10. 40-312 

11. 75-383 

TICLOPIDINE MYLANPHARMACEUTICALS, 
HYDROCHLORJDE TABLETS INC. 
250 MG 

1 l/2/99 

KETOROLAC 
TRoMEmAMlNE 
INJECTION, USP 15 MG/ML 
(SYRINGE) 30 MG/ML (1 ML 
& 2 ML SYRINGES) 

BUTORPHANOL T+?.TR&TB 
DJJECTION, USP 
(PRESERVATWE-FREE) 1 
MGi’MLZMG/ML(lML&2 
ML VIALS) 

ALWTEROL SULFATE 
N~~IATI~N so~m-10~ 
0.083% (BASE); 3 ML UN-J.T- 
DOSE VIALS 

NITROGLYCERIN 
TRANSDERMAL SYSTEM.0.6 
MG/HOUR 

NITROGLYCERIN 
7RANSDERMAL SYSTEM 0.2 
MGIHOUR 

NITROGLYCERIN 
TRANSDERMAL SYSTEM 0.4 
MG/HOUR 

NITROGLYCERIN 
TRANSDI3MA.L SYSTlkM 0.1 
MG/HouR 

ESTRADIOL TABLETS, USP 
0.5MGlMGZMG 

CYTARABINE INJECTION 2 
G/20 ML (1QO MG/ML); 
SINGLE-DOSE VIAL 

BAXTERPHARMACEUTICAL 
PRODUCTS, INC. 

IV3199 

MERmANMEDrcAL 
TECHNOLOGIES, INC.. 

1 l/4/99 

STERIPAJSLIMI’I-ED 1 i/9/99 

MnAN TECHNOLOGIES, INC. 1 l/12/99 

MYLANTECHNOLOGIES, INC. 1 l/12/99 

MYLAN TEbNOLOGIES, INC. 11/12/99 

MYLAN TECHNOLOGIES, INC. 1 l/12/99 

NOVO NORDISK 
PHARMACEUTICALS, INC. 

~ 

FAULDING 
PHARMACEUTICAL co. 

1 l/16/99 

1 l/22/99 



. 

. 
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ALBUTEROL SUiFATE MORTON GROVE 
INHALATION SOLUTION PHARMA 
0.083% (BASE); 3 ML UNIT- 
DOSEVIALS 

--~- .- 
LcEuTxcALs, INC. 

1 l/22/99 

1 l/29/99 LABETALOL 
HYDROCBLO~E 

ABBOTT LABORATORIES 

INJECTION, USP 5 MG/ML (20 
MG/4 ML CAIU’UJECT) 

LABETALOL 
HYDROCHLOIUDE 

ABBOflLABORATOIUES 

INJECTION, USP 5 MG/hJL 
(100 MG/ZO MTa & 200 MG/40 
am., 

BUPROPION TEVA PHARMACEUTICALS 
HYDROCHLORIDE TABLETS USA 
75 MG 100 MG 

LABETALOL 
HYDROCHLORIDE 
INJECTION, USP 5 MG/ML 
(MULTIPLE-DOSE VIAL) 

APOTHECON, INC. 

14. 75-240 
1 l/29/99 

75-3 10 
1 l/29/99 

.-,.. 

75-355 16. 
11/29/99 

17. 75-43 1 LABETALOL 
HYDROCHLORIDE 

TAYLOR PHARMACEUTICALS 

INJECTION, USP 5 MG/ML 
(100 MG/20 ML & 200 MG/40 
MLMDV 

u/29/99 

18. 73-524 LABETALOL 
HYDROCHLORIDE 

TAYLOR PHARMACEUTICALS I l/29/99 

INJECTION, USP 5-MG/ML (20 
MG/4 ML & 40 MG/‘S ML 
SYRINGE 

ETHAMBUTOL WEST-WARD 
HYDROCHLORIDE TABLETS, PHARMACEU’nCAL CORP. 
USP 100 MG 400 MG 

1 l/30/99 



PHARMACEuTIcAtS, 
1 l/8/99 

75-421 MIDAZOLAM 
HYDROCHLORIDE nmc~10.h~ no- BEN VEI 
1 MG (BASJ%a (VIALS) 5 
MG @AW/ML (VIALS) 

L. UUL. 
MJJZ LABORATOIUES, 

I l/23/99 

2. 

3. 75-940 PROPOFOL INJECTABLE 
EMJLSKN 10 MG/ML (1%) ES1 LEDERLE 

1 l/24/99 
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1. 64-103 
DAUNORUBICIN 

- s-003 BEDFokD LAE?ORATO~S H-YDROCHLORlDE FOR 
1 I/19/99 INJECTION, USP 50 MG 

@ASWMAL 


