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PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH
OFFICE OF GENERIC DRUGS

MEMORANDUMNM DEPARTMENT OF HEALTH AND HUMAN SERVICES

DATE: December 12, 19 .

FROM: Robert L. West{{(I % |
Director, Division of Labeling and. Program Support

SUBJECT: Statistical Report - Month of November 1599

TO: See Below

This memorandum provides a copy of the Office of Generic Drugs'

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 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. Following the
tables, graphic presentations of selective guantitative 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. ‘

‘Lists of November's 19 new generic drug approvals, and 3 first-

time tentative approvals follow the graphic presentations.
[Note: 1In November, the office also issued a total of 3

tentative approval letters to applicants of generic drug products

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 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. 1In addition,
the total number of supplemental applications pending review
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Table I L

AVG”

* Please sce last page of lhlS report for numbers represented by the old counting system as reported in prior months.
** Facsimile policy went into effcet in January of 1997

*** In September, 1991, the Office of Generic Drugs staried implementation of its Application lnl(.gnly Policy by suspending review of applications suspected of being tainted

by fraud. Review status ligures reparted since this dute exclude su’sp«_mkd applications. - As.of Novemiber 30, l‘)‘)‘) Voriginal application and 18 suppleme

Upon complétion of validity assessments, suspended applications may be returned to active pending status.
+ Note: Tentative approvals are counted as approvals subsequcnlly when approved. For example 8 of the 199 applovals for the ye.u ending November 30, 1999
were previously reported as tentatively approved apphcatlons The 2 tentative approvals repo ted in Apnl 1999 are actually approvable actions.
One of the tentative approvals reported in May 1999 is actually an approvabic action.

nts were suspended.
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WITHDRAWAL,

SUPPLEMENTS AWAITING
OGD ACTION (TOTAL) *

SUPPLEM ENTS AWAITING
IOGD ACTION (<=180 DAYS)
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POST APPROVAL SUBMISSIONS TO APPLICATIONS (CHEMISTRY)
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LasT3 |
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- Table Tt -

* In September, 1991, the Off ce of Gencnc Drugs started lmplementauan of its Apphcatlon lntegmy 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, | or xgmal 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,
4% Mareh 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 individual applicants,
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POST APPROVAL SUBMISSIONS TO APPLICATIONS (LABELING)

: . AVG
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SUPPLEM S g " :
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SUPPLEMENTS AWAITING

" LAST3

06D ACTION (<=180 DAYS) 103 201

223 240 209 202 182 165 161y - . 152 - 203 137 189

Table IIL;
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* In Scptember, 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 toriginal application and 18 supplemems were suspended.
Upon complcllon of validity asscssmcnls, suspended applications may be returned:to active pending status.
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- RECEIPTS
TOTAL ORIGINAL!
AMENDMENTS -

- MAJOR
- MINOR

- ACTIONS

REFUSE TO FILE
WIT HDRAWALS

AWAITING 0GD ACTION
(TOTAL)**
AWAITING OGD'ACTION (3
180 DAYS

AWAITING OGD ACTION
l(<=180 DAYS)

_ Center for Drug Evaluaﬁon and Res'eafch - Office of Generic Drugs

'ORIGINAL APPLICATIONS - OLI COUNTING SYSTEM

677 709 719 714 708 77p - esof 663 698 726 679 7
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* Facsimile pol iby went into elfect in January of 1997
** in Scpl(,mhm 1991, the Office of Generic Diugs started implementation of its Application Integrity Policy I)y suspending review of applications suspected of being tainted
by frawd. Review status figures reporied sinee this date exclude suspended Appll(..\hm\h As of November 30, 1999, § nnyn.\l apphication and 18-supplements were suspended.
tpon completion of validity assessments, suspended applications may be relumed o aclive pending status.
+ Note: Tentalive approvals are counted as approvals subbt:qucmly when approved. For example 8 of the 282 approvals for the year ending November 30, 1999
were previously reported as tentatively approved apphcauom The 2 tentative approvals reported in Apul 1999 are actually approvab!e actions. ’
One of the tentative approvals reported in May 1999 is actually an approvable action. : '
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' Chemistry, Manufacturing & Controls Supplements
Awaiting OGD Action

{m>180 Days Ea<180 Days ||

o SR 4‘;;;[ g 0 ,fg‘;,

Jon Ape i ) an Rpr bé Oct Ien Apt A Octiian Apr dia 04 Yan Ape Zid Och Jan At dd Och Ja
8. » ¥ » » ¥ ” ) i

!

dan Ape M8 Og Jun Apt i Ol n Apr s Oct
o o Wy

§ ] t i
Pleaaa ok i sbrupEhBgat in o lbvsl el 5 naivg subpmmants f6 9. o Increaes in Seplarthat 1933} ars 13 reatiit
of giebai sehrissiony sl agpivatons hakd by 2 tugls frn. Changes elbar st thoss wil be expisined separately. -

1000

800
800
700
600
500
400
300

200
100

Percent Apprbved and Not-Approvable
Per Month

Percent of Combined Total (Original Applications)

100 - -

90 MY - - - o i el - Nul-ennmu;pl& _____________________
80 —p - -\ f-- - il A NALAA- s A B
70'7__' _________ RV TR VAV | S OV

(T I R T PR L SR SRS

B T

L s e Approved |

30 f o e - MA- -

20 -« oo Y-\fe F VN oL -
10 AW -- - L
01 S L L L £ o T L L L o i B 0 Lo i e ) g VST e

Jon Mg dd O Jas A Jd Ot Jan Ape fu Ock san ApT b Ok Jen Apt kOt den Apr i Oct dan Apr du Ou ian Ape i Do den dp Jd ol
[ ) | LX) i " 1 (3 [} () { w { “w ! w

Old Counting System

Median ANDA CMC Supplement Review Time
: {Months)

0 - ASLRCARL L AL AL AR RAE M LS A L0 L8 R K Rb L DAV L) L A e TRt T AT A

ANCALL B ORE IAE A S DM AT A 0 OND A0 APIL B URGY A AR JUL Q3D JATE AT AL OS] A AV S, OGE JAN AP AL GG AN APN AR OCT
" } L ] w“ ] w 1 ) 1 " ] ¥ ] " T w .

4Pl G s 1 $al 3yl SIS fon aind. T sreny ANDAAALA BLMSIN puiicy el werd ks sflech 1791 allows R o dhug produrt ke be
application N

. 191 1w OGH Apph Potuy by i Suapavipd of Peisy Ioicked by fiud AIP Unw hay Lyen
Tblrucld Lo vechan b abisa & U ot afias BUL. Howavar, bator ine Al wars i sisct, e pieal I of trw et 40 3PARIE.
Ihe:. lons we (e hit rddog i M 21 Abova chart.

Nole: Global Supplaments Colapsed

R e oy




80

Percent of Original Submissions with Refuse to File Action
By Month of Receipt
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Office Of Generic Drugs ANDAS Approvals.
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SINGLE-DOSE VIAL

" Page: Wednesday, December 0], 1999

1. 40-296 ESTROPIPATE TABLETS, USP DURAMED | 11/1/99
075MG15MG3MG PHARMACEUTICALS, INC.

2. 75316 TICLOPIDINE MYLANPHARMACEUTICALS, 11/2/99

 HYDROCHLORIDE TABLETS INC,
250 MG

3. 75-299 KETOROLAC ' BAXTER PHARMACEUTICAL 11/3/99
TROMETHAMINE = PRODUCTS, INC,

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

4. 75342 BUTORPHANOL TARTRATE ~ MERIDIAN MEDICAL 11/4/99
INJECTION, USP ; TECHNOLOGIES, INC, -
(PRESERVATIVE-FREE) 1 ‘

 MG/ML2MGML (1ML &2
ML VIALS) |
5. 75343 - ALBUTEROL SULFATE STERIPAK LIMITED 11/9/99
INHALATION SOLUTION .
0.083% (BASE); 3 ML UNIT-
DOSE VIALS
6. 74-992 NITROGLYCERIN MYLAN TECHNOLOGIES, INC, 11/12/99
~ TRANSDERMAL SYSTEM 0.6
MGHOUR .
7. 75-073 NITROGLYCERIN MYLAN TECHNOLOGIES, INC. 11/12/99
TRANSDERMAL SYSTEM 0 0.2 | -
MG/HOUR
8. 754075 - NITROGLYCERIN MYLAN TECHNOLOGIES; INC. 11/12/99
TRANSDERMAL SYSTEM 0.4
MG/HOUR
9. 75076 NITROGLYCERIN MYLAN TECHNOLOGIES, INC. 11/12/99
TRANSDERMAL SYSTEM 0.1 '
MG/HOUR
10. 40-312  ESTRADIOL TABLETS, USP  NOVO NORDISK 11/16/99
05MG1MG2MG PHARMACEUTICALS, INC,
X 1. 75383 CYTARABINE INJECTION2 ~ FAULDING ' 11/22/99
G20 ML(I00MGML), . PHARMACEUTICAL CO.




12,
13.
14,
16.

17.

18.

- 75-394

75239

75-240

75-310

75-355

75-431

75-524

. 75<095

- ALBUTEROL SULFATE

INHALATION SOLUTION
0.083% (BASE); 3 ML UNIT
DOSE VIALS -

. LABETALOL .

HYDROCHLORIDE

INJECTION, USP 5 MG/ML (20

MG/4 ML CARPUJIECT)

LABETALOL _
HYDROCHLORIDE

- INJECTION, USP 5 MG/ML

(100 MG/20 ML & 200 MG/40
ML MUL

BUPROPION
HYDROCHLORIDE TABLETS
75 MG 100 MG -

LABETALOL

' HYDROCHLORIDE

INJECTION, USP 5 MG/ML

- (MULTIPLE-DOSE VIAL)

LABETALOL :
HYDROCHLORIDE
INJECTION, USP 5 MG/ML.

- (100 MG/20 ML & 200 MG/40-

ML MDV

LABETALOL
HYDROCHLORIDE

INJECTION, USP 5 MG/ML (20 ‘

MG/4 ML & 40 MG/8 ML

SYRINGE
_ ETHAMBUTOL |

HYDROCHLORIDE TABLETS;
USP 100 MG 400 MG

®

~ MORTON GROVE

PHARMACEUTICALS, INC.

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TEVA PHARMACEUTICALS
USA

APOTHECON, INC.

TAYLOR PHARMACEUTICALS

TAYLOR PHARMACEUTICALS

‘WEST-WARD

PHARMACEUTICAL CORP

11/22/99

11/29/99

11/29/99

- 11/29/99

- 11/29/99

11/29/99

11/29/99

11/30/99




75-421

75-040

st . ey st

1 )
\\vv//

01-Dec-g9

.. MIDAZOLAM ASTRA PHARMACEUTICALS, 11/8/99

HYDROCHLORIDE INJECTION 1.
5MG (BASE)ML; ML ,

SYRINGE)
MIDAZOLAM  BEN VENUE LABORATORIES, 11/23/99
HYDROCHLORIDE INJECTION INC. -
- 1 MG BASE)/ML. (VIALS) 5
MG (BASEVML (VIALS)
- PROPOFOL INJECTABLE ESILEDERLE . 11124/99

EMULSION 10 MG/Mr (1%)
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Office éf Generic Drugs Suppiement Approvals’

Page: 7 Wednesday, December 0, 1999
1. 64-103 DAUNORUBICIN BEDFORD LABORATORIES
S-003 HYDROCHLORIDE FoRr
: ~ INJECTION, USP 5o MG
(BASE)VIAL '

11/19/99




