MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH
OFFICE OF GENERIC DRUGS

DATE: September 8, 2000 ////
-
FROM: Nasser Mahmud ;/?;;szEE:/ 7704/”1
Chief, Regulato upport Branch
Division of Labell g and Program Support

THROUGH: Peter Rickman ‘ !4 f&v,*_ ?ﬂ, ~—
Acting Director,.'1v151o Labeling and Program

Support

SUBJECT: Statistical Report - Month of August, 2000

TO: - See Below

This memorandum represents the Office of Generic Drugs'
statistical report for August, 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. Following the tables,
graphic presentations of selective quantitative data are
provided. These graphs allow comparisons to similar data dating
back to 1992. 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.

Approvals for the month of August include 25 new generic full
approvals and 3 tentative approvals. Of the 28 approvals, 3
applications were approved as first generics. In addition, OGD
approved 3 new strength supplements. Separate lists of the
approvals for the month of August follow the graphic
presentations.
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** 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 applications
suspected of being tainted by fraud. Review status figures reported since this date exclude suspended applications.
As of 31 August 2000, 1 original application and 11 supplements were suspended.
Upon completion of validity assessments, suspended applications may be returned to active pending status.

+ Note: Tentative approvals are counted as approvals subsequently when approved.
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1079 963 1165 1051 1155 1004 992 1020 1059,

Table II

* 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 31 August 2000, 1 original application and 11 supplements were suspended.
Upon completion of validity assessments, suspended applications may be returned to active pending status.
** Supplemental actions between May 1999 and April 2000 had previously been underreported due to an electronic report error.
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—SUPPLEMENTAL ACTIONS-

APPROVALS

APROVABLE
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~REVIEW,STATUS—

SUPPLEMENTS AWAITING
OGD ACTION (TOTAL)

SUPPLEMENTS AWAITING -
CTION (>180 DAYS),

SUPPLEMENTS AWAITING

OGD ACTION (<=180 DAYS) 152 203 137 143 122 130 138 141 183

168)| 149 164 195

* 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 31 August 2000, 1 original application and 11 supplements were suspended.

Upon completion of validity assessments, suspended applications may be returned to actjve pending status.
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Percent of Original Submissions

with Refuse to Receive Action
By Month of Receipt

n n

Y- S S

0 e A A A L4 A2 s LA e aad b s b Mg e g i Ll B
MWMWlMMM&IJ‘h‘O’MDﬂMW“WlmMMMMWMOC(JMMVJUQGMMMD:(JIHM’MO:AJM‘WM
[ i a2 { o t w 1 s ] - | 7 ] t ] ) | w

Status as of September 5,2000, Percentages for recent months may increase due to future RR actions

(Actual counting system)

Median ANDA Review Cycle (Months)
(Original Applications & Major Amendments}

(= R I - -]

F L A0 R R L0 A L A a0 i L A4 L L) LS A0 MAPAL) LS a2 b s ks aaanis sanet LaaaIE SR e
JanApr Jul OctianApr Jul OctlanApr Jul DtJanApr ul OctdsnApr Jul OclianApr Jul OctJanApe Jul OctJanApr Jut OctlanApe Jul OclJanApr Jul
a1 | 2 % i 84 f 95 1 86 i o7 I 98 ] ] | oo

|
~—median

1-[imas comespond o aciudl apphcalions recawved  The new ANDAAADA Submmsion polcy Itra wnni o Blfect 1711 aliows cariain vanalans in 4 dnig pmAuct o
be G360 10 8 single apphalion

2-In Seplember, 1991 Iha OGD stariod implamenialian of the AppicaNon tegrity Pakcy by susenaing review of 3pRiKetoNs sLspected of baing lainfec by Feua AP
U e buan subiraciad Imm review lme abiove (0T he perod alter /81 Hivaver, Dalore e AFP want 0 effect. Iha faviaw of many spprcations suspecled of
CORIAAING FTBUGUMAL B0 were S¥PeNdAd  Thasy AUSPENEIONS Ware Nl reconded In tha MIS and ara nol reflactad n (he above chart

Original ANDAs Pending > 180 Days

Oct Feb Jun Oct Feb Jun Oct Feb Jun Oct Febh Jun Oct Feb Jun Oct Feb Jun Oct Feb Jun Oct Feb Jun
$z2 | 93 { " [ 95 ] 9 | o7 { %8 | 9 | o0

Actval Counting System

ANDA CMC Supplements Pending > 180 Days
300

200 -

150

100

50

Plaare nota Mal BB1U Changas n the level Of DALEIG SuDDRAMNG (9. the increnne i Saplembar 19641 ars the rasult of globat
subrrissions 1o sk appications. huic by s single frm, Changes other thar these will be expisined separalely




Mean and Median ANDA Review Cycle (Months)
(Original Applications & Major Amendments)
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Office Of Generic Drugs ANDAs Approvals
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Friday, September 08, 2000

I.

10.

I1.

12.

75-473

. 75475

. 75-048

. 75-369

. 75-370

75-456

75-458

75-459

. 75472

75-479

75-480

75-482

LEVOBUNOLOL
HYDROCHLORIDE
OPHTHALMIC SOLUTION,
USP 0.25%

LEVOBUNOLOL
HYDROCHLORIDE
OPHTHALMIC SOLUTION,
USP 0.5%

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRI. MALEATE
TABLETS, USP 10 MG 20
MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5
MG

ENALAPRILAT INJECTION
1.25 MG/ML (SYRINGE)

ENALAPRILAT INJECTION
1.25 MG/ML (VIALS)

ENALAPRIL MALEATE
TABLETS USP 10 MG 20
MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

NOVEX PHARMA

NOVEX PHARMA

GENEVA
PHARMACEUTICALS, INC.

KRKA, d.d., NOVO MESTO

KRKA, d.d., NOVO MESTO

ABBOTT LABORATORIES

ABBOTT LABORATORIES

LEK PHARMACEUTICAL AND

CHEMICAL CO. d.d.

GENPHARM INC.

TEVA PHARMACEUTICALS,
USA

MYLAN PHARMACEUTICALS,

INC.

ZENITH GOLDLINE
PHARMACEUTICALS, INC.

8/3/00

8/3/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00
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14.

15.

16.

17.

13.

19.

20.

21.

22.

23.

24,

25.

75-483

75-496

75-501

75-556

75-571

75-578

75-583

75-621

75-634

75-6006

75-220

75-734

75-792

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRIL MALEATE
TABLETS, USP2.5 MG 5
MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRILAT INJECTION
1.25 MG/ML (VIALS)

ENALAPRILAT INJECTION
1.25 MG/ML (VIALS)

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

ENALAPRILAT INJECTION
1.25 MG/ML (VIALS)

NORTRIPTYLINE
HYDROCHLORIDE ORAL
SOLUTION. USP 10 MG
(BASE)ML

DESMOPRESSIN ACETATE
INJECTION 4 mcg/mL

HYDROXYUREA TABLETS 1
G

PROPRANOLOL
HYDROCHILORIDE
INJECTION, USP 1 MG/ML

WOCKHARDT AMERICAS,
INC.

LEK PHARMACEUTICAL AND
CHEMICAL CO. dd.

CHELSEA LABORATORIES,
INC.

RANBAXY LABORATORIES
LIMITED

FAULDING
PHARMACEUTICAL CO.

GENSIA SICOR
PHARMACEUTICALS, INC.

APOTHECON, INC.

EON LABS
MANUFACTURING, INC.

BEDFORD LABORATORIES

PHARMACEUTICAL
ASSOCIATES, INC.

ABBOTT LABORATORIES

BARR LABORATORIES, INC.

BEDFORD LABORATORIES

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/22/00

8/23/00

8/28/00

8/29/00

8/29/00



Office of Generic Drugs ANDAs Tentative Approvals

Page: ! 08-Sep-00

1. 75-572 BUSPIRONE KV PHARMACEUTICAL CO.

HYDROCHLORIDE TABLETS,
USP 5 MG 10 MG 15 MG

2. 75-722 LORATADINE TABLETS 10 TEVA PHARMACEUTICALS
MG USA
3. 75-184 PACLITAXEL INJECTION 6 BAKER NORTON

MG/ML PHARMACEUTICALS, INC.

8/4/00

8/22/00

8/28/00



Office of Generic Drugs Approved Drugs Log - First Time Generic

ANDA No  Established Name/Dosage Form and Stregnth Applicant SUB Date TA Date AP Date

75-722 LORATADINE TABLETS 10 MG TEVA PHARMACEUTICALS USA 10/14/29 8/22/00

75-184 PACLITAXEL INJECTION 6 MG/ML BAKER NORTON PHARMACEUTICALS 8/8/97 8/28/00

74-726 POTASSIUM CHLORIDE EXTENDED-RELEASE UPSHER-SMITH LABORATORIES, INC. 8/5/99 8/9/00
TABLETS, USP 10 MEQ

75-606 NORTRIPTYLINE HYDROCHLORIDE ORAL PHARMACEUTICAL ASSOCIATES, INC 3/23/9 8/23/00
SOLUTION, USP 10 MG (BASE)/ML

75-734 11/12/99 8/29/00

HYDROXYUREA TABLETS 1 G BARR LABORATORIES, INC.

Friday, September 08, 2000

Page 1 of 1



Office Of Generic Drugs Supplement Approvals

Page: ! Friday, September 08, 2000
1. 75-155 ISOSORBIDE MONONITRATE  KREMERS URBAN 8/4/00
S-010 EXTENDED-RELEASE

TABLETS 120 MG

2. 40-094 HYDROCODONE WATSON LABORATORIES, 8/8/00
S5-008 BITARTRATE AND INC.
ACETAMINOPHEN TABLETS,
USP 10 MG/660 MG
3. 74-726 POTASSIUM CHLORIDE UPSHER-SMITH 8/9/00
S-001 EXTENDED-RELEASE LABORATORIES. INC.

TABLETS, USP 10 MEQ



