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1.1

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS

19TH EDITION

CUMULATIVE SUPPLEMENT 12
DECEMBER 1999

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement is one of a series of monthly updates to the Approved Drug Products with
Therapeutic Equivalence Evaluations, 19th Edition (the List). The List is composed of four parts:
approved prescription drug products with therapeutic equivalence evaluations, over-the-counter (OTC)
drug products that require approved applications asa condition of marketing, drug products with
approval under Section 505 of the Act administered by the Center for Biologics Evaluation and
Research and products that have never been marketed, have been discontinued from marketing or that
have had their approvals withdrawn for other than safety or efficacy reasons.

The Cumulative Supplement provides, among other things, information on newly approved drugs and, if
necessary, revised therapeutic equivalence evaluations and updated patent and exclusivity data. The
Addendum contains appropriate drug patent and exclusivity information required of the Agency by the
"Drug Price Competition and Patent Term Restoration Act of 1984" for the Prescription, OTC, and
Drug Products with Approval under Section 505 of the Act Administered by the Center for Biologics
Evaluation and Research Lists.

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient name. For those
products with multiple active ingredients, only the first active ingredient (in alphabetical sort) will
appear. In addition, the trade name will be displayed to the right of the active ingredient name for each
product. Also shown is the application number and product number (FDA's internal file number) for
reference purposes. All patents with their expiration dates are displayed for each application number.
Use patents are indicated with the symbol "U" followed by a number representing a specific use. Patent
and Exclusivity information for a specific drug is indicated by an abbreviation followed by the date
upon which the patent and/or exclusivity expires. Refer to the Patent and Exclusivity Terms section
in the Patent and Exclusivity Information Addendum for an explanation of all codes and abbreviations.
Information regarding drug patents and exclusivity for an approved product will appear in this
addendum as it is received and may not correspond with the month the drug product is approved and
published in the Rx/OTC sections of the Cumulative Supplement.

i
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Because all parts of the publication are subject to changes, additions, or deletions, the List must be used
in conjunction with the most current Cumulative Supplement. Users may wish to place an asterisk (*)
to the left of the ingredient(s) in the List to indicate that changes to that entry appear in the Cumulative
Supplement.

Drug product information is provided in each Cumulative Supplement for completeness to assist in
locating the proper place in the List for the revision. [Strength(s) which already exist in the List will not
be repeated for context. ]

The presence of any therapeutic equivalence code indicates that the drug product is multisource; the
deletion of a therapeutic equivalence code indicates that the drug product has become single source. (An
infrequent exception exists when a therapeutic equivalence code is revised. In that case the deletion of
the therapeutic equivalence code is followed immediately by the addition of the revised one.)

New additions to the Prescription Drug Product List, OTC Drug Product List, and the Patent and
Exclusivity Data are indicated by the symbol >ADD> to the left of the line on which new information
exists. The >ADD=> symbol is then dropped in subsequent Cumulative Supplements for that item.

New deletions to the Prescription Drug Product List and OTC Drug Product List are indicated by the
symbol >DLT> (DELETE) to the left of the line. The >DLT> symbol is dropped in subsequent
Cumulative Supplements for that item. The shaded print remains in the Prescription Drug Product List
and OTC Drug Product Lists in all Cumulative Supplements (hard copy only) for this edition.

Products that have never been marketed, have been discontinued from marketing or that have had their
approvals withdrawn for other than safety or efficacy reasons, will be flagged in this Cumulative
Supplement with the "@" symbol to designate their non-marketed status. All products having a "@"
symbol in the 12th Cumulative Supplement of the 19th Edition List will then be added to the

"Discontinued Drug Product List" appearing in the 20th Edition.

APPLICANT NAME CHANGES

It is not practical to identify in the Cumulative Supplement each and every product involved when an
applicant transfers its entire line of approved drug products to another applicant, or when an
applicant changes its name. Therefore, the cumulation of these transfers and name changes will be
identified in this section only. Where only partial lines of approved products are transferred between
applicants, each approved product involved will appear as an applicant name change entry in the
Cumulative Supplement.




It is also not practical to identify each and every product involved when an applicant name is changed
to meet internal publication standards (e.g., MSD or Zenith [Former Abbreviated Names] are
changed. respectively, to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When
this occurs, each product involved (either currently in the Cumulative Supplement or in the following
year's edition) will reflect the new abbreviated name. Consequently, it will not appear as an applicant
name change entry in the Cumulative Supplement nor will the cumulation of these name changes
appear in this section

APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAME
(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)
ASTRA PHARMACEUTICALS LP ASTRA ZENECA LP
(ASTRA PHARMS) (ASTRA ZENECA)
PENEDERM INC BERTEK PHARMACEUTICALS
(PENEDERM}) (BERTEK PHARMS)
SANOFI PHARMACEUTICALS INC SANOFI SYNTHELABO INC
(SANOFT) (SANOFI SYNTHELABO)

1.3 DICLOFENAC SODIUM OPHTHALMIC SOLUTION 0.1%

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS), (1) Ciba’s NDA
20-037 for Voltaren and (2) Falcon Pharms’ (Alcon) NDA 20-809 for DSOS. Alcon was required to do a
study comparing their DSOS to Voltaren and to a placebo control in post cataract surgical inflammation.
This study was necessary to demonstrate that the different formulation of the Alcon drug product did not
affect the safety and/or effectiveness of the proposed drug product for this indication. Prior to the approval
of Alcon’s DSOS Ciba did clinical studies and was approved for two additional indications for the temporary
relief of pain and photophobia in patients undergoing corneal refractive surgery. Three years of Waxman-
Hatch marketing exclusivity was granted to Ciba for these two new uses.

Since the treatment of pain has a different site of action than the anti-inflammatory or photophobia
indications the Agency did not have information to support a recommendation that the Alcon and Ciba DSOS
are therapeutically equivalent for the treatment of pain. The designation of therapeutic equivalence at this
time applies only to the anti-inflammatory indication. The therapeutic equivalence designation will apply to
the photophobia indication upon expiration of Ciba’s marketing exclusivity.




1.4 AVAILABILITY OF THE EDITION

Ihe 19th Edition of the Orange Book and its monthly cumulative supplements are available by subscription from
the Government Printing Office:
Superintendent of Documents
Government Printing Office
P.O. Box 371954
Pittsburgh. PA 15250-7954

I'he telephone number to charge your subscription is 202-512-1800. The cost is $90.00 annually.

The Approved Drug Products with Therapeutic Equivalence Evaluation (Orange Book) and related drug
information is also available on the Internet at the Food and Drug Administration, Center for Drug Evaluation and
Research, Drug Info page.

I'here is an Electronic Orange Book Query (EOB) at http://www.fda.gov/cder/ob. The Query provides searching of
the approved drug list by active ingredient, proprietary name. applicant holder or applicant number. Product
search categories are: prescription. over-the-counter, discontinued drugs. There are links to patent and exclusivity
information that may be applicable to each product. The data is updated concurrently with the publication of the
annual edition or monthly cumulative supplements.

he Internet version of the hard copy Orange Book annual edition is at
http://www.fda.gov/cder/orange/adp.htm.

The Internet version of the hard copy monthly supplement is at
http://www.fda.gov/cder/orange/supplement/cspreface.htm. Changes to the annual edition are listed separately by
month.

I'here are ASCII text files of the Orange Book drug product data at
http://www.fda.gov/eder/orange/obreadme.htm. The drug product text files are zipped into zipobtxt.exe. The files
are updated concurrently with the publication of the annual edition or monthly cumulative supplements.

Appendix A and Appendix B are updated quarterly.

The 19th annual edition of the 1998 Orange Book Patent and Exclusivity List is at
http://www fda.gov/cder/orange/19bookpub. pdf.

lhe current year Patent and Exclusivity cumulative supplement list that denotes the current month additions is at
http://www.fda.gov/cder/orange/supplement/patents.pdf.

The current listing of the Orphan Product Designations and Approvals is available at
http://www.fda.gov/orphan/designat/list.htm.
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This data is provided to the Division of Data Management and Services from
the Office of Orphan Products Development and it is not edited prior to

publication.

Orphan Product Designations and Approvals List

Name
Generic Name
TN=Trade Name

December 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

111Indium
pentetreotide

TN= SomatoTher

166Ho -DOTMP

506U78

N

6 -hydroxymethyla

cylfulvene

TN=
6-hydroxymethyla
cylfulvene

TN=

Treatment of somatostatin
receptor positive neuroendocrine
tumors.

Treatment of multiple myeloma.

Treatment of chronic lymphocytic
leukemia.

Treatment of histologically

confir advanced or metastatic

pancreatc

cancer.

Treatment of ovarian cancer.

Louisiana State
University Medical
Center Foundation

1600 Canal St.

10th Floor

New Orleans, LA 70112
DD=06/10,/1999

NeoRx Corporatiocn
410 W. Harrison
Seattle, WA 98B119
DD=02/10/19989

Glaxo Wellcome, Inc.
Five Moore Dr.

P.O. Box 1339B

Durham, NC 27709
DD=09/02/1999

MGI Pharma, Inc.

6300 West 0ld shakoppe
Rd.

Suite 110

Bloomington, MN 55438
DD=04,/06,/1999

MGI Pharma, Inc.

6300 West 0ld Shakoppe
Rd.

Suite 110

Bloomington, MN 55438
DD=07/06/1999
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Name
Generic Name
TN=Trade Name

December 1999

Indication Designated

Orphan Product Designations and Approvals List

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Amifostine
TN= Ethyol

Antihemophilic
factor/von
Willebrand
factor complex
(human), dried,
pasteurized
TN= Humate-P

Artesunate
TN=

Atovaquone
TN= Mepron

Treatment of myelodysplastic
syndromes.

Treatment and prevention of
bleeding in hemophilia A
(classical hemophilia) in adult
patients; and treatment of
spontaneous and trauma-induced
bleeding episodes in severe von
Willebrand disease, and in mild
and moderate von Willebrand
disease where use of
desmopressin is known or
suspected to be inadequate in
adult and pediatric patients.

Treatment of malaria.

Prevention of Pneumocystis
carinii pneumonia (PCP) in
high-risk, HIV-infected patients
defined by a history of one or
more episodes of PCP and/or a
peripheral CD4+ (T4
helper/inducer) lymphocyte count
less than or equal to 200/mm3.

US Bioscience, Inc.
One Tower Bridge

100 Front St., Suite
400

West Conshohocken, PA
19428

DD=10/04/1999

Centeon Pharma GmbH
Emil-von-Behring-Stras
se 76

35041 Marburg

Germany, DE
DD=10/16/1992
MA=04/01/1999

World Health
Organisation

Special Programme for
Research and Training
in Tropical Diseases
Via Appia , Geneva 27
Switzerland, CH
DD=07/19/1999

Glaxo Wellcome
Research and
Development

5 Moore Drive

PO Box 13398
Research Triangle
Park, NC 27709
DD=08/14/1991
MA=01/05/1999




Name
Generic Name
TN=Trade Name

Indication Designated

Orphan Product Designations and Approvals List
December 1999

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Autologous
DNP-conjugated
tumor wvaccine
TN= M-Vax

Azathioprine
TN= Imuran

Beraprost
TN=

Bexarotene
TN= Targretin

Bleomycin
TN= Blenoxane

Botulinum toxin

type A
TN= Dysport

For adjuvant therapy in melanoma
patients with surgically
resectable lymph node metastasis
(Stage III and limited Stage IV
disease) .

Treatment of oral manifestations
of graft-versus-host disease.

Treatment of pulmonary arterial
hypertension associated with any
New York Heart Association
classification (Class I, II,
TIT, o IV) :

Treatment of cutaneous
manifestations of cutaneous
T-cell lymphoma in patients who
are refractory to at least one
prior systemic therapy.

Treatment of pancreatic cancer.

Treatment of dynamic muscle
contractures in pediatric
cerebral palsy patients.

Avax Technologies,
Inc.

4520 Main St.
Suite 930
Kansas City, MO
DD=02/23/1999

64111

Oral Solutions, Inc.
787 Seventh Ave., 48th
Floor

New York, NY
DD=09/14/1999

10019

United Therapeutics
Corporation

68 T.W. Alexander
Drive, PO Box 14186
Research Triangle
Park, NC 27709
DD=04/29/1599

Ligand
Pharmaceuticals, Inc.
10275 Science Center
Dr.

San Diego, CA 92121
DD=06/18/1999
MA=12/29/1999

Genetronics, Inc.
11198 Sorrento Valley
Rd.

San Diego, CA
DD=02/09/1999

52121

Ipsen Limited

1 Bath Rd., Maidenhead
Berkshire SL6 4UH
England, GB
DD=10/20/1999
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Name
Generic Name

TN=Trade Name Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Busulfan As preparative therapy in the

TN= Busulfex treatment of malignanc

CT-2584 mesylate

TN =
LiN=

CT-2584 mesylate Treatment of malignant

Coagulation
factoz VIIa
(recombinant)

TN= NovoSe

Cytarabine Treatment of neoplastic
liposomal meningitis

TN= DepoCyt

Minnetonka, MN 55205

DD=07/28/19¢

“

2,/04/1999

Cell Therapeutics,

Novo Nord

Pharmaceut Inc
ntex

Sulite

Princeton, NJ B54

DD=06/06/1988

MA 3 25/1995

DepoT: ration

10450 Sci




Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

December 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Decitabine

N —

N=

Decitabine
THN=

Eplrubicin

1

TN= Ellence

ipoprostenol

TN= Flolan

Treatment of

of

Treatment of patients

T e, £
ITreatment B
Treatment of
Treatment i

chronic myelogenous

T-cell lymphoma whose

the CD25

I
P

m

harmachemie

Swensweg 5

2031 GA Haarlem
The Netherlands, NL
DD=03/08/1999

Seragen, Inc.
57 South Street

Hopkinton, MA 01748

D=08/21/1996

MA=02/05/1999

ompany

D634-298-113
7000 Portage Rd.
Kalamazoo, MI 49001

DD ) € 3190
JD) =\ 3 /14 1 +

MA=09/15/19

Glaxo Wellcome Inc.
Five Moore Dz

P 3ox 13398
Research Triangle
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December 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Etanercept
TN= Enbrel

dalsease
3

Treatme

TN= Enbrel

Etanercept
Exemestane
|

TN= Aromasin cancer

~ A 1313 S F
Gemtuzumab

TN=

granulo

Treatment of

Treatment of

‘ ‘ zogamicin myeloid leukemia.

signs and symptoms

) severely

act

juvenile
is in

dequate

L® oIe or more

modifying anti

nt o wWegener

matoslis.

advanced bre:

usa.dl

in postmenop

whose disease has progressec

t n therapy
1t 1 4 B T itive acut

patients

rheumatic

Immunex Corx poracion
51 University St
le, WA 98101
27/1998
MA=05/27/19
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Generic Name

Orphan Product Designations and Approvals List

December 1999

Indication Designated
2

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

TN=Trade Name

Guanfacine




Orphan

Name
Generic Name
TN=Trade Name

December 1999

Indication Designated

Product Designations and Approvals List

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Japanese
encephalitis
vaccine (live,
attenuated)

TN=

~5=-hvdroxvtry

ophan

™
LIN=

tamyl-L-try

Lactic acid

TN= Aphthaid

o L L
Levocarnitine

TN= Carnitor

Lidocaine patch

TN= Lidoderm

Patch

¢ T £ 4 - rabhuArab
i tme c e 1 h i

deficiency.

Treatment of AIDS-related
Kaposi's sarcoma.

reatment of severe aphthous
stomatitis in severely,
terminally immunocompromised

patients.

Treatment of mani

Sarnitine de

£
with end stage renal diseasc

require dialysis.

For relief of allodynia (painful
hypersensitivity), and chronic

pain in post-herpetic neuralgia.

Boran Pharmaceutic

3F, Koryo Academyte

Ahyun-Dong, Mapo-Gu,
Seoul 121-010

south Korea, KR
D /19/

999

Ing.

3111 Bonnie Circle

Cytran Incorporated
10230 N.E. Points Dr.

Frontier
Pharmaceutical, Inc.
SUNY Farmingdale
Conklin Hall
Farmingdale, NY 11735
DD=06/29/1999

Sigma-Tau
Pharmaceut

Avenue, Suit
Gaithersburg, MD
20877
DD=09/06/1988

MA=12,/15/1999

Hind Health Care, Inc.
3707

Williams R4d.,

Suite 101

Jose, CA 95117




Orphan Product Designations and Approvals List
December 1999

Name Sponsor & Address
Generic Name DD= Date Designated
TN=Trade Name Indication Designated MA=Marketing Approval
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Orphan Product Designations and Approvals List

Name
Generic Name
TN=Trade Name

December 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

N-acetylgalactos
amine-4-sulfatas
e, recombinant
human

TN=

Nitric oxide
TN= INOmax

Parovirus B19
(recombinant VP1
and VP2;
S.frugiperda
cells) wvaccine
TN= MEDI-491
Peginterferon
alfa-2a

TN= PEGASYS

Pegylated
arginine
deiminase
TN= Hepacid

Pegylated
arginine
deiminase

TN= Melanocid

Treatment

of

mucopolysaccharidosis Type VI
(Maroteaux-Lamy syndrome) .

Treatment

of persistent

pulmonary hypertension in the

nnewborn.

Prevention of transient aplastic

crisis in

patients with sickle

cell anemia.

Treatment
leukemia.

Treatment

carcinoma.

Treatment
melanoma.

of chronic myelogenous

of hepatocellular

of invasive malignant

BioMarin
Pharmaceutical, Inc.
11 Pimental Court
Novato, CA 94949
DD=02/17/1999

INO Therapeutics, Inc.
54 0ld Highway 22
Clinton, NJ 08809
DD=06/22/1993
MA=12/23/1999

MedImmune, Inc.

35 West Watkins Mill
Rd.

Gaithersburg, MD
20878

DD=05/07/1999

Hoffman-La Roche Inc.
340 Kingsland st.
Nutley, NJ 07110
DD=09/30/1999

Phoenix
Pharmacologics, Inc.
115 John Robert Thomas
Dr.

Exton, PA 19341
DD=03/26/1999

Phoenix
Pharmacologics, Inc.
115 John Robert Thomas
Dr.

Exton, PA 19341
DD=04/12/1999
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Generic Name
TN=Trade Name

December 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Pentostatin
TN= Nipent

Polyethylene
glycol-modified
uricase

TN= Zurase

Recombinant
human
Cl-esterase
inhibitor
TN=

Recombinant
human
Cl-esterase
inhibitor
TN=

Recombinant
human
insulin-like
growth
factor-I/insulin
-like growth
factor binding
protein-3

TN=

Recombinant
human
keratinocyte
growth factor
TN=

Treatment of peripheral T-cell
lymphomas.

Prophylaxis of hyperuricemia in
cancer patients prone to develop
tumor lysis syndrome during
chemotherapy.

Prophylactic treatment of
angiocedema caused by hereditary
or acquired Cl-esterase
inhibitor deficiency.

Treatment of (acute attacks of)
angioedema caused by hereditary
or acquired Cl-esterase
inhibitor deficiency.

Treatment of major burns that
require hospitalization.

Reducing the incidence and
severity of radiation-induced
Xerostomia.

SuperGen, Inc.
Two Annabel Lane,
Suite 220

San Ramon, CA
DD=11/24/1999

94583

Phoenix
Pharmacologics, Inc.
115 John Robert Thomas
Dr.

Exton, PA 19341
DD=09/14/1999

Pharming N.V.
Cipalstreet 3
B-2440 Geel
Belgium, BE
DD=02/23/199%9

Pharming N.V.
Cipalstreet 3
B-2440 Geel
Belgium, BE
DD=02/23/1999

Celtrix
Pharmaceuticals, Inc.
3055 Patrick Henry Dr.
Santa Clara, CA 95054
DD=06/15/1999

Amgen Inc.

One Amgen Center Dr.
Thousand Oaks, CA
91320

DD=12/20/1299




Orphan Product Designations and Approvals List
December 1999

Name Sponsor & Address
Generic Name DD= Date Designated

TN=Trade Name Indication Designated MA=Marketing Approval

Treatment of HIV-associated Genentech, Inc.
sensory neuropathy. 1 DNA Way

Recombinant
human nerve

growth factor South San Francisco,

TN=

Recombinant
humanized MADb
5¢8

Prevention of rejection of solid
organ transplants.

CA 94080

DD=04/16/1999

Biogen, Inc.

14 Cambridge Center

Cambridge, MA

TN= DD=03/22/1999
Recombinant Prevention of rejection of Biogen, Inc.
humanized MAb pancreatic islet cell 14 Cambridge Center
5c8 transplants. Cambridge, MA 02142
TN= DD=03/22/1999

Rifalazil Treatment of pulmonary PathoGenesis

TN= tuberculosis.

Corporation

=

201 Elliott

SCH 58500 Treatment of primary ovarian

TN= cancer. 2000 Galloping Hill
Rd.
Kenilworth, NJ 33
DD=04,/12/1999

Silver Prevention of mortality in (USA)

—

sulfadiazine and

burned patients. 1690 Russell Road
cerium nitrate PO Box 1766
TN= Flammacerium

Paoli, PA 19301
DD=11,/17/1999




Orphan Product Designations and Approvals List
December 1999

| Name Sponsor & Address
Generic Name D D= Date Designated
I'N=Trade Name Indication Designated MA=Marketing Approval
i E i 11T 1
i1I1 1
| A I 1€ - |
. 3 1 3
X I i | |
{= not X




Orphan Product Designations and Approvals List
December 1999

Name Sponsor & Address
Generic Name DD= Date Designated
TN=Trade Name Indication Designated MA=Marketing Approval

Synthetic human Fc
secretin gas

TN= Zolli

DD=Ub / Lt !
S = £ =
rine g re
1905
D 1 199
1 Fou 1 btaining ama 2lan, 1
& o re - 11 + M 1 ¥ 7
=CIret pancr AL 1C ! I 4 all
1 aY Y
l -3 i Pr

;
(= ~yvar o | t
18] f 18 )
Temoporfin Palliative treatment of Scotia Pharmaceuticals
1 urrent refractor 2cond td
1 + — - 1
1 Cell rcl otla I 1se, astle
1d neck n pat Bus ess Park
a1 itl Stirling
11 0L ¢ 1P . t and K9 4’ )
1 10/28 1999
T 1omi T tment c recurrent ma ] *hering-Plough
TN= Temodar glioma F h nstic
A
I lworth, N 703
10 3 198
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December 1999

Name Sponsor & Address
Generic Name DD= Date Designated
TN=Trade Name Indication Designated MA=Marketing Approval
Yttrium-90 Treatment of ovarian carcinoma. Immunomedics, Inc.
radiolabeled 300 American Rd.
humanized Morris Plains, NJ
monoclonal 07950

anti-carcinoembr
oyonic antigen
IgG antibody

TN= Cea-Cide

pVGI.1l (VEGF2) Treatment of thromboangiitis
TN= cbliterans.

DD=08/03/1999

Vascular Genetics,

Ine.

200 Westpark Corporate
Center

4364 South Alston Ave.
Durham, NC 27713
DD=11/09/1999




DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY ONLY
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NO DECEMBER 1999 ADDITIONS




PATENT AND EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE PATENT AND EXCLUSIVITY COLUMNS, ABBREVIATIONS AND REFERENCES HAVE BEEN
DEVELOPED. PLEASE REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALL ATIONS
19TH EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW
INDICATIONS AND PATENT USE CODES). THE CUMULATIVE SUPPLEMENT WILL LIST NEW CODES ADDED SINCE THE LASTI
ANNUAL EDITION

ABBREVIATIONS

NP* NEW PRODUCT ( MINT FLAVORED)

D-50
D-51
D-52

D-53

1-250

TR
o~ h h
& <

-261

-262

- :{P‘;

-264

-265
-266

REFERENCES
NEW DOSING SCHEDULE

INFORMATION FOR USE OF CORVERT IN POST-CARDIAC SURGERY PATIENTS

TO BE DEFINED IN SUPPLEMENT
ALTERNATE DOSING REGIMEN OF 1250MG TWICE DAILY

USE IN PEDIATRIC PATIENTS FROM 1 MONTH TO 16 YEARS OF AGE

NEW INDICATION

PRIMARY PREVENTION OF CORONARY HEART DISEASE IN PATIENTS WITHOUT SYMPTOMATI(
CARDIOVASCULAR DISEASE WHO HAVE AVERAGE TO MODERATELY ELEVATED TOTAL-C AND
LDL-C AND BELOW AVERAGE HDL-(

TREATMENT OF GENERALIZED ANXIETY DISORDER

NEW COMBINATION USE OF PRECOSE FOR PATIENTS WITH TYPE 2 DIABETES TREATED WITH DIET
PLUS METFORMIN

COMBINATION USE OF PRECOSE FOR PATIENTS WITH TYPE 2 DIABETES TREATED WITH DIET PLUS
INSULIN

PREVENTION OF POSTMENOPAUSAL OSTEOPOROSIS (LOSS OF BONE MASS)

PREVENTION OF PNEUMOCYSTIS CARINII PNEUMONIA (PCP)

USE IN TREATMENT OF SMALL CELL LUNG CANCER SENSITIVE DISEASE AFTER FAILURE OF FIRST-
LINE CHEMOTHERAPY

TREATMENT OF CHRONIC HEPATITIS B ASSOCIATED WITH EVIDENCE OF HEPATITIS B VIRAL
REPLICATION AND ACTIVE LIVER INFLAMMATION

FOR PERENNIAL NONALLERGIC RHINITIS FOR AGES FOUR AND ABOVE

PROPHYLAXIS OF DEEP VEIN THROMBOSIS (DVT), WHICH MAY LEAD TO PULMONARY EMBOLISM,
IN PATIENTS UNDERGOING HIP REPLACEMENT SURGERY

EXPANDED PEDIATRIC USE IN CHILDREN YOUNGER THAN ONE MONTH OF AGE TO BIRTH (WITH A
GESTATIONAL AGE OF 37 WEEKS OR GREATER)

TREATMENT OF SOCIAL ANXIETY DISORDER

TREATMENT OR PREVENTION OF BRONCHOSPASM WITH REVERSIBLE OBSTRUCTIVE AIRWAY
DISEASE AND FOR THE PREVENTION OF EXERCISE INDUCED BRONCHOSPASM IN CHILDREN
AGES 4-12

TREATMENT OF UNSTABLE ANGINA AND NON-Q-WAVE MYOCARDIAL INFARCTION FOR THE

PREVENTION OF ISCHEMIC COMPLICATIONS IN PATIENTS ON CONCURRENT ASPIRIN THERAPY

PREVENTION OF NAUSEA AND VOMITING ASSOCIATED WITH RADIATION, INCLUDING TOTAL BODY
IRRADIATION (TBI) AND FRACTIONATED ABDOMINAL RADIATION

TREATMENT OF ATOPIC DERMATITIS IN PEDIATRIC PATIENTS 6 YEARS AND OLDER

USE OF TOPAMAX AS ADJUNCTIVE THERAPY IN PEDIATRIC PATIENTS AGES 2-16 YEARS WITH
PARTIAL ONSET SEIZURES




[
- e

1-276

o
278
279

280

——

-181

1-282

-184

1-285

]
W Lh

PATENT AND EXCLUSIVITY TERMS

USE IN PEDIATRIC PATIENTS 3 MONTHS OLD AND OLDER-FOR CORTICOSTEROID-RESPONSIVE
DERMATOSES

PROPHYLAXIS AND CHRONIC TREATMENT OF ASTHMA IN PATIENTS 7-11 YEARS OF AGE

PREVENTION OF NAUSEA AND VOMITING ASSOCIATED WITH HIGHLY EMETOGENIC CANCER
CHEMOTHERAPY, INCLUDING CISPLATIN

ADJUVANT TREATMENT OF NODE-FOSITIVE BREAST CANCER ADMINISTERED SEQUENTIALLY TO
STANDARD DOXORUBICIN-CONTAINING COMBINATION CHEMOTHERAPY

TREATMENT OF OSTEOPOROSIS IN POSTMENOPAUSAL WOMEN

TREATMENT OF GLUCOCORTICOID-INDUCED OSTEOPOROSIS IN MEN AND WOMEN RECEIVING
GLUCOCORTICOIDS IN A DAILY DOSE EQUIVALENT TO 7.5MG OR GREATER OF PREDNISONE AND
WHO HAVE LOW BONE MINERAL DENSITY

ADJUNCT TO DIET TO INCREASE HDL-C IN PATIENTS WITH PRIMARY HYPERCHOLESTEROLEMIA
(HETEROZYGOUS FAMILIAL AND NONFAMILIAL) AND MIXED DYSLIPIDEMIA (FREDERICKSON
IT'YPES IIA AND 1IB)

L'SE OF TOPAMAX AS ADJUNCTIVE THERAPY IN THE TREATMENT OF PRIMARY GENERALIZED
FTONIC-CLONIC SEIZURES

LSE IN COMBINATION WITH METFORMIN AND SULFONYLUREAS IN PATIENTS WITH TYPE 2
DIABETES

USE OF REZULIN IN COMBINATION WITH METFORMIN AND SULFONYLUREAS IN PATIENTS WITH
I'YPE 2 DIABETES

TREATMENT OF TYPE I HYPERLIPOPROTEINEMIA

TREATMENT OF PATIENTS WITH ISOLATED HYPERTRIGLYCERIDEMIA (FREDERICKSON TYPE 1V)

IREATMENT OF POST-TRAUMATIC STRESS DISORDER

LUSE OF CARNITOR INJECTION FOR THE PREVENTION AND TREATMENT OF CARNITINE DEFICIENCY
IN PATIENTS WITH END STAGE RENAL DISEASE WHO ARE UNDERGOING DIALYSIS

INCREASING HDL-C IN PATIENTS WITH PRIMARY HYPERCHOLESTEROLEMIA (HETEROZYGOUS
FAMILIAL AND NON-FAMILIAL) AND MIXED DYSLIPIDEMIA (FREDERICKSON TYPES Ila and Iib)

TREATMENT OF PATIENTS WITH LOCALLY ADVANCED OR METASTATIC NON-SMALL CELL LUNG
CANCER AFTER FAILURE OF PRIOR PLATINUM-BASED CHEMOTHERAPY

'O BE DEFINED IN SUPPLEMENT

IO REDUCE THE NUMBER OF ADENOMATOUS COLORECTAL POLYPS IN FAMILIAL ADENOMATOUS
POLYPOSIS PATIENTS AS AND ADJUNCT TO USUAL CARE

TREATMENT OF NASAL SYMPTOMS OF SEASONAL AND PERENNIAL RHINITIS IN ADULTS AND
CHILDREN 3 YEARS OF AGE AND OLDER

FRENCES

MISCELLANEOUS EXCLUSIVITY CODES

INFORMATION REGARDING SUPERIORITY CLAIM OVER RANITIDINE FOR DAY AND NIGH'
HEARTBURN ADDED TO CLINICAL STUDIES SECTION

USE OF AGGRASTAT IN COMBINATION WITH HEPARIN

IMPROVED WAKEFULNESS IN PATIENTS WITH EXCESSIVE DAYTIME SLEEPINESS ASSOCIATED

WITH NARCOLEPSY

FTREATMENT OF HIV INFECITON IN COMBINATION WITH ONE OR MORE ADDITIONAL HIV |
ANTIVIRAL AGENTS

TREATMENT OF HIV INFECTION

TREATMENT OF NEURODEGENERATIVE DISEASES
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1-294
U-295
U-296

U-297

-298

-209
-300

L-301

]
PATENT AND EXCLUSIVITY TERMS
PATENT USE CODE

TREATMENT OF ANDROGENIC ALOPECIA BY ORAL ADMINISTRATION OF DRUG SUBSTANCE
REDUCTION OF INTRAOCULAR PRESSURE IN PATIENTS WITH OPEN ANGLE GLAUCOMA AND
OCULAR HYPERTENSION WHO ARE INTOLERANT OF OTHER 10P LOWERING MEDICATIONS OR
INSUFFICIENTLY RESPONSIVE TO ANOTHER 1I0P LOWERING MEDICATION
IREATING BENIGN PROSTATIC HYPERPLASIA WITH A GENUS OF COMPOUNDS, INCLUDING
FINASTERIDE
FTREATING BENIGN PROSTATIC HYPERTROPHY WITH FINASTERIDE
METHOD OF TREATING A MALIGNANT CONDITION THROUGH INTRAVASCULAR ADMINISTRATION
OF BUSULFAN. METHOD FOR TREATING LEUKEMIA OR LYMPHOMA IN A PATIENT UNDERGOING A
BONE MARROW TRANSPLANT THROUGH INTRAVENOUS ADMINISTRATION OF BUSULFAN,
METHOD OF TREATING A MALIGNANT DISEASE THROUGH PARENTERAL ADMINISTRATION OF
BUSULFAN. METHOD FOR TREATING A PATIENT UNDERGOING A BONE MARROW TRANSPLANT
THROUGH INTRAVASCULAR ADMINISTRATION OF BUSULFAN.
LISE AS A LAXATIVE
OSTEOARTHRITIS
METHOD FOR PREVENTING HEARTBURN
ACROMEGALY
EXCESS GH-SECRETION OR GASTRO-INTESTINAL DISORDERS
METHOD FOR IMPROVING THE TIME FOR ADMINISTRATION OR THE TIME BETWEEN CHANGES OF
GIVING SETS FOR THE DRUG PRODUCT
METHOD OF TREATING TUMORS
METHOD OF TREATING CARCINOMA
CUTANEOUS T-CELL LYMPHOMA
ZANAMIVIR FOR INHALATION
METHOD OF USE OF THE DRUG SUBSTANCE
METHOD OF USE OF LEVOBUPIVACAINE
NEUROLOGICAL AND OTHER DISORDERS (TREATMENT OF EPILEPSY, BID ORAL DOSING)
METHOD OF USE OF THE INDICATION OF THE DRUG PRODUCT
METHOD OF U'SE OF THE APPROVED PRODUCT
TREATING PRECIPITATED ACUTE URINARY RETENTION WITH FINASTERIDE
ANTIMYCOTIC USES, SPECIFICALLY, TREATMENT OF ONYCHOMYCOSIS
METHOD OF TREATING BACTERIAL INFECTIONS
METHOD FOR TREATING MENOPAUSAL SYMPTOMS IN A POSTMENOPAUSAL FEMALE
MENOPAUSAL AND POSTMENOPAUSAL DISORDERS (INCLUDING VASOMOTOR SYMPTOMS
ASSOCIATED WITH MENOPAUSE, AND VULVAR AND VAGINAL ATROPHY) AND OSTEOPOROSIS
DEPRESSION AND SOCIAL ANXIETY DISORDER/SOCIAL PHOBIA
DEPRESSION
TREATMENT OR PREVENTION OF OSTEOPOROSIS
THERAPY OF INFLUENZA
TREATMENT OF NON-HYPERKERATOTIC ACTINIC KERATOSES OF FACE AND SCALP
INHIBITING TRANSPLANT REJECTION USING RAPAMYCIN (SIROLIMUS)
INHIBITING TRANSPLANT REJECTION USING RAPAMYCIN (SIROLIMUS) IN COMBINATION WITH
CYCLOSPORIN
INHIBITING TRANSPLANT REJECTION USING RAPAMYCIN (SIROLIMUS) IN COMBINATION WITH
AZATHIOPRINE
INHIBITING TRANSPLANT REJECTION USING RAPAMYCIN (SIROLIMUS) IN COMBINATION WITH A
CORTICOSTEROID
TREATMENT OF HYPERPIGMENTARY DISORDERS
TREATMENT OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS SYMPTOMS
TREATING MIGRAINE PAIN AND ONE OR MORE OF A CLUSTER OF SYMPTOMS CHARACTERISTIC OF
A MIGRAINE ATTACK SYMPTOMS BEING SELECTED FROM PHOTOPHOBIA, PHONOPHOBIA,
NAUSEA AND FUNCTIONAL DISABILITY
PREVENTION OR TREATMENT OF REVERSIBLE VASOCONSTRICTION BY THE INHALATION OF
NITRIC OXIDE WITH AN OXYGEN CONTAINING GAS
METHOD OF COMBATING BACTERIA IN A PATIENT
FREATMENT OF ADENOMATOUS POLYPS
INDICATED FOR THE REDUCTION OF ELEVATED TOTAL AND LDL CHOLESTEROL LEVELS IN
PATIENTS WITH PRIMARY HYPERCHOLESTEROLEMIA
USE OF TROGLITAZONE IN COMBINATION WITH SULFONYLUREAS AND BIGUANIDES IN THI
ITREATMENT OF TYPE 11 DIABETES




1-302

1-303

L-304

1I-305
L-306

L-308

PATENT AND EXCLUSIVITY TERMS

PATENT USE CODE

IO REDUCE THE RISK OF STROKE IN PATIENTS WHO HAYE HAD TRANSIENT ISCHEMIA OF THE
BRAIN OR COMPLETED ISCHEMIC STROKE DUE TO THROMBOSIS

METHOD OF USE PATENT-PRODUCT APPROVED FOR TREATMENT OF OSTEOPORISIS, PAGET'S
DISEASE, PREVENTION AND TREATMENT OF GLUCOCORTICOID-INDUCED OSTEOPOROSIS

A\ METHOD OF TREATMENT OF A CONDITION INVOLVING AN ANTIBODY ANTIGEN REACTION

METHODS FOR USING THE DRUG PRODUCT

TREATMENT OF POST-MENOPAUSAL UROGENITAL SYMPTOMS ASSOCIATED WITH ESTROGEN
DEFICIENCY

CLAIMS AN OLANZAPINE POLYMORPH USEFUL FOR TREATING ANY NUMBER OF LISTED
CONDITIONS, INCLUDING SPECIFIC PSYCHOSES, EMPLOYING OLANZAPINE AS PER THE
INDICATION OF THIS NDA

CLAIMS A SOLID ORAL FORMULATION INCLUDING TABLETS AND GRANULES OF OLANZAPINI

USEFUL FOR TREATING ANY NUMBER OF LISTED CONDITIONS, INCLUDING SPECIFIC PSYCHOSES,

EMPLOYING OLANZAPINE AS PER THE INDICATION OF THIS NDA
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New 20th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

20™ EDITION

Superintendent of Documents Subscription Order Form

It’s easy!

Yes, enter my subscription as follows

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP,
and the monthly Cumulative Supplements, for $90.00 per year.
The total cost of my order is § . Price includes regular shipping and handling and is subject to change.

International customers please add 25%
For privacy protection, check the box below:

Do not make my name available to other mailers.

Please choose method of payment:

Company or personal name
) 8 Check payable to Supenntendent of Documents
Additional address/atention line " .
: GPO Deposit Account

Street address - 1 VISA or MasterCard

ity, State, ZII SR = B .

e — Thank you for your order!

S— — - = = = redit card expiration date)
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Purcha rder tona

ail To: Superinténdent of Documents. Governme Itng fice, ox 37195 ittsburgh, P/ 5250-795¢
Mail T Suy tendent of D 1S, « nment Printing Offi P.O. B 1954 Pittsburgh, PA 15250-7954
To FAX your charge order, call (202) 512-2250

To charge your subscription call (202) 512-1800
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Approved drug products with
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