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@ Global Research & Development

July 12, 2001

1 CONFIDENTIAL/TRADE SECRET INFORMATION
Rl‘ls_se:ll Katz, M.D., Director . SUBJECT TG 18 USC §1905 AND TO WHICH ALL
Division of Neuropharmacological Drug Products CLAIMS OF PRIVILEGE AND CONFIDENTIALITY AKE
- ASSERTED IN BOTH STATUTOR
Center for Drug Evaluation and Research HFD#120 LAW. FURTHER DISSEMINATION MAY ONLY BE
1T1d1 MADE WITH THE EXPRESS WRITTEN PERMISSION
Woodmont II Building OF PEZER INC

ATT: DOCUMENT CONTROL ROOM
1451 Rockville Pike
Rockville, MD 20852

Dear Dr. Katz:

RE: NDA-20-825 - GEODON® Capsules (ziprasidone HCH
NDA-20-919 - GEODON IM™ (ziprasidone intramuscular for injection)

UPDATED PATENT INFORMATION

Reference is made to our approved NDA 20-825 for GEODON ® Capsules and pending NDA
20-919 for GEODON IM™ and to the Patent and Exclusivity information included with our
original applications. Reference is also made to our submissions dated September 29, 2000
notifying the Agency of the issuance of U.S. Patent 6,110,918 on August 29, 2000 and to our
submission dated June 1, 2001 regarding the issuance of Patent 6,232,304 on May 15, 2001.
Patent 6,110,918 covers the ziprasidone mesylate trihydrate salt of ziprasidone used in the

intramuscular formulation and Patent 6,232,304 covers ziprasidone inclusion complexes as the
comifnetcial injectable form of Geodon.

With this amendment we wish to notify the Agency, pursuant to 21 CFR 314.53(d)(1), that

Patent 6,245,766, covering the use of ziprasidone for treating psychiatric disorders, issued on
June 12, 2001.

Updated NDA sections 13 and 14 for NDA 20-825 and NDA 20-919 are attached. We request
that the Agency pursue the listing of Patent 6,245,766 in the Orange Book as appropriate.




Russell Katz, M.D., Director July 12, 2001
NDA—20-825,_NDA-20—919 Page 2

Please include this information in our files for NDA 20-825 and NDA 20-919.

Sincerely yours,

Tapren #@/U/ %‘im

Charles A. Ritrovato, Pharm.D.
Director

U.S. Regulatory Strategy and Registration
Worldwide Reguilatory Affairs

Desk copy: Mr. S. Hardeman (cover letter only)




DEPARTMENT OF HEALTH AND HUMAN SERVICES Farm Approved: OME No. 0910-0338

FOOD AND DRUG ADMINISTRATION i g;ﬁﬂf’;fgf;age‘?“f
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, FOR FOA USE ONLY
OR AN ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION NUMBER

{Title 21, Code of Federal Regulations, Parts 314 & 601)

APPLICANT INFORMATION
NAME OF APPUCANT

DATE OF SUBMISSION
Pfizer Global Research & Development Auly 12, 2001
TELEPHOMNE NQ, (include Area Code) FACSIMILE {FAX) Number (Include Area Code}
(212) 733-5991 860) 857-3558
APPLICANT ADDRESS (Number, Street, City, State, Country, ZIF Coda or Maif Code. AUTHORIZED 1.5, AGENT NAME & ADDRESS (Numbar, Street. City. State,
and U.5. Liconse number if praviously issued): ZIP Code. telephone & FAX number} |F APPLICABLE

235 EAST 42ND ST
NEW YORK, NY 10017

PRODUCT DESCRIPTION GEODON Capsules (ziprasidone HCl)
NEW DAUG OR ANTIBIOTIC APPLICATION NUMBER, OR BIOLOGICS LICENSE APPLICATION NUMBER (#f previously issued) NDA-20-825
ESTABLISHED NAME {a..g., Prqpername. USPAUSAN f»ame) PROPRIETARY NAME (frade nama}iF ANY
ziprasidone hydrochloride Geodon ®
CHEMICAL/BIOCHEMIGAL/BLOOD PRODUCT NAME (#f any/ CODE NAME (i arg)
SEE ATTACHED P-88,059~|

DOSAGE FORM: STRENGTHS: ROUTE OF ADMINISTRATION:

oral capsules 20,40.60.80 mq oral
(PROPOSED) INDICATION{S) FORUSE:

Psychosis
APPUCATION INFORMATION
APPUCATION TYPE
{check ona) a NEW DRUG APPLICATION {21 CFR 314.50) 7 ABBREVIATED NEW DRUG APPLICATION (ANDA, 21 CFR 314.84)
[J BIOLOGICS UCENSE APPLICATION (21 CFR Pant 601)

IF AN NDA, IDENTIFY THE APPROPRIATE TYPE & 505 (1} i2] 505 (bH2)

IF AN ANDA, OR 505(b}2), IDENTIFY THE AEFERENCE LISTED DRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
Nama of Drug Hoider ol Approved Application

TYPE OF SUBMISSION (check ane) —} ORIGINAL APPLICATION ] AMENOMENT TO APENDING APPLICATION ] RESUBMISSION
[} PRESUBMISSION I_} ANNUAL REPORT [3 ESTABUSHMENT DESCRIPTION SUPPLEMENT I} EFFICACY SUPPLEMENT
] LABELING SUPPLEMENT {7} CHEMISTRY MANUFACTURING AND CONTROLS SUPPLEMENT * 1 oTHER

IF A SUBMISSION OF PARTIAL APPLICATION, PROVIDE LETTER DATE OF AGREEMENT TO PARTIAL SUSMISSION:

IF ASUPPLEMENT, IDENTIFY THE APPROPRIATE GATEGORY 0 cBe T CBEa0 [ Prior Approval (PA)
REASON FOR SUBMISSION

To provide updated patent information
PROPOSED MARKETING STATUS (check one) 4 PRESCRIPTION PRODUCT (R ] OVER THE COUNTER PRODUCT (OTC}

NUMBER OF VOLUMES SUBMITTED 1 THIS APPLICATION 1S ¢ PAPER  [] PAPER AND ELECTRONIC [] ELECTRONIC

ESTABLISHMENT INFORMATION (Full establishment information should be provided in the bady of the Application.)

Provide locations of all manulacturing, packaging and controd sitas for drug substance and drug product {continuation sheets may be used if necessary). Include name,
address, contact, telephans number, registration number (CFM), DMF number, and manulacturing steps and/or type of lesling (e.g. Final dosage form, Stability testing)
conducted at the site. Please irxlicats whether the site is ready lor inspection or, if not, when it will ba ready.

See original application NDA-20-825

Cross Ref {list related License Applications, NDs, NDAs, PMAs, 510(k)s, IDEs, BMFs, and DMFs referenced in the current application)
See original
 ONg
FORM FDA 356h (4/00)

Crexmed by Media Ans/USDHHS: (M) 343-2454 EF

PAGE 1




This application contains the foliowing items: (Check alf that apply)

Index
—
Labeding fcheck one) i_] Draft Labeling {3 Final Printed Labeling

Summary (21 CFR 314.50 (c))

bl bl A b

Chemistry section

A. Chemistry, manufacturing, and controls information {e.g.. 21 CFR 314.50(d)(1}; 21 CFR 601.2)

B. Samples (21 CFR 314.50{e)(1); 21 CFR 801.2 (a)) (Submit only upon FDA's request)

C. Methods validation package (e.q., 21 CFR 314.50{e)(2){i); 21 CFR 601.2)

Nonclinical pharmacology and toxicology section (e.g.. 2 CFR 314.50(d)(?); 21 CFR 601.2) -

Human pharmacokinetics and bioavailability section (e.q., 21 CFA 314.50(d)(3); 21 CFA 601.2)

Clinical Microbiology (e.9., 21 CFR 314.50(a)(4)}

Clinical data section (e.g.. 21 CFR 314.50{d)(5); 21 CFR 601.2)

Wil NFD | ©»

Safaty update report {e.g., 21 CFR 314.50(c)}{5){vi)}(b); 21 CFR §01.2)

10. Statistical sectionr (e.g., 21 CFRA 314.50(d)(6); 21 CFR 601.2)

11. Case report tabulations (e.q.. 21 CFR 314.50(f)(1); 21 CFR 601.2)

12. Case report forms (e.g., 21 CFR 314.50 (f)(2); 21 CFA 601.2)

13. Patent information on any patent which claims the drug (21 L.5.C. 355(b)or {c)}

ANAN

14, A palent certification with respect to any patent which claims the drug (21U.5.C. 355 (b)}2) or GH20AY

15. Establishment description {21 CFR Part 600, if applicable)

16. Debarment certification (FD&C Act 306 (k)(1))

17. Field copy certification (21 CFR 314.50 (k)(3))

18. User Fee Cover Sheet (Form FDA 3397)

19. Financial Information (21 CFR Part 54)

20. OTHER (Specity)
CERTIFICATION

| agree to update this application with new safety information about the product that may reasonably affect the statement of contraindications,
warnings, pracautions, or adverse reactions in the draft labeling. 1 agree to submit safety update reports as provided for by regulation or as
requested by FDA. If this application is approved, | agree ta comply with all applicable laws and requtations that apply to approved applications,
including, but not limited to the following:

Good manutacturing practice segulations in 21 CFR Paris 210, 211 or applicable requlations, Parts 606, and/or 820,

Biological establishment standards in 21 CFR Part 600.

Labetling regulations in 21 CFR Parts 201, 606, 610, 660, and/or 809.

In the case of a prescription drug or biclogical product, prescription drug advertising regulations in 2{,CFR Part 202.

Regulations on making changes in application in FD&C Act Section 506A, 21 CFR 314.71, 314.72, 314.97, 314.99, and 601.12,
Regulations on Reports in 21 CFR 314.80, 314.81, 600.80, and 600.81.

. Local, state and Federal environmental impact laws.

if this application-applies to a drug product that FDA has proposed for scheduling under the Controlled Substances Act, 1 agree not to market the
product until the Drug Enforcement Administration makes a final scheduling decision.

The data and information in this submission have been reviewed and, to the best of my knowledge are cenified to be Irue and accurate.
Waming: A witully false statement is a criminal offense, U.S. Code, title 18, section 1001.

SIGNATURE OF RESPONSIBLE FICIAL OR AGENT TYPEDQ%SND TITLE DATE
WZ 77 D Wﬁ/& M‘,M Director and Team Leader. GNS Worldwide Plequlatory Steatagy 7/12/01
o

ADDRESS (Street, Gity, State, ahd ZiP Cocle) Telephone Number
235 EAST 42ND ST, NEW YORK, NY 10017 (212) 733-5991

NOG s LN

Public reporting burden for this collection of information is estimaled to average 24 hours per response, including the time for reviewing
instructions, searching existing data sources, gatherng and maintaining the data needed, and completing and reviewing the coliection of

information. Send commenis regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing
this burden to:

Department of Health and Human Services
Food and Drug Administration

CBER, HFM-99

1401 Rockville Pike

Rockville, MD 20852-1448

An agency may nhot conduct or sponsor, and a person is not
required to respond to, a collection of information unless it
displays a currently valid OMB control number.

FORM FDA 356h (4/00}

PAGE 2




10000000GZES 1 1 OAporoverdie 4. Jun. 2000 12:58

Form FDA 356H Attachment

CHEMICAL/BIOCHEMICAL/BLOOD PRODUCT NAME

Ziprasidone Hydrochloride Chemical Name
5-{2-[4-{1.2-benzisothiazol-3-yl)- -piperazinyllethyl]-6-chlore-1, 3-dihydro-2H-indol-2-one
monohydrochloride, monohydrate

Appears This Way
On Original




DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0335
FOOD AND DAUG ADMIIS TRATION Expiration Date. March 31, 2003

Sse OM8 Statement on page 2.

APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, FOR FDA USE ONLY

OR AN ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION NUMBER
{Title 21, Code of Federal Regulations, Parts 314 & 601)

APPLICANT INFORMATION
NAME OF APPLICANT DATE OF SUBMISSION

Pfizer Global Research & Development July 12, 2001
TELEPHONE NO. {Include Area

FACSIMILE {FAX) Number (Inciude Area Code)

Code)
{860) 441-6899 860} 441-0870

APPUCANT ADDRESS fNumber, Street, City. State, Country, ZIF Code or Mai Code, AUTHORIZED U.5. AGENT NAME & ADDRESS (Number. Streel, City, State.
and U.5, License number if previously issued): ZIP Code. telephone & FAX number) IF APPLICABLE

50 Pequot Avenue
New London, CT 08320

PARODUCT DESCRIPTION Geodon (ziprasidone) intramuscular for injection
NEW DAUG ORANTIBIOTIC APPLICATION NUMBER, OR BIOLOGICS LICENSE APPLICATION NUMBER (/f praviously issued) NDA-20-919
ESTABLISHED NAME (e.g., .PIWEI: namea, USPAUSAN name) PAOPRIETARY NAME (trade namea) IF ANY ™
ziprasidone mesylate Geodon IM -
CHEMICALBIOCHEMICAL/BLOOD PRODUCT NAME (¥ any) CODE NAME (If any
SEE ATTACHED 6 -88,059
DOSAGE FORM: STRENGTHS: ROUTE OF ADMINISTRATION:
intramuscular injection 20 mg/mL intramuscular

(PROPOSED) INDICATION(S) FORUSE:
Acute agitation in psychotic patients

APPUICATION INFORMATION
APPUCATION TYPE

{ehack one) 7] NEW DRUG APPLICATION (21 CFR 314.50) ] ABBREVIATED NEW DRUG APPLICATION {ANDA, 21 CFR 314.94)
I BIOLOGICS LICENSE APPLICATION {21 CFR Panl 601)
IF AN NDA, IDENTIFY THE APPROPRIATE TYPE @] 505 (b){1} 0 505 {0)(2)

IF AN ANDA, OR 505(bM2). IDENTIFY THE REFERENCE LISTED DRUG PRODUCT THATIS THE BASIS FOR THE SUBMISSION
Name of Dnsg Holder of Approved Application

TYPE OF SUBMISSION fcheck one} ] ORIGINAL APPLICATION ] AMENDMENT TO APENDING APPLICATION {] RESUBMISSION
{3 PRESUBMISSION 7] ANNUAL REPORT U] ESTABLISHMENT DESCRIPTION SUPPLEMENT O EFFICAGY SUPPLEMENT
[ LABELING SUPPLEMENT [ CHEMISTRY MANUFACTURING AND CONTROLS SUPPLEMENT ® ] OTHER

IF A SUBMISSION OF PARTIAL APPLICATION, PROVIDE LETTER DATE OF AGREEMENT TO PARTIAL SUBMISSION:

iF ASUPPLEMENT, IDENTIFY THE APPROPRIATE CATEGORY i1 CBE T CBE-30 [ Prior Approval (PA)
AEASON FOR SUBMISSION . . )
To provide updated patent information
PROPOSED MARKETING STATUS {eheck one) B PRESCRIFTYON PAODUCT (Rx) 1 OVER THE COUNTER PRODUCT [(s110]
NUMBER OF VOLUMES SUBMITTED 1 THIS APPUCATIONIS @] PAPER (] PAPER AND ELECTRONIC [} ELECTRONIC

ESTABUISHMENT INFORMATION (Full astablishment information should be provided in the body of the Application.)

Provide locations of all manufacturing, packaging and control siles for drug substance and drug product {continuation sheels may be used if necessary). Include name,
address, contact, telephone number, registration number (CFN}, DMF number, and manufacturing steps and/or type of testing {e.q. Final dosage form, Stability testing)
conductad at the site. Pleasa indicate whether the site is ready for inspaction or, if not, when i will be ready.

See original application NDA-20-919

Cross References (list related License Applications, INDs, NDAs, PMAs, 510{k}s, IDEs, BMFs, and DMFs referenced in the current application)

See original
o

FORM FDA 356h (4/00)

Created by Media AauUSDHHS: (301) 4412456 EF

PAGE 1



L

This application contains the following items: (Check alf that apply)

Index

Labeling (check one) [} Draft Labeling I_] Final Printed Labeling

Summary (21 CFR 314.50 (c))

LR AN b

Chemistry section

A. Chemistry, manufacturing, and controis information (e.g., 21 CFR 314.50(d){1); 21 CFR 601.2)

B. Samples (21 CFR 314.50 (e}{1); 21 CFRA 601.2 (a)} (Submit only upon FDA’s request)

C. Methods validation package (e.g., 21 CFR 314.50(e}2)(i}; 21 CFR 601.2)

. Nonclinical pharmacology and toxicology section (e.g., 21 CFR 314.50(d)(2); 21 CFR 601.2)

Human pharmacokinetics and bicavailability section (e.g., 21 CFR 314.50(d)(3); 21 CFR 601.2}

. Clinical data section {e.g., 21 CFR 314.50(d)(5); 21 CFR 601.2)

s
6
7. Clinical Microbiology {e.g.. 21 CFR 314.50{d}{4))
8
9

Salety update report (e.g., 21 CFR 314.50{d}{5){vi)(b}; 21 CFR 601.2)

10. Statistical section (e.g., 21 CFR 314.50{d)(6): 25 CFRA 601.2)

11. Case report tabulations (e.g., 21 CFR 314.50(f)(1); 2t CFR 601.2)

12. Case repornt forms {e.g., 21 CFR 314.50 (f)(2); 21 CFA 601.2)

13. Patent information on any patent which claims the drug (21 U.5.C. 355(b) or (c)}

14. A patent certification with respectto any patent which claims the drug (21 U.5.C. 355 (b){(2) or (H{2)}{A))

18IS

15. Establishment description (21 CFR Part 600, if applicable)

16. Debarment certification (FD&C Act 306 (K)(1})

17. Fiald copy certification {21 CFR 314.50 (k)(3})

18. User Fee Cover Sheet {Form FDA 3397)

19. Financial information (21 CFR  Part 54)

20. OTHER (Specify)

CERTIFICATION

| agree to update this application with new safety information about the product that may reasenably affect the statement of contraindications,
wamings, precautions, or adverse reactions in the draft labeling. | agree to submit safety update reports as provided for by regulation or as
requestad by FDA. [f this application is approved, | agree to comply with all applicable laws and regulations that apply to approved applications,
including, but not limited to the following:

1. Good manufacturing practice requlations in 21 CFR Parts 210, 211 or applicable requlations, Parts 606, and/or B20.
Biological establishment standards in 21 CFR Part 600,
Labeling regulations in 21 CFR Parts 201, 606, 610, 660, and/or 809.
In tha case of a prescription drug or biologicat product, prescription drug advertising regulations in 23 CFR Parnt 202,
Regulations on making changes in application in FD&C Act Section 506A, 21 GFR 314.71, 314.72, 314.97, 314.99, and 601.12.

6. Regulations on Reports in 21 CFR 314.80, 314.81, 600.80, and 600.81.

7. Local, state and Federal environmental impact laws.
If this apphicititef applies to a drug product that FDA has proposed for scheduling under the Controlled Substances Act, | agree not to market the
product untit the Drug Enforcement Administration makes a final scheduling decision.
The data and information in this submission have been reviewed and, to the best of my knowledge are certified to be true and accurate.
Wamning: A willfully false statement is a criminal offense, U.S. Code, title 18, section 1001,

RN

SIGNATUHE OF RESPONSIB 0FFFC|AL OR AGENT TYPED NAME AND TITLE DATE
A Charles A. Rirovato, Phasm. D.
\“1}. Direclor, U.S. Reguiatory Strategy and Registration, Worldwide Regulatory Alfairs 7112/01

ADDRESS (sarmbbr. su& and ZIP Code) Telephona Nurmber
50 Pequot Avenue, New London, CT 06320 (860) 441-6899

Public reporting burden for this collection of information is estimated to average 24 hours per response, including the fime for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of

information. Send comments regarding this burden estimate or any other aspect of this colfection of information, including suggestions for reducing
this burden to:

Department of Health and Human Services An agency may not conduct or sponsor, and a person is not
Food and Drug Administration required to respond o, a collection of information unless it
CBER, HFM-99 displays a currently vatid OMB control number.

1401 Rockville Pike

Rockville, MD 20852-1448

FORM FDA 356h {4/00)
PAGE 2




_ Form FDA 356H Attachment

CHEMICAL/BIOCHEMICALBLOOD PRODUCT NAME

Ziprasidone Mesylate Chemical Name

5-(2-{4-(1.2-benzisothiazol-3-yl)-1-piperazinyl]ethyi]-6-chloro- 1,3-dihydro-2H-indo}-2-one
methanesulfonate trihydrate

Appears This Way
On Original

e
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1000000 126059411 C\Approved\12-0-2001 13:56

NDA 20-825

Section 13. PATENT AND EXCLUSIVITY INFORMATION FOR GEODON (ZiPRASIDONE)

{Addition Boided)

1. | Active Ingredient:

5-{2-14-(1,2- benzisothiazol-3-yl} -1- piperazinyl]
ethyl] - 6 - chloro-1,3-dihydro-2H-indoi-2-one

2. | Strengths:

20, 40, 60, 80 and 100mg -

3. | Trade Name:

GEODON

4. | Dosage Form / Route of Administration:

Capsules / Oral

5. { Application Firm Name:

Pfizer Inc.

6. | NDA Number:

20-825

7. | Exclusivity Period:

Five years from date of NDA approval

8. | Applicable Patent Numbers Patent Number Expiration Date
and Expiration Dates: 4,831,031 March 2, 2007
5,312,925 September 1, 2012
6,150,366 May 27, 2019
6,245,766 December 18, 2018




10000001280594\1 (MApprovedh! 2-Jul-2001 12:48

NDA 20-825
Section 14. PATENT CERTIFICATION

{Additions / Modifications Bolded)

Pfizer certifies that the drug, GEODON (ziprasidone), which is the subject of New Drug
Application {NDA#20-825), which is claimed in U.S. Patent 4,831,031, the monohydrate
hydrochloride form of which is claimed in U.S. Patent 5,312,925, the commercial oral
formulations which are claimed in U.S. Patent 6,150,366, and the use of ziprasidone for
treating psychiatric disorders which is claimed in U.S. Patent 6,245,766, all listed in
Section 13 of this NDA, is the subject of approval under Section 505 of the Federal Food, Drug,
and Cosmetic Act.

Appears This Way
On Original




1000000 120059411 . OVipprovedi! 2-Jul-2001 13:50

NDA 20-919
Section 13. PATENT AND EXCLUSIVITY INFORMATION FOR GEODON IM (ZIPRASIDONE)

(Additions / Modifications Bolded)

1. | Active Ingredient: 5-(2-(4-(1.2- benzisothiazol-3-yl) -1 - piperazinyl]
¢thyl] - 6 - chiore-1,3-dihydro-2H-indol-2-one,
methanesulfonate, trihydrate

2. | Strengths: 20 mg/ml

3. )Trade Name: GEOQDON IM™

4. | Dosage Form / Route of Administration: Intramuscular for Injection

5. ] Application Firm Name: Pfizer Inc.

6. | NDA Number: 20-919

7. { Exclusivity Period: Three vears from date of NDA approval

8. | Applicable Patent Numbers Patent Number Expiration Date

and Expiration Dates: 4,831,031 March 2, 2007
6,110918 March 26, 2017
6,232,304 April 1, 2017
6,245,766 December 18, 2018




1000000 1268564\ MApprovad12-Jut-2001 13:536

NDA 20-919
Section 14. PATENT CERTIFICATION

(Additions / Modifications Bolded)

Pfizer certifies that the drug, GEODON iM™ FOR INJECTION (ziprasidone mesylate),

the subject of New Drug Application #20-919, which is claimed by the listed patents

(U.S. Patent Nos. 4,831,031, 6,110,918, 6,232,304 and 6,245,766) provided in Section 13 of
NDA 20-919 is the subject of the approval being sought under Section 505 of the Federal Food,
Drug, and Cosmetic Act.

Appears This Way
On Original

[P VA




Phzer Inc
Eastern Point Road
Groton, CT 06340

Tel 860 441 4100 DESK COPY

@ Central Research

May 12, 1998
Department of Clinical Research

Pau' .Leber; M'D" Dlrector . CONFIDENTIALUTRADE SECRET INFORMATION
Division of Neuropharmacological Drug Products SUBJECT TO 18-USC-1905 AND TO WHICH ALL

i CLAIMS OF PRIVILEGE AND CONFIDENTIAUTY
Center for Drug Evaluation and Research HFD #120 e A SOERTED 1N BOTH STATUTORY AND

Office of Drug Evaluation | COMMON (AW. FUATHER DISSEMINATION
ATTN: DOCUMENT CONTROL ROOM #10B-34 MAY ONLY BE MADE WITH THE EXPRESS
5600 Fishers Lane WRITTEN PERMISSION OF PFIZER INC.

Rockville, MD 20857

Dear Dr. Leber:

L

RE: NDA 20-919 - ZELDOX IM™ (ziprasidone mesylate) for injection

EXCLUSIVITY INFORMATION

Reference is made to our pending NDA 20-919 for Zeldox IM™ and to the Patent and
Exclusivity information included with our original application. This submission updates
Section 13 of NDA 20-919. Pursuant to 21 CFR 314.108(b)(4), a three year marketing
exclusivity period is claimed from the date of approval of NDA 20-919, in that the application
seeks approval of a product which contains an active moiety (ziprasidone) that will have been
previously approved in another application, and for which new clinical investigations essential
to approvatl of the application were conducted by the sponsor.

Please include this information in our file for NDA 20-919.

Sincerely yours,
e OB
Charles A. Ritrovato, Pharm.D.

Senior Associate Director
Regutatory Affairs Department

CAR/rmh

Serial No. 003




EXCLUSIVITY SUMMARY for NDA 20-919 SUPPL #
Trade Name: Geodon for Injection

Generic Name: ziprasidone mesylate

Applicant Name: Pfizer

HFD-120

Approval Date: June 21, 2002

PART I: IS AN EXCLUSIVITY DETERMINATION NEEDED?

1. An exclusivity determination will be made for all original
applications, but only for certain supplements. Complete
Parts II and III of this Exclusivity Summary only if you
answer "YES" to one or more of the following questions about
the submission.

a) Is it an original NDA? YES

b} Is it an effectiveness supplement? NO
If yes, what type(SEl, SE2, etc.)?

c) Did it require the review of clinical data other than to
support a safety claim or change in labeling related to
safety? (If it required review only of biocavailability
or biocequivalence data, answer "NO.")

YES

If your answer is "no" because you believe the study is a
bicavailability study and, therefore, not eligible for
exclusivity, EXPLAIN why it is a biocavailability study,
including your reasons for disagreeing with any arguments
made by the applicant that the study was not simply a
biocavailability study.

wno. If it is a supplement requiring the review of clinical
data but it is not an effectiveness supplement, describe
the change or claim that is supported by the clinical
data:

d) Did the applicant request exclusivity? YES

Page 1




If the answer to (d) is "yes," how many years of
exclusivity did the applicant request?

three

e) Has pediatric exclusivity been granted for this Active
Moiety?

NO

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO
DIRECTLY TO THE SIGNATURE BLOCKS ON Page 9.

2. Has a product with the same active ingredient(s), dosage form,
strength, route of administration, and dosing schedule
previously been approved by FDA for the same use? (Rx to OTC)
Switches should be answered No - Please indicate as such).

NO

If yes, NDA # Drug Name

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE
SIGNATURE BLOCKS ON Page 9.

3. Is this drug product or indication a DESI upgrade?

NO

IF THE ANSWER TO QUESTION 3 IS "YES," GO DIRECTLY TO THE
SIGNATURE BLOCKS ON Page 9 (even if a study was required for the

upgrade) .

Page 2




PART IX: FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
(Answer either #1 or #2, as appropriate)

1. Single active ingredient product.

Has FDA previously approved under section 505 of the Act any
drug product containing the same active moiety as the drug
under consideration? Answer “"yes™ if the active moiety
(including other esterified forms, salts, complexes, chelates
or clathrates) has been previously approved, but this
particular form of the active moiety, e.g., this particular
ester or salt (including salts with hydrogen or coordination
bonding) or other non-covalent derivative (such as a complex,
chelate, or clathrate) has not been approved. Answer "no" if
the compound requires metabolic conversion (other than
deesterification of an esterified form of the drug) to produce
an already approved active moiety.

YES

active moiety, and, if known, the NDA #({(s).

NDA # 20-825 Geodon (ziprasidone)

2. Combination product.

If the product contains more than one active moiety (as
defined in Part II, #1), has FDA previously approved an
application under section 505 containing any one of the active
moieties in the drug product? 1If, for example, the
combination contains one never-before-approved active moiety
and one previously approved active moiety, answer "yes." (An
active moiety that is marketed under an OTC monograph, but
that was never approved under an NDA, is considered not
previously approved. )

e

If "yes," identify the approved drug product(s) containing the
|
|

N/A
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If "yes,"™ identify the approved drug product (s) containing the
active moiety, and, if known, the NDA #(s).

NDA # N/Aa

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO
DIRECTLY TO THE SIGNATURE BLOCKS ON Page 9. IF "YES," GO TO PART
III.

PART II1: THREE-YEAR EXCLUSIVITY FOR NDA'S AND SUPPLEMENTS

To qualify- for three years of exclusivity, an application or
supplement must contain "reports of new clinical investigations
(other than biocavailability studies) essential to the approval of
the application and conducted or sponsored by the applicant."
This section should be completed only if the answer to PART II,
Question 1 or 2, was "yes."

1.

Does the application contain reports of clinical
investigations? (The Agency interprets "clinical
investigations" to mean investigations conducted on humans
other than bioavailability studies.) 1If the application
contains clinical investigations only by virtue of a right of
reference to clinical investigations in another application,
answer "yes,"™ then skip to question 3(a}. If the answer to
3{(a) is "yes" for any investigation referred to in another

application, do not complete remainder of summary for that
investigation.

YES

IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON* Page 9.

2.

"A’clinical investigation is "essential to the approval™ if the

Agency could not have approved the application or supplement
without relying on that investigation. Thus, the
investigation is not essential to the approval if 1) no
clinical investigation is necessary to support the supplement
or application in light of previously approved applications
(i.e., information other than clinical trials, such as
bioavailability data, would be sufficient to provide a basis
for approval as an ANDA or 505(b) (2) application because of
what is already known about a previously approved product), or
2) there are published reports of studies (other than those
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conducted or sponsored by the applicant) or other publicly
available data that independently would have been sufficient
to support approval of the application, without reference to
the clinical investigation submitted in the application.

For the purposes of this section, studies comparing two
products with the same ingredient(s) are considered to be
biocavailability studies.

(a) In light of previously approved applications, is a
clinical investigation (either conducted by the
applicant or available from some other source,
including the published literature) necessary to
support approval of the application or supplement?

YES

If "no," state the basis for your conclusion that a
clinical trial is not necessary for approval AND GO
DIRECTLY TO SIGNATURE BLOCK ON Page 9:

(b) Did the applicant submit a list of published studies
relevant to the safety and effectiveness of this drug
product and a statement that the publicly available
data would not independently support approval of the
application?

NO
(1) If the answer to 2(b) is "yes," do you persocnally
know of any reason to disagree with the applicant's
conclusion? If not applicable, answex NO.

YES /__/ WO / [/

If yes, explain:
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{c)

(2) 1If the answer to 2(b) is "no,"™ are you aware of
published studies not conducted or sponsored by the
applicant or other publicly available data that could
independently demonstrate the safety and effectiveness
of this drug product?

RO

If yes, explain:

If the answers to (b) (1) and {(b){(2) were both "no,"

identify the clinical investigations submitted in the

application that are essential to the approval:
Investigation #1, Study # 125

Investigation #2, Study # 126

3. In addition to being essential, investigations must be "new"
to support exclusivity. The agency interprets "new clinical
investigation™ to mean an investigation that 1) has not been
relied on by the agency to demonstrate the effectiveness of a
previously approved drug for any indication and 2) does not
duplicate the results of another investigation that was relied
on by the agency to demonstrate the effectiveness of a
previously approved drug product, i.e., does not redemonstrate
something the agency considers to have been demonstrated in an
already approved application.

(a)

For each investigation identified as "essential to the
approval,™ has the investigation been relied on by the
agency to demonstrate the effectiveness.of a previously
approved drug product? (If the investigation was relied
on only to support the safety of a previously approved
drug, answer "no.")

Investigation #1 RO

Investigation #2 NO

If you have answered "yes™ for one or more
investigations, identify each such investigation and the
NDA in which each was relied upon:
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NDA # Study #

NDA # ' Study #
NDA # Study #

(b} For each investigation identified as "essential to the
approval,” does the investigation duplicate the results
of another investigation that was relied on by the agency
to support the effectiveness of a previously approved
drug product?

Investigation #1 No

Investigation #2 No

If you have answered "yes" for one or more
investigations, identify the NDA in which a similar
investigation was relied on:

NDA # Study #
NDA # Study #
NDA # Study #

(¢} If the answers to 3(a) and 3(b) are no, identify each
"new" investigation in the application or supplement that
is essential to the approval (i.e., the investigations
listed in #2(c), less any that are not "new"):

Investigation #1, Study # 125

Investigation #2, Study # 126

4."T0 be eligible for exclusivity, a new investigation that is

essential to approval must also have been conducted or
sponsored by the applicant. An investigation was "conducted
or sponsored by" the applicant if, before or during the
conduct of the investigation, 1) the applicant was the sponsor
of the IND named in the form FDA 1571 filed with the Agency,
or 2} the applicant {or its predecessor in interest) provided
substantial support for the study. Ordinarily, substantial
support will mean providing S0 percent or more of the cost of
the study.
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{a) For each investigation identified in response to
guestion 3{(c): if the investigation was carried out
under an IND, was the applicant identified on the FDA
1571 as the sponsor?

Investigation #1

IND # 34,629 Yes NO / / Explain:

b ek awm G dem e

Investigation #2

IND # 34,629 YES NO / / Explain:

L e B e R T

(b) For each investigation not carried out under an IND or
for which the applicant was not identified as the
sponsor, did the applicant certify that it or the
applicant's predecessor in interest provided
substantial support for the study?

Investigation #1
YES / / Explain NO / /  Explain

g

G amm Sem ada ek 4= bk b

‘Investigation #2

YES / / Explain NO / /  Explain

A b bk dmm awe e sme e
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{c)

Notwithstanding an answer of "yes"™ to (a) or {b), are
there other reasons to believe that the applicant
should not be credited with having "conducted or
sponsored”™ the study? (Purchased studies may not be
used as the basis for exclusivity. However, if all
rights to the drug are purchased (not just studies on
the drug), the applicant may be considered to have
sponsored or conducted the studies sponsored or
conducted by its predecessor in interest.)

NO

If yes, explain:
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
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*ediatric Page Printout for STEVE HARDEMANS Page | of |

PEDIATRIC PAGE

(Complete for all original application and all efficacy supplements)
NDA/BLA 20919 Trade Name:  ZELDOX IM (ZIPRASIDONE MESYLATE) 20MG/ML
upplement Generic Name:  ZIPRASIDONE MESYLATE
gt;[l;g:lement Dosage Form: INJ )
Regulatory NA Proposed indicated for the acute control and short term management of the
Action: — Indication: agitated psychotic patient.
IS THERE PEDIATRIC CONTENT IN THIS SUBMISSION? NG

What are the INTENDED Pediatric Age Groups for this submission?

NeoNates (0-30 Days ) Children (25 Months-12 years)
____Infants (1-24 Months) Adolescents (13-16 Years)

Label Status

| wlation Status
.ies Needed

Study Status

Are there any Pediatric Phase 4 Commitments in the Action Letter for the Original Submission? NO

COMMENTS:

drug product has little potential for use in the pediatric population

This Page was completed based on information from a PROJECT MANAGER/CONSUMER SAFETY OFFICER, STEVE

HARDEMANS _ \ '
N s

Signature Date

p/fedsmlwebl/peditrack/editdata_firm.cfm?ApN=20919&SN=0&ID=331 12/1/98



NDA/EFFICACY SUPPLEMENT ACTION PACKAGE CHECKLIST

NDA L0-7/9 /s ]

RPM___Stevew d. Hardewmad R.P4 __Phone_$0/- S9¢/-S5A5
A505(b)(1)
O505(b)2) Reference listed drug
OFast Track DORolling Review Review priority: (@S OP
Pivotal IND(s)
Application classifications: PDUFA Goal Dates:
Chem Class Primary
Other (e.g., orphan, OTC) Secondary
Arrange package in the following order: Indicate N/A (not applicable),
X (completed), or add a
GENERAL INFORMATION: comment.

¢ User Fee Information: X User Fee Paid

O User Fee Waiver (attach waiver notification letter)
O User Fee Exemption

@ ACtiOn Letter. ... OAp Fj AE [INA
¢ Labeling & Labels )
FDA revised labeling and reviews.................cooiiiiiiiiiiiviiieeea, e
~Original proposed labeling (package insert, patient package insert) .......... N
Other labeling in class (most recent 3) or class labeling......................, N/A
Has DDMAC reviewed the labeling? ................c.coeevneinnnannnn. mes (litncludf Jeviey) ONo
Immediate container and carton labels ... TaJ SRAL ALLT .7/

Nomenclature review

................................................................ /

+ Application Integrity Policy (AIP) O Applicant is on the AIP. This application (1 is Bﬁ not on the
AlP. '

Exception for review (Center Director’s memo)
OC Clearance for approval

...........................................................

Continued =




+ Status of advertising (if AP action) [1 Reviewed (for Subpart H — attach [1 Materials requested
review) A //9 in AP letter

¢ Post-marketing Commitments :
Agency request for Phase 4 Commitments................................ @.‘;f.‘.‘.‘.‘ Feod T Leter
Copy of Applicant’s COMMItMENS ...............cuuueeereerrieeeinnnenerennnnnn A/A

¢ Was Press Office notified of action (for approval action only)?....... i O Yes O No ) Y //)‘
Copy of Press Release or Talk Paper.....................

¢+ Patent o
T0fOrmation [SOSMYIN] - eveeeeereeereeeeeeeeeeeseses e eee s s
Patent Certification [SOS(BY2)]. ... vouveeeeemeeeeeeeeeeeeeeeeeeeeeeeeeeeeenee -
Copy of notification to patent holder [21 CFR 314.50 (i)(4)].......venv....... -

¢ Exclusivity Summary ......... 4. ,// .om /‘/' CAP. .o /'fﬁ

¢ Debarment Statement ...................... U PP UP PP PP UUPRPN ‘/

+ Financial Disclosure

i
¢ Correspondence/Memoranda/Faxes ..............oeviuniiiniiieiiniaiiiaieeaaannan ?

¢ Minutes of Meetings

....................................................................

Date of EOP2 Meeting
Date of pre NDA Meeting
Date of pre-AP Safety Conference
¢ Advisory Committee Meeting .............c...oocumeeeiiiiireiinnnninnn. wereeanens /
Date 0f MEEHNE ......cvcuniiiniiii ettt et e e, 2 //L[/u
_Questions considered by the committee .................................... v See [rvltruet
Minutes or 48-hour alert or pertinent section of transcript ...................... See Jwhkroe?
¢ Federal Register Notices, DESI documents ................cccccoiviiiiniinicninnenn. 4/ /};
-
CLINICAL INFORMATION: Indicate N/A (not applicable),
X (completed), or add a
comment.
¢ Summary memoranda (e.g., Office Director’s memo, Division Director’s /
memo, Group Leader’s memo) ..o
¢ Clinical review(s) and memoranda ..._...._..__.............cooiiiiiiiiiiie i, v

Continued =




@ Safety UPRLE [OVIEWIS) - ov.voveoeoe oo v/

¢ Pediatric Information
[0 Waiver/partial waiver (Indicate location of rationale for waiver) ™ Deferred

Pediatric Page. .. .....ouoeiiiiiiiierien i e eee e e e e e anaas
O Pediatric Exclusivity requested? (1 Denied [ Granted J Not Applicable

¢ Statistical review(s) and memoranda .................... ..., ‘//

¢ Biopharmaceutical review(s) and memoranda..............................._....... /

®  AbUSE Liability teVIEW(S) - vvv e eveeeeeeeeeeeeeees e /A
Recommendation for scheduling ..............coooeviiiiiiniiiiiiiieeieiieeeeennn !

¢+ Microbiology (efficacy) review(s) and memoranda ................................. ~

® DSTAuts ... e /
OClinical studies [0 bioequivalence studies ...................................... “

CMC INFORMATION: ' Indicate N/A (not applicable),

X (completed), or add a

comment.
¢ CMC review(s) and memoranda .............c.oooieiiiiiiiiiiii i,

¢ Statistics review(s) and memoranda regarding dissolution and/or stability ......

/

e

€ DMF revieW(S) ....ooeniniiiinei e ?
e

~ ¢ Environmental Assessment review/FONSI/Categorical exemption ...............
¢ Micro (validation of sterilization) review(s) and memoranda ......... DUUURI
+ Facilities Inspection (include EES report)
Datecompleted __ = .. [SKAcceptable {0 Not Acceptable
¢ Methods Validation ........ J [ Completed FJ Not Completed
PRECLINICAL PHARM/TOX INFORMATION: Indicate N/A (not applicable),
X (completed), or add a
comment.

¢ Pharm/Tox review(s) and memoranda ..................ooooiieiiieiiiiniinnnn....

¢ Memo from DSI regarding GLP inspection (ifany) ..............ccccevveeniniennnnn. A{A

Continued =




¢ Statistical review(s) of carcinogenicity studies

¢+ CAC/ECACreport ................. SO

.......................................
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NDA/EFFICACY SUPPLEMENT ACTION PACKAGE CHECKLIST

NDA 20-929 | Efficacy Supplement Type SE- Supplement Number
| Drug: Geodon (ziprasidone mesylate) for Injection Applicant: Pfizer
RPM: Steven D. Hardeman, R.Ph, HFD- 120 Phone # 301-594-5525
Application Type: (*) 505(b)X 1) () 505(bX2) Reference Listed Drug (NDA #, Drugname): NA
< Application Classifications: s o
*  Review priority (X) Standard () Priority
#  Chem class (NDAs only) 3
e Other {e.g., orphan, OTC)
% User Fee Goal Dates _ 6/21/02
% Special programs (indicate all that apply) {X) None
Subpart H
()21 CFR 314.510 {accelerated
approval)
()21 CFR 314.520
(restricted distribution)
{ ) Fast Track
Rolling Review
< User Fee Information
s User Fee (X) Paid
o User Fee waiver () Small business
() Public health
() Bamier-to-Innovation
() Other
¢ User Fee exception () Orphan designation
() No-fee 505(b)(2)
{ ) Other
< Application Integrity Policy (AIP)
*  Applicant is on the AIP ()Yes (X)No
«  This application is on the AIP {)Yes (X)No
»  Exception for review (Ceater Director’s memo)
e OC clearance for approval
< Debarnrent certification: verified that qualifying language (e.g., willingly, knowingly) was | (X) Verified
- not used in certification and certifications from foreign applicants are co-signed by U.S.
agent.
< Patent
e Information: Verify that patent information was submitted (X) Verified
o Patent certification [505(b)X2) applications): Verify type of certifications 21 CFR 31450001 }(iXA)
submitted O On om OIv
21 CFR 314.50(i)1)
QGi) () (iii)
o  For paragraph IV certification, verify that the applicant notified the patent {) Verified
holder(s) of their certification that the patent(s) is invalid, unenforceable, or will
not be infringed (certification of notification and documentation of receipt of
notice).

Version: 3/27/2002




NDA 20-919
Page 2
Exciiviy Gopronts o) I
s  Exclusivity summary X
¢ Is there an existing orphan drug exclusivity protection for the active moiety for
the proposed indication(s)? Refer fo 21 CFR 316.3(b)(13) for the definition of () Yes, Application # _
sameness for an orphan drug (i.e., active moiety). This definition is NOT the (X) No
same as that used for NDA chemical classification!
4 Administrative Reviews (Project Manager, ADRA) (indicate date of each review) N/A
< Actions
e  Proposed action (X)AP ()TA ()AE ()NA
. . . . Not vable - 12/17/98
*  Previous actions (specify type and date for each action taken) Appapprlole i ; 16/01
(X)MaterialsrequestedinAPletter
*  Status of advertising (approvals only) ) Reviewed for S
< Public communications
»  Press Office notified of action (approval only) () Yes (X) Not applicable
(X) None
() Press Release
¢ Indicate what types (if any) of information dissemination are anticipated () Talk Paper
() Dear Health Care Professional
Letter
< Labellng (package insext, patient package insert (if applicable), MedGuide (if applicable) —
Division’s proposed labeling (only if gencrated afier latest applicant submission
of labeling)
e Most recent applicant-proposed labeling X
¢ Original applicant-proposed labeling X
* Labeling reviews (including DDMAC, Office of Drug Safety trade name review,
nomenclatre reviews) and minutes of labeling meetings (indicate dates of X
reviews and meetings)
¢ Other relevant labeling (e.g., most recent 3 in class, class labeling) NA
& Tait et oo & caon b I
¢  Division proposed (only if generated afler latest applicant submission) -
¢  Applicant proposed X
* _.Raviews X
& ottt conmimns I
e  Agency request for post-marketing commitments X
¢ Documentation of discussions and/or agreements relating to post-marketing N/A
commitments
¢ Outgoing correspondence (i.e., letters, E-mails, faxes) X
% Memoranda and Telecons X
¢ Minutes of Mostings I
e EOP2 meecting (indicate date) N/A
e Pre-NDA meeting (indicate date) N/A
* Pre-Approval Safety Conference (indicate date; approvals only) N/A
e e Other X

Versioa: 3/27/2002




NDA 20-919

Page 3
Advisory Committee Meeting
e  Date of Meseting 3/6/01
X

*  48-hour alert
ister Notices, DESI documents, NAS, NRC (if any are applicable)

% Summary Reviews (e.g., Office Director, Division Director, Medical Team Leader)
indicate date for each review

% Clinical review(s) (indicate date for each review)

”

¢ Microbiology (efficacy) review(s) (indicate date for each review)

€ Safety Update review(s) (indicate date or location if incorporated in another review)

% Pediatric Page(separate page for each indication addressing status of all age groups)

% Statistical review(s) (indicate date for each review)

4 Biopharmaceutical review(s) (indicate date for each review)

¢ Controlled Substance Staff review(s) and recommendation for scheduling (indicate date
Jor each review)

¢ Clinical Inspection Review Summary (DSI)

e  Clinical studies

Bioequivalence studies

CMC review(s) (indicate date for each review)

< Environmental Assessment

% Pharm/tox review(s), including referenced IND reviews (indicate date for each review)

»  Categorical Exclusion (indicate review date) X
*  Review & FONSI (indicate date of review)
®  Review & Environmental Impact Statement (indicate date of each review)
¢ Micro (validation of sterilization & product sterility) review(s) (indicate date for each na
review)
< Facilities inspection (provide EER report) . | Date completed:
(X) Acceptable
{) Withhold recotnmendation
< Methods yaligdation () Completed
(X) Requested

{ ) Not yet requested

¢ Nonclinical inspection review summary

% Statistical review(s) of carcinogenicity studies (indicate date for each review)

< CAC/ECAC report

R
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Eastern Point Road DESK COPY

Groton, CT 06340

% Global Research & Developmentr 77

February 9, 2001

Russell Kaiz, M.D., Director CONFIDENTIAUTRADE SECRET INFORMATION

Division of Neuropharmaoologncal Drug Products SUBJECT TG 18-USC-1905 AND TO WHICH ALL
Center for Drug Evaluation and Research HFD #120 CLAIMS OF PRIVILEGE AND CONFIDENTIALITY

. ARE ASSERTED IN BOTH STATUTOR
Woodmont Il Building COMMON LAW. FURTHER mssemmngu i‘ﬁ?
A'rrN DOCUMENT CONTROL ROOM ONLY BE MADE WITH THE EXPRESS WRITTEN
1451 Rockville Pike PERMISSION OF FFIZER NC

Rockville, MD 20852
Dear Dr. Katz;

RE: NDA 20825 - ZELDOX® (ziprasidone) Capsules
NDA 20919 - ZELDOX M® (ziprasidone mesylate)

Acceptability of “Zeldox™ Tradename

Reference is made to our January 11, 2001 submission concerning the acceptability of the

ZELDOX and ZELDOX 1M® tradenames, and to the February 5, 2001 Approval Letter for
Ziprasidone capsules which indicates that our proposed alternative proprietary name of “Geodon”
is acceptable to the Agency. As was communicated to Mr. Steven Hardeman during our
telephone conversation of February 7, 2001, please be advised that we intend to use “Geodon”
as the tradename for ziprasidone rather than “Zeldox."

As advised by Mr. Hardeman, we will provide Final Printed Labeling as well as container and
carton labels which display “Geodon" as the proprietary name for ziprasidone. Please note that
other than replacing “Zeldox™ with “Geodon,” the container and carton {abels are identical to
previously submitted packaging materials.

Please include this information in the above-referenced NDA files for ziprasidone.

Smcerew yours,

e ét

— 1arles A. Ritrovato, Pharm.D_

Director
Regulatory Affairs Department

CAR/sw )
Desk Copy: @g::\arn(,
‘ r. T.

Dr. R. Temple

Dr. P. Honig (OPDRA)
Mr. J. Philips {OPDRA)
Ms. C. Holquist (OPDRA)

NDA 20-825 Submission No: 125
NDA 20-919 Submission No: 066




CONSULTATION RESPONSE
Office of Post-Marketing Drug Risk Assessment
(OPDRA; HFD-400)

DATE RECEIVED: DUE DATE: OPDRA CONSULT #:
November 22, 2000 November 28, 2000 00-0169-2
TO: Russell Katz, M.D.
Director, Division of Neuropharmacological Drug Products
HFD-120

THROUGH: Steven D. Hardeman, Project Manager
HFD-120

PRODUCT NAME: MANUFACTURER:  Pfizer Pharmaceuticals, Inc.

Zeldox
(Ziprasidone Hydrochloride Capsules)
20 mg, 40 mg, 60 mg and 80 mg

and

Zeldox IM
(Ziprasidone Mesylate for Injection)
‘0 mg/mL

NDA #: 20-825

SAFETY EVALUATOR: Carol Holquist, R Ph.

SUMMARY: In response to a consult from the Division of Neuropharmacological Drug Products (HFD-120),
OPDRA conducted a review of the proposed proprietary names “Zeldox” and “Zeldox IM” to determine the
potential for confusion with approved proprietary and generic names as well as pending names and did not
recommend the use of the name. OPDRA’’s review was forwarded to the sponsor for review and comment. The
sponsor responded on October 20, 2000, with a proposal to utilize the proprigtary name Zeldox and commit to a
campaign to prevent medication and dispensing errors associated with Zeldox and Zeldox IM.

OPDRA RECOMMENDATION: After review of the information submitted by the sponsor, OPDRA does not
recommend the use of the name “Zeldox".

|§I.

13 WMaxle
Jerry Phillips, R Ph.
Associate Director for Medication Error Prevention
Office of Post-Marketing Drug Risk Assessment
Phone: (301) 827-3242
“ax:  (301) 480-8173

[S/ QFQI g/
Martin Himmel, M.D.

Deputy Director

Office of Post-Marketing Drug Risk Assessment
Center for Drug Evaluation and Research

Food and Drug Administration




Office of Post-Marketing Drug Risk Assessment
HFD-400; Rm. 15B03
Center for Drug Evaluation and Research

PROPRIETARY NAME REVIEW

DATE OF REVIEW: November 24, 2000
NDA NUMBER: 20-825
NAME OF DRUG: Zeldox

(Ziprasidone Hydrochloride Capsules)
20 mg, 40 mg, 60 mg and 80 mg

and

Zeldox IM
(Ziprasidone Mesylate for Injection)
20 mg/mL

NDA HOLDER: Pfizer Pharmaceutics, Inc.

L INTRODUCTION

This consult was written in response to a request from the sponsor for the Agency to reconsider
the acceptability of the proprietary names Zeldox and Zeldox IM.

The Labeling and Nomenclature Committee (LNC) previously reviewed the proposed proprietary
name, Zeldox, on September 22, 1996. The committee concluded the name was acceptable
because there were no sound-alike/look-alike products marketed at that time.

OPDRA completed a Proprietary Name Review for this drug product on August 4, 2000 and did
not recommend use of the name Zeldox.

In response to OPDRA’s concerns regarding the unacceptability of the proprietary name, the
sponsor proposed to take the following steps in an effort to prevent medication and dispensing
errors associated with dispensing Zeldox:

=>Disseminate appropriate educational materials to inform healthcare professionals about
the importance of preventing medication errors. These materials will specifically address
the potential “sound-alike/look-alike” concerns expressed by OPDRA. We commit to
working with the Division on the content of materials that would be disseminated to health
care professionals concurrent with the launch of Zeldox to educate them on the issue of
potential medication errors and appropriate steps to minimize their occurrence.




=Incorporate appropriate information in the Zeldox Patient Package Insert to alert patients
and their family members to the possibility of medication errors and steps that should be
taken to avoid them.

=>Health care practitioners will be provided with prescription pads pre-printed with the
Zeldox name, generic name and indication; this will serve as a reminder to the prescriber at
the point of product prescription.

=>Stickers imprinted with the Zeldox name and indication will be provided to pharmacists
with instructions to apply these to their telephone, this will serve as a reminder to
pharmacists during the process of transcribing verbal prescription orders.

> Institute a program to routinely remind healthcare proressionals of potential medication
errors and to monitor for errors involving Zeldox.

PRODUCT INFORMATION

Zeldox (ziprasidone) will be available as a 20 mg, 40 mg, 60 mg, and 80 mg capsule for oral
administration and as a powder for injection, which will deliver 20 mg/mL when, reconstituted.
The powder for injection is for intramuscular administration only. Ziprasidone is an
antipsychotic, which is chemically unrelated to phenothiazine or butyrophenone antipsychotic
agents. Its proposed antipsychotic activity is mediated through a combination of serotonin type
2A (SHT2A) and dopamine type 2 (D2) receptor antagonism. Zeldox Capsules are indicated
for the management of the manifestations of psychotic disorders. Zeldox IM is indicated for the
acute control and short-term management of the agitated psychotic patient. If indicated, the
patient may continue with oral ziprasidone. Initial treatment with oral ziprasidone begins with a
daily dose of 40 mg BID with food, up to 80 mg BID. An increase to a dose greater than 80
mg BID is recommended only after clinical assessment. The safety of doses above 100 mg BID
has not been evaluated. An initial dose of 10 to 20 mg ziprasidone injection is recommended.
Subsequent doses of 10 mg may be administered as often as every 2 hours, or 20 mg every
hours as needed. The maximum recommended dosage is 80 mg/day. Administration of
ziprasidone intramuscularly for more than 3 consecutive days has not been studied.

e

RISK ASSESSMENT .

The original consult addressed concerns of confusion between the currently marketed drug
products Zyvox, Vioxx and Zoladex. The sponsor states they share the Agency’s concern
about the impact of medication errors but for the following reasons believe that the use of the
tradenames Zeldox and Zeldox IM will not negatively impact upon patient health and safety.

A SPONSOR COMMENT TO OPDRA STUDIES
The fact that the overwhelming majority of written prescriptions in studies #1 and #2
were correctly interpreted by participants is reassuring. In addition to representing
larger samples, the written prescription results from these studies are most relevant in
prediction potential for medication errors involving Zeldox. Written prescriptions
account for the vast majority of physician drug orders, while telephone orders represent
less than 1% of prescription orders. The OPDRA report notes that most of the 7
incorrect responses in studies #1 and #2 reflect misspellings of Zeldox. We would point
out the potential lack of familiarity with the Zeldox tradenames at this point in time and

3



question the implication that misspellings will automatically lead to medication errors.
It is certainly possible, therefore, that the few errors reported in studies #1 and #2, as
well as the errors reported in #3 reflect a lack of familiarity with Zeldox as a tradename.
We suggest that this would not be the case at the time of product launch or thereafter.
Also reassuring is the fact that in none of the three studies were any currently marketed
drug products confused with Zeldox. Instead, the errors in all three of the studies were
misspellings, which we submit may well reflect lack of familiarity with an as yet
unmarketed product.

OPDRA RESPONSE .

We recognize that low scores of correct interpretations would be common for all
unapproved drug product names because health professionals are not familiar with the
name. However, negative findings in studies such as those conducted by OPDRA are
not predictive as to what may occur once the drug is widely prescribed, as these
studies have limitations primarily due to small sample size. Only a positive finding in a
study with a small sample size may indicate a high risk and potential for medication
errors when extrapolated to the general U.S. population. Moreover, we do not believe
that the written prescription results from these studies are most relevant in the
prediction potential for medication errors involving Zeldox. OPDRA believes there will
be numerous verbal orders for this drug product because health care providers will not
wait to have a written order to control an agitated psychotic patient.

SPONSOR COMMENT TO OPDRA's IDENTIFICATION OF ZYVOX, VIOXX, and ZOLADEX
While the analyses conducted by OPDRA identified the potential for look-alike and
sound-alike concerns with Zyvox, Vioxx and Zoladex, it is important to note that
none of these three products was mistaken for Zeldox in any of the three OPDRA
studies. In addition to the results of the three OPDRA studies, OPDRA’s report
references a number of noteworthy differences between Zeldox and Zyvox, Vioxx,
and Zoladex that will clearly differentiate these products in use. There are a number
of substantial, differentiating characteristics among these products which should
help to distinguish these products to healthcare prescribers and pharmacists, thus
minimizing the potential for medication errors. In addition to the gonsiderable
differences in dosage forms, routes of administration, doses gnd indications, we
would also point out the distinctly different generic names, which are frequently
used when placing prescription orders in a hospital or clinic setting.

OPDRA cites a specific concern regarding the potential for a fatal outcome if
Zeldox is inadvertently dispensed for Zyvox, as this agent is used to treat
vancomycin resistant Enterococcus faecium infections. If the infection for which
Zyvox was prescribed was serious and life-threatening, it would almost certainly be
administered intravenously, thus eliminating the potential for a serious medication
error, as Zeldox is not available in an intravenous formulation. Zeldox IM requires
reconstitution whereas Zyvox 1V is available in prefilled bags, a physical distinction,
which further minimizes the potential for confusion. Because of the severity of the
infections treated by Zyvox, as well as the caution that prescribers carefully consider
alternatives before initiating outpatient treatment, it is anticipated that Zyvox will
primarily be initiated intravenously in a hospital or institutional care setting,
minimizing concerns regarding confusion between the Zyvox tablets and Zeldox
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capsules. Further, Zyvox tablets, where used, are used for a short duration, whereas
Zeldox capsules will be used for long-term, chronic therapy.

With respect to OPDRA’s concern about Zeldox and Vioxx, we believe that these
two products are substantially distinct with respect to sound and lock, sharing only
the “ox” at the end of the names. Indeed, it appears to us that Zyvox and Vioxx are |
much closer in terms of sound and look, and yet FDA has allowed these products to |
co-exist in the marketplace. To date, there do not appear to have been any reports
to MedWatch of medication errors involving Zyvox and Vioxx. Nonetheless,
notable differences exist between Zeldox and Vioxx with respect to available dosage
forms, as well as dose strengths and duration of therapy.

With respect t¢ Zoladex, it is difficult to imagine a scenario where this medication could
be inadvertently interchanged with Zeldox or vice-versa when one considers the route of
administration, dosage form and clinical setting in which these medications would be
used.”

OPDRA RESPONSE

Although none of the studies conducted by OPDRA confirmed confusion between
Zeldox and Zyvox, Vioxx and Zoladex, this is not conclusive evidence that
confusion would never occur between these drug products once Zeldox is marketed.
Negative findings in these studies are not predictive as to what may occur once
the drug is widely prescribed, as these studies have limitations primarily due to the
small sample size. It is also important to note that the two drug products identified
by OPDRA to have the greatest potential for confusion, Zyvox and Vioxx, were
only approved this year. When OPDRA’s studies were conducted these two drug
products were on the market for a very short period of time (2 months and | year).
Therefore, study participants may not be have been as familiar with these products
and as a result would not have provided them as an interpretation. One participant
did identify Zoloft as a sound-alike product as well.

The sponsor states that the number of noteworthy differences between Zeldox and
Zyvox, Vioxx, and Zoladex will clearly differentiate these products in use. The
sponsor believes that these differentiating characteristics such as differences in
dosage forms, routes of administration, doses and indications, different generic
names will distinguish these products to healthcare prescribers and pharmacists, thus
minimizing the potential for medication errors.

Generally one would assume that based on these differences the potential for
medication errors would be low. However, post-marketing experience with the
drug product “Celebrex” has demonstrated that having noteworthy differences
between products does not eliminate the potential for error, as the Agency has
received 116 reported cases of medication errors involving Celebrex, Celexa and
Cerebyx. Celebrex is an NSAID, cox-2 inhibitor indicated for the relief of the signs
and symptoms of osteoarthritis and rheumatoid arthritis. Celexa is a serotonin
reuptake inhibitor indicated for the treatment of depression. Cerebyx is a prodrug
and its active metabolite is phenytoin. Table IIT describes the FDA approved dosage
forms, strengths and usual dosages of each product. Celebrex and Cerebyx share
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none of the common factors mentioned above and therefore you would perceive that
these two drug products would never be confused. Also, the only commonality that
Celebrex and Celexa share is a dosing interval of once daily. The only common

Jactor that these names share is the sound-alike and look-alike properties of their

names.
TABLE I
Name of Drug Available Strength Usual Dosage
-and
Dosage Form .

Celebrex 100 mg and 200 mg 200 mg once daily or
Capsules 100 mg to 200 mg twice daily

Cerebyx 50 mg PE/mL Varies depending on
Injection indication. Average of 10-20
10 mL and 2 mL vial mg PE/kg

Celexa 20 mg and 40 mg 20 mg to 40 mg once daily. Up
Tablets to 60 mg daily.

Therefore, based on previous post-marketing experience, OPDRA does not believe that
differences such as differentiating dosage forms, different routes of administration,
different doses and different indications rule out any potential for confission when the
names clearly sound or look alike to a currently marketed drug product.

Although, there are a number of substantial, differentiating characteristics among
these products there are some commonalties as well. These common factors have
the potential to increase the possibility of medication errors.

Zeldox and Zyvox have similar prefixes and suffixes as both begin with the letter
“Z” and end in “ox”. The character length of each names is also similar (6 vs. 5
letters). They differ in dosage form but have similar dosing intervals (two times
daily). When scripted they look similar (see below). There share three strengths,
which can appear similar when scripted as well (20 mg and 200 mrp, 40 mg and 400
mg and 60 mg and 600 mg). This confusion has been demapstrated also in the
Celebrex and Celexa case, in which Celexa 20 mg has been misinterpreted as
Celebrex 200 mg and vise versa.

Purdac T | e LY

We cited the example of a potential for fatal outcome if Zeldox were inadvertently
dispensed for Zyvox, as a worst case scenario. The assumption that Zyvox would
only be administered intravenously for the treatment of treat vancomycin resistant
Enterococcus faecium infections and thus eliminating the potential for a serious
medication error is unfounded. The DOSAGE and ADMINISTRATION section of
the package insert for Zyvox specifically states that both oral and IV administration
is appropriate for treatment of this type of infection. Again, we emphasize that
post-marketing experience has demonstrated medication errors occurring
irregardless of differences in the route of administration, especially if the names are
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similar. We also believe it will not just be a problem if Zeldox is administered
instead of Zyvox but also if Zyvox were administered in place of Zeldox. Zeldox
will be utilized for the management of psychotic disorders and the control and short-
term management of the agitated psychotic patient. The patient could experience a
psychotic episode if their therapy was interrupted due to the administration of Zyvox
rather than Zeldox.

With respect to OPDRA’s concern about Zeldox and Vioxx, we believe that these
two products are similar when scripted (see below) as well as when spoken. Both
have a similar character length (6 vs. 5 letters). “Z’s” and “V’s” are often
misinterpreted when written and especially when spoken. Again, we believe that
there will be several verbal prescriptions written for Zeldox. We have similar safety
concerns if these products were inadvertently administered for one another (i.e.,
Sulfa allergies associated with Vioxx and Psychotic episodes with Zeldox).

(7% (Lae<

The fact that FDA allowed the co-existence of Zyvox and Vioxx in the marketplace
is irrelevant. The sponsor of Zyvox committed to a phase IV study to actively
monitor post-marketing medication errors with the understanding of 2 reported
cases of actual confusion, will result in a proprietary name change. To date, there
are six reports of potential confusion involving Zyvox and Vioxx.

With respect to Zoladex, OPDRA agrees the potential for confusion in relatively low.
This name was identified only in the Expert Panel Discussion as a potential sound-
alike/look-alike drug product.

The firm proposes a post-marketing educational campaign to prevent medication errors.
OPDRA believes that our pre-marketing evaluations and risk analysis is the best
preventative tool in reducing medication errors related to similar names. The proposed
educational campaign is directed at increasing the awareness of health care practitioners to
the possibility of medication errors involved with prescribing and dispensing Zeldox. There
is no scientific evidence that an increase in awareness by itself will prevent errors. Similar
preventive measures were utilized for Celebrex’s educational campaign and were not
successful. The percent of error remained unchanged despite the sponsor’s educational
intervention.



RECOMMENDATIONS

The applicant has failed to provide persuasive data or evidence (i.e., independent analysis of the
proposed name utilizing a larger sample size) to minimize the Agency’s concern with regard to
potential medication errors between Zeldox/Vioxx and Zyvox/Zeldox. Based on the lack of
supportive data, recent post-marketing experience, and the two new sound-alike/look-alike drug
products approved since this name was first reviewed by the LNC, OPDRA does not recommend
the use of the proprietary name “Zeldox".

OPDRA would appreciate feedback of the final outcome of this consult. We are willing to meet
with the Division for further discussion as well. If you have any questions concerning this review,
please contact Carol Holquist, R.Ph. at 301-827-3244.

S/
Carol Holquist, RPh

Safety Evaluator
Office of Postmarketing Drug Risk Assessment (OPDRA)

1f-28-00

Concur:

£/ lsslon
Jerry Philtips, RPhY

Associate Director for Medication Error Prevention
Office of Postmarketing Drug Risk Assessment (OPDRA)
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cc: NDA 20-825
HFD-120; Division Files/Steve D. Hardeman, Project Manager
HFD-120; Russell Katz, Division Director '
HFD-400; Jerry Phillips, Associate Director, OPDRA

Electronic only cc:
HFD-400; Peter Honig, Director, OPDRA
HFD-040; Patricia Staub, Senior Regulatory Review Officer, DDMAC
HFD-430; Patrick Guinn, Project Manager, OPDRA
HFD-400; Sammie Beam, Project Manager, OPDRA
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Groton Laboratories
Phizer Inc
Eastern Point Road

Sevoee si1 tron. DESK COPY

@ Global Research & Development

September 29, 2000

Russell Katz, M.D., Director
CONFIDENTIAL/TRADE SECRET

Division of Neuropharmacological Drug Products INFORMATION SUBJECT TO 18-USC-1905
Center for Drug Evaluation and Research HFD #120 g:glg&”;% %Lé Pﬁ:ﬁggﬁ% T ARE
Woodmont Il Building ASSERTED IN BOTH STATUTORY AND
ATT: DOCUMENT CONTROL ROOM COMMON LAW. FURTHER
1451 Rockyvilie Pike DISSEMINATION MAY ONLY BE MADE

, WATH THE EXPRESS WRITTEN
Rockville, MD 20852 PERMISSION OF PFIZER INC
Dear Dr. Katz:

RE: NDA 20-919 - ZELDOX IM™ (ziprasidone mesylate) for injection
UPDATED PATENT INFORMATION

Reference is made to our pending NDA 20-919 for Zeldox IM™ and to the Patent and
Exclusivity information included with our original application. Pursuant to 21 CFR 314.53(d)(1),
this amendment to NDA 20-919 notifies the Agency of the issuance of U.S. Patent 6,110,918
on August 29, 2000. Patent 6,110,918 covers the ziprasidone mesylate trihydrate salt of
ziprasidone used in the intramuscular formulation. Patent 6,110,918 also provides for claims
covering a method of treating a psychotic disorder, including specifically schizophrenia,
migraine pain, and anxiety, comprising administration, including specifically intrarmuscular
administration, of the ziprasidone mesylate trihydrate salt,

Updated patent and exclusivity information as well as patent certification, NDA Sections 13 and
14 respectively, are included in Enclosure 1.

Please include this information in our file for NDA 20-919. -

Sincerely yours,

Cle & /o

Charles A. Ritrovato, Pharm.D.
Director
Regqulatory Affairs Department

CAR/ms
desk copy: Mr. S. Hardeman (cover letter only)

NDA-20-919 Submission No. 055




DEPARTMENT OF HEALTH AND HUMAN SERVICES Fa""‘«ﬂ"’g‘:: L id "?’ %m
FOOOD AND DRUG ADMINISTRATION S”E‘"‘M”"" Stater ”"‘“m’ poge 2
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, FOR FOA USE ONLY
OR AN ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION NUMBER
{Tile 21, Code of Federal Regulations, Farts 314 & 601)
APPLICANT INFORMATION
NAME OF APPLICANT DATE OF SUBMISSION
s Pfizer Inc September 29, 2000
TELEPHONE NO. (Inciue Arsa Code) FACSIMILE {FAX) Number finckide Aroa Cod;}
{860) 441-6899 (860) 441-0870
APPLICANT ADDRESS (Number, Streel, ary State, Country, ZiP Code or Mad Code, | AUTHORIZED 1.5, AGENT NAME & ADDRESS (Number, Street. City, State.
anc U.S. mmip:mw ZIP Code, tofaphone & FAX number) i APPLICABLE
Eastemn Point Road
Groton, CT 06340
PRODUCT DESCRIPTION Zeldox (ziprasidone) intramuscular for injection
NEW DRUG OR ANTIBIOTIC APPLICATION NUMBER, OR BIOLOGICS LICENSE APPLICATION NUMBER (# previously issued) NDA-20-919
ESTABLISHED NAME (a.g., Prper name, USP/USAN name) PROPRIETARY NAME (fade name) IF ANY
Ziprasidone mesviate Zeldox IM ™
CHEMICAL/BIOCHEMICAL/BLOOD PRODUCT NAME (I any) CODE NAME (I ar
s sriice ®p-83,059
DOSAGE FORM: STRENGTHS: ROUTE OF ADMINISTRATION:
intramuscular injection 20 mg/mL intramuscular
(PROPQSED) INDICATION(S) FORUSE:
Acute agitation in psychotic patients
APPLICATION INFORMATION
APPUCATION TYPE
(check ong) 7 NEW DRUG APPLICATION (21 CFR 314.50) {3 ABBREVIATED NEW DRUG APPLICATION (ANDA, 21 CFR 314.94}
{1 BIOLOGICS LICENSE APPLICATION (21 CFR Parl 601}
IF AN NOA, IDENTIFY THE APPROPRIATE TYPE @ 505 (b){1) 3 505 m}2}

tF AN ANDA, OR 505(b)(2), IDENTIFY THE REFERENCE LISTED DRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
Name of Ong Holder ol Approved Appiication

TYPE OF SUBMISSION (check one) [0 ORIGINAL APPLICATION @] AMENDMENT TO APENDING APPLICATION {0 RESUBMISSION
[ PRESUBMISSION [] ANNUAL REPORT 0 ESTABLISHMENT DESCRIPTION SUPPLEMENT [] EFFICACY SUPPLEMENT
7 LABELING SUPPLEMENT [ CHEMISTRY MANUFACTURING AND CONTROLS SUPPLEMENT F] oTHER

IF A SUBMISSION OF PARTIAL APPLICATION, PROVIDE LETTER DATE OF AGREEMENT TO PARTIAL SUBMISSION:

IF A SUPPLEMENTY: IDENTIFY THE APPROPRIATE CATEGORY O cee [1CeE-30 {7 Prior Approval (PA)
REASON FOR SUBMISSION C o . .
To provide updated patent information
PROPOSED MARKETING STATUS (check one) {4 PRESCRIPTION PRODUCT {fix} [] OVER THE COUNTER PRODUCT (OTC)
NUMBER OF VOUUMES SUBMITTED 1 THIS APPLICATIONIS @ PAPER ] PAPER AND ELECTRONIC ] ELECTRONIC

ESTABLISHMENT INFORMATION {Full establishment information should be provided in the bodly of the Application.)

Provide locstions of al manufacturing, packaging and contol sites for drug substance and drug product {continuation sheets may be used if necessary). Incitsde name,
address, contact, lslephone number, registration number (CFN). DMF number, and manufactuting steps and/or type of testing (e.g. Final dosage form, Stability testing)
conducied at the she. Please indicate whether the sile is ready for inspection or, # not, when i will be ready.

See original application NDA-20-919

Cross Reforences (list reisted Licanse Applications, INDs, NOAs, PMAs, 510(k}s, IDEs, BMFs, and DMFs referenced in the current application)

Ses original
apphcation

FORM FDA 356h (400) Creaed by Medis AacUSDHIS: (301) #43.2434 EF
PAGE 1




]

This application contains the following items: (Check alf that apply)

Index

Labeling (check ona) [} Draft Labeding {] Final Printed Labeling

Summary {21 CFR 314.50 (c))

bl Rl A

Chemistry section

A. Chemistry, manufacturing, and controls information (e.g., 21 CER 314.50(d)(1); 21 GFR 601.2)

B. Samples (21 CFA 314.50 {e)(1); 21 CFR 601.2 (a)) (Submit only upon FDA’s request)

C. Methods validation package (e.g., 21 CFR 314.50(e)(2)(i); 21 CFR 601.2)

5. Nonclinical phammacology and toxicology section {e.g., 21 CFR 314.50(d)(2); 21 CFR 601.2) -

6. Human pharmacokinetics and bioavailability section (e.g., 21 CFR 314.50(d}{3); 21 CFR 601.2}

7. Clinical Microbiology (e.g., 21 CFR 314.50(d)(4)}

8. Chnical data section {e.g., 21 CFR 314.50(d{(5); 21 CFR 601.2)

9. Salety updae report {e.g., 21 CFR 314.50(d)5)vi)(b): 21 CFR §01.2)

10. Statistical section (e.g., 21 CFR 314.50(d)(6); 21 CFR 601.2)

11. Case report tabulations (e.g., 21 CFR 314.50{f)(1); 21 CFA 601.2)

12. Case repont forms {e.g., 21 CFR 314.50 {f)}2); 21 CFR 601.2)

13. Patent information on any patent which claims the drug (21 U.S.C. 355(b}or (c))

14. A patent certification with respect o any patent which claims the drug (21U.S.C. 355 (b)(2) or ()(2)(A))

ANAN

15. Establishment description {21 CFR Pant 600, if applicable}

16. Debarment certification (FD&C Act 306 (kK1)

17. Field copy certification (21 CFR 314.50 (k{3

18. User Fee Cover Sheet (Foan FDA 3397)

19. Financial information (21 CFR Part 54)

20. OTHER (Specify)

CERTIFICATION

1 agree Io update this application with new safety information about the product that may reasonably affect the statement of contraindications,
warmings, precautions, or adverse reactions in the draft fabeling. | agree to submit salety update reports as provided for by reguiation or as
requested by FOA. if this appfication is approved, | agree to comply with all applicable laws and regutations that apply to approved applications,
including, but not limited to the following:

1. Good manuacturing practice regulations in 21 CFR Parts 210, 211 or applicable regulations, Parts 606, and/or 820.

2. Biclogical establishment standards in 21 CFR Part 600.

3. Labefing reguiations in 21 CFR Parts 201, 606, 610, 660, and/or 809.

4. Inthecase of a prescription drug or biological product, prescription drug advertising regulations in #1 CFR Part 202.

§. Reguiations on making changes in application in FDAC Act Section 506A, 21 CFR 314.71, 314.72, 314.97, 314.99, and 601.12.

6. Reguiations on Reports in 21 CFR 314.80, 314.81, 600.80, and 600.81.

7. Locat-state and Federal environmental impact laws.
H this application appiies to a drug product that FDA has proposed for scheduling under the Controlled Substances Act, | agree not to market the
product uniil the Drug Enforcement Administration makes a final scheduling decision.
ThedMaandkiomaﬁonhHﬁsmmissionhavebeenreviewedand,bmebeslofmyknowledgearecerﬁﬁedtobeuueand accurate.
Warning: A wilifully false statement is a criminal offense, U.S. Code, title 18, section 1001.

SIGNA OF RE! OFFICIAL OR AGENT TYPED NAME AND TITLE DATE
Charles A. Ritroveto, Pham, D.
y7 Wi e 9129100

ADORESS (Stwel, Cly, Stata, and ZIP Code) Tetophona Number
Eastern Point Road, Groton, Ct 06340 (860 ) 441-6899

Public reporting burden for this collection of Information is estimated to average 24 hours per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of
information. Send commments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing
this burden to:

DepammndﬂeamiandmmnServices Anagencymaynoloondtnorsponsor.and a person is nol
Food and Drug Administration required to respond to, a coflection of information unless it
CBER, HFM-99 displays a currentty valid OM8 control number.

140t Rockville Pike
Rockville, MD 20852-1448

FORM FDA 356h (4/00)
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Form FDA 356H Attachment

CHEMICAL/BIOCHEMICAL/BLOOD PRODUCT NAME

Ziprasidane Mesylate Chemical Name

5-{2-{4-(1.2-benzisothiazol-3-yl)-1-piperazinyl]ethyl]-6-chioro-1,3-dihydro-2H- indol-2-one
methanesulfonate trihydrate

Appears This Way
On Criginal
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CONSULTATION RESPONSE nﬂ‘a
Office of Post-Marketing Drug Risk Assessmeiit
(OPDRA; HFD-400)

DATE RECEIVED: June 20, 2000 DUE DATE: OPDRA CONSULT #: 00-0169
August 1, 2000
TO: Russell Katz, M.D.
Director, Division of Neuropharmacological Drug Products
HFD-120

THROUGH: Steven D. Hardeman, Project Manager
HFD-120

PRODUCT NAME: ] MANUFACTURER:  Pfizer Pharmaceuticals, Inc.

Zeldox
(Ziprasidone Hydrochloride Capsules)
20 mg, 40 mg, 60 mg and 80 mg

and

Zeldox IM
(Ziprasidone Mesylate for Injection)

mg/mL
NDA #: 20-825

SAFETY EVALUATOR: Carol Holguist, R.Ph.

SUMMARY: In response to a consult from the Division of Neuropharmacological Drug Products (HFD-120),
| OPDRA conducted a review of the proposed proprietary names “Zeldox” and “Zeldox IM” to determine the
potential for confusion with approved proprietary and generic names as well as pending names.

OPDRA RECOMMENDATION: OPDRA does not recommend the use of the name “Zeldox".

e o d / _
_ ,/12;, *Masne __,’,ZSL" Ejzlf/;hL
Jerry Phillips, R.Ph." Petof Honig, M.D. I

Associate Director for Medication Error Prevention  Difector
Office of Post-Marketing Drug Risk Assessment Office of Post-Marketing Drug Risk Assessment
Phone: (301) 827-3242 Center for Drug Evaluation and Research

Fax: (301) 480-8173 Food and Drug Administration




Office of Post-Marketing Drug Risk Assessment
HFD-400; Rm. 15B03
Center for Drug Evaluation and Research

PROPRIETARY NAME REVIEW

DATE OF REVIEW: July 24, 2000
NDA NUMBER: 20-825
NAME OF DRUG: Zeldox

(Ziprasidone Hydrochloride Capsules)
20 mg, 40 mg, 60 mg and 80 mg

and

Zeldox IM
(Ziprasidone Mesylate for Injection)
20 mg/ml.

NDA HOLDER: Pfizer Pharmaceutics, Inc.

INTRODUCTION

This consult was written in response to a request from the Division of Neuropharmacological
Drug Products (HFD-120) for assessment of the tradename Zeldox, regarding potential name
confusion with other proprietary/generic drug names.

The proposed proprictary name, Zeldox, was previously reviewed by the Labeling and

Nomenclature Committee (LNC) on September 22, 1996. The committee concluded the name was

acceptable because there were no sound-alike/look-alike products marketed at that time.

PRODUCT INFORMATION

Zeldox (ziprasidone) will be available as a 20 mg, 40 mg, 60 mg, and 80 mg capsule for oral
administration and as a powder for injection, which will deliver 20 mg/ml when, reconstituted.
The powder for injection is for intramuscular administration only. Ziprasidone is an
antipsychotic, which is chemically unrelated to phenothiazine or butyrophenone antipsychotic
agents. Its proposed antipsychotic activity is mediated through a combination of serotonin type
2A (SHT2A) and dopamine type 2 (D2) receptor antagonism. Zeldox Capsules are indicated
for the management of the manifestations of psychotic disorders. Zeldox IM is indicated for the
acute control and short-term management of the agitated psychotic patient. Ifindicated, the
patient may continue with oral ziprasidone. Initial treatment with oral ziprasidone begins with a
daily dose of 40 mg BID with food, up to 80 mg BID. An increase to a dose greater than

80 mg BID is recommended only after clinical assessment. The safety of doses above 100 mg
BID has not been evaluated. An initial dose of 10 to 20 mg ziprasidone injection is
recommended. :




.

Subsequent doses of 10 mg may be administered as often as every 2 hours, or 20 mg every
hours as needed. The maximum recommended dosage is 80 mg/day. Administration of
ziprasidone intramuscularly for more than 3 consecutive days has not been studied.

RISK ASSESSMENT

The medication error staff of OPDRA conducted a search of several standard published drug
product reference texts" as well as several FDA databases™ for existing drug names which
sound alike or look alike to Zeldox to a degree where potential confusion between drug names
could occur under the usual clinical practice settings. A search of the electronic online version
of the U.S. Patent and Trademark Office’s Text and Image Database was also conducted”. An
Expert Panel discussion was conducted to review all findings from the searches. In addition,

OPDRA conducted three prescription analysis studies, to simulate the prescription ordering
process.

A. EXPERT PANEL DISCUSSION

An Expert Panel discussion was held by OPDRA to gather professional opinions on the
safety of the proprietary name Zeldox. Potential concerns regarding drug marketing and
promotion related to the proposed name were also discussed. This group is composed of
OPDRA Medication Errors Prevention Staff and representation from the Division of Drug
Marketing and Advertising Communications (DDMAC). The group relies on their clinical
and other professional experiences and a number of standard references when making a
decision on the acceptability of a proprietary name.

Several product names were identified in the Expert Panel Discussion that were thought to
have potential for confusion with Zeldox. These products are listed in Table 1, along with
the dosage forms available and usual FDA-approved dosage.

DDMAC did not have any concerns about the name with regard to promotional claims.

jouibio uo
ADA Siu sioaddy

* MICROMEDEX Healthcare Intranet Series, 2000, MICROMEDEX, Inc., 6200 South Syracuse Way, Suite 300,
Englewood, Colorado 80111-4740, which includes the following published texts: DrugDex, Poisindex, Martindale

- (Parfitt K (Ed), Martindale: The Complete Drug Reference. London: Pharmaceutical Press. Electronic version.),

Index Nominum, and PDR/Physician’s Desk Reference (Medical Economics Co. Inc, 2000).

" American Drug index, 42* Edition, 1999, Facts and Comparisons, St. Louis, MO.

* Facts and Comparisons, 2000, Facts and Comparisons, St. Louis, MO. )

" COMIS, The Established Evaluation System [EES), the Labefing and Nomenclature Committee [LNC] database of
Proprietary name consultation requests, New Drug Approvals 98-00, and online version of the FDA Orange Book.

¥ WWW location http://www.uspto.gov/tmdb/index html.
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Suspension 600 mg I'V/Orally q12 hours
or
200 mg/400 mg and 600 mg premixed 400 mg orally q12hours
bag
100 mg/5 mL oral suspension
400 mg and 600 mg tablets
Zoladex {Goserelin Acetate Implant 3.6 mg administered subcutaneously every | S/A, L/A per
3.6 mg and 10.8 mg preloaded syringes |28 days into the upper abdominal wall. OPDRA

10.8 mg administered subcutaneously
every 12 weeks into the upper abdominal

wall.
Vioxx Rofecoxib Osteo. — 12.5 mg once daily or 25 mg S/A, L/A per
12.5 mg/5 mL and 25 mg/5 mL daily OPDRA
Suspension Acute Pain/Dysmenorrhea — 50 mg daily.
and 12.5 mg or 25 mg Tablets
*Frequently used, not all-inclusive. **L/A (look-alike),

S/A (sound-alike)

B. STUDY CONDUCTED BY OPDRA

1. Methodology

Three separate studies were conducted within FDA, to determine the degree of confusion of
Zeldox with other U.S. drug names due to similarity in visual appearance with handwritten
prescriptions or verbal pronunciation of the drug name. These studies employed a total of 91
health care professionals (nurses, pharmacists, and physicians). This exercise was conducted
in an attempt to simulate the prescription ordering process. An OPDRA staff member wrote
an inpatient order and outpatient prescriptions, each consisting of 2 combination of marketed
and unapproved drug products and prescriptions for Zeldox (see below). These written
prescriptions were optically scanned and one prescription was delivered via email to each
study participant. In addition, one OPDRA staff member recorded a verbal inpatient

4



prescription that was then delivered to a group of study participants via telephone voicemail.
Each reviewer was then requested to provide an interpretation of the prescription via email.

HANDWRITTEN PRESCRIPTIONS VERBAL PRESCRIPTIONS

Outpatient:

Zeldox 40 mg one BID, number 60 with no

Zeldox 40 mg refills

Sig: i BID
#60

No refills

Inpatien:t:

Zeldox 40 mg i po bid

2. Results

Results of ihesc exercises are summarized below:

Study No. of # of responses “Zeldox™ Other response
participants (%) respense

Written: 30 21 (70 %) 20 (95 %) 1(5%)
Outpatient

30 22 (73 %) 16 (73 %) 6 (27 %)
Inpatient
Verbal: 31 i8 (58 %) 9 (50 %) 9 (50 %)
Qutpatient ]
Total: 91 61 (67 %) 45 (49 %) 16 (18 %)

W Gorrect
Mincorrect

v

Among participants in the written prescription studies, 7 of 61 respondents (12%)
interpreted the name incorrectly. Most of the incorrect name interpretations were
misspelled variations of “Zeldox”.

Among verbal prescription study participants, 9 of 18 (50%) of the study participants
interpreted the name incorrectly. Most of the incorrect name interpretations were phonetic
variations of "Zeldox". One participant commented that the name sounded like zoloft.




C. SAFETY EVALUATOR RISK ASSESSMENT

1. In reviewing the proprietary name “Zeldox", the primary concerns raised were related to a
couple of sound-alike, look-alike names that already exist in the U.S. marketplace. Two
products, Zyvox and Vioxx were believed to be the most problematic in terms of potential
medication error.

We conducted prescription studies to simulate the prescription ordering process. In this
case, there was no confirmation that Zeldox could be confused with Zyvox or Vioxx. One
respondent provided Zovox as an interpretation to a verbal prescription, this is not the name
of an approved drug product, however it is very similar to Zyvox, which is a marketed
product. Zyvox was launched on April 24, 2000 of this year and Vioxx was launched May
20, 1999. All the names have similar character lengths, look similar when scripted and
sound similar when spoken. Vioxx is a non-steroidal, anti-inflammatory agent administered
daily and is available as an oral suspension (12.5 mg/5 mL and 25 mg/5 mL) and tablet
(12.5 mg or 25 mg). The letter “Z” and “V™ sound very similar when spoken. Zyvox is an
antibiotic available as an oral solution (100 mg/5 ml), tablet (400 mg and 600 mg) and
injection (200 mg/400 mg and 600 mg premixed bags) administered every 12 hours.
Although these products do not have overlapping dosage forms or similar indications for
use, the dosing interval and strengths are similar. Recent post-marketing experience with
Celebrex (200 mg Capsule), Celexa (20 mg Tabiet), and Cerebyx Injection has
demonstrated that two different dosage forms with similar strengths and dosing intervals
can easily be confused, especially when the proprietary names are similar. When scripted,
“400 mg” and “40 mg” appear similar and could be misinterpreted. In addition, both
products will be available in an injectable form. If Zeldox was inadvertently dispensed for
Zyvox the clinical consequences could be fatal, given Zyvox can be utilized to treat
vancomycin-resistant Enterococus faecium infections and it this type of infection goes
untreated it could result in death.

In addition, OPDRA recognizes the desire to utilize a modifier for the injectable form of
Zeldox because it possesses a different salt. However, we do not recommend the use of the
modifier “IM” for the following reasons: .
=>Confusion with the use of the modifier “IM” was identified in a proprietary name study
~~--  conducted by OPDRA for Menest IM. “IM” was interpreted as “1 mg”. If the modifier
“IM” was misinterpreted as “1 mg” in this case it would result in a 10 fold underdose of
the medication.

=>The Agency has discouraged the use of the route of administration in the name because a
firm may develop new dosage forms with or without differing routes of administration,
and the name subsequently becomes misleading. For example, if the firm gets approval
to administer this formulation by the intravenous route and the firm has IM in the name it
would be misleading.
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="IM” is a common medical abbreviation for the following: Ice massage, infectious
mononucleosis, intermetatarsal, internal medicine, intramedullary and intramuscular. The
Agency has always considered the use of coined abbreviations in conjunction with
proprietary names objectionable since they can and have been misinterpreted.

To date, the Agency has not approved any drug products that utilize the modifier “IM” in
conjunction with a proprietary name.

2. We note the firm intends to market a 20 mg strength capsule. This dose it is not utilized for
any of the labeled indications. We recognize the use of this dosage in some pediatric
studies, however the Agency usually does not include dosage forms and strengths utilized in
clinical trials until the indication is approved. We recommend the firm delete reference to
the 20 mg capsule from the HOW SUPPLIED section of the insert.

RECOMMENDATIONS

Based on recent post-marketing experience and the two new sound-alikeflook-alike drug products
approved since this name was first reviewed by the LNC, OPDRA does not recommend the use of
the proprietary name “Zeldox".

OPDRA would appreciate feedback of the finai outcome of this consult. We are willing to meet
with the Division for further discussion as well. If you have any questions concerning this review,
please contact Carol Holquist, R.Ph. at 301-827-3244.

S/ 500
Carol Holquist, R. 4.
Safety Evaluator
Office of Postmarketing Drug Risk Assessment (OPDRA)

Concur:;

_ / S/ ol 3e0u

Jerry Phillips, RPh. >

Associate Director for Medication Error Prevention
Office of Postmarketing Drug Risk Assessment (OPDRA)




cc: NDA 20-825,
HFD-120; Division Files/Steve D. Hardeman, Project Manager
HFD-120; Russell Katz, Division Director
HFD-400; Jerry Phillips, Associate Director, OPDRA

Electronic only cc:
HFD-002; Murray Lumpkin, Deputy Center Director for Review Management
HFD-400; Peter Honig, Director, OPDRA
HFD-040; Patricia Staub, Senior Regulatory Review Officer, DDMAC
HFD-430; Patrick Guinn, Project Manager, OPDRA
HFD-400; Sammie Beam, Project Manager, OPDRA

LAOPDRAOO\HOLQUIST\00-0169Zeldox.FIN.DOC
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Phzer Ine

Eastern Point Road
Groton. CT 614
Tel #60 111 100

@ Central Research -

Departinent of Clinical Researeh

December 18, 1997

. CONFIDENTIAL/TRADE SECRET

Paul LBbF.'l', M.D., Director INFORMATION SUBJECT TO 18-USC-1905
Division of Neuropharmacological Drug Products AN CoECH L CLAMS OF PRIVILEGE
Center for Drug Evaluation and Research HFD #120 BOTH STATUTORY AND COMMON LAW.
Office of Drug-Evaluation | A W eI ON MAY ONL Y BE
ATTN: DOCUMENT CONTROL ROOM #10B-34 PERMISSION OF PFIZER INC.

5600 Fishers Lane

Rockville, MD 20857

Dear Dr. Leber:

RE: New Drug Application #20-919 - ZELDOX IM™ (ziprasidone mesylate) for Injection

Serial No. 000

Pursuant to Paragraph 505(b) of the Federal Food, Drug and Cosmetic Act, and Paragraph
314.1 of the Code of Federal Regulations, Title 21, we are submitting a New Drug Application
(#20-919) for ZELDOX IM™ (ziprasidone mesylate) for control and management of agitation in
patients with psychosis. Investigation of the intramuscutar tormulation of ziprasidone occurred
under U.S. IND#49,045 which was filed on October 30, 1995.

The oral formulation of ziprasidone (ZELDOX™ Capsules) is the subject of pending NDA#20-
825, submitted on March 17, 1997. As discussed with the DNDP at our pre-NDA meeting of
August 13, 1997, certain information for the present NDA is incorporated by cross-reference to
NDA#20-825 for ZELDOX™ Capsules. Detailed indexing is provided where appropriate to
facititate the location of cross-referenced information.

Reference is made o the Division's correspondence of March 20, 1996 suggesting that “the
agitation and restlessness that often characterize acutely psychotic patients* would be a
suitable focus for the development of intramuscular ziprasidone. As outlined in our clinical
development plan submitted on May 17, 1996 (IND 49,045 Serial No. 016), this suggestion
undedies the efficacy endpoints evaluated in clinical trials as well as the proposed indication
for labeling.

This NDA reflects a cutoft date of July 30, 1997 and a dalabase comprised of 523 ziprasidone-
treated subjects, 142 haloperidoi-treated subjects, and 6 ptacebo-treated subjects. Subject
experience from six completed studies (046, 120, 121, 125, 126, 306) and two ongoing
extension studies with oral ziprasidone (127€ and 306E) is included in the safety database.
The completed studies include double-blind and open-label studies with fixed-ziprasidone-dose
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and flexible ziprasidone and haloperidol dose treatment regimens, with studies 120, 121 and
306 having both an intramuscular and oral dosing period.

We believe that the data included in this NDA establish the safety and efficacy of

ZELDOX IM™ in the control and management of agitation in patients with psychosis. Primary
evidence of efficacy is provided by trials 125 and 126, with trials 121 and 306 providing
additional safety data and information relative to transition to oral therapy.

The recommended initial dose of ZELDOX IM™ is 10 to 20 mg, with subsequent doses
administered as often as every 2 hours (10 mg) or every 4 hours (20 mg) as needed. The
maximum recommended daily dose is 80 mg. Administration of ZELDOX IM™ for up to 3
consecutive days was evaluated in clinical trials.

To optimize the solubility of ziprasidone for the preparation of an intramuscutar formulation, a
mesylate salt of the drug was used in complex with the solubilizing excipient, sulphobutylether
beta cyclodextrin (SBECD). Comprehensive information pertaining to the preclinical
phammacology, toxicology and pharmacokinetics of SBECD is contained within technical
Section 5 of this NDA. As recommended by Dr. Maryla Guzewska during our CM&C pre-NDA
meeting of August 14, 1997, chemistry, manufacturing and control information for SBECD is
the subject of a recently submitted Type 1V Drug Master File. A desk copy of this DMF has
been provided to Dr. Guzewska as requested.

The chemistry, preclinical, and clinical data obtained during the investigations of ZELDOX IM™
under IND#49,045 have been organized in this Application in accord with the requirements as
currently set forth under Paragraph 314.50 of the Code of Federal Requlations, Title 21. This
Application is also provided in electronic format, in a system analogous to that used for the
ZELDOX™ Capsules NDA. Al text and imaged information supplied electronically is identical
to that provided in hardcopy. Please note, however, that case report forms (CRFs) and case
report form tabulations are being supplied electronically only, in accordance with the Agency’s
September 1997 Guidance for industry on Archiving Submissions in Electronic Format.

Applications for marketing approval of ZELDOX IM™ are soon to be filed in Canada and
Europe. Currently, ZELDOX™ is not marketed in any country.

The Sponsor hereby certifies that a field copy of portions of this Application has been provided
to the FDA district office in Brooklyn, NY, and that it is an exact copy of the Chemistry,
Maniifacturing and Controls section, Form FDA 356h and the Application Summary contained
in the archival and review copies of this NDA.

This Application consists of 57 volumes, numbered consecutively beginning with Volume 1.1
and ending with Volume 1.57. With the exception of CRFs and CRF tabulations supplied
electronically as noted above, we have provided a complete archival copy (blue binders) of all
57 volumes and appropriate review copies of technical sections. Twelve additionat copies of
the Appiication Summary (NDA Section 2, Volumes 1.1 and 1.2) have been included for
provision to individual reviewers as necessary. Attachment | of this letter provides the location
forthe various sections of this NDA and additional explanatory notes about the Appiication.
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In accordance with the requirement of the Generic Drug Enforcement Act of 1992, and in
connection with this Application, to the best of its knowledge, Pfizer inc did not use in any
capacity the services of any person debarmed under Section 306 of the Federal Food, Drug,
and Cosmetic Act.

Please be advised that the applicable user fee for this submission has been remitted in
accordance with the Prescription Drug User Fee Act of 1992. We believe NDA #20-919 to be
complete for review by the Division and look forward to working closely with the Division during
the User Fee review cycle.

Should you have any questions regarding the organization or content of this Application,
please contact Dr. Charles A. Ritrovato at (860) 441-6899 (phone) or (860) 441-0870 (fax).

Sincerely yours,

(ReC ji
Charles A. Ritrovato, Pharm.D.

Senior Associate Director
Regulatory Affairs Department

/4

Steven W. Ryder, M.D.
Senior Vice President
U.S. Clinical Research

CAR/mib
Enclosures
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Attachment |

Section Title Volume

SOENDNMRWN

by
s

ok onh ook b
DRLR:

Index (plain blue) 1
Application Summary & Patient Naratives 1
Chemistry, Manufacturing and Control (red) 1.
Methods Validation (red) 1
Nonclinical Pharmacology and Toxicology 1
Human Pharmacokinetics and Bioavailability 1
Microbiclogy - Not Applicable

Clinical Data (light brown) 1.28 - 1.57
Safety Update - Not Applicable at this time

Statistical Data (green) 1.28 - 1.57
Case Report Tabulations (Supplied Electronically Only)
Case Report Forms (Supplied Electronically Only)
Patent Information

Patent Certification

Other - Not Applicable

—t
. '
b —h

Please note the following:

1.

A completed Form FDA 356h [with Patent Information (Section 13) and Patent
Certification (Section 14) attached] and Index are provided with the Application Summary.

As was done with NDA#20-825 for Zeldox™ Capsules, display of individual patient data
over time is presented in specialized “Patient Profiles” according to the design suggested
by the Division. These “Patient Profiles” are readily accessible from within the electronic
submission, and are not contained within the hardcopy of the NDA.

In accordance with Title 21 CFR 314.50(¢), a Methods Validation package is provided.
We have included this information in Section 4 (Volume 1.10), Methods Validation.
Section 4 contains the identity of samples for Methods Validation*(provided upon
request), specifications and analytical methodology, characterization, and copies of draft

{abets, and labeling.

In accordance with Title 21 CFR 25.1 and 25.31a, an Environmental Assessment is
provided in Section 3 of the Chemistry, Manufacturing, and Control Technical Section
(Volume 1.7) '

A field copy of portions of this Application has been provided to the FDA District Office in
Brooklyn, NY in accordance with Title 21 CFR 314.50 and 314.94.

Reference is made to Title 21 CFR 312.120 regarding foreign clinical studies not
conducted under an IND. A compliance statement for such studies can be found in the
Clinical Data Section (Section 8, Volume 1.28).
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7. Astatement conceming the transfer of obligations to contract research organizations in
accordance with Title 21 CFR 314.50(d)(5)(x) is included in the Clinica! Data Section
(Section 8, Volume 1.28).

Appears This Way
On Criginal




! Page(s) Withheld

/ § 552(b)(4) Trade Secret / Confidential

§ 552(b)(5) Deliberative Process

§ 552(b)(5) Draft Labeling




Investigator List



P—

8.c.). LIST OF WVESTIGATORS U S. PROTOCOLS"

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NOQ. STATUS VOLUME
1.28

Phase | Investigator-Blind, Placebo-Controfied Evaluation of the Safety, Toleration and Pharmacokinetics of 2i

217,861-02) Intramuscular Doses in Healthy, Male Volunissrs

Stuar Otliver, M.O. -

ERQTOCOL 037
Phase | Open Study to Compara the Pharmacokinetics of Ziprasidone Administered Intravenously Intramuscularly arid Orally to Healthy Subjgcts

Suzanne Swan, M.D,

Cinical Research Unit of the Orug
Evaluation Unit

Hennapin County Medical Canter
914 South Bth Street

Minneapolis, MN 55404

ERQIOCOL 038
Phase | Investigator-Blind Placebo-Controfted Evaluation of the Safety

(SBECD) Intramuscular Doses in Healthy Subjects

Suzanna Swan, M.ID,

Clinical Research Unit of the Drug
Evaiuation Unit

Hennapin County Medical Center

914 South Eighth Street
Minnaapolis, MN 55404

Bassalaar Clinical Research Unit 033-708 COMPLETED
Springfiald House

Hyds Btreel Leads

Was! Yorkshire LS? BNG

England

1.24

Clinical Research Unit of the Drug 037-123 COMPLETED
Evaluation Unit

Hennepin County Medical Center

914 South 8th Stroet

Minneapolis, MN USA 55404

1.25

Toleration and Pharmacokinetics of Ziprasidone Mesylate Following Single Cyclodextrin-Based

Clinical Ragearch 038-723 COMPLETED
Unit of the Drug Evaluation Unit

Hannepin County Medical Center

#14 South Eighth Street

Minneapolis, MN USA 55404

prasidone Following Escalating Single Cyclodextrin-Basad (CF-

Ziprasidons Masylsk NDACHinical Data. Summary'Liet of Investipators AB.Dac-97
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8.c.9. LIST OF INVESTIGATORS U,S, PROTOCOLS" .

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
1.23

Phase | Investigator-Blind Piscebo-Controtied Evalustion of the Safety Toleration and Pharmacokinetics of Ziprasidone Mesylata Following Multipe Intramuscutar Doses In
Subjects With Chranie or Subchronic Schizophrenia or Schizoaffective Disorder

Shetdon Praskorn, M.O. Psychiatric Research Institute 046-557 COMPLETED
Paychiatric Resaarch Instituta 1100 North 5t. Francis

1100 North 8t. Francis Suite 200

Suite 200 Wichita, KS USA 87214

Wichita, KS 87214

BROTOCOL 120 143
A Phase Il, Single Cantre, Open Labal Study Evaluating the Tolerability and Safety of 3 Days of Treatmsent With Intramuscular Ziprasidone {CP-88,059-27) (10 To 80 mg Oaily}
Foliowed by 2 Days of Treatment With Oral Ziprasidone (CP-88,058-1) {40 To 200 mg Daily} in Psychotic Inpatients

Shiomo Brook, M.D. - Ward 1: Research Unit 120-747 COMPLETED
Starkfontein Hospital Sterkfontein Road
Krugarsdorp, South Africa

Ziprasidore Medylats NOACHTcal Data Summary'List of ivestigators AB-Dec-37 Page 2
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8.c.9. LIST OF INVESTIGATORS U5, PROTOCQLS"

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS 8TUDY SITES NO. STATUS VOLUME

ERQTQCOL 121 1.a7
A Phase lil Randomized Multicanter Open Labet Study Evaluating the Toleration and Salety of 3 Days of Treatment With Inframuscular Ziprasidone (CP-88,059-27) (20 to BO
mg Daily) or Hatoparidal (Up to 40 mg Daily) Followsd by 4 Days of Treatmant With Qral Ziprasidone (CI2-88,059-1) (40 to 200 mg Daily) or Haloperidel in Subjects With a

Diagnosis of Psychotic Disorder

Jeseph McEvoy, M.D. / Adult Admission Unit 121-520 COMPLETED
John Umstead Hospital John Umstead Hospital ‘
1003 12th Street 1003 12th Strest
Butner, NC 27500 Butner, NC USA 27509
Steven Targum, M.D. Charter Fairmount 121-534 COMPLETED
Delware Valiey 561 Fairthorne Avenue
Clirical Studies Center Philadelphia, PA 19128
1015 Chestnut Street
Suite 1303 and
Phitadelphia, PA USA 19107
Community Hospital A Division of Crozer
Chestar Medical Center
2600 Wast 8th Street
Chester, PA 18013
Barbara Kernady, M.OD. Univarsity Psychiatric Services 121-585 COMPLETED
Department of Paychigtry and Bahavioral Ambulatory Care
Sciences Building 650
Univarsity of Louisville Ambuiatory Care South Jackson Straet
Budlging 560 South Jackson Straet \ Louisville, KY USA 40202
Louisvilie, KY 40202
Jefirey Aptar, M.D. Princeton House 121-576 COMPLETED
Princeton Paychiatric Centers PA BOS5 Herrortown Road
Princeton Biomedical Resaarch, PA Princeton, NJ 08540
256 Bunn Drive
Buite 6 and

Princeton, NJ USA 08540

Ziprasidone Metyis NDAGHcCH Dats Sumiman L of Krveetigaicrn AS-Dec-37

Page 3
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8.c.1. LIST OF INVESTIGATORS 1.5, PROTOCOLS®

INVESTIQATOR
ADDRESS SUBINVESTIGATORS

§TUDY STUDY
STUDY SITES NO. STATUS

SUMMARY
VOLUME

Princeton Biomedical Ressarch
258 Bunn Drive

Suite 6

Princeton, NJ 08540

and
Princaton Biomedical Research Axelrad

Building B09 River Avenus
Lakewood, N 08701

2Ziprasidone Masylate NOAVCHnical Data Summmary'Liet of inveatigalors AS-Dec-97

Page 4
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%.c.1. LIST OF INVESTIGATORS U.5. PROTOCOLS:

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
David Daniel, M.D. Washinglon Clinical Research Center 121-581 COMPLETED

Washington Clinical Resaarch Centar
8404-P Saven Comers Place
Falls Church, VA 22204

Robert Riasenbarg, M.D,
Biobehavioral Associates
625 Dekalb Industrial Way
Dscatur, GA USA 30033

/

8404-P Seven Comers Place
Falls Church, VA USA 22044

and

Domition Hospital
2960 Sleepy Hollow Road
Falls Church, VA 22044

and

Vancor Hoapital
B01 South Carlin Springs Road
Arlington, VA 22204.1006

Deakalb Medical Carnter
2701 North Decatur Road -
Decatur Ga 30033

121-589 COMPLETED

Dpraaicons Mesyiats NDACHNcal Datn SummarnyList of Investiguton AS-Dec-97

Page 5
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8.c.1. LIST OF INVESTIGATORS U.§. PROTOCOLS" '
INVESTIGATOR STLDY STUDY SUMMARY
ADDHESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Samuel Risch, M.D. Medical University of South Carolina 121-580 COMPLETED
Institute of Paychiatry PH 802N Institute of Psychiatry PH
Medical University of South Carolina 171 Ashley Avenue
Institute of Psychiatry Charieston, SC USA 20425-0742
171 Ashiey Avenue
Charleston, S3C 28425.0742
Dan Zirmbroff, M.D. Behavioral Medicine Canler 121.595 COMPLETED
Loma Linda University Loma Linda University
1710 Barton Road \ 1710 Barion Road
Redtands, CA 92373 Rediands, CA USA 92373
Alan Grean, M.D. Commonweaith Research Ceanter 121-804 COMPLETED

Commonwealth Resaarch Center
Masaachusatts Mental Health Centar
74 Fenwood Road

Boston, MA 02115

Massachusalts Mantal Health Center
74 Fenwood Road
Boston, MA USA 02115

Ziprasiiona Mesyiats NDACHncs Dala Summany\List of ivastigaions AB-Dec-97

Page 6
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8.c.. LIST OF INVESTIGATORS U.S. PROTOCOLS"

INVESTIGATOR STUDY 5TubY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Ede Frecska, M.D. Dapartmant of Psychiatry 121-837 COMPLETED
Veterans Affairs Medical Centar Velerans Alfairs Medical Center
Office of Paychistry 116A | 79 Middieville Road
79 Middiavills Road | Northport, NY LUSA 11768
Northport, NY 11788
Christapher Retst, M.D. Lonhgbeach Vetarans Alairs 121-843 COMPLETED
Longbeach Vaterans ANairs ! Medical Center 116A
Medical Canter 116A J 5901 East 7th Strest
5801 East 7th Streat S Longbeach, CA USA 80822
Longbeach, CA 90822 ™
8. Chares Schultz, M.D. 1 University Hoapitals of Cleveland 121-844 COMPLETED
Department of Paychiairy Hanna 1 ! Department of Paychiatry Hanna Pavitiion
Pavillion 1111 . 14100 Euclid Avenue
Case Western Resarve University ; Cleveland, OH 44106-5000
11100 Euclid Avenus :
Cleveland, OH USA 44108
Karan Waihs, M.D. i Clinical Peychimine Rasesrch Center 121-850 COMPLETED
George Washington University | Georga Washington University Medical
2300 Eye Streat Northwast ] Canter
Ross tHall Roormn 812 I 2300 Eye Streat Northwes!
Washington, DC USA 20037 Rose Hall Room 730

Waghington, DC 20037

and

George Washington Hoapita

801 23rd Streel

Northwest 8-North
Dprasidons Mesylats NDAVCHNCSt Dats. SummanyiLiet of irvestguion AB.Dec-g7 Pagae 7
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8.c.1. LIST QF INVESTIGATORS U 5. PROTOCOLS" '
INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Washington, OC 20037
Jambur Ananth, M.D. Harbor University of California 121-663 COMPLETED
Hatbor University of California Los Angnies Madical Center
Los Angeles Medicat Center 1000 West Carson Sireet
1000 West Carson Street Buiiding 1 South
Buliding 1 South Torrance, CA USA 80509
Torrance, CA 90503
Alain L.abelle, M.D. Royal Ottawa Hospital 121-688 COMPLETED
Royal Ottawa Hospital 1145 Carling Avenue
1145 Carling Avenyue Ortawa Ontario Canada K1Z 7%4
Otlawa Ontario K1Z 7K4
Farooq Amin, M.D. '\\ Houston Veterans Afialre Medical Center  121-691  COMPLETED
Deparimant of Paychiatry 2002 Holcomba Bowevard
Beylor Coliage of Madicine Houston, TX 77030
Houston, TX USA 77030
Danisl Van Kammen, M.D. \ Vaterans Altairs Madicai Center 121701 COMPLETED
Veterans Alairs Madical Center \ 7180 Highland Drive
7180 Highland Drive Pittaburgh, PA USA 15208
Pittsburgh, PA 15208
Jamas Harttord, M.D. Harford Aesearch Group 121-705 COMPLETED
Hartiford Reasanch Group 3120 Bumet Avenus
10550 Montgomery Road Suite 20 Suite 103
Cinginnati, OH 45242 Cincinnati, OH 45229
and
Tipmaicons Meaylata NDA\Ciinical Dta Summary\List of investigators AS-Daec-87 Page 8
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8.c.9."LIST OF INVESTIGATORS U S, PROTOGOLS" .

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATONS STUDY SITES NO. STATUS VOLUME

Tha Chrigt Hospital

2139 Auburn Avenue

Cincinnati, OH 45218
Gary Kaplan, M.0. Veterans Affairs Medical Center {151) 121.709 COMPLETED
Vatorans Altsirs Madical Center 830 Chalkstona Avenue
830 Chalkstone Avenue \ Pravidence, Al USA 02008
Providence, Al 02908
David Brown, M.D., \ Charter Hospital 121-719 COMPLETED
Community Clinical Ressarch B402 Cross Park Drive
Incorporated \ Austin, TX 78754
4411 Medical Parkcway
Austin, TX USA 70756 \ and

Community Clinical Research

Incorporated

4411 Madical Parkway

Austin, TX 78756
Dennis Paviinac, M.D. Tri-City Madical Center 121-738 COMPLETED
3907 Waring Road 4002 Vista Way
Suite 3 Oceanside, CA 82058
Oceanside, CA USA 92086
Narayana Reddy, M.D. Methodist Medical Caner of Hllinois 121-736 COMPLETED

Health Advance Institute
Ona Iitini Drive
Paona, IL USA 61805

221 Northeas! Gien Oak Avanue
Paona IL 61636

Tprasidone Mesylate NDAXCHnical Duts Summarny\Lt of Mrvastigators AS.Osc.97
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S.c9. LIST OF WVESTIGATORS U,$. PROTOCOLS®

INVESTIGATOR STUDY STuDY SUMMARY
_ADDRESS SUBINVESTIGATCRS STUDY SITES NO. STATUS VOLUME
Faruk Abuzzahab, Sr., M.D. ! Fairview Riverside Medical Center 121-752 COMPLETED
Clinical Psychopharmacology 2450 Riverside Avenue
Consultants PA, Minneapolis, MN 55454
Rivarside Park Piaza
Suite 303
701 2Bt Avenue South
Minneapolis, MN USA 55454-1443
George Ainslis, M.D. Dapartment of Vetarans Affairs Madical 121.763 COMPLETED
Department of Veterana Atairs Madical \ Canter
Center Peychiatry Servica 118A
1400 Biackhoma Hilt Road Building 38
Contenvitie, PA 19320 \ 1400 Biackhorse Hill Road
Coatesville, PA USA 19320
Danial Buffington, Pharm.D. Clinical Pharmacology Services 121-754 COMPLETED

Clinical Phammacology Services
Incomorated

3500 Eas! Fletcher Avenue
Suite 210

Tamps, FL 33613-4712

Incorporated .

3500 East Fletcher Avenue
Suite 210

Tampa, FL USA 33813.4712

and
TGH Psychiatry Center

3515 East Fletcher Avenue
Tampa, FL 33613

Dprasidors Masyikie NOACIncal Deia Bummary\List of irvestipaiors AB-Dec-87
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®.c.1. LIST OF INVESTIGATORS U5, PROTOCOLS" ,

INVESTIGATOR STUDY 8TUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Gsorge Grossberg, M.D. Saint Louis Univarsity Health Sciences 121.75% COMPLETED
Sairm Lous University Medical Canter Center
1221 South Grand Boulevard Sehool of Madicine
St. Louis, MO 63104 1221 South Grand Boulevard

St. Louis, MO USA 63104
Gunnar Larson, M.D. \ Veterans Afiairs Medical Center 121-786 COMPLETED
Pesychiatry Service 118A \ 5000 West National Avenue
Veterans Affairs Medical Canter Mitwaukes, Wl USA 53285
5000 West National Avenue \
Milwaukese, Wi 53285
H, Edward Logue, M.D. E Broskwood Medical Centar 121.757 COMPLETED
Birmingham Psychiatry Pharmaceutical \ 2010 Madical Center Drive
Btudies Incorporated N Birminghamn, Al. 35209
2480 Independsenca Drive .
Birmingham, AL USA 35209 \ and

Birmingham Paychiatty Pharmaceutical

Studies incorporated

3490 Indepandanca Drive

Birrningham, AL 35209
Allredo Suescum, M.D. Laurel Ridge Hospital 121-759 COMPLETED

The Institute far Ctinical Resaarch
Incomorated

8122 Datapoint Drive #1010

San Antonio, TX USA 78229

17720 Corporate Woods Drive
San Antonio, TX 78258

Dprasidona Mesytate NOACKRica Data SummaryiLiel of irvestipalae AB-Dec-97
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%.c.1, LIST OF INVESTIGATORS U.S. PROTOGOLS®

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS ) SUBINVESTIGATORS STUDY SITES NC. STATUS VOLUME
George Trapp, M.D. Daltas Vetarans Affairs Medical Center 121-760 COMPLETED

Dallas Vetarans Atairs Medical Contar Psychiatry Sarvice 118A

4500 South Lancaster Road ' 4500 South Lancaster Road

Dallas, TX 75216 Dallas, TX USA 75218

Wilson LH, M.D. \ Homewood Heatth Canire Incorporated 121-761 COMPLETED
Homewood Health Cantre Incorporated 150 Dalhi Street

150 Delhi Strest Guelph Ontario Canada N1E 8K9

Gueiph Ontarie N1E BK9

Adam Wolkin, M,D. New York Dapariment of Velerans Afiairs  121.762 COMPLETED

New York Depariment of Veterans Affairs Maedical Canter

Madical Canter 423 East 23rd Street

[NYDVAMG) New York, NY USA 10010

423 Enst 23rd Straet

New York, NY 10010

Allen Childs, M.D, Healhcare Rehabilitation Centar 121-783 COMPLETED

Steven Stanisiav, Pharm.D. i 1106 Wast Dittmar Road

The Institute for Clinical Research Austin, TX 78745

Incorporated

8122 Datapoint Drive #1010

San Antonio, TX USA 78228

Dprasidone Meaytme NDACHCH Data Summanilist of vestgetors AB.Dec87 Pm 12

g
>
)
m
=)




8.c.). LIST OF INVESTIGATORS U.§ PROTOCOIS"

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Matthew Menza, M.D. 1 University'of Medicine and Dentistry of 121.764 COMPLETED
University of Medicine and Dentistry of ) New Jersey
Naw Robert Wood Johnson Meadical School
Univarsity Bahavioral Health Care Deparimant of Psychiatry
871 Hoes Lane 675 Hoea Lane
Piscatawny, NJ 08854 Piscataway, NJ USA 08854
Scott West, M.D. University Behavioral Center 121.785 COMPLETED
Cutler anct West PA 2500 Discovery Driva
Psychiatric Institute of Florida Orlando, FL 328286
341 North Maitiand Avenue
Sulte 260 and
Maitland, FL 32751

Psychiatric Institute of Flonda

341 North Maitland Avenuse

Suite 260

\ Maitiand, FL LUSA 32751
Jamas Miller, Jr., M.D. ~ Clinical Studies Melbourne 121.767 COMPLETED
Ciinical Studies Melbourne 1360 Samo Road
1360 Sarno Road Suite B
Suite B Maibourne, FL USA 32935
Melboume, FL 32835
and

Circlas of Care

400 East Sharidan Road

Melbourne, FL 32901
Jose De La Gandara, M.D. 2181 Palm Baach Lakes Boulevard 121-770 COMPLETED

Fair Oaks Hospital
5440 Linton Boulevard
Dairay Beach, FL. 33484

Waest Palm Beach, Fl. USA 33409

Zipmaidora Mesyiais NDACICH Dk SummanyiLiel of irvestiglion AS-Oec-d7
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8.c.1. LIST OF IWVESTIGATORS U.S, PROTOCOLS" .
INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Frank Mitier, M.D. Madquast Incorporated 121-771 COMPLETED
16 South Main Streat 562-A Memorial Drive Extension
8.502 Greer, 8C 29651
Greenvills, SC 20607
and

Charter Hospitat

2700 East Phillips Road

Grear, SC 29850
Richard Steinbook, M.D, Jackson Memorial Medical 121-774 COMPLETED
Jackson Memorial Medical Center Center/University of Miami Schoot of
Univarsity of Miami School of Medicine Madicing
Mental Health Institute Mantal Haaith nstituta
Room 112B Emargancy Room and Inpatient Units
1811 Northwast 12th Avenue 1811 Northwest 12th Avenue
Miami, FL USA 33136 Miami, FL 33138
Satish Shrikhande, M.B.B.S. Department of Paychiatry 121.775 COMPLETED
Department of Psyctiatry University of Sagkatchewan Royal
University of Saskatchewan Royat University Hospitat
University Hospital 103 Hospital Drive
103 Hosgpital Driva Saskatoon SK Canada S7TNOWS
Saskatoon 5K S7NOWS Canada
Heana Berman, M.O. Taunton State Hospital 121.780 COMPLETED
Taunton State Hospital 60 Hodges Avanue
PQ Box 4007 Taunton, MA USA 02780
Taunton, MA 02780
Dpraskicta Masylnie NDAVCHEal Dats Surhmanlist of kvestipators AB-Dec.g7 Papge 14
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801, LIST OF INVESTIGATORS 1.3, PROTOCOLS" »

INVESTIGATOR ' STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
1.28

PROTOCOL 12§
A Phase Il Randomized Study Comparing 2 Doses of Intramuscular Ziprasidone (2 mg and 10 mg) in Subjacts With Psychosis and Acute Agitation

Michael Kronig, M.D. 4
Hiltside Hospital A

Division of Long Istand Jewish Medical

Center

75-50 283rd Strast

Glen Qaks, NY 11004

Steven Targum, M.D,
Clinical Studias Philadelphia
400 Market Straet

Suite 426

Philadelphia, PA USA 18108

Hiflside Hoapital Lowenstain Research 125-514 COMPLETED
Building A

Divislon of Long laland Jewish Medical

Center

266 Street and 76 Avenus

Glen Oaks, NY LISA 11004

Crozer-Chester Medical Center 125-534 COMPLETED
One President's Boulavard

Oid Main

Upiand, PA 19013

and

Crozer-Chester Madical Center
Community Division

2900 Wesl Sth Sireal

Chaster, PA 19013

Dprasicons Masylate NDACHnIcal Dats Summan'List of ivestigniors AS-Dec-§7
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8.c.1. LIST OF INVESTIGATORS U.S. PROTOCOLS"

INVESTIGATOR

1

STupDy STUDY SuUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Alan Buffenstein, M.D, The Queens Medical Center 125.542 COMPLETED
2490John Buma School of Madicine 1301 Punchbowl Street
Department of Paychiatry Honoludu, Ht 96813-
1356 Lusitana Street 4th Floor
Honolulu, Hi USA 98813
Jofirey Apter, M.D. Princeton Biomadical Research 125-576 COMPLETED
Princeton Biomedical Ressarch 256 Bunn Drive
258 Bunn Drive Suite 8
Sulte 8 Princeton, NJ 08540
Princaton, NJ 08540
and

BOB River Avenus

Axeirad Building

Lakewood, NJ Q8701

and

Princeton House

905 Hertomown Road

Princeton, NJ 08540

and

Mule Road Protessional Building

871 Route 37 West

Suite E-8

Toms River, NJ DB758
Dprasidons Madyliats NDACHnics Data SummanyList of Irvssigatorns AS-Dac97 Page 16
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8.c.1. LIST OF INVESTIGATORS U.5. PROTOCOLE"

I

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Ari Kisv, M.D. Social Psychiatry Research Institute 125-585 COMPLETED
Stony Lodge Hospital 150 East 88th Street
Croton Dam Road Suite 2H
Ossining, NY 10810 New York, NY USA 10021
Robart Riesenberg, M.D. Dekalb Medical Center 125-589 COMPLETED
BioBahavioral Associates 2701 North Decatur Road
826 Dekalb Industrial Way Decatur, GA 30033
Decatur, GA USA 30033
and

BivBohaviorat Associates

625 Deakalt Industrial Way

Deacatur, GA 30033
Dan Zimbroft, M.D. Behavioral Madicina Canter 125-585 COMPLETED

1317 West Foothill Boulavard
Suite 140
Upland, CA USA 81786

Loma Linda University Madical Center
1710 Barton Road
Redlands, CA 92373

and
PacHic Clinical Rasearch

1317 Waest Foothill Boutevard 140
Upland, CA 917868

Ziprasioone Mesylats NDACInKC Data Sumianilint of twestigators AS-Dec-07
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8.c.1. LIST OF INVESTIGATORS U.S. PROTOGOLS"
I
INVEBTIGATOR STUDY STUDY SUMMARY
ADDHE_SS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
David Garver, M.D. Daltas Veterans Alairs Medical Center 125-599 COMPLETED
4500 South Lancaster Road 118A 4500 South Lancaster Road
Daltag, TX USA 75218 Dallas, TX 75218
Larry Davis, M.D. Richland Mamorial Hospita! 125-833 COMPLETED
Davis Clinic PG 800 East Locust Street
0802 East Locust Straet Olnay, I 82450
Oftney, IL 82450
and

Davis Clinic PC

902 Erst Locust Street

Qiney, IL USA 82450
James Chou, M.D. Ballevua Hospital Canter 125-853 COMPLETED
Nathan § ¥line 482 First Avenua 2TW 13
institute for Paychiatric Research New York, NY 10016
140 Old Orangeburg Road
Buiiding 37
Orangaburg, NY USA 10962
Jambur Ananth, M.D. Harbor-University of Calitomia 125.683 COMPLETED
Harbor-University of California Los Angales Medical Cantar
Los Angeles Medical Canter 1000 West Carson Street
1000 West Carson Street Building 1-South Box 487
Building 1-South Box 497 - Torrance, CA USA B0S05-2190
Torrance, CA 90505-2910
Diprasidone Mesylale NDACHNCS Data SummanyiList of ivastigators As-Dec-d7 Pags 18
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8.c.1. LIST OF INVESYIGATORS U.3, PROTOCOLS" i
INVESTIGATOR STUDY sTuDY SUMMARY
ADDRESS SUBINVESTIGATORS BTUDY SITES NO. STATUS VOLUME
Arthur Freaman, i, M.D. Departmant of Psychinatry 125-688 COMPLETED
Department of Paychiatry Room 3-412
Lovisiana State University Madical Louisiana State University Medical Center
Ceanter 1501 Kings Highway
1601 Kings Highway Shreveport, LA USA 71130-3932
Shreveporl, LA 71130-3932
Wayne Fenton, M.D. CPC Health/Chestnut |Lodge Hospitad 125-6897 COMPLETED
CPC Health/Chestnut Lotige Hospital 500 West Monmgomary Avenue
500 West Montgomeary Avenue Rockvilts, MD USA 20850
Rockville, MD 20850 '
and

ASCO Healthcara Incorporated

98036 Junction Dtive

Annapohs Junction, MD 20701-1152
James Harttord, M.D. Hartiord Research Group 125-705 COMPLETED
Hartiord Ressarch Group 3120 Bumet Avenue
10550 Montgomery Road Suite 103
Suite 20 Cincinnati, OH 45229

Cincinnati, OH USA 45242

and

The Christ Haspitat
2139 Auvbum Avenue
Cincinnati, OH 45219

Dprasiions Mesyiiie NOACHcH Data SummaryList of investipators A8-Dac-87
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8.c.1. LIST OF INVESTIGATORS U.S. PROTOCOLS"
i
INVESTIGATOR STUDY STUDY SUMMARY
ADORESS SUBINVESTIGATORS STUDY SITES NO. STATUS YOLUME
Luisito Roxas, M.D. Archway Mental Heaith Sarvices 125-707 COMPLETED
Saint AMlexius Madica! Center 900 East Broadway
800 East Brosdway Box 5510
Bismarck, ND 585601 Bismarck, ND USA 58501
David Brown, M., Chanter Hospital of Austin 125.719 COMPLETED
4411 Madical Parkway L 8402 Cross Park Drive
Austin, TX 78758 Austin, TX 78754
and

4411 Medical Parioway

Austin, TX USA 78756
Gaorge Grossberg, M.D. Saint Louis Univarsity Health Sciences 125-755 COMPLETED
Saint Louis University Medical Center Canter
1221 South Grand Boulevard Schoot of Madicine
St. Louts, MO 83014 1221 South Grand Boutevard

St. Louis, MO USA 83104
Scott West, M.D. Paychistric institute of Florida 125-766 COMPLETED
Director of Biologlcal Psychiatry 341 North Maitland Avenue
Programs Suite 2680
Psychiatric Institute of Florida Maitland, FL 32751
341 Nerth Maitiand Avenue
Buite 260 and
Maitiand, FL USA 32751

University Bahavioral Center

2500 Discovary Drive

Ortando, FL 32802
Ziptasicons Mesyiale NOACHGal Dista BummanUist of vestigaion AS-Dec-97 Page 20
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8.c.1. LIST OF INVESTIGATORS U.S. PROTOCOLS® _
INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS YOLUME
Jarnea Miller, Jr, M.D. Clinical Studies Melboume 125-767 COMPLETED
Clinieal Studies Metbourne 1360 Sarno Road
1380 Sama Road Suite B
Buite B Malboume, FL USA 32935
Melbourne, FL 32935
and

Circles of Care

400 East Sheridan Road

Melboume, FL 32601
Richard Steinbook, M.D, Jackson Memorial Madical Cantar 125-774 COMPLETED
Jackson Memorial Madical Centar Mnivarsity of Miami School of Madicine
1811 Northwest 12th Avenus Departmant of Psychiatry
MH Institute Room 1128 1611 Northwest 12th Avenua
Miami, FL 33138 MH institute Room 1128

Miami, FL USA 33138
Hlaana Barman, M.D. Taunion State Hospital 125-780 COMPLETED
Taunton State Hospltal/ 80 Hodges Avenue
Southeastern Araa of M, husatts Taunton, MA USA 02780
80 Hodgas Avenue

Taunton, MA 02780

2

prasidone Mesyltds NDAVCHvCal Dats Summary\Liat of invasigeors AS-Dec-97
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8.c.1. LIST OF INVESTIGATORS U.§, PROTOCOLS® |

INVESTIGATOR STUDY STUDY SUMMARY
ADORESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Michas! Lesam, M.D, Claghom-Lasam Ressarch Clinie 125-782 COMPLETED
8750 Wast Loop South incorporated
Suite 1050 6750 West Loop South
Bellaire, TX 77401 Suite 1050

Beltaira, TX USA 77401

and

Wesl Oaks Hospital

8500 Hormnwood

Houston, TX 77074
Shuja Hegue, M.D. Veterans AHfairs Medical Center 125-784 COMPLETED
Veterans Afiglrs Madical Canter 2 South
2 South 4848 John R 4848 John R
Detroit, M1 AB2(1 Detroit, M1 USA 48201
Craig Johnson, M.D. Morthside Hoapital Bahavioral Madicine 125-785 COMPLETED
The Promedica Resaarch Centar Unit
3768 Lavista Road 1000 Johnson Earry Road Northeaast
Suite 100 Atlanta, GA 30342
Tuckar, GA 30084

and

Tha Promedica Research Center
3758 Lavista Road

Suite 100

Tucker, GA USA 30084

Ziprasldore Meayiale NDA\Ginkeal Data SummaryiList of irvaatigalon. AB-Dac-07 Page 22
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8.c.7. LISLOF INVESTIGATORS U.S, PROTOCOLS"

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATOAS STUDY SITES NO. STATUS VOLUME
Anfulla Khan, M.D., MHambieton Professional Building 125.788 TERMINATED
Hambieton Professional Bullding 10126 Northeast 132nd Street
10126 Northeast 132nd Street Suite B
Suite B Kirkland, WA USA 98034
Kirkland, WA 98034
and

Overiake Hospital

1035 116th Avenue Northeast

Beltevua, WA 98004
John Zajecka, M.D. Women's Board Depression Traatmant 125-789 COMPLETED
Woman's Board Depression Treatmaent and Fesearch Centar
and Resaarch Center Rush-Prasbytarian Saint Luke's Medica!
Aush-Presbyterian-Saint Luka's Madical Centar
Canier 1725 West Harrison Street
1726 West Harrison Street Suite 855
Suite 995 Chicago, IL USA 60812
Chicago, IL 80812
Ronaid Brenner, M.D, Saint Johns Episcopal Hospital 125-795 COMPLETED

Saint Johns Episcopal Hospital
South Shore

327 Beach 15th Strest

Far Rockaway, NY 11881

South Shore
327 Beach 19th Streat
Far Aockaway, NY USA 11891

Dipcasigors Mesylale NDACHvcal Data Summany\Lisl of wvestipaions A8-Dec.97
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S.c.1. LIST OF INVESTIGATORS U.§. PROTOCQLS*

INVESTIGATOR STUDY STUDY SUMMARY

_ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
1.33

A Phase I flandomized Study Comparing 2 Doses of Intramuscular Ziprasidone (2 Mg And 20 Mg) in Subjects With Paychosis and Acute Agitation

Thomas Possver, M.O. Bay Cove Mental Health Center 126-509 COMPLETED

Bay Cove Mental Heaith Centar Inpatient Lermuel Shattuck Hospital

Warcs ’ 170 Morton Street

Lemuel Shattuck Hospital Boston, MA USA 02130

170 Morton Street

Boston, MA 02130

Steven Potkin, M.D. University of California Irvine Medical 126-529 COMPLETED

University ol California irvine Medical Center

Center 101 Tha City Drive South

101 The City Drive South Route 88

Aoute 88 Orange, CA USA 92868-3208

Orange, CA 82068-3208

Shelden Preskorn, M.D, Psychiatric Research institute 126.557 COMPLETED

Psychiatric Rasearch Institute 1100 North Saint Francs

1100 North Saint Francis Suite 200

Suite 200 Wichita, KS USA 87214

Wichita, KS 87214 1

Dprasidona Wesyisis NDAYCHNIcal Data SummanList of nvestigaions AS-Dec-87 Page 24
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9.c.1. LIST OF INVESTIGATORS U.$. PROTOCOLS®

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME

Alica Chenautt, M.D.
2338A Whitesburg Drive
Huntsvills, AL USA 356801

David Daniel, M.D.

Washington Clinical Research Centar
B8404.P Saven Comers Place

Falis Church, VA 22044

Huntavitte Research Associates
2336A Whitesburg Drive
Huntsville, AL USA 35801

and

Hunteville Hoapital
101 Siviey Road
Huntsville, AL 35801

Washington Clinical Research Center
8404-P Saven Corners Place
Falls Church, VA USA 22044

and
Columbia/Dominion Hospital
2080 Slespy Hollow Road
Falls Church, VA 22044

and
Columbia/Ardington Hospital
1701 North George Mason Driva
Adington, VA 22205

and
Vencor Hospital-Aringlon

601 South Carlin Springs Road
Ardington, VA 22204

126-578 COMPLETED

128-581 COMPLETED

Ziprasidone Mesyliis NOACInical Data SummaryiLis! of investigaions AS-Dec-97
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8.c.1. LIST OF INVESTIGATORS U 5. PROTOGRLS

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Chares Merideth, M.D. Affiltated Ressarch Institule 126-587 COMPLETED
Affiiated Rasaarch institute BBBO Rio San Diego Drive
BBBO Rio San Diego Drive Suite 1080
Suite 1090 San Diego, CA USA 82108
San Diego, CA 92108
and
Harborview Medical Center
120 EMn Street
San Diego, CA 92101
and
Villa View Hospital
5550 Univarsity Avenue
San Diego, CA 82105
and
Bayview Hospital
330-Mass Streat
Chuls Vista, CA 91911
John Carman, M.D. Carmen Resaarch 126-802 COMPLETED
4015 Bouth Cobb Drive 4015 South Cobb Drive
Suite 245 Svite 245

Smyrna, GA 30080

Smyrna, GA USA 30080
and
Ridgeview Institute

3885 Scuth Cobb Drive
Smyma, GA 30080

Ziprasidone Mesylele NDAVCHNCE Duta Summanilist of Imwestigators AS-Dec-97
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S.c.1. LISY OF INVESTIGATORS U.S PROTOCOLS" ,
INVESTIGATOR STUDY sTUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Herbarnt Meltzer, M_D. Vanderbilt University Madical Center 126-616 COMPLETED
Paychiatric Hospital at Vanderbilt Psychiatric Hospital at Vanderbilt
1801 23rd Avenue South 1601 23rd Avenue South
Suite 308 Suite 308
Nastwille, TN 37212 Nastwille, TN USA 37212
and

Tha Viage at Vanderbilt

1500 218t Avenus South

Suite 200

Nashville, TN 37212
Douglas Levinson, M.D. Allegheny Univarsity of the Health 126-838 COMPLETED
Aflsgheny University of The Health Sciences
Scisnces MCP-Hahnemann School of Medicine
MCP-Hahnemann Schoo! of Madicine 3200 Henry Avanug
3200 Henry Aventue Philageiphia, PA USA 19129
Philadelphia, PA 18120
Gragory Oxenkrug, M.D. Dapartment of Psychiatry 126-659 COMPLETED
Saint Elizabeths Madical Center Saeint Blizabeths Medical Center
Depariment of Paychiatry 738 Cambridge Strest
736 Cambridge Streat Brighton, MA USA 02135
Brighton, MA 02135
Robert Homa, M.O. Lake Mead Hospital 1268-669 COMPLETED

2015 Waest Charleston Boulevard
Buite 4
Las Vegas, NV USA B8102

1404 East Lake Maad Boulevarg
North Las Vegas, NV 89030

Dyoraaidons. Mesylate NOACHVCS Clite, Surnmarny'liss of isuliiusors AB-Cae-87
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8.c.t. LIST OF INVESTIGATORS U 5, PROTOGOLS®

INVESTIGATOR S5TUDY STUDY SUMMARY
_ADDAESS SUBINVESTIGATORS STUDY SITES NO. 8TATUS VOLUME
Mary Knesgvich, M.D. Saint Paul Medical Center at 126-681 COMPLETED
Southwestern Madical Center Southwestarn Madical Center
5058 Harry Hinea Bowtevard 5908 Harry Hines
Prolessional Office Dallas, TX 75235
Building 1
Suite 824
Dalles, TX USA 75235
Robert Levine, M.D. \ 1238 Park Avanue 126-896 COMPLETED
1236 Park Avenus : New York, NY USA 10128
New York, NY 10128
and

Gracie Square Mospital

421 East 75th Street

Naw York, NY 10021
Daniel Van Kammen, M.D. Vatarans Affairs Medical Center 128-701 COMPLETED
Veterans Atlairs Madical Center 7180 Highland Drive
7180 Highland Drive ] Pittsburgh, PA USA 15206-1297
Pittsburgh, PA 15208-1297
Richard Jafe, M.D. Balmont Canter for Comprenansive 126-703 COMPLETED
Balmont Cantsr for Comprahensive Treatmant
Traatment 4200 Monument Road
4200 Monument Road Phitedalpria, PA USA 19131
Philadelphia, PA 19131
Marc Hertzman, M.D, Crain Towars 128-777 COMPLETED
Crain Towers 1800 Crain Highway Southwest
1800 Crain Highway Southwest Suite 410
Suite 410 Glen Bumie, MD USA 21081
Zipraigons Mesyiats NDAGInical Data Summan\List of investipaiors AS.Dec-37 Page 28
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8.c.1. LIST OF INVESTIGATORS U.$, PROTOCOLS"

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Gilan Bumie, MD 21081
and
and
Taylor Health System
Lawrence Adier, M.D. 4100 College Averiue
Taylor Health System Eflicont City, MD USA 21041-0388
4100 Cotlege Avenue
Elicott City, MD 21041-0398
Anne Eden Evina, M.D. Erich Lindemann Mental Health Canter 126-791 COMPLETED
Freadom Trail Clinic 25 Btaniford Streat
25 Staniford Street Baston, MA 02114
Boston, MA USA 02114
Anthony Rothschitd, M.D. Univarsity of Massachusatts Medical 128-792 COMPLETED
Univarsity of Massachusetts Medical Centar
Center Department of Peychiairy-S7
Departrment of Psychiatry-87 B0Z 55 Lake Avenue North
802 55 Laka Avenue North Worcasatar, MA USA 016855
Worcestar, MA 01855
Carios Zarate, Jr., M.D, 115 Mill Streat 126-793 COMPLETED
Franca Cantorring, M.O. Belmont, MA LUSA D2178
Mclsan Hospaal
115 Mill Street
Balmobnt, MA 02178
Naal Cutter, M.D, Calitornia Clinical Trials Madical Group 126-754 COMPLETED
Phillip Tigel, M.D. 8500 Wilshire Boulevard 7th Floor
6500 Wilshire Boulevard 7th Floor Beverly Hilis, CA 80211
Baverly Hilis, CA USA 90211
Dprssidore Mesylals NOA\CHNca! Data Summan\Lisl of investioaton AS.Dec-97 Page 29
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8.c.7. LIST OF INVESTIGATORS U.S PROTOCOLS"
1

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS BUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME

An Open Extension Study Evaluating the Satety and Outcome of 40-200 Mg Daily of Oral Ziprasidone in the Treatmant of Subjects Who Have Participated in Pravious
Ziprasidonag Clinical Trigls

Thomas Posever, M.D. Bay Cove Manial Health Center 127E-509 COMPLETED
Bay Cove Mental Health Center Inpatient Lemuet Shattuck Hospital

Wards 170 Morton Street

Lamuel Shattuck Hospital Boaton, MA USA 02130

170 Moron Street

Boston, MA 02130

Michael Kronig, M.D. Hillside Hospitak 127E-514  COMPLETED
Hillside Hospital Lowenstain Research Building

A Division of Long Island Jewish Madical A Divigion of Long Island Jewish Medical

Center Center

75-66 263rd Stroat 266 Stroot and 78 Avenue

Glen Oaks, NY 11004 Glan Oaks, NY USA 11004

Steven Potkin, M.D. University of California Irvine Medical 127€-529 ONGOING
University of Calitornia irvine Medical Cantar

Center . 101 The City Drive South

101 The City Drive South Route B8

Route 88 Orange, CA USA 92868-3298

Oranga, CA 92868-3298

Zprutidorss Masylste NDACHinical Dats Summury\Liet o imveatioaiors AS.Dec-97 Page 30
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8.c. LIST OF INVESTIGATORS U.S. PROTOCOLS®

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Staven Targum, M.D. Crozer-Chester Madica! Centar 127E-534 COMPLETED
Crozer-Chestar Medical Canter One Madical Center Boulavard Old Main
One Medical Center Boulevard Old Main Upland, PA 18013
Upland, PA 18013
and

Chat House

Garden Drive

Upland, PA 19013

and

Clinical Studies Philadetphig

1015 Chestnit Street

Suite 1303

Philadelphia, PA 19107
Alan Bulfenstein, M.D. John Burns School of Medicine 127E-542 COMPLETED
The Queens Medical Centar . Departmant of Psychiatry
1301 Punchbow! Street - . 1356 Lusitana Street 4th Floor
Honoluly, HI 98813-2480 Honolulu, HI USA 96813
Sheldor Preskormn, M.D. Psychiatric Research tnstitute 127E-557 ONGOING
Paychiatric Ressarch Institute 1100 North St. Francis
1100 Nerth St. Francis Suite 200
Suita 200 Wichita, K8 USA 87214
Wichita, K8 87214

and

Via Christi Regional Medical Center

929 Norih St. Francis

Wichita, KS 87214.2821
JeHrey Apter, M.D. Princeton Biomedical Research 127E-576  ONGOING

Ziprsidona Mexyitis NDACHnical Deta Summanid st of invastigaion AB-Dec-27
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8.c.0. LIST OF INVESTIGATORS U.5. PROTOCOLS"

INVESTIGATOR STUDY §TUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Mule Road Profeasional Building 871 2568 Bunn Drive
Route 37 West Suite 8
Suite E-8 Princeton, NJ DB540
Toms River, NJ 08755
and
809 River Avenue
Axelrad Building
Lakewood, NJ 08701
and
Princeton House

Atica Chanault, M.D.
2336 Whiteaburg Driva
Huntsville, AL 35801

905 Herrontown Road
Princaton, NJ 08540

Huntsvillo Research Associates
2336A Whitesburg Drive
Huyntaville, AL USA 35801

and
Huntavilla Hospilal

101 Siviey Road
Huntsville, AL 35801

1276578 COMPLETED

Ziprasidons Mekyisis NDAClinical Duta Summary\List of iInvestipators AS-Dec-97
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$.c.0. LIST OF INVESTIGATORS U.§. PROTOCOLS® .
INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STURY SITES NO. STATUS VOLUME
David Daniel, M.0, Washington Clinical Research Cenler 127€-581 ONGOING
Vancor Hospital Arington 6404-P Saven Cornars Place

801 South Cariin Springs Road
Adington, VA 22204

A Kisv, M.D.

Stony Lodge Hospital
Croton Dam Acad
Ossining, NY 10510

Fallg Church, VA 22044
and

Columbla/Dominion Hospital
2060 Slespy Hollow Road
Falls Church, VA 22044

and

Columbia/Ariington Hospital
1701 North Georga Masan Drive
Arlington, VA 222085

Secial Psychiatry Research Institute
150 Eagl 89th Stroat

Suite 2H

New York, NY USA 10021

127E-585  COMPLETED

Dpraaidons Masylats NOACHYS Dats Surnman’Lisl of frvesiigatons AB.Dac§7
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8.c.1. LIST OF INVESTIGATORS U.S. PROTOCOLS"

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Charles Mendeth, M.D, Aftiiatad Ressarch Institute 127E-587 COMPLETED
Vitiaview Community Hospital 8880 Ric San Diego Drive
5350 University Avenus Suite 1080
San Diego, CA 82105 San Diego, CA 52108
and
Villaview Community Hospital
5550 University Avanua
San Diego, CA 82105
Robert Riasenbarg, M.D. Dekalb Medica! Cantar 127E-580 ONGOQING
BioBehavioral Associstes 2701 North Decatur Road
825 Dekalb Industrial Way Decatur, GA 30033
Decatur, GA 30033
ard
BioBehavioral Associates
_— 625 Dekalb Industrial Way
Dacatur, GA USA 30033
Dan Zimbrolf, M.D. Behavioral Medicine Center 127E-595 ONGOING

1317 West Foothill Boulevard
Suite 140
Upland, CA USA 51788

Loma Linda University Medical Center

1710 Barton fAoad
Redlands, CA 52373

and

Pagific Clinical Flesearch

1317 West Foothit Boutevard 140

Upland, CA §1786

Bprasidone Mesylat NOACInical Dads SummanList of ivestigators AS.Dec-87
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8.c.1. LIST OF NVESTIGATORS U5, PROTOCOLS" ,
INVESTIGATOR STUDY STUDY SUMMARY
ADORESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
David Garver, M.D. 4500 South Lancaster Road 118A 1276-59¢ COMPLETED
Dallas Veteran Adminiatration Madical Dalllas, TX USA 75218
Canter
4500 South Lancastar Road
Datas, TX 78218 .
John Carman, M.D. Carrnen Rasearch 127E-802 ONGOING
4015 South Cobb Drive 4018 South Cobb Drive
Buite 245 Suhe 245
Smyma, GA 30080 Smyma, GA USA 30080
and

Ridgeview Institute

3995 South Cobb Drive

Smyma, GA 30080
Herbert Meitzer, M.D. Vanderhilt University Medical Conter 127E-618  ONGOING
Paychiatric Hospital at Vanderbilt Psychiatric Hospital at Vanderbilt
1801 23rd Avenue South 1601 23rd Avenue South
Suite 306 Suite 308
Nashvills, TN USA 37212 Nastwilla, TN 37212

and

The Village at Vanderbilt

1500 218t Avenue South

Suite 200

Nashville, TN 37212
Zipraaidone Mesylats NDACIHEN Date Summary' st of irvestigators AS-Dec-97 Pagae 35
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8.c.t. LIST OF INVESTIGAVORS {.5. PROTOCOLS'

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Larmy Davis, M.D. \ Richland Mernorial Hospital 1276833 ONGOING
Davis Clinic PC 800 East Locust Straet
902 East Locust Stram Oiney, IL 82450
Oinay, IL 82450
and

Davis Clinic PC

802 East Locust Streat

Oiney, IL USA 62450
Oouglas Levinson, M.D. Allegheny University of the Haalth 127E-838 COMPLETED
Allagheny University of the Health Scisnces
Sciences MCP-Hahnamann School of Medicine
MCP-Hahnamann School ol Madicina 3200 Henry Avenue
3200 Herwy Avenue Philadelphia, PA USA 18129
Phitadsiphia, PA 19129
James Chou, M.D. Bellevue Hospital Center 1276653 COMPLETED

Nathan S Kline [natitute for Psychiatric
Rassarch

140 Oid Orangaburg Road

Building 37

Orangeburg, NY USA 10962

462 First Avanus 21W13
New York, NY 10018

and

20W13A Cepartmant of Peychiatry
Bellaville Hospital

550 First Avenue

Naw York, NY 10018

Niprasions Meaylats NDACHocs Data Summarnyd ist of irivestigators AS-Dec-87
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INVESTIGATOR
ADDRESS

8.c.t. LIST OF INVESTIGATORS U,3_PROTOCOLS®

SUBINVESTIGATORS

STUDY SITES

STUDY
NOQ.

STUDY SUMMARY
STATUS VOLUME

Gregofy Oxenkrug, M.D.

St. Elizabeth's Medical Cernter
Department of Psychiatry

738 Cambridge Street
Brighton, MA 02135

Jambur Ananth, M.D,
Harbor-University of Califomia
Los Angeles Madica! Canter
1000 West Carson Street
Buiiding 1-South Box 487
Torrance, CA 80508-2910

Robert Homa, M.D.

Lake Mead Hospial

2815 West Charleston Boulevard
Sulte 4

Lax Vegas, NV 88102

Mary-Ann Knesevich, M.D.

5t. Paul Madica! Center

at Southwastern Medical Cemer
5900 Harry Hines

Daltas, TX 75235

\

,

\

Department of Psychiatry

St. Etizabeti's Medical Center
736 Cambridge Street
Brighton, MA LISA 02135

Harbor-University of California
Los Angeles Madical Centar
1000 West Carson Street
Building 1-South Box 497
Torrance, CA USA 90509-2910

Lake Maad Hospital
1409 Epst Lake Mead Boulevard
North Las Vegas, NV 89030

and
Lake Mead Hospital
2915 West Charlaston Boulevard
Suite 4
Las Vegas, NV USA 89102

Southwestern Medical Center

5959 Harry Hines Prolessional Office

Building 1 Suite 924
Dallas, TX USA 75235

127E.659

127E-6883

127E-869

127€-681

ONGOING

COMPLETED

ONGOING

ONGOING

Zpraaidore Meaytsls NDACHricai Dats Summanyilist of vestigaton AB-Dec-97
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8.c.1. LISL.OF INVESTIGATORS 1.5, PROTOGOLS"

1

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Arthur Fresman, Ill, M.D. Department of Psychiatry 127€-686 COMPLETED
Department of Psychiatry Room 3-412
Loulsiana State Univarsity Medical Louisiana State University Medical Centar
Center 1501 Kings Highway
1501 Kings H Shreveport, LA USA 71130-3932
Shreveport, LA 71130-3932
Robert Levine, M.D. 1236 Park Avenue 127E-886 COMPLETED
1236 Park Avenue New York, NY USA 10129
New York, NY 10128
and

Gracie Square Hospital

421 East 75th Street

Naw York, NY 10021
Waynes Fenton, M.D. CPC Health/Chesinut Lodge Hospital 127€-687 COMPLETED
CPG HeaithvChestnut Lodge Hosapital 500 West Montgomery Avenua
500 West Montgomary Avanus Reckville, MD USA 20850
Rockvilla, MD 20850
Danlel Van Kammen, M.D. Vaterans Alairs Madical Center 127E-701 COMPLETED
Vaterans Affairs Medical Centar 7180 Highland Drive
7180 Hightand Drive Pitisburgh, PA USA 15206-1297
Pittsburgh, PA 15208-1287
Bpraskions Mesylats NOACInical Dats Summary'List of invastgatomn A8-Dec-97 Page 38
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$.c.1. LIST OF NVESTIGATORS U.S PROTOCOLS"
INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Richard Jatfe, M.D, Balmont Center for Comprahensive 127E-703 COMPLETED
Beimont Centar for Comprebensive Treatment
Traatmant 4200 Monument Road .
4200 Monument Road Philadelphia, PA USA 19131
Philadeiphin, PA 19131
James Hartlord, M.D, Hartford Resaarch Group 127E-7058  ONGOING
Hartford Research Group 3120 Burnat Avenus
10550 Montgomery Road Suite 103
Sulta 20 Cincinnati, OH 45229
Cincinnati, OH USA 45242
and

The Christ Hoapital

2139 Auburn Avenue

Cincinnati, OH 45218
Luisito Aoxas, M.D. Archway Mental Health Services 127E.707 COMPLETED
St. Alexius Medical Canter 900 Enst Broadway
©00 Eas! Brosdway Box 5510
Box 5510 Bismarck, ND USA 58501
Bismark, ND 58501
David Brown, M.D. Community Clinical Research 127E-719  ONGOING

4411 Medical Parkway
Austin, TX 76758

Incorporatad
4411 Medical Parkway
Austin, TX USA 78758

andg

Chartar Hospital of Austin
8402 Cross Park Drive

Zipmsdons Mesylate NDACHnical Deta SummaryLiel of Wvestipators AS-Dec-87
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Jackson Memoriat Madical Center
1811 Northwast 12" Avenuas

Univarsity of Miami School of Medicine
Dapariment of Psychiatry

0.c.1. LIST OF INVESTIGATORS U.5. PROTOCOLS" .
INVESTIGATOR STUDY STUDY SUMMARY
_ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME

Austin, TX 78754
George Groasherg, M.0. Saint Lowia University 127€-755 COMPLETED
Saint Louis University Madical Center Health Sciences Center
1221 South Grand Boulevard School of Medicine
St. Louis, MO 83104 1221 South Grand Boulevard

St. Louis, MO USA 63104
Scott West, MD. Paychiatric Instituie of Flonda 127E-785 ONGOING
Paychistric Institute of Florda \ 341 North Maitiand Avenua
341 North Maitland Avenue Suite 260
Suite 280 Maittand, FL USA 32751
Madtiand, FL 32751

and

University Bahavioral Center

2500 Discovery Drive

Onando, FL 32802
James Miller, Jr., M.D, Clirical Studies Melbourne 127E-767 COMPLETED
Clinical Studies Malboumne 1360 Samo Road
13680 Bamo Road Suite B
Suite B Malbourna, FL USA 32835
Malbourne, FL 32935

and
Circles of Cara
400 East Sharidan Road
R Melbouma, FL 32901

Richard Steinbook, M.D. Jackson Memorial Medical Center 127E-774 COMPLETED

Zprasiona Mesylnte NDACHical Data Summary'List of Investiguions AB-Dec.7
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8.c.1. LIST OF INVESTIGATORS U.5, PROTOCOLS"

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES ND. STATUS VOLUME
MH Instilute Room 112B 1611 Northwest 12th Avenue
Miami, FL 33138 MH Institute Aoom 1128

Miami, FL USA 33136
Marc Hertzman, M.D. Crain Towers 127E-777 COMPLETED
Crain Towers 1800 Crain Highway Southwest
1800 Crain Highway Southwest Suite 410
Suite 410 Glen Bumie, MD USA 21061
Glan Burnie, MD 21081

and
and

Taylor Health System
Lawrence Adler, M.D. 4100 College Avenus
Taylor Haalth Systam Eliicott City, MO USA 21041-0398
4100 Collage Avenue

Ellicott City, MD 21041.0368

Ziprasidons Maaylate NOAYCICa) Outs Summary'List of Investipalons AS-Dec-47
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%1, LISTOF INVESTIGATORS U3, PROTOCOLSS

[}

INVESTIGATOR STUDY 3TUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
lisana Barman,M.D. Taunton State Hospita! 127E-780 ONGOING
Taunton State Hospital/ 60 Hodges Avenue
Southaastern Area of Massachusetts Taurion, MA USA 02780
80 Hodges Avenve
Taunton, MA 02780
Michaei Lesam, M.D. Claghorn-Leasm Research Clinic 127€-782  ONGOING
8750 Wast Loop South Incorporated
Suite 1050 B750 Wast Loop South
Bellnire, TX 77401 Suite 1050

Bellaire, TX USA 77401

and

Wast Caks Hospital

8500 Hornwood

Houston, TX 77074
Ziprasisone Musytats NOACHnical Deta Summaryis! of investigator A8-Dec4? Page 42
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8.c1. LIST OF INVESTIGATORS U.5, PROTOCOLS®

INVESTIGATOR _ STUDY sTUDY SUMMARY
ADDRESS SUBINVESTIGATORS $TUDY BITES , NO. STATUS  VOLUME
Craig Johnson, M.D. ‘ The Promedica Resaarch Center 1276.785 COMPLETED
The Promedica Research Center 3758 Lavista Road
3758 Lavista Road Suite 100
Suite 100 Tucker, GA USA 30084

Tucker, GA 30084

Arifulla Khan, M.D.

Hambleton Proleasional Building
10128 Northeast 132n¢ Street
Suite 8

Kirkland, WA 98034

John Zajacka, M.D.

Woman's Board Depression Treatment
and Research Center
Rush-Presbytenan-St. Luke's Medical
Centet

1726 West Harrison Strest

Buite 855

Chicago, IL 60812

Arithony Rothachitd, M.O.

University of Massachusatts Madical
Cantar

Dapartrmaent of Psychiatry - §7

802 55 Lake Avenus North
Worcaster, MA 01655

Hambleton Professional Building
10128 Northeast 132nd Streal
Suite B

Kirkland, WA USA 88034

Woman's Board Depression Traatmant
and Research Canter
Rush-Prasbyterian-51. Luke's Medical
Center

1725 West Harrison Street

Sukte 955

Chicago, IL USA B0812

University of Massachusetis Medical
Center

Dapartment of Peychiatry - §7

802 55 Lake Avenue Narth
Worcester, MA USA 01655

127€-786 COMPLETED

127E-78% COMPLETED

127E-782  ONGOING

Dpmaidore Meeylate NDACHcal Dats Summarnilist of 'vestipetors AB-Dec-97
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#.c.1. LIST.OF INVESTIGATORS U.S PROTOGOLS"

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
Carios Zarate, Jr., M.D. Mclgar Hospital 127E-793  COMPLETED

Mclean Hospital 115 Mili Stroet

115 Mill Streat Balmont, MA USA 02178

Beimont, MA 02178

Fonald Brenner, M.D. 8t. Johns Episcopal Hospital 127E:785  ONGOING

St, Johns Episcopal Hospital South Shore

South Shore 327 Beach 18th Streat

327 Beach 10th Strest Far Rockeway, NY LUSA 11891

Far Rockaway, NY 116801

Dprasicora Mesyluin NDACHUCS Daln Surmimary'List of Inveatipaions, AS-Dec-o7 Page 44
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8.c1. LISTOF INVESTIGATORS NON-U.S, PROTOGOLS® )

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVEBTIGATORS STUDY SITES NO. STATUS VOLUME

141
A Rendomised Open Labet Multicentre Study Compering The Safaty and Toleration of Intramuscular Ziprasidons Mesylate (CP-88,059-27) or Intramuscular Haloperidol for
up to Thrae Days Foliowed by Traatment With Oral Ziprasidone Hydrochlorida {CP-88,059-1) or Oral Haloparidol In Patients With Acute Non-Organic Psychosis

Professor H. J. Moetler Psychiatrische Klinik und Poliklinik 306-078 COMPLETED
Der Ludwigs-Maximilian universitat
Klinikum Innenatadt
Nussbaumstrasse 7
803236 Muenchen
Germany

Dr. Edoardo Spina Oaspedzle Mandaian 308-235 COMPLETED
Viale Giosira
98100 Massina
italy

Dr. J. Morgner Psychiatrische Kiinik Oberloschwitz *306-262 COMPLETED
Stadiisches Krankenhaus Drasden-
neustadt
Alpenstrasse 1
01326 Dresden
Germnany

Professor Gabriels Borsetit Ospedale Umberto | 306-322 COMPLETED
Largo Cappalli 1
80100 Ancona
Haly

Professor Avner Elizur Abarbanal Hospital 3058-327 COMPLETED
N Shderot Keren Kayemat 15
Bat Yam
Istael 59100

Tipraditons Meaylate NOACHnicl Data Bummaryl ist of irvestigatoms AS-Osc-47 Page 45
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.01, LIST OF INVESTIGATORS NON-US. PROTOCOLS"

INVESTIGATOR
ADDRESS SUBINVESTIGATORS

STUDY SITES

STUDY
NO.

STUDY
STATUS

SUMMARY
VOLUME

Professor L. Grunhaus

Proleasor R. H. Beimaksr

Profesaor H. Munitz

Dr. J. Lucay

Prolessor . W, Kerwin

Dr. G. Lynch

Psychiatry C.

Chaim Sheba Madical Center
Tel Hashomer

lsranl

Beer Sheva Mental Health Center
P.O.B. 4600 Besr Sheva
Isras!

Gehah Hospit!
P.OB. 102

Patach Tikva 49100
I8rast

Division of Peychiatry
Homerion Hoepital
Homarion Row
London E@ SR
Unlted Kingdom

Institute of Paychiatry
Da Crespigny Park
London SES 8AF

United Kingdom

Holywell Hospital
B0 Steeple Road
County Antrim
BT41 2R)
Northern Irsland

306-328

306-329

306-330

306-331

*306-332

306-333

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Dprasidons Madylels NDACHnical Data Summary'List of irvestigalon AB.Dec-B?
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$.c1. LISTOF INVESTIGATORS NON-11.S, PROTOCOLS"

INVESTIGATOR
ADDRESS SUBINVESTIGATORS

STUDY SITES

STUDY
NO.

STUDY
STATUS

SUMMARY
VOLUME

Dr. M. Launar

Dr. Antorio Vil

Protessor Alberio Glannall

Professcr Carlo Albario Altamura

Professor S. Fabio

Dr. Francesco Toocatondi

Lamont Clinic
Burniey Genaral Hospital

Burniey
Lancashire

Univereita Di Catani
Via Andrea Doria 6
85100 Cantani

italy

OSP. Le Niguarda CA Grande-SPDC
Groasoni

Milano

Haly

Servizi Paichiatrici Opsedaliera
Via Liguria 13

08127 Cagliara

Italy

Qspedale Civile D Sassari
8s8. Anunziata

Via Da Nicola

07110 Sassari

ltaly

Universita Cagian

Dipart Neuroacienze

Via Sanna Randacccio 36
09100 Cagliad

italy

306-334

306-341

306-342

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Ziprasidons Mesylah HDACHCH Deda SuminaryList of iInvestigators AB-Dec-97
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8.c.. LIST OF INVESTIGATORS NON-U.S, PROTOCOLS"

INVESTIGATOR
ADDRESS SUBINVESTIGATORS

STUDY SITES

STUDY
STATUS

SUMMARY
VOLUME

Dr. Aleasandro Castafiant

Dr. F. Canas

Dr. . Ros

Dr. M. Gutierrez

Dr. J. Vilatta

Dr. M. A, Gonzatez Torres

Verona

Piazzale Stefani 1
37100 Verona
Italy

Hospital Psiquiatrico de Madrid
Servicio de Psiquiatria

Cria. De Colmenar Viejo, km 138
28049 Madrid

Spain

Hospital de Mar
Sarvicio de Paiquiatria
Passeig Maritim 25-20
08003 Barceiona
Spain

Hoapital Santiage Apostol
Sarvicio da Psiquiatria
Olaguibel 29

01004 Victona

Spain

Hospital Psiqulatnc de Salt
Servicio de Psiquiatria
C/Dr. Castany, s/n

17190 Satt Girona

Spain

Hospital da Basurto
Servicio de Paiquialria
Avda. De Montevideo 18
58014 Bibao

Spain

*306-349

*308-350

306-351

306-352

*306-353

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Tipresidons Meeyiale NDACHnicef Deta, Summany'List of investigaion AS-Dec-07
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%.c.1. LIST OF MVESTIGATORS NON-US, PROTOGOLE"

INVESTIGATOR
ADDRESS SUBINVESTIQATORS

STUDY SITES

8TUDY

STUDY SUMMARY
STATUS VOLUME

Dr. M. Gonzalez da Chavez

Dr. P. Birkett

Dr. 8. Brook

Or. D. Kibel

Dr. Antonio Virzi

Dr, @, Minnai

Hespital Gragorio Maranon
Servicio da Psiquigtria
C/Dr. Esquerdo, 46

28007 Madrid

Spain

Barrow Hospltal
Bristol
Linited Kingdom

Departmant of Peychiatry
Starktontain Hospital
Krugersdom
Johannesburg

South Alrica

Department of Paychiatey
Vatkenbery Hospital
Capetown

South Africa

Univaraita Di Catani
Via Andrea Dorla 6
95100 Catania

italy

Servizio Psichiatrics
Ospedale San Marting
Viale Rockleller
09170 Oristano

ltaly

306-354

306-367

306-374

306-375

306-379

306-380

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Zipmaicons Meayinie NCAVCHNCS Data SummanList of irvestigatons AB-Det-47
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8.c.7. LIST OF INVESTIGATORS NON-U.S, PROTOCOLS"

INVESTIGATOR
ADDRESS SUBINVESTIGATORS

STUDY SITES

STUDY
NO.

STUDY
STATUS

'

SUMMARY
VOLUME

Dr. @, Cotani

Prof. Giuseppa B

Dr.G. Splimbergo

Dr. Giulia Parini

Dr. R. de Stefano

Dr. G. Sanna

Qspedale Umberto |
Lergo Cappelii, 1
50100 Arcona

Ialy

CRT

Zogno {Bergamo)
Itaty

Sarvizio Psichiatrico
Ospodala Genarale
via Brigata Bisagno, 4
Conegliano {Trevisio)
Haly

Policlinico
Padova
italy

Servizio di Psichiatria

Azienda per | Sarvizi Sanitari Isontina
N2

via Vittorio Venetto 174

Gorizia

italy

I & || Sarvizio di Psichialria
Ospedale Ismirrionis

Via lamimionis

Cagliari

Italy

*306-381

306-386

306-287

306-288

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Dpmaitons Mesylals NDACHnicE Deta Summany’iLisl of invaeigeion AS-Dec-97

Page 50

S 35vd



PO

8.1, LIS OF INVESTIGATORS NON-US, PROTOCOLS®

INVESTIGATOR
ADDRESS SUBINVESTIGATORS STUDY SITES

STUDY

STUDY
STATUS

SUMMARY
VOLUME

Profesaor 8. Gallhoter Zentrum fuer Paychiatrie
Kiinikurn der Justus-Llebig Universitaet
Am Steg 22
35385 Giessen
Goarmany

Professar R. Otbrich Zentralinstitut fuer Seelische
Gasundheit
Abtallung Evaiuvative Psychiatrie
J5
68158 Mannheim
Garmary

Dr. A, Rodriguez Martinez Institulo Minicipal de Psiquiatria
C/Germans des Valls, &/n
08035 Barcelona
Spain

Dr. Luigi Paval Palictinico
Padova
Italy

“Centers that did not racruit

subjects.

306-380

306-391

*306-352

306-303

COMPLETED

COMPLETED

COMPLETED

COMPLETED

EROTOCOL 306
A Twetve Week Open Label Continuation Study of Ziprasidone Hydrochloride (CP-B8,028-1) and Haloperidol in the Ongoing Traatmant of Patients Who Initally Presented

with Acuta Non-Organic Psychosis

Professor H. J. Moallar . Paychiatrische Klinik und Potiklinik
Der Ludwigs-Maximilian universilat
Klinikum Innensatadt
Nugsbaumstrasse 7
80336 Muanchan

306E-078

COMPLETED

Zipraaicone Misylats NDAVCHMICE Dala Summanniisl of Hveabgaiors Al-Dec-97
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8.c.1. LIST OF INVESTIGATORS NON-US, PROTOCOLS

INVESTIGATOR
ADDAESS SUBINVESTIGATORS

STUDY SITES

STUDY
NO.

STUDY
STATUS

SUMMARY
VOLUME

Dr. Edoardo Spina

Dr. J. Morpner

Professor Gabrials Borsatti

Professor Avner Eizur

Professor L. Grurhaus

Professor R. H. Baimaker

Germany

Ospedalo Mandalari
Vinle Gioatra

98100 Messina
Italy

Psychiatrische Klinik Oberioschwitz
Stadtischas Krankenhaus Drasden-
neustadt

Alpenairasss 1

01326 Drasden

Germany

Ospedale Umberto |
Largo Cappalli
80100 Ancona

Italy

Abarbanal Hospital
Shderot Keren Kayemet 15
Bat Yam

|sras) 59100

Psychiatry C.

Chalm Sheba Medical Centar
Tel Hashomer

Israel

Beer Shava Mental Health Canter
P.C.B. 4600 Baer Sheva
larael

306E-235

*306E-262

305E-322

303-327

306E-328

306E-329

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Tipradidors Meryiats NDAinical Dala Summanitint of Investiostors AS-Dec-97
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Sc.1. LIS OF INVESTIGATORS NON-US. PROTOCOLY-

INVESTIGATOR
ADDRESS SUBINVESTIGATORS

STUDY SITES

STUDY
NO.

STUDY
STATUS

1

SUMMARY
VOLUME

Professor H. Munitz

Or. J. Lucey

Professor R. W. Kerwin

Dr. @. Lynch

Dr. M. Launer

Dr. Antonlo Virzi

Professor Alberto Gianneli

Gehah HoapHal
P.OB. 102

Patach Thoa 48100
Isras)

Oivision of Paychiatry
Homerton Hospita!
Homerton Row
London E2 8SA

United Kingdom

Institute of Paychlatry
De Craspigny Park
London SES BAF
United Kingdom

Holywall Hospital
80 Steeple Road
County Antim
BT41 2R
Northern [raland

Lamont Clinic

Burriey Ganaral Hoapitad
Burniey

Lancashire

Universita Di Catani
Via Andrea Doria 6
95100 Cantani

italy

OSP, La Niguarda CA Grande-SPDC
Grossoni

306E-330

306E-331

*306E-332

306E-333

306E-334

3J06E-239

306E-340

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Tipraaidens Mesylals NDACIical Datn BumwianLint of Fresstigators AR-Dac-87
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8.c.1. LISTQF INVESTIGATORS NON-LI.S. PROTOCOLS"

INVESTIGATOR

ADDRESS SUBINVESTIGATORS

STUDY SITES

STUDY

STUDY
STATUS

3

SUMMARY
VOLUME

Professor Carlo Alberto Altamura

Protessor S. Febio

Dr. Franceaco Toccaftondi

Dr. Alassandro Caateilani

Dr. F. Canas

Milano
ftaty

Senviz! Paichialrici Opsadaliera
Via Liguria 13

09127 Cagliara

Haiy

Ospedaia Civile Di Sassari
88. Anunziata
via De Nicola
07110 Saasan

Haly

Universita Cagiiari

Dipant Neuroacienze

Via Sanna Randaccoio 38
09100 Cagliarl

ltaly

Verona

Piazzala Stefani 1
37100 Verona
Itaty

Hospital Psiquiatrico de Madrid
Sarvicio de Paiquiatria

Cria. De Colmanar Viejo, km 13,8
28049 Magdrid

Spain

308E-341

306E-342

308E-343

306E-344

“306E-349

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Dprasiiohe Modylas NDACINCal Date BummanALio of irvestipatons AB-Diec-97
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8.c.1. LIST OF INVESTIGATORS NON-U.5. PROTOCOLS"

INVESTIGATOR .
ADDRESS SUBINVESTIGATOAS

STUDY SITES

STUDY
NO.

STUOY
STATUS

SUMMARY
VOLUME

Dr, 8. Ros

Dr. M. Gutlerrez

Dr. J. Vilaha

Dr. M. A. Gonzala2 Torres

Dr. M. Gonzalaz de Chavez

Dr. P. Birkett

Hospital da Mar
Servicio de Piquiatria
Passeig Maritim 25-20
D80OJ Barcelona
Spain

Hespial Santiago Apostol
Servicio da Psiquiziria
Olaguibel 26

01004 Victoria

Spain

Hospital Psiquiatric de Satt
Servicio de Psiquiatria
C/Dr. Castany, a/n

17180 Salt Girona

Spain

Hospital da Basurto
Servicio de Psiquiatria
Avda. De Montevideo 18
58014 Bilbao

Spain

Hospita! Gragorio Maranon
Servicio de Paiquiatria
C/Dr. Esquerdo, 46

28007 Madnd

Spain

Barrow Hospital
Bristol
United Kingdom

*306E-350

306E-351

306E-352

*306E-353

306E-354

3J06E-367

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Ziptasitions Mesylate NOACInical Dala SummaniLis of Investigalors AS-Dec-57
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¥.c.1, LIST OF INVESTIGATORS NON-U.S, PROTOCOLS®

INVESTIGATOR
ADDRESS SUBINVESTIGATORS

STUDY SITES

STUDY
NO.

STUDY
STATUS

SUMMARY
VOLUME

Dt. S. Brook

Dr. D. Kibel

Dr. Antonio Virzi

Dr. G, Minnai

Dr. P. Cotanl

Prof. Gluseppe Bitf

Dr.G. Spilimbergo

Dapartmant of Psychiatry
Sterkdontain Hospita!
Krugersdormp
Johannasbury

South Africa

Department of Paychiatry
Yakenbarg Hospital

Capetown
Sauth Adrica

Universita Di Catani
Via Andrea Doria 8
85100 Catania

Italy

Servizio Paichiatrico
Ospadale San Martino
Viale Rocideller
08170 Cristano

Italy

Ospedale Umberto
Largo Cappelli, 1
50100 Ancona

Haly

CRT

Zogno {Bergamo)
Iaty

Sarvizio Psichiatrico

Ospedale Generale
vla Brigata Bisagno, 4

306E-374

306E-375

306E-379

306E-380

*306E-381

306€-382

J06E-386

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Ziprmaidone Mesylate NDACHnical Data Summanyl et of nvestigators AS-Dec-97
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8.c.1. LIST OF INVESTIGATORS NON-U.S, PROTOGOLS"

INVESTIGATOR

ADDRESS SUBINVESTIGATORS

STUDY SITES

STUDY
NO.

STUDY
STATUS

SUMMARY
VOLUME

Dr. Qiulla Perini

Dr. A, de Stefanc

Dr. G. Sarna

Professor B. Galtholer

Professor R. Otbrich

Dr. A. Rodriguez Martinaz

Conegiiano (Travisk)
Itaty

Policiinico
Padova
Italy

Servizio di Paichiatria
AZienda per | Sarvizl Sanitari Isontina
N2

via Vittorio Venetto 174
Gorzia
Itaty

| & 1l Sarvizio di Psichiatria
Ospedala Ismirrionis

Via [smirrionia

Cagliari

Haly

Zeantrum fuer Peychiatrie

Kiinikum der Justus-Liebig Univeraitaet
Am Steg 22

35385 Giessan

Germary

Zentralinatitut fuer Sealische
Gesundhalt

Abtailung Evaluative Psychiatrie
J5

88159 Mannheim

Garmarny

Instituto Minicipal de Psiquiatria

306E-387

J06E-388

306E-369

3J06E-390

306E-391

*306E-382

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

COMPLETED

Tiprasidone Mesylats NOACHnical Dain Summary\List of investpaiors AS-Oec-a7
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#.c.1. UST OF INVESTIGATORS NON-U.S, FROTOCGLS"

b

INVESTIGATOR STUDY STUDY SUMMARY
ADDRESS SUBINVESTIGATORS STUDY SITES NO. STATUS VOLUME
C/Germans dos Valls, s/n
08035 Barcelona
Spain
Dr. Luigl Paval Policlinico 306E-393 COMPLETED
Padova
ialy
Zipraaicons Mesyiaws NOACInce Data Summary\Usi of investightons AS-Dec-47 Page 58
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