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IDE Document Mail Center (HFZ-401)
FDA, CDRH

9200 Corporate Boulevard

Rockville, MD 20850

Re: Yearly Report, 2003

IDE #G980067

Automated External Defibrillators — Public Access Defibrillation (PAD)

Indications for use: victims of sudden cardiac arrest

Sponsor/Contact Person H. Leon Greene, M.D.
PAD Clinical Trial Center
1107 NE 45" Street, Suite 505
Seattle, WA 98105-4689

Ladies and Gentlemen:

The Public Access Defibrillation (PAD) Trial is ongoing and funded by the National Heart, Lung,
and Blood Institute, the American Heart Association, Guidant Corporation, Medtronic/Physio-Control
Corporation, Philips Corporation/Heartstream Operation, Laerdal Corporation, and Cardiac
Science/Survivalink Corporation. It began on October 1, 1999, and data collection will continue on events
occurring through September 30, 2003. The study continues to follow the investigational plan.

The Data and Safety Monitoring Board (DSMB) met on May 15, 2003, and recommended
continuation of the study.

In summary:

e 993 units are participating.

e Training has been completed for nearly 20,000 volunteers.

o Automated external defibrillators have been placed at all units randomized to
CPR+AED.

o Episode data are accumulating.

o No serious unexpected adverse events have occurred.

A copy of the only article published to date is enclosed.

Data collected to date do not yet allow conclusions to be drawn from the study.

Please accept this document as the Yearly Report for IDE #G980067.

H. Leon Greene, M.D.

Enclosures: List of investigators and sites
Reprint
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‘Alabama

Thomas E. Terndrup M.D.
Professor & Chair

Dept. of Emergency Medicine
University of Alabama @ Birmingham
619 19th St. South; JTN 266
Birmingham, AL 35233-7013

Sarah McNutt MD
619 191h Street, So.
Jeff. Tower N-266

Birmingham, AL 35233-7013

Investigator

Calgary

Andy Anton M.D.  Principal Investigator
Medical Director Calgary EMS

Calgary EMS #165

315-10th Ave S.E., #301
P.O. Box 2100, Stn M Location 16
Calgary, AB T2P-2M5

Chicago

Lance Becker M.D.
Section of Emergency Medicine
University of Chicago Hospitals
5841 S. Maryland Avenue
Chicago, IL 60637

Cincinnati

Jonathan Van Zile M.D.
231 Albert Sabin Way
P.O. Box 670769

http://depts.washington.edu/padctc/siteinfo/address/sitepi.htm
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(205) 975-7387
(205) 975-4662

tterndrup@uabme.edu

(205) 975-7866
(205) 975-4662

smcnutt@uabmc.edu

(403) 268-2271
(403) 268-3742

aanton@shaw.ca

(773) 702-2139
(773) 702-3135

Ibecker@medicine.bsd.uchicago.edu

(513) 317-2630
(513) 558-4599
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Department of Emergency Medicine
Cincinnati, OH 45267-0001

Detroit

email:

Robert J. Zalenski M.D.  Principal Investigator

Department of Emergency Medicine
8B University Health Center

4201 St. Antoine

Detroit, MI 48201

Scott Compton Ph.D.  Investigator
Wayne State University, School of Medicine
Department of Emergency Medicine

6G University Health Center

4201 St. Antoine

Detroit, MI 48201

Robert Dunne MD  Investigator
Wayne State Univ. School of Medicine

Dept. of Emergency Med, 6G Univ. Health Ctr.

4201 St. Antoine
Detroit, MI 48201

Robert Swor D.O. Investigator

EMS Director - William Beaumont Hospital
Emergency Medicine

3601 W. Thirteen Mile Road

Royal Oak, MI 48073

Robert Welch M.D. Investigator
Wayne State University

Emergency Medicine

Phone:
FAX:

email:

Phone:
FAX:

email:

Phone:
FAX:

email:

Phone:
FAX:

email:

Phone:
FAX:

drivz4l@aol.com

(313) 966-7679
(313) 993-7703

rzalensk@med.wayne.edu

(313) 745-4238
(313) 993-7703

scompton@med.wayne.edu

(313) 745-4238
(313) 993-7703

rkdunne@sprintmail.com

(248) 551-1970
(248) 551-2017

RAswor@aol.com

(313) 993-2534
(313) 993-7703

http://depts.washington.edu/padctc/siteinfo/address/sitepi.htm
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4201 St. Antoine, UHC-6G email:
Detroit, MI 48201

Edmonton

Andrew Travers MD  Principal Investigator

1G1 Walter Mackenzie Centre Phone:
18104 - 58 Avenue FAX:
Edmonton, AB T6M 1V5 email:
Kathryn Irwin M.D.  Investigator

Division of Emergency Medicine Phone:
University of Alberta FAX:
1G1 Mackenzie Centre, 8440-112 Street email:
Edmonton, AB T6G 1L3

Indianapolis

William J. Groh M.D.  Principal Investigator

Medical Director, Professor Phone:
Krannert Institute of Cardiology FAX:
1111 West 10th Street email:

Indianapolis, IN 46202-4800

Milwaukee

Tom P. Aufderheide M.D.  Principal Investigator

Assoc. Prof of Emergency Medicine Phone:
Department of Emergency Medicine FAX:
9200 W. Wisconsin Avenue, FMLH-East email:
Milwaukee, W1 53226
Ronald G. Pirrallo M.D, MHSA, FACEP

Investigator
Director of Medical Services, Milwaukee Phone:

county EMS

http://depts.washington.edu/padctc/siteinfo/address/sitepi.htm
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rwelch@med.wayne.edu

(780) 407-7047
(780) 407-3314

ahtravers(@shaw.ca

(780) 407-7047
(780) 407-3314

kathryni@gpu.srv.ualberta.ca

(317) 962-0500
(317) 962-0100

wgroh@iupui.edu

(414) 805-6457
(414) 805-6464

taufderh@mcw.edu

(414) 805-6451

06/02/2003



PAD Investigators by Site Name

Medical College of Wisconsin, Dept. FAX:
Emergency Med.
Froedtert Hospital East email:

9200 West Wisconsin Avenue
Milwaukee, WI 53226

Minneapolis

Brian Mahoney M.D.,FACEP  Principal Investigator

Medical Director of Emergency Medical Phone:

Services

Department of Emergency Medicine, MC-825 FAX:
701 Park Ave South email:

Mineapolis, MN 55415

Mission Viejo

Stephen S. Ehrlich M.D.  Principal Investigator

Director of Electrophysiology Mission Hospital = Phone:

Mission Internal Medical Group FAX:
26732 Crown Valley Parkway, #161 email:
Mission Viejo, CA 92692

New York

Lynne D. Richardson MD, FACEP  Principal
Investigator

Mt. Sinai School of Medicine Phone:
Department of Emergency Medicine FAX:
Box 1149 email:

One Gustave L. Levy Place
New York, NY 10029

Newark

Robert E O'Connor M.D., MPH  Principal
Investigator

Page 4 of 10
(414) 805-6464

pirrallo@mcw.edu

(612) 347-5689

(612) 904-4241
mahon010@gold.tc.umn.edu

(949) 364-3570
(949) 364-3430

sehrlich@mimg.com

(212) 659-1653
(212) 426-1946

lynne.richardson@mountsinai.org

Program Director of Emergency Medicine Phone: (302) 733-4176
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‘Residency

Department of Emergency Medicine

Christiana Health Care Services email
P.O Box 6001
Newark, DE 19718-6001
Paul Cowan M.D. Investigator
Phone:
FAX:
email:
Ross Megargel DO  Investigator
Department of Emergency Medicine Phone:
Christiana Health Care Services FAX:
P.O. Box 6001 email:

Newark, DE 19718-6001

Phoenix

Thomas A. Mattioni M.D.  Principal Investigator
Arizona Arrhythmia Consultants, P.L.C. Phone:
4735 N. 32nd St. FAX:
Phoenix, AZ 85018 email:

Kris Vijayaraghavan M.D.  Principal Investigator

Director of Heart Failure Program Phone:
Arizona Heart Institute FAX:
2632 North 20th Street email:
Phoenix, AZ 85006

Pittsburgh

Vincent N Mosesso, Jr. MD, FACEP  Principal

Investigator

Assistant Professor of Emergency Medicine

http://depts.washington.edu/padctc/siteinfo/address/sitepi.htm
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(302) 733-1595

(302) 428-4180

pcowan(@christianacare.org

(302) 733-4176
(302) 733-1595

megargel@dfes.com

(602) 234-2800
(602) 234-2801

tmattioni@azrhythm.com

(602) 266-2200 x450
(602) 240-6182

kvijay@azheart.com

Phone: (412) 647-1103

06/02/2003



PAD Investigators by Site Name

University of Pittsburgh FAX:
230 McKee Place, Suite 400 email:

Pittsburgh, PA 15213

Thomas Stein M.D.  Investigator

Department of Emergency Medicine Phone:
Allegheny University of the Health FAX:
Allegheny General Hospital email:

320 E. North Avenue
Pittsburgh, PA 15212

Portland

Mohamud Daya M.D. Principal Investigator

Associate Professor of Medicine Phone:
Dept of Emergency Medicine, GH-239 FAX:
Oregon Health Sciences University email:

3181 S.W. Sam Jackson Park Road
Portland, OR 97201-3098

Jerris R. Hedges M.D., M.S. Investigator

3181 SW Sam Jackson Park Rd, UHN 52 Phone:
Department of Emergency Medicine FAX:
Oregon Health Sciences University email:

Portland, OR 97201-3098

Jon Jui M.D., MPH Investigator

Dept of Emergency Medicine, GH-239 Phone:
Oregon Health Sciences University FAX:
3181 SW Sam Jackson Park Rd email:

Portland, OR 97201-3098

Terri Schmidt M.D., M.S.  Investigator

(412) 647-1111
mosessovn@msx.upme.edu

(412) 359-4685
(412) 359-3002

tstein ahs.or:

(503) 494-7248
(503) 494-4997

dayam@ohsu.edu

(503) 494-7500
(503) 494-4997

hedgesj@ohsu.edu

(503) 494-7500

jui@ohsu.edu
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Department of Emergency Medicine Phone: (503) 494-7500
Oregon Health & Science University FAX: (503)494-4640
3181 SW Sam Jackson Park Rd., CR 114 email: schmidtt@ohsu.edu
Portland, OR 97201

Richmond

Mary Ann Peberdy M.D.  Principal Investigator

Asst. Professor of Medicine Phone: (804) 828-4889
Medical College of Virginia FAX: (804) 828-5192
Department of Medicine email: mpeberdy@aol.com
Box 980204

Richmond, VA 23298

Seattle

Richard O. Cummins M.D.  Principal Investigator

Professor of Medicine Phone: (206) 598-4228/4000
Division of Emergency Medicine FAX: (206) 325-9202
University of Washington Med Ctr email: docroc@u.washington.edu
1959 NE Pacific Street, Box 356123

Seattle, WA 98195

SouthCA

Michael Osur  Principal Investigator

Emergency Medical Services Director Phone: (909) 358-5029
County of Riverside Health Services FAX: (909) 358-5160
4065 County Circle Drive, Room 231 email: mosur@co.riverside.ca.us

Riverside, CA 92513

Max Harry Weil M.D.  Principal Investigator

President Phone: (760) 323-6867
The Institute of Critical Care Medicine FAX: (760) 323-6167
16 95 North Sunrise Way, Bldg. 3 email: weilm@aol.com

http://depts.washington.edu/padctc/siteinfo/address/sitepi.htm 06/02/2003
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Palm Springs, CA 92262-5309

Ruchir Sehra MD  Investigator

Assistant Professor of Pediatrics and Medicine

Cardiac Electrophysiology

Loma Linda University of Medical Center
11234 Anderson Street, Room 4433
Loma Linda, CA 91709

Stony Brook

Mark C. Henry M.D.

University Hospital and Medical Center, UH-

L4-515

State University of New York
UH-Level 4 - Room 515
Stony Brook, NY 11794-7400
Scott Johnson M.D. Investigator
University Hospital and Medical Center
State University of New York

UH- Level 4 - 515

Stony Brook, NY 11794-7400

Syracuse

David Reed MD  Principal Investigator
Department of Emergency Medicine
SUNY Health Science Center

750 East Adams Street

Syracuse, NY 13210

Lawrence Brown EMT-P  Investigator
Department of Emergency Medicine

SUNY Health Science Center

http://depts.washington.edu/padctc/siteinfo/address/sitepi.htm

Principal Investigator

Phone:

FAX:

email;

Phone:

FAX:

email:

Phone:
FAX:

email:

Phone:
FAX:

email:

Phone:

FAX:

(909) 558-4711
(909) 558-0311

ruchir@earthlink.net

(631) 444-2829

(631) 444-3919

mhe epo.hsc.sunysb.edu

(631) 444-7889
(631) 444-3919

sojo24(@aol.com

(315) 464-4363
(315) 464-6229

reedd@upstate.edu

(315) 464-4363
(315) 464-8690
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.750 East Adams Street email:

Syracuse, NY 13210

Utah
Clay N. Mann Ph.D.,, MS  Principal Investigator

615 Arapeen Drive, Suite 202 Phone:
University of Utah School of Medicine FAX:
Intermountain Injury Control Research Center email:

Salt Lake City, UT 84108-1284

VaBeach
Richard A. Craven M.D.  Principal Investigator

Professional Center West, Suite 12 Phone:
1821 Old Donation Parkway FAX:
Virginia Beach, VA 23454 email:
Vancouver

James M. Christenson M.D.  Principal Investigator

Department of Emergency Medicine Phone:
Research Director, Emergency Resear FAX:

St. Paul's Hospital email:

1081 Burrard Street
Vancouver, BC V6Z-1Y6

Allan Holmes M.D  Investigator

Global Medical Services Phone:
Suite 660 FAX:
1385 West 8th email:
Vancouver, BC V6H 3V9

WashingtonDC

P. Jacob Varghese M.D.  Principal Investigator

brownl@upstate.edu

(801) 585-9161
(801) 581-8686

Clay.Mann@hsc.utah.edu

(757) 481-9406
(757) 481-5549

lorick2@pol.net

(604) 806-8986
(604) 806-8798

jimchris@interchange.ubc.ca

(604) 685-4747
(604) 685-4748

a.holmes@global-medical.ca
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The George Washington University Medical
Center

Director, Coronary Care Unit
2150 Pennsylvania Avenue NW
Suite 4-414

Washington, DC 20037

Ray Lucas MD  Investigator
2150 Pennsylvania Ave.
Department of Emergency Medicine
Washington, DC 20037

Phone

FAX

email;

Phone
FAX

email;

: (202) 994-6113

: (202) 994-3673
jvarghese@mfa.gwu.edu

. (202) 741-2905
© (202) 741-2921

rlucas@mfa.gwu.edu
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