RADIOLOGICAL DEVICES PANEL

MEMBERSHIP

A roster of members is attached.

MEETINGS

The Panel met once during the reporting period in Gaithersburg, Maryland.
The date of the meeting was February 3, 2004.

The meeting on February 3, 2004, included a closed session to permit a discussion of trade secret
or confidential commercial information.

ACCOMPLISHMENTS

In the open session, the Panel discussed R2 Technologies, Inc.’s PMA for the ImageChecker CT
CAD Software System. The device, a computer-aided detection (CAD) system, is designed to
assist a physician in the identification of solid nodules in computerized topography (CT) images
of the lung. It is intended to be a “second reader” that alerts the user to regions of interest that
may have been initially overlooked. After deliberations, the Panel recommended that the
application be found approvable with the following conditions: (1) a reanalysis of the data prior
to approval to assess clinical significance; (2) the inclusion of strict rules for use in the labeling;
(3) arequirement for formalized user training; and (4) post-market surveillance to continue
collecting data on clinical significance.

Closed Committee Deliberations: On February 3, 2004, the meeting was closed to the public to
permit FDA to present to the committee trade secret and/or confidential commercial information
(5 U.S.C. 552b(c)(4)) regarding pending and future agency issues.
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Radiological Devices Panel Roster

Chairperson

Minesh P. Mehta, M.D.

Expertise: Radiotherapy; Brain or Nervous
System Cancer

Term: 2/22/02 - 1/31/05

Professor & Chairman

Dept. of Human Oncology

University of Wisconsin-Madison

600 Highland Ave., K4/312 CSC

Madison, W1 53792

Wendie A. Berg, M.D., Ph.D.
Expertise: Radiology; Breast Cancer
Term: 4/21/00 - 1/31/04

Address not available

Baltimore, MD 21201

* Charles B. Burns, MSPH, RT(R)
Expertise: Diagnostic Radiologic Physics
Term: 12/22/03 - 1/31/07

Professor, Div. of Radiologic Science
Dept. of Allied Health Sciences

Univ. of North Carolina School of Medicine
CB# 7130 Medical School Wing E

Chapel Hill, NC 27599-7130

Emily F. Conant, M.D.

Expertise: Breast Cancer

Term: 10/8/03 - 1/31/07

Associate Professor and Chief of Breast
Imaging

Department of Radiology

University of Pennsylvania School of Medicine

3400 Spruce Street
Philadelphia, PA 19104

Harry K. Genant, M.D.

Expertise: Acoustics; Ultrasound

Term: 4/21/00 - 1/31/04

Prof. Radiology, Medicine, Epidemiology
University of California, San Francisco
Dept. of Radiology

505 Parnassus Ave., M392

San Francisco, CA 94143-0628

Geoffrey S. Ibbott, Ph.D.

Expertise: Medical Physics; Radiation
Dosimetry

Term: 8/20/01 - 1/31/05

Associate Professor & Section Chief
UT M.D. Anderson Cancer Center
Dept. of Radiation Physics

1515 Holcombe Blvd., Box 547
Houston, TX 77030

Executive Secretary

Nancy G., Acting Wersto

Center for Devices and Radiological Health
Office of Device Evaluation/DRAERD

9200 Corporate Blvd. HFZ-470

Rockville, MD 20850

(301) 594-1212 x144

(301) 480-4224

**Deborah J. Moore

Expertise: Brain and Breast Cancer
Radiotherapy

Term: 2/1/04 - 1/31/08

Vice President, Regulatory & Clinical Affairs
Proxima Therapeutics, Inc.

2555 Marconi Drive Suite 220

Alpharetta, GA 30005--2066

Peter E. Shile, M.D.

Expertise: Breast Cancer
Term: 2/22/02 - 1/31/06
Medical Director

Susan G. Komen Breast Center
8800 North Route 91

Peoria, IL 61615

**Ernest L. Stern, B.S.
Expertise: Radiology
Term: 8/13/00 - 1/31/04
Chairman and CEO
Thales Components Corp.
40 G Commerce Way
P.O. Box 540

Totowa, NJ 07511-0540

Prabhakar Tripuraneni, M.D.
Expertise: Cancer Radiotherapy

Term: 2/22/02 - 1/31/06

Head, Division of Radiation Oncology
Scripps Clinic/ Scripps Green Hospital
10666 North Torrey Pines Road, MSB1
La Jolla, CA 92037

Xiao-Hua A. Zhou, Ph.D.

Expertise: Clinical Trial Design; Biostatistics
Term: 7/13/04 - 1/31/08

Professor, Dept. of Biostatistics

University of Washington

1660 S. Columbian Way, Bldg 1

Seattle, WA 98108-1532



Elizabeth A. Krupinski, Ph.D.

Expertise: Radiology

Term: 7/13/04 - 1/31/08
Research Associate Professor
Dept. of Radiology

University of Arizona

1609 North Warren Bldg 211
Tucson, AZ 85724

*Consumer Representative
**Industry Representative



