NASPE

Washington Offlce

Amy Meinick, MPA

Director. Government Reigtions
2000 L Street N.W_ Ste. 200
Washington, D.C, 20036

(202) 416-1871

Fax: {202} 416-1841
Ameinick@naspe.org

BOARD OF TRUSTEES

Executive Committes
President
Gersld V. Naccarelli, MD

Immediate Past-President
David L. Hayes, MD

President-Elect
David S. Cannom, MD

151 Vice-President
Enc N. Prystowsky, MD

2nd Vice-President
Mark H. Schoenfeld, MD

Secretas
Michael £. Cain, M

Treasurer
J. Warren Harthorne, MD

Trustwes

Charles Antzelevitch, PhD
D. Woodrow Benson Jr, MD. PhD
A John Camm, MD
Elizabeth A. Ching, RN
Anne B. Curtis, MD

John D. Fisher. MD
Warren M. Jackman, MD
G. Neal Kay, MD

Dwight W. Reynoids, MD
Sanjeev Saksens, MO

0. George Wyse, MD, PhD

Honorsry Trustees
David G. Benditt, MO
Doris J. W. Escher, MD
Seymour Furman, MD
Paul C. Gillette, MD
Bernard S. Goidman, MD
Nora Goidschlager. MD
Jerry C. Griffin, MD
Ropert G. Hauser. MD
Raiph Lazzars. MD
James O, Malorey, MD
Victor Parsonnet. MD
Melvin M. Scheinman. MD
Gerald C. Timmis, MD
Albert , Waido, MD
Douglas P. Zipes, MD

COUNCIL OF ALLIED
PROFESSIONALS
Chair

glizabeth A, Ching, AN
ADVISORY COUNCIL
Chair

. Anne M._Gillls, MO

EDITOR/ICE
Douglas P Zipes, MD

EDITOR/PACE
Seymour Furman, MD

EDITOR/NASPETAPES
Albert L. Waldo. MD

NASPE's Mission Statement

The mission of the North American
Society of Pacing and
Electrophysiclogy. an organization
of physicians, scientists, and sitled
professionals throughouyt the world
dedicated to the study and
management of cardiac
arrhythmi3s, is to Improve the care
of patients by promoting research,
education and training, and
providing laadership roward
optimgi healthcare policies and
standards.
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North American Society «
Pacing . Electrophysiology

June 22, 1999

The Honorable Richard J. Durbin
Senate Russell Building

Room 364

Washington, DC 20510

Dear Senator Durbin:

The North American Society of Pacing and Electrophysiology (NASPE) is very
concerned with your proposed amendment to Senate Bill 1233, titled
“Reprocessed Medical Devices” This amendment would restrict the re-
processing of medical devices labeled for single-use. The current medical
practice of re-sterilizing medical devices, such as cardiac catheters, is not only
common, but has been proven safe and effective in the care and treatment of
patients with cardiac rhythm problems, also known as arrhythruas.

NASPE is an organization of physicians, scientists and allied health professionals
dedicated to the study and management of cardiac arrhythmias and to improving
the care of patients by promoting research, education and training. NASPE
members diagnose and treat patients with cardiac rhythm problems.

There has been considerable peer-reviewed published research into the effect oo
patient care using re-sterilized cardiac catheters. A brief list of references is
attached. After studying thousands of patients who have undergone cardiology
procedures with re-sterilized catheters, findings indicate there is no increased risk
of infection for patients. Re-sterilization of cardiac catheters for
electrophysiology studies bas been an ongoing practice for over twenty years with
no known adverse patient outcomes. In addition. the Food and Drug
Administration permits re-sterilization of catheters provided that a meticulous
quality assurance program documents the structural integrity of the catheters, and
that sterility and chemical residuals are monitored. .

NASPE members foremost priority is to provide quality medical care to patieats.
Appropriate medical device re-processing is a safe and effective way to achieve
health care cost savings without compromising patient care. These savings can be
directed towards improving patient access and medical care.

Legislation, which would add new and unnecessary regulatory requirements tor
the reprocessing of medical devices, would hinder the practice of cardiac

“electrophysiolgy in this country. NASPE encourages you to research this topic

further before passing a legislative mandate that would. in essence, bana
medically acceptable and safe practice. Hearings on this topic could include
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experts in the field of medical device reprocessing, representatives of the Food
and Drug Administration, physicians, as well as patient representatives.

NASPE would be pleased to provide you with additional information on this
critical issue. Please fee] free to call me at the Hershey Medical Center at 717-
531-3907 or Amy Melnick, Director, Government Relations at NASPE. Thank
you for your attention.

Sincerely,
Hoeal 4. NMaecanclli 4]

Gerald Naccarelli, MD
President
North American Society of Pacing and Electrophysiclogy
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