January 26, 2004

Food and Drug Administration

Division of Dockets Management (HFA-305)

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re:  AMERICAN HEART ASSOCIATION Comments on  Medical Devices,  Reclassification of Automated External Defibrillators; FDA Docket #1994N-0418

The following comments are submitted on behalf of the American Heart Association, its Emergency Cardiac Care (ECC) Committee, and the Association’s 22.5 million volunteers and supporters.  The ECC committee addresses science issues related to cardiopulmonary resuscitation and defibrillation therapies for patients who experience out of hospital sudden cardiac arrest or sudden cardiac death.  The Association is the pre-eminent American voluntary health agency focused on cardiovascular disease.  The mission of the Association is to reduce death and disability due to cardiovascular disease. 

We appreciate the opportunity to comment on potential reclassification of AEDs from a class III device to a class II device. Our understanding is that a class III means a class of device for which premarket approval is or will be required.  A device is Class III if insufficient information exists to determine that general controls are sufficient to provide reasonable assurance of its safety and effectiveness or that application of special controls would provide such assurance.  A device is class II if general controls alone are insufficient to provide reasonable assurance of its safety and effectiveness and there is sufficient information to establish special controls, including postmarket surveillance.  Furthermore, our understanding is that the agency is also considering reclassifying automated external defibrillators as a non-prescription device.

We understand the importance of ensuring that only safe and effective interventions be available to the public. Therefore we, and others, previously provided financial support to the Public Access Defibrillation (PAD) trial, sponsored by the National Heart, Lung, and Blood Institute.   This prospective, community-based, multi-center clinical trial that randomized community units (e.g., shopping malls, recreational facilities, apartment complexes) to a structured and monitored emergency response system using lay-volunteers receiving training in CPR (CPR-only) or CPR and AED capability (CPR+AED).  The primary endpoint was survival to hospital discharge.  Approximately 20,000 volunteers participated from 993 community units in 24 North American regions.  Each site implemented a structured system to ensure the likelihood of rapid recognition and response. There were more survivors in the CPR+AED  vs. CPR-only group (30 vs. 15, p=0.04) (PAD Investigators, presented at AHA Scientific Sessions 2004.) No inappropriate shocks were delivered. No adverse effects were observed in patients or responders attributable to use of an AED. We believe that these compelling data confirm that trained lay responders can safely and effectively use AEDs to defibrillate victims of out of hospital cardiac arrest. These data support reclassification of AEDs as class II devices. If necessary, post marketing surveillance could be facilitated by designating sudden death as a reportable disease through collaboration with the Centers for Disease Control. We have had several such discussions with the CDC previously.

A sub-study of the study demonstrated that >95% of responders were competent after initial training but skill performance deteriorated over time (PAD Investigators, presented at AHA Scientific Sessions 2004.) These data support the need for lay users to be trained prior to use of AEDs.

We observe that obtaining a prescription prior to purchase of an AED neither guarantees that the user is trained or that the AED will be used on the person for which the device was intended. Therefore, we would propose that the prescription requirement for AEDs be removed. In place of this, we would propose that any individual who wishes to purchase an AED for use by lay rather than public safety responders should be required to demonstrate evidence of current certification to defibrillate prior to purchase. Furthermore we would recommend that all responders be required to report any device use to ensure quality assurance and public safety.

We would be pleased to discuss these recommendations with you at your convenience.

Submitted on behalf of the American Heart Association,

Richard S. Hamburg

Director, Government Relations

