











September 21, 1998





Dockets Management Branch (HFA-305)


Food and Drug Administration


5600 Fishers Lane, Room 1061


Rockville, Maryland 20852





Subject:	Docket No. 98N-0339





Underwriters Laboratories Inc. (UL) is an independent, not-for-profit, private-sector conformity assessment body and standards development organization with over 100 years of experience in achieving its primary mission of testing for public safety. UL's safety programs and services have essentially been the backbone of the U.S. Safety System. 





Additionally, UL has participated in The FDA’s Third Party Pilot Program for the Review of 510(k) Applications.





UL has reviewed the August 20, 1998 Federal Register Notice published at Vol. 63, No. 161, Pages 44627 and 44628 and offers the following comments.





UL believes that the FDA could and should rely more on third parties to fulfill FDA’s obligations in the establishing standards, based on risk assessment, for product and the processes necessary to produce them, reviewing new product applications and determining the product’s acceptability for entry into the market, and conducting inspections.





These three activities are already an integral part of private sector third party’s function in the United States Safety System. The following illustrates UL’s role and inherent capabilities of third parties in these activities.  





Establishing Standards





 The U.S. safety system relies on consensus standards developed by private sector standards development organizations. For example, UL Standards for Safety are developed under a procedure, which provides for participation and comment from the affected public as well as industry. The procedure takes into consideration a survey of known existing standards and the needs and opinions of a wide variety of interests concerned with the subject matter of the standard. Thus manufacturers, consumers, individuals associated with consumer-oriented organizations, academicians, government officials, industrial and commercial users, inspection authorities, insurance interests and others provide input to UL in the formulation of UL Standards for Safety, to keep them constant with social and technological advances.





Reviewing Product Applications and Determining Acceptability for Entry into the Market





 The U.S. safety system relies on private sector certification. UL certifies more than 14,000 types of products for safety. Product samples are evaluated to applicable safety requirements. This evaluation includes the product’s construction, labeling and performance. For many types of products, a recognized third party certification is needed for entry into the market to satisfy regulatory and/or non-regulatory marketplace requirements.





Conducting Inspections





Meaningful product certification always includes surveillance activities to ensure that certified products continue to meet requirements. Accordingly, UL conducts follow-up inspections on all certified products. The form of follow-up inspection conducted is based on what is most effective for a particular product and industry. These follow-up activities in general include inspection of safety critical aspects of the product and the system under which the product is produced. UL is also the largest registrar of quality management systems in the U.S. To facilitate these functions UL has field staff located throughout the U.S. and the world.





Benefits of the FDA relying on Third Party Efforts





The reduction in FDA resources needed to fulfill the consumer protection activities above by facilitating third party involvement in the 1) establishment of standards, 2) reviewing product applications and determining the product’s acceptability for entry onto the market and; 3) conducting inspections would allow the FDA to devote agency resources to other consumer protection activities. These are activities that the agency is uniquely qualified, empowered and organized to carry out. Included are 1) conducting research necessary to assess risks associated with product consumption and use, 2) assisting new product sponsors in designing and implementing research and testing protocols that will facilitate their progress through the review process, 3) determining “experience” with products once they are on the market, 4) carrying out a variety of strategies to ensure compliance including education, technical assistance, and more directed enforcement activities such as warning letters, product seizures, and prosecutions; and 5) educating consumers and health professionals on risks and risk-avoidance behavior. 





The agency resources freed up by the implementation of programs that make use of third parties would allow the agency to place a greater emphasis on non-regulatory approached such as education, technical assistance, and collaborative problem solving to protect and promote public health.


�



FDA Seal or Mark on Products





The FDA should not undertake a program to sanction the use of a FDA seal or mark on products. The FDA’s regulatory mission is to clear products for the market, which are safe and effective for their intended use. FDA procedures do not determine the level of safety and effectiveness relative to other products on the market, only that which is required for market access. Products that are not safe and effective should not reach the market. Therefore, all products that are cleared for the market are safe and effective and further distinction is unnecessary.





UL appreciates this opportunity to provide comment. If you would like to discuss the above in greater detail or need additional information, please do not hesitate to contact the writer.

















Yours truly,











Gordon Gillerman


Manager, Governmental Affairs


Underwriters Laboratories Inc.


818 18th Street, NW, Suite 230


Washington, DC 20006


(202) 296-7840 phone


(202) 872-1576 fax


Email: gillermang@aol.com
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