




STANDARDS

The Center has recognized and will use consensus standards in the review of male
latex condoms.  The Center believes that conformance with recognized consensus
standards can provide a reasonable assurance of safety and/or effectiveness for many
aspects of medical devices including latex condoms.  For more information on the
Center’s use of standards, please see the section below on Abbreviated 510(k)
submissions, Chapter II of this manual and our Internet web site at:

http://www.fda.gov/cdrh/

Standards are protected under applicable copyright laws and must be obtained
from their individual sources.

ISO and most standards are available from the American National
Standards Institute (ANSI). 11 West 42nd Street, New York, New York  10036,
Phone 212-642-4900, FAX 212-398-0023,  http://www.ansi.org

ASTM can be reached at Phone 610-832-9500, FAX 610-832-9555.  100 Barr
Harbor Drive, West Conshohocken, PA 19428.  http://www.astm.org


