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October 28, 2002

Dockets Management Branch

Food And Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:
Docket Number 02N-0209
Request for Extension of Comment Period
Dear Sir or Madam:

The Indiana Medical Device Manufacturer's Council ("IMDMC") appreciates the opportunity to respond to comments submitted to the Food and Drug Administration ("FDA") in response to the agency's Request for Comment on First Amendment Issues.  However, given the extensive number of original comments filed and the complexity of those comments, we believe there is good cause to extend the time period for responding to such comments.  With that in mind, we request that FDA grant IMDMC a two-week extension to respond to the First Amendment comments, up to and including November 11, 2002.

The IMDMC makes this request for an extension on the following grounds:

1.  The FDA first requested comments on First Amendment Issues on May 16, 2002, but in a subsequent Notice extended the comment period from July 30, 2002 to September 13, 2002.  Consequently, the FDA received an overwhelming number of comments on the issue.  In fact, more than 730 documents filed in response to FDA's request now reside on the FDA website.  IMDMC has been meticulously wading through these documents, and preparing appropriate responses.  

2.  Because of the complexity of the First Amendment issues, many of the comments filed in response to FDA's request are quite comprehensive.  As an example, one pharmaceutical manufacturer filed comments and attachments of a magnitude to fill a twelve-inch square box.  These comments have taken considerable time to review, analyze, and prepare a response.

3.  IMDMC is an Indiana-based trade association of approximately sixty (60) medical technology companies and others in allied fields.  To communicate potential areas of agreement or concern with the multitude of comments filed, and to obtain consensus on responses to the issues, is a time-consuming but important process.  

4.  As a regional association of medical technology companies, IMDMC brings a unique perspective to the First Amendment debate that should be included in the record considered by FDA.

For all of these reasons, we respectfully request a two-week (14-day) extension of the deadline for submitting responses to comments filed on First Amendment Issues, up to and including November 11, 2002.
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Respectfully submitted,
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Bradley Merrill Thompson, General Counsel

BMT/slb

Indiana Medical Device Manufacturers council, Inc.

P. O. Box 1385

Indianapolis, In 46244

317-951-1388

Fax 317-974-1832

imdmcoffice@ameritech.net

www.imdmc.org
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