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Comments for CBER FDAMA Section 406(b) - Docket 98N-339B

Boston Biomedica, Inc. is a diagnostics manufacturer with products that are regulated by CBER and CDRH.  We appreciate the opportunity to comment on CBER's FDAMA effort as described in the transcript of the August 14, 1998 meeting.

Particularly, we would like to thank Emily Rossiter for her presentation, and we would like to reiterate and endorse the main points that she made.

Review times for blood related drugs, devices, and products need to be reduced significantly.  Reductions have occurred in those groups of products that are being tracked, but these do not include all products.

The level of detail required for submissions, and reporting requirements that have been in effect for years should be reviewed to determine their effectiveness and their contributions toward achievement of CBER's overall goals.

Approval processes for systems with multiple components should be integrated across the system and across the Agency.

In areas where CBER, CDRH and CDER regulate similar technologies for similar applications, further harmonization among these groups would result in benefit to patients.

As Ms. Rossiter also pointed out, FDA and CBER's recent efforts to distribute information via their websites are most welcome, and have greatly improved our abilities to monitor developments in a timely fashion.

We appreciate CBER's interest in our comments and concerns.

Patricia E. Garrett, Ph.D.

Senior Vice President

Regulatory Affairs and Strategic Programs

Boston Biomedica, Inc.

