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April 2, 2003

To: Dockets Management Branch (HFA-305)
Food and Drug Administration
5830 Fishers Lane; Rm 1061
Rockville, MD 20852

From: Allyson Thoms; Operations Manpger
1 Peak Nutrition Inc.
ko' 1877 Midland Street
P.O. Box 87
Syracuse, NE 68446-0087

Subject: Public Comment on Docket No. 96N-0417; RIN 0910-AB88
Proposed Current Good Manufacturing Practice in
Manufacturing, Packing, or Holding Dietary Ingredients
and Dietary Supplements

This letter is being written to provide comment to the Food
and Drug Administration on Docket No 96N-0417; RIN 0910-AB88
entitled the proposed guidelines of Current Good Manufacturing
Practice in Manufacturing, Packing, or Holding Dietary Ingredients
and Dietary Supplements.

The following overview comments arle provided:

1. The original passage of DSHEA in 1994 stated that guidelines
should be established and implemented by FDA that follow Food
cGMPs. The proposed guidelines as |[they are currently written
are not at all similar to Food cGMPs, but instead are very
similar to Drug cGMPs. Thus, these proposed guidelines have
gone far beyond what Congress had| initially intended by the
passage of DSHEA, since these proposed guidelines are not even
close to Food cGMPs. These proposed guidelines are just
another example of an increasing| federal bureaucracy that
limits growth and opportunities |for small businesses and
heavily favors large multi-nationgl corporations.
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