COPY THIS SAMPLE LETTER INTO THE FDA COMMENTS SECTION AT;

http://www.regulations.gov/#!submitComment;D=FDA-2011-D-0376-0001
(you may use the NHF as your organization name)
I am writing you to express my grave concerns as your agency sprung this on both industry and consumers without seeking any prior input from us and your draft Guidance is badly flawed as a result.  Therefore, I ask that you withdraw this document at once, consult with industry and consumers on a longer-term basis than this miserly 90-day period, and come out with a new Guidance that better reflects the realities of the marketplace and the safe track record of supplements, including those with new dietary ingredients (NDIs).

In particular, your draft Guidance is badly flawed and defective because it:

1. Requires NDIs to meet drug-like safety tests
2. Requires NDIs to be proven through unnecessary, expensive tests
3. Elevates NDI submissions to food-additive or GRAS levels
4. Ignores the incredible, proven safety record of supplements, both new and old
5. Ignores the intent of Congress when passing DSHEA that “the Federal Government should not take any actions to impose unreasonable regulatory barriers limiting or slowing the flow of safe products and accurate information to consumers”
6. Through its imposition of unnecessary high costs, arbitrarily discriminates against small- and medium-sized businesses
7. Will put thousands of people out of work by destroying jobs in a time of economic decline
8. Turns a basic notification system for new supplements into an arbitrary approval system.
9. Is overly burdensome and destructive of Congress’ express intent in DSHEA that “the right of access of consumers to safe dietary supplements is necessary in order to promote wellness”
10. Reveals the true agenda of your Agency to ignore the intent of Congress and suppress consumer access to safe dietary supplements while promoting dangerous drugs.

This draft Guidance must be withdrawn as it is unauthorized under Law and will guarantee you a backlash of legislative action the likes of which have not been seen in this legislative arena since the passage of DSHEA in 1994.
