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Angust 9, 2000

2207 Q. Dr; Susan Thompson, FDACFSAN. . v<: e2y23 .
FROM: Rick Cristol, President
RE: Your Fax of 8/7/00

Dr. Thompson, your fax asks for clatification of NAMM's comments cndorsing a
criterion of not more than 2 g of saturated fat for a "trans fat free” claim and our
acceptance for a disclosure level of 1 gram or more for salurated fat when a "trans fat
free" claim is made.

It is my understanding that there is nothing in the existing statutes or regulations that
requires that disqualifying and disclosure levels must be the samc for a particular nutricnt
content claim. In fact, inherently it would seem impossible. If a claim is disqualificd
there would be no claim presented for which to require any type of disclosure.

NAMM believes that a "trans fat frec” claim should be permitted for a product with up to
and including 2 grams of saturated fat, providing the product meets the definition of
“trans fat free". However, NAMM recognizes that FDA has constituencies to serve who
will take 2 more conservative approach.. Therefore, in an effort to achieve acceptance of
. the 2 gram saturated fat critcrion among these constituencies NAMM indicated it wowld + - -
not object to 2 referral statement, as now set forth in 21 CFR § 101. 13(k)(1), associated
with "trans fat free” claim. Alternatively, although less appealing than a referral
statement, NAMM indicated it would not object to a disclosure of a level of saturated fat
of 1 gram or morc in immediate proximity to the "trans fat free” claim.

I hope this clarifies our position. If not, I would be pleased to hear from you so we can
talk it through to your satisfaction.

Thank you for the opportunity to provide additional clarifying input on our comments.
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THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW. If you are not the
addressee or a person authorized to deliver the document to the addressee, you are hereby notified that
any review, disclosure, dissemination, copying, or other action based on the content of ‘this
communication is not authorized. If y ou have received this document in error, please immediately
notify us by telephone and return it,to us at the above address by mail.
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