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7. Re: Docket No. 95N-0309

;. Dear Dr. Silverman:

* i+ In its cormments to the referenced docket dated August 26, 2003 (*2003 Comments™), the
‘Tnternational Formula Council (“IFC™) stated that its 2003 Comments were intended to
“replace” its comments on the same docket filed by the IFC in December 1996 (“1996
Comments™). You subsequently called to inquire whether the IFC was withdrawing the
' 1996 Comments.

/¥ "We understand that the 1996 Comments and the 2003 Comrnients are both part of the
administrative record, and in the absence of the IFC “withdrawing” its 1996 Comments,
i both would have to be considered by FDA in the development of a final rule. Because its

2003 Cornments include the IFC’s comments on the proposed rule, and either duplicate
or update elements of its 1996 Comments, the FDA need only consider the IFC’s 2003
Comments in subsequent rulemaking on this docket. Please, therefore, consider its 1996
Comments withdrawn.
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