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Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD 20852

Subject:
Docket No. 02N-434; Intent to Withdraw Certain Proposed Rules and Other Actions;  and

Docket No. 78N-0144; Cellulose Derivatives; Affirmation of GRAS Status

Teepak, LLC appreciates the opportunity to comment on your proposal to withdraw certain actions that were published in the Federal Register more than 5 years ago.  We are interested in the proposal to withdraw the affirmation of GRAS status of Cellulose Derivatives in general, and for proposed 21 CFR 186.1680, Regenerated Cellulose, in particular.

Teepak, and its predecessor companies, have been making regenerated cellulose sausage casings since the 1930’s.  Cellulose and its derivatives are well understood by experts to be toxicologically inert.  While regenerated cellulose is accepted under 21 CFR 176.170 for use in paper and paperboard in contact with aqueous and fatty foods, and under 21 CFR 177.1200 for use in cellophane, there is no specific regulation of it.  All of the other derivatives included in the 2/23/79 Cellulose Derivatives GRAS Affirmation proposal have other GRAS citations that cover them, i.e. methylcellulose, 21 CFR 182.1480; carboxymethylcellulose, 21 CFR 182.1745; cellulose acetate, 21 CFR 182.90; ethylcellulose, 21 CFR 182.90.  Teepak requests that the GRAS affirmation of regenerated cellulose be completed.  

In the Federal Register notice of 4/22/03 the FDA brought forth several arguments why various actions should be dropped.

FDA argued that it was unable to consider the issues raised by commenters to the initial proposals.  There are no negative comments against the affirmation of regenerated cellulose in the docket, that have to be considered.

The agency argues that the preambles “may still reflect the current position of FDA on the matter addressed” and that “withdrawal of a proposal is not intended to affect whatever utility the preamble statements may currently have as indications of FDA’s position on a matter at the time the proposal was published”.  The withdrawal of the cellulose derivatives proposed affirmation leaves unclear the FDA’s opinion of the safety of the materials.  Teepak has old letters from the USDA documenting the approval of various casing products.  This requirement was discontinued in the 1980’s and these letters no longer have any validity.  USDA referred food packaging manufacturers to FDA requirements.  Now the FDA proposes to drop its reaffirmation effort.  There are several instances each year where Teepak has explained the compliance situation of its casings by referencing this Docket.  How this would be described in the future after the withdrawal of the affirmation proposal, is unclear.

Teepak recognizes the array of important issues faced by the FDA, and requests that regenerated cellulose be separated from the other cellulose derivatives and that 186.1680 be affirmed as proposed.

Sincerely,

John Webster

Manager, Regulatory Affairs

Teepak LLC,  915 N. Michigan, Danville, IL 61832   Tel: 217.446.6460  Fax: 217.444.8361
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