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November 3, 2005

Division of Dockets Management

Food and Drug Administration (HF A-305)
5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re:  Docket No. 2004N-0081; Use of Materials Derived From Cattle in Human
Food and Cosmetics

Devro Inc. appreciates the opportunity to comment on the Food and Drug
Administration’s amendments to the second interim final rule on the use of materials

derived from cattle in human food and cosmetics published on September 7, 2004. 70
Fed. Reg. 53063.

As stated in our previous submission, Devro Inc. is the U.S. division of Devro Ltd; a
United Kingdom based manufacturing company. Devro is the world’s leading producer
of collagen sausage casings. Besides our U.S. operation based tn South Carolina, we also
have six (6) other plants located around the world that have been serving the meat
industry for over 40 years. Our South Carolina based operation as well as our other
plants use bovine skin collagen to produce all of its products.

Devro supports FDA’s efforts to eliminate any potential risk to the U.S, food supply from
bovine spongiform encephalopathy (BSE). However, we believe that our products,
collagen casings, pose no threat to the public. Therefore, FDA’s decision not to declare
hide and hide-products as “prohibited cattle material” is justified. Cattle hides and
bovine skin collagen are internationally recognized as safe commodities with respect to
BSE. The Office International des Epizooties (OIE) declares that bovine skin collagen is
a safe commodity even if sourced from an animal with clinical BSE and accordingly
recommends no BSE-related restrictions on trade in collagen from hides and skins,
regardless of the BSE status of the country of origin.'

"When authorizing import or transit of the following commoditics, Veterinary Administrations
should not require any BSE-related conditions, regardless of the BSE status of the cattle
population of the exporting country or zonc:. ... d. gelatin and collagen prepared exclusively from
hides and skins.” OIE, Terrestrial Animal Health Code 2005, Article 2.3.13.1.



However, since Devro Inc. only sources it hides from healthy animals that have passed
anti-mortem inspection, we add a level of security to our product as it will not be derived
from an infected animal.

Devro Inc commends the FDA for its clarification in this second interim final rule that
hide and hide-derived products are not considered to be a “prohibited cattle material.” In
addition, we feel very strongly that the FDA is correct in its determination that the
amended provision will not jeopardize the level of protection from human exposure to the
agent that causes bovine spongiform encephalopathy (BSE) as that provided under the
initial interim final rule.

We appreciate this opportunity to share our views with the agency.

Best Regards ,
., 3

George Hayes
Regulatory Affairs Manager




