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Use of Materials Derived From Cattle in Medical Products | ntended
for Use in Humans and Drugs Intended for Use in Rum nants; Reopening of
t he Comment Peri od

ACGENCY: Food and Drug Adm nistration, HHS.

ACTI ON: Proposed rule; reopening of the comment peri od.

SUMVARY: The Food and Drug Adm nistration (FDA) is reopening until My
14, 2007, the comrent period for the proposed rule published in the
Federal Register of January 12, 2007 (72 FR 1582). The proposed rule
woul d prohibit the use of certain cattle material in, or in the

manuf acture (includi ng processing) of, drugs, biologics, and nedical
devi ces intended for use in humans and human cells, tissues, and
cellul ar and tissue-based products (HCT/Ps) (collectively, nedical
products for humans), and in drugs intended for use in rum nant aninmals
(drugs for rumnants) and woul d al so require new recor dkeepi ng

provi sions for nedical products for humans and drugs for rum nants that
are manufactured fromor otherwi se contain material fromcattle. The
agency i s reopening the comment period in response to a request for
nore tinme to enable industry to generate nore informati on on products
that m ght be affected by the rule.

DATES: Submt witten or electronic comments on the proposed rul e by
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May 14, 2007.

ADDRESSES: You may submt comments, identified by Docket No. 2005N- 0373
and RI' N nunber 0910- AF54, by any of the follow ng nethods:

El ectroni ¢ Subm ssi ons

Submt electronic comments in the foll ow ng ways:
Federal eRul emaking Portal: http://ww.regul ations. gov.

Foll ow the instructions for submtting comrents.
Agency Web site: http://ww.fda.gov/dockets/ecoments.

Foll ow the instructions for submtting coments on the agency Wb site.
Witten Subm ssions

Submt witten subm ssions in the foll ow ng ways:
FAX: 301-827-6870.
Mai | / Hand del i very/ Courier [For paper, disk, or CD ROM
subm ssions]: Division of Dockets Managenent (HFA-305), Food and Drug
Adm ni stration, 5630 Fishers Lane, rm 1061, Rockville, MD 20852.

To ensure nore tinely processing of conments, FDA is no | onger
accepting comments submtted to the agency by e-nail. FDA encourages
you to continue to submt electronic comments by using the Federal
eRul emaki ng Portal or the agency Wb site, as described previously in
t he ADDRESSES portion of this docunent under El ectronic Subm ssions.

| nstructions: Al subm ssions received nust include the agency nane
and Docket No(s). and Regul atory Information Nunber (RIN) for this
rul emaki ng. All comments received may be posted w thout change to
http://ww. fda. gov/ ohrns/ dockets/default.htm including any personal

I nformation provided. For additional information on submtting
comments, see section Il ~ " Comments'' in the SUPPLEMENTARY | NFORVATI ON
section of this docunent.

Docket: For access to the docket to read background docunents or
comrents received, go to http://ww.fda. gov/ohrns/dockets/default.htm

and insert the docket nunber(s), found in brackets in the heading of
this docunent, into the " ~Search'' box and follow the pronpts and/or go
to the Division of Dockets Managenent, 5630 Fishers Lane, rm 1061,
Rockvill e, MD 20852.

FOR FURTHER | NFORMATI ON CONTACT:
For information concerning products regul ated by the Center for
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Drug Eval uation and Research: Audrey A. Thomas, Center for Drug

Eval uati on and Research (HFD-007), Food and Drug Adm ni stration, 5600
Fi shers Lane, Rockville, MD 20857, 301-443-5533, e-nuil
audrey. t homas@ da. hhs. gov.

For information concerning products regulated by the Center for
Bi ol ogi cs Eval uati on and Research: Stephen M R pley, Center for
Bi ol ogi cs Eval uati on and Research (HFM 17), Food and Drug
Adm ni stration, 1401 Rockville Pi ke, suite 200N, Rockville, MD 20852-
1448, 301-827-6210, e-mmil: stephen.ripley@da. hhs. gov.

For information concerning products regulated by the Center for
Devi ces and Radi ol ogi cal Health: Scott G MNanee, Center for Devices
and Radi ol ogi cal Health, Food and Drug Adm nistration, 2094 Gait her
Rd., rm 230, Rockville, NMD 20850, 240-276-0105, e-nail:
scott. ncnanee@ da. hhs. gov.

For information concerning products regul ated by the Center for
Veterinary Medicine: Mchael J. Popek, Center for Veterinary Medicine
(HFV-144), Food and Drug Adm nistration, 7500 Standish Pl., Rockville,
MD 20855, 301-827-6462, e-nmil: nichael.popek@da. hhs. gov.

SUPPLEMENTARY | NFORMATI ON:
| . Background

In the Federal Register of January 12, 2007 (72 FR 1582), FDA
publ i shed a proposed rule that, if finalized, would prohibit the use of
certain cattle material in, or in the manufacture (including
processi ng) of, nedical products for humans and drugs for rum nants.
FDA al so proposed new recordkeepi ng requi renents for medi cal products
for humans and drugs for rum nants that are manufactured from or
ot herwi se contain material fromcattle.

| nt erested persons were given until March 13, 2007, to submt
witten or electronic comments to the agency on the proposal. On
February 12, 2007,

[[ Page 15081]]

FDA recei ved a request to extend the conment period. FDA believes that
extendi ng the comment period by 45 days is appropriate to allow

I ndustry to generate information on products that m ght be affected by
the rule. Therefore, FDA is extending the conmment period until My 14,
2007. This extension will provide the public with a total of 105 days

to submt conments.
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1. Conments

| nterested persons may submt to the Division of Dockets Managenent
(see ADDRESSES) written or electronic coments on the proposed rule.
Submt a single copy of electronic comments or two paper copies of any
mai | ed comrents, except that individuals may submt one paper copy.
Comments are to be identified with the Docket No. 2005N-0373. Received
comments may be seen in the Division of Dockets Managenent between 9
a.m and 4 p.m, Monday through Friday.

Dat ed: March 23, 2007.
Jeffrey Shuren,
Assi st ant Conm ssi oner for Policy.
[ FR Doc. E7-5894 Filed 3-29-07; 8:45 am
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