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SUMMARY: The Food and Drug Administration (FDA) is announcing the
availability of a draft document entitled "~ Guidance for |ndustry:
Preventive Measures to Reduce the Possible Risk of Transm ssion of
Creut zf el dt - Jakob Di sease (CIJD) and Variant Creutzfeldt-Jakob Di sease
(v@ID) by Human Cells, Tissues, and Cellular and Ti ssue-Based Products
(HCT/ Ps)'' dated June 2002. The draft gui dance docunment provides
information that woul d assist manufacturers of human cellul ar and
tissue-based products in mnimzing the possible risk of transn ssion
of CID/vCID by HCT/ Ps through deferral of donors with possible exposure
to the agents of CIJD and vCID. Because there is no readily avail able
denogr aphi ¢ i nformati on about the HCT/P donor popul ati on, FDA

encour ages establishments to subnit with their coments study data
concerning the effect that inplenmentation of these reconmendati ons
could have on the HCT/P supply.

DATES: Subnmit witten or electronic coments on the draft gui dance to
ensure their adequate consideration in preparation of the final
document by Decenber 23, 2002. Ceneral conments on agency gui dance
docunents are wel cone at any tine.

ADDRESSES: Submit witten requests for single copies of the draft
gui dance to the O fice of Communication, Training, and Manufacturers
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Assi stance (HFM 40), Center for Biologics Evaluati on and Research
(CBER), Food and Drug Adm nistration, 1401 Rockville Pike, Rockville,
MD 20852-1448. Send one sel f-addressed adhesive | abel to assist the
office in processing your requests. The docunment may al so be obtained
by mail by calling the CBER Voice Information System at 1-800-835-4709
or 301-827-1800, or by fax by calling the FAX Information System at 1-
888- CBER- FAX or 301-827-3844. See the

[[ Page 42790]]

SUPPLEMENTARY | NFORMATI ON section for electronic access to the draft
gui dance.

Submit witten comments on the docunent to the Dockets Managenent
Branch (HFA-305), Food and Drug Admi nistration, 5630 Fishers Lane, rm
1061, Rockville, MD 20852. Submit electronic comments to http://
www. f da. gov/ docket s/ ecomment s.

FOR FURTHER | NFORMATI ON CONTACT: Nat haniel L. Geary, Center for

Bi ol ogi cs Eval uati on and Research (HFM 17), Food and Drug

Admi ni stration, 1401 Rockville Pike, Rockville, MD 20852-1448, 301-827-
6210.

SUPPLEMENTARY | NFORMATI ON

I . Background

FDA i s announcing the availability of a draft docunent entitled
““Guidance for Industry: Preventive Measures to Reduce the Possible
Ri sk of Transm ssion of Creutzfeldt-Jakob Di sease (CJD) and Vari ant
Creut zf el dt - Jakob Di sease (vCID) by Human Cells, Tissues, and Cellular
and Ti ssue-Based Products (HCT/Ps)'' dated June 2002. The draft
gui dance docunent provides information that would hel p human cel | ul ar
and tissue-based product manufacturers mninize the possible risk of
transm ssion of CID/vCID by HCT/Ps through deferral of donors with
possi bl e exposure to the agents causing CIJD and vCJD.

The draft gui dance document represents the agency's current
thinking on this topic. It does not create or confer any rights for or
on any person and does not operate to bind FDA or the public. An
al ternative approach may be used if such approach satisfies the
requi renment of the applicable statute, regulations, or both. As with
ot her gui dance docunents, FDA does not intend this document to be all-
inclusive and cautions that not all information nay be applicable to
all situations. The docunent is intended to provide information and
does not set forth requirenents.

Il. Comments

This draft docunent is being distributed for conment purposes only
and is not intended for inplementation at this tine. Interested persons
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may submit to the Dockets Managenent Branch (see ADDRESSES) witten or
el ectronic coments regarding this draft gui dance docunment. Submit
written or electronic comments to ensure adequate consideration in
preparation of the final document by Decenmber 23, 2002. Two copi es of
any written conments are to be subnitted, except individuals nmay submit
one copy. Conments should be identified with the docket nunber found in
the brackets in the heading of this docunent. A copy of the docunent
and received comments are available for public examination in the
Docket s Managenment Branch between 9 a.m and 4 p.m, Mbnday through
Friday.

I1l. Electronic Access

Persons with access to the Internet may obtain the docunent at
either http://ww.fda. gov/cber/guidelines.htmor http://ww.fda. gov/
ohr ns/ docket s/ default. htm

Dat ed: June 13, 2002.
Margaret M Dot zel,
Associ at e Comm ssioner for Policy.
[ FR Doc. 02-15898 Filed 6-24-02; 8:45 anj
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