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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 03D–0163]

‘‘Guidance for Industry: 
Recommendations for the Assessment 
of Donor Suitability and Blood Product 
Safety in Cases of Suspected Severe 
Acute Respiratory Syndrome (SARS) 
or Exposure to SARS;’’ Availability

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a document entitled 
‘‘Guidance for Industry: 
Recommendations for the Assessment of 
Donor Suitability and Blood Product 
Safety in Cases of Suspected Severe 
Acute Respiratory Syndrome (SARS) or 
Exposure to SARS’’ dated April 2003. 
The guidance document provides our 
recommendations for assessing donor 
suitability and blood product safety 
with respect to SARS. The guidance 
applies to whole blood and blood 
components intended for transfusion 
and to blood components including 
recovered plasma, source leukocytes, 
and source plasma intended for use in 
further manufacturing into injectable or 
noninjectable products.
DATES: Submit written or electronic 
comments on agency guidances at any 
time.

ADDRESSES: Submit written requests for 
single copies of this guidance to the 
Office of Communication, Training, and 
Manufacturers Assistance (HFM–40), 
Center for Biologics Evaluation and 
Research (CBER), Food and Drug 
Administration, 1401 Rockville Pike, 
Rockville, MD 20852–1448. Send one 
self-addressed adhesive label to assist 
the office in processing your requests. 
The guidance document may also be 
obtained by mail by calling the CBER 
Voice Information System at 1–800–
835–4709 or 301–827–1800. See the 
SUPPLEMENTARY INFORMATION section for 
electronic access to the guidance 
document.

Submit written comments on the 
guidance to the Dockets Management 
Branch (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http://
www.fda.gov/dockets/ecomments.
FOR FURTHER INFORMATION CONTACT: 
Stephen M. Ripley, Center for Biologics 
Evaluation and Research (HFM–17), 
Food and Drug Administration, 1401 

Rockville Pike, Rockville, MD 20852–
1448, 301–827–6210.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of 
a document entitled ‘‘Guidance for 
Industry: Recommendations for the 
Assessment of Donor Suitability and 
Blood Product Safety in Cases of 
Suspected Severe Acute Respiratory 
Syndrome (SARS) or Exposure to 
SARS’’ dated April 2003. This guidance 
document provides our 
recommendations for assessing donor 
suitability and blood product safety 
with respect to SARS. This guidance 
applies to whole blood and blood 
components intended for transfusion 
and to blood components including 
recovered plasma, source leukocytes, 
and source plasma intended for use in 
further manufacturing into injectable or 
noninjectable products. FDA developed 
the recommendations in this guidance 
in consultation with other public health 
service agencies of the Department of 
Health and Human Services.

II. Comments

The agency is soliciting public 
comment, but is implementing this 
guidance immediately because the 
agency has determined that prior public 
participation is not appropriate since 
SARS may pose immediate safety risks 
to the blood supply. Interested persons 
may submit to the Dockets Management 
Branch (see ADDRESSES) written or 
electronic comments regarding this 
guidance document. Submit a single 
copy of electronic comments or two 
paper copies of any mailed comments, 
except that individuals may submit one 
paper copy. Comments should be 
identified with the docket number 
found in the brackets in the heading of 
this document. A copy of the guidance 
document and received comments may 
be seen in the Dockets Management 
Branch between 9 a.m. and 4 p.m., 
Monday through Friday.

III. Electronic Access

Persons with access to the Internet 
may obtain the guidance at either http:/
/www.fda.gov/cber/guidelines.htm or 
http://www.fda.gov/ohrms/dockets/
default.htm.

Dated: April 17, 2003.

Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03–9986 Filed 4–22–03; 8:45 am]

BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Cancer Institute; Notice of 
Meeting 

Pursuant to section 10(a) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of a meeting of the 
President’s Cancer Panel. 

The meeting will be open to the 
public, with attendance limited to space 
available. Individuals who plan to 
attend and need special assistance, such 
as sign language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting.

Name of Committee: President’s Cancer 
Panel. 

Date: May 27–28, 2003. 
Time: 9 a.m. to 12 p.m. 
Agenda: President’s Cancer Panel. 
Place: Lisbon Marriott Hotel, Av. Dos 

Combatentes 45,1600–042, Lisbon, Portugal. 
Contact Person: Maureen O. Wilson, PhD, 

Executive Secretary, National Cancer 
Institute, National Institutes of Health, 31 
Center Drive, Building 31, Room 3A18, 
Bethesda, MD 20892, (301) 496–1148. 

Information is also available on the 
Institute’s/Center’s home page: 
deainfo.nci.nih.gov/advisory/pcp/pcp.htm, 
where an agenda and any additional 
information for the meeting will be posted 
when available.

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.392, Cancer Construction; 
93.393, Cancer Cause and Prevention 
Research; 93.394, Cancer Detection and 
Diagnosis Research; 93.395, Cancer 
Treatment Research; 93.396, Cancer Biology 
Research; 93.397, Cancer Centers support; 
93.398, Cancer Research Manpower; 93.399, 
Cancer Control, National Institutes of Health, 
HHS)

Dated: April 16, 2003. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 03–10054 Filed 4–22–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Eye Institute; Notice of 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of a meeting of the 
National Advisory Eye Council. 

The meeting will be open to the 
public as indicated below, with
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