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distributors, or importers whose 
products FDA seeks to detain or ban. As 
previously stated, the collection of data 

and information under these regulations 
is conducted on a very infrequent basis 
and only as necessary.

FDA estimates the burden of this 
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR 
Section No. of Respondents Annual Frequency per 

Response Total Annual Records Hours per Response Total Hours 

800.55(g) 1 1 1 25 25
895.21(d) and 

895.22 26 1 26 16 416
Total 441

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN1

21 CFR 
Section No. of Recordkeepers Annual Frequency per Total Annual Records Hours per Recordkeeper Total Hours 

800.55(k) 1 1 1 20 20
Total 20

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

Over the past several years, there has 
been an average of less than one new 
administrative detention action per 
year. Each administrative detention will 
have varying amounts of data and 
information that must be maintained. 
Historically, the Center for Devices and 
Radiological Health has had very few or 
no annual responses for this information 
collection and normally reports one 
response per year.

FDA’s estimate of the burden under 
the administrative detention provision 
is based on FDA’s discussion with one 
of the three firms whose devices had 
been detained.

Dated: March 7, 2003.
William K. Hubbard,
Associate Commissioner for Policy and 
Planning.
[FR Doc. 03–6230 Filed 3–14–03; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a collection of information entitled 
‘‘Blood Establishment Registration and 

Product Listing, Form FDA 2830’’ has 
been approved by the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT: 
JonnaLynn P. Capezzuto, Office of 
Information Resources Management 
(HFA–250), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–4659.

SUPPLEMENTARY INFORMATION: In the 
Federal Register of November 19, 2002 
(67 FR 69747), the agency announced 
that the proposed information collection 
had been submitted to OMB for review 
and clearance under 44 U.S.C. 3507. An 
agency may not conduct or sponsor, and 
a person is not required to respond to, 
a collection of information unless it 
displays a currently valid OMB control 
number. OMB has now approved the 
information collection and has assigned 
OMB control number 0910–0052. The 
approval expires on February 28, 2006. 
A copy of the supporting statement for 
this information collection is available 
on the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: March 10, 2003.

William K. Hubbard,
Associate Commissioner for Policy and 
Planning.
[FR Doc. 03–6231 Filed 3–14–03; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is amending its 
determination regarding the regulatory 
review period for purposes of patent 
extension for VITREON that appeared in 
the Federal Register of December 17, 
1998 (63 FR 69633). FDA is amending 
the document because the agency agrees 
with the information provided in a 
request from the applicant for revision 
of the regulatory review period.
ADDRESSES: Submit written comments 
and petitions 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: 
Claudia Grillo, Office of Regulatory 
Policy (HFD–013), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–3460.
SUPPLEMENTARY INFORMATION: In its 
application for patent term extension, 
the applicant claimed November 10, 
1989, as the date the investigational new 
drug (IND) application for VITREON 
(IND 33,858) was initially submitted. 
FDA records showed that IND 33,858 
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