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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR
Section

No. of
Respondents

Annual Frequency
per Response

Total Annual
Responses

Hours per
Response

Total
Hours

600.80(c)(1) and (e) 95 146.72 13,938 1 13,938

600.80(c)(2) 95 106.34 10,102 28 282,856

600.81 95 3.57 339 1 339

600.90 12 1 12 1 12

Total 297,145

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

Under table 2 of this document, the 
number of respondents is based on the 
number of manufacturers subject to 
those regulations. Based on information 
obtained from CBER’s database system, 
there were approximately 329 licensed 
manufacturers of biological products. 
However, the number of recordkeepers 

listed for § 600.12(a) through (e), 
excluding paragraph (b)(2), is estimated 
to be 111. This number excludes 
manufacturers of blood and blood 
components because their burden hours 
for recordkeeping have been reported 
under § 606.160 in OMB control number 
0910–0116. The total annual records is 

based on the annual average of lots 
released (6,747), number of recalls made 
(1,646) and total number of AER reports 
received (24,040) in the years 2000 and 
2001. The hours per record are based on 
FDA’s experience. FDA estimates the 
burden of this recordkeeping as follows:

TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN1

21 CFR
Section

No. of
Respondents

Annual Frequency
per Response

Total Annual
Responses

Hours per
Response

Total
Hours

600.12 111 60.78 6,747 32 215,904

600.12(b)(2) 329 5.00 1,646 24 39,504

600.80(i) 95 253.05 24,040 1 24,040

Total 279,448

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

Dated: January 14, 2003.
Margaret M. Dotzel,
Assistant Commissioner for Policy.
[FR Doc. 03–1406 Filed 1–22–03; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 00N–1529]

Elaine Yee-Ling Lai; Debarment Order; 
Correction

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

SUMMARY: The Food and Drug 
Administration (FDA) is correcting a 
notice that appeared in the Federal 
Register of November 13, 2002 (67 FR 
68877). The document announced the 
issuance of an order under the Federal 
Food, Drug, and Cosmetic Act debarring 
Ms. Elaine Yee-Ling Lai for 5 years from 
providing services in any capacity to a 

person that has an approved or pending 
drug product application. The 
document was published with an 
inadvertent error. This document 
corrects that error.

FOR FURTHER INFORMATION CONTACT: 
Joyce Strong, Office of Policy (HF–27), 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20857, 
301–827–7010.

SUPPLEMENTARY INFORMATION: In FR Doc. 
02–28715, appearing on page 68877 in 
the Federal Register of Wednesday, 
November 13, 2002, the following 
correction is made:

1. On page 68877, in the third 
column, under section II, in the fourth 
line ‘‘(21 CFR 5.99)’’ is corrected to read 
‘‘(21 CFR 5.34)’’.

Dated: January 14, 2003.

Margaret M. Dotzel,
Assistant Commissioner for Policy.
[FR Doc. 03–1404 Filed 1–22–03; 8:45 am]

BILLING CODE 4160–01–S

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

[Docket No. FR–4814–N–01] 

Notice of Proposed Information 
Collection: Comment Request Annual 
Progress Report (APR) for Competitive 
Homeless Assistance Programs

AGENCY: Office of the Assistant 
Secretary for Community Planning and 
Development, HUD.
ACTION: Notice.

SUMMARY: The proposed information 
collection requirement described below 
will be submitted to the Office of 
Management and Budget (OMB) for 
review, as required by the Paperwork 
Reduction Act. The Department is 
soliciting public comments on the 
subject proposal.
DATES: Comments Due Date:

March 24, 2003.
ADDRESSES: Interested persons are 
invited to submit comments regarding 
this proposal. Comments should refer to 
the proposal by name and/or OMB
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