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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?
21 CFR Section No. of Respondents Annual Frequency Total Annual Hours per Response Total Hours
per Response Responses
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
Totals 297, 145

1There are no capitol 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 year 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.k()efelggfsord- Anr;{lgacloliéekcgléz?ncg of Tséilpﬁﬂgggl Hours per Record 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
Totals 279,448

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

Dated: September 27, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—25193 Filed 10-3-02; 8:45 am)]
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HUMAN SERVICES

Food and Drug Administration
[Docket No. 02N-0112]

Agency Information Collection
Activities; Announcement of OMB

Approval; Regulations Under the
Federal Import Milk Act

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Regulations Under the Federal Import
Milk Act” has been approved by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

SUPPLEMENTARY INFORMATION: In the
Federal Register of July 18, 2002 (67 FR
47388), 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 0910-0212. The
approval expires on September 30,
2005. A copy of the supporting
statement for this information collection
is available on the Internet at http://
www.fda.gov/ohrms/dockets.

Dated: September 27, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—25192 Filed 10-3—-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 02N-0062]

Agency Information Collection
Activities; Announcement of OMB
Approval; Premarket Notification for a
New Dietary Ingredient

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Premarket Notification for New Dietary
Ingredient’” has been approved by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.
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