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appropriate regulatory officials upon 
written request. The information 
collected includes nutrient databases or 
analyses, recipes or formulations, 

purchase orders for ingredients, or any 
other information that reasonably 
substantiates the ratio of soy protein to 
total protein.

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

TABLE 1.—ESTIMATED ANNUAL RECORDKEEPING BURDEN1

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

Recordkeeper Total Hours 

101.82(c)(2)(ii)(B) 25 1 25 1 25

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

Based upon its experience with the 
use of health claims, FDA estimates that 
only about 25 firms would be likely to 
market products bearing a soy protein/
CHD health claim and that only, 
perhaps, one of each firm’s products 
might contain non-soy sources of 
protein along with soy protein. The 
records required to be retained by 21 
CFR 101.82(c)(2)(ii)(B) are the records, 
e.g., the formulation or recipe, that a 
manufacturer has and maintains as a 
normal course of its doing business. 
Thus, the burden to the food 
manufacturer is that involved in 
assembling and providing the records to 
appropriate regulatory officials for 
review or copying.

Dated: July 15, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–18464 Filed 7–19–02; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a collection of information entitled 
‘‘State Petitions for Exemption From 
Preemption’’ 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 May 30, 2002 (67 
37838), 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 0910–0277. The 
approval expires on July 31, 2005. A 
copy of the supporting statement for this 
information collection is available on 
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: July 15, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–18366 Filed 7–19–02; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that the proposed collection of 
information has been submitted to the 
Office of Management and Budget 
(OMB) for review and clearance under 
the Paperwork Reduction Act of 1995.
DATES: Submit written comments on the 
collection of information by August 21, 
2002.

ADDRESSES: Submit written comments 
on the collection of information to the 
Office of Information and Regulatory 
Affairs, OMB, New Executive Office 
Bldg., 725 17th St. NW., rm. 10235, 
Washington, DC 20503, Attn: Stuart 
Shapiro, Desk Officer for FDA.
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 
compliance with 44 U.S.C. 3507, FDA 
has submitted the following proposed 
collection of information to OMB for 
review and clearance.

Food Canning Establishment 
Registration, Process Filing and 
Recordkeeping for Acidified Foods and 
Thermally Processed Low-Acid Foods 
in Hermetically Sealed Containers 
(OMB Control Number 0910–0037)—
Extension

Under section 402 of the Federal 
Food, Drug, and Cosmetic Act (the act) 
(21 U.S.C. 342), FDA is authorized to 
prevent the interstate distribution of 
food products that may be injurious to 
health or that are otherwise adulterated. 
Under the authority granted to FDA by 
section 404 of the act (21 U.S.C. 344), 
FDA regulations require registration of 
food processing establishments, filing of 
process or other data, and maintenance 
of processing and production records for 
acidified foods and thermally processed 
low-acid foods in hermetically sealed 
containers. These requirements are 
intended to ensure safe manufacturing, 
processing, and packing procedures and 
to permit FDA to verify that these 
procedures are being followed. 
Improperly processed low-acid foods 
present life-threatening hazards if 
contaminated with foodborne 
microorganisms, especially Clostridium 
botulinum. The spores of C. botulinum 
must be destroyed or inhibited to avoid 
production of the deadly toxin that 
causes botulism. This is accomplished 
with good manufacturing procedures, 
which must include the use of adequate 
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