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for human drugs and biologics to revise 
certain definitions and reporting formats 
as recommended by the ICH and to 
define new terms; to possibly add to or 
revise current reporting requirements; to 

consider revising certain reporting 
timeframes; and to suggest other 
revisions to these regulations to enhance 
the quality of safety reports received by 
FDA.

Respondents to this collection of 
information are manufacturers, packers, 
distributors, and applicants. 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 
Responses Hours per Response Total Hours 

310.305(c)(5) 1 1 1 1 1
314.80(c)(1)(iii) 5 1 5 1 5
314.80(c)(2) 683 15 10,245 28 286,860
Total 286,866

1The reporting burden for §§ 310.305(c)(1), (c)(2), and (c)(3), and 314.80(c)(1)(i) and (c)(1)(ii) was reported under OMB control number 0910–
0291. 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 Recordkeeping 

Total Annual 
Records 

Hours per 
Recordkeeper Total Hours 

310.305(f) 25 1 25 1 25
314.80(i) 683 1 683 1 683
Total 708

1There are no capital costs or operating costs associated with this collection of information. There are maintenance costs of $2,000 annually.

These estimates are based on FDA’s 
knowledge of adverse drug experience 
reporting, including knowledge about 
the time needed to prepare the reports 
and the number of reports submitted to 
the agency.

Dated: July 15, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–18462 Filed 7–19–02; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that Intralytix, Inc., has filed a petition 
proposing that the food additive 
regulations be amended to provide for 
the safe use of a mixture of 
bacteriophages as an antimicrobial agent 
on foods, including fresh meat, meat 
products, fresh poultry, and poultry 
products.

FOR FURTHER INFORMATION CONTACT: 
Raphael A. Davy, Center for Food Safety 
and Applied Nutrition (HFS–265), Food 
and Drug Administration, 5100 Paint 

Branch Pkwy., College Park, MD 20740, 
202–418–3405.

SUPPLEMENTARY INFORMATION: Under the 
Federal Food, Drug, and Cosmetic Act 
(sec. 409(b)(5) (21 U.S.C. 348(b)(5))), 
notice is given that a food additive 
petition (FAP 2A4738) has been filed by 
Intralytix, Inc., c/o Lewis & Harrison, 
122 C St. NW., suite 740, Washington, 
DC 20001. The petition proposes to 
amend the food additive regulations to 
provide for the safe use of a mixture of 
bacteriophages as an antimicrobial agent 
on foods, including fresh meat, meat 
products, fresh poultry, and poultry 
products.

The agency has determined under 21 
CFR 25.32(r) that this action is of a type 
that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required.

Dated: June 27, 2002.

Alan M. Rulis,
Director, Office of Food Additive Safety, 
Center for Food Safety and Applied Nutrition.
[FR Doc. 02–18465 Filed 7–19–02; 8:45 am]
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In compliance with the requirement 
for opportunity for public comment on 
proposed data collection projects 
(section 3506(c)(2)(A) of Title 44, United 
States Code, as amended by the 
Paperwork Reduction Act of 1995, 
Public Law 104–13), the Health 
Resources and Services Administration 
(HRSA) publishes periodic summaries 
of proposed projects being developed 
for submission to OMB under the 
Paperwork Reduction Act of 1995. To 
request more information on the 
proposed project or to obtain a copy of 
the data collection plans and draft 
instruments, call the HRSA Reports 
Clearance Officer at (301) 443–1891. 

Comments are invited on: (a) Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
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