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Control and Prevention (CDC) 
announces the following committee 
meeting. 

Name: Advisory Board on Radiation 
and Worker Health (ABRWH). 

Times and Dates: 12:30 p.m.–5:30 
p.m., August 14, 2002. 8 a.m.–5 p.m., 
August 15, 2002. 

Place: Hyatt Regency Cincinnati, 151 
West Fifth Street, Cincinnati, Ohio 
45202, telephone 513/579–1234, fax 
513/352–0245. 

Status: Open to the public, limited 
only by the space available. The meeting 
room accommodates approximately 65 
people. 

Background: The Advisory Board on 
Radiation and Worker Health (‘‘the 
Board’’) was established under the 
Energy Employees Occupational Illness 
Compensation Program Act of 2000 to 
advise the President, through the 
Secretary of Health and Human Services 
(HHS), on a variety of policy and 
technical functions required to 
implement and effectively manage the 
new compensation program. Key 
functions of the Board include 
providing advice on the development of 
probability of causation guidelines 
which have been promulgated by HHS, 
advice on methods of dose 
reconstruction which have been 
promulgated as an interim final rule, 
evaluation of the validity and quality of 
dose reconstructions conducted by the 
National Institute for Occupational 
Safety and Health (NIOSH) for qualified 
cancer claimants, and advice on the 
addition of classes of workers to the 
Special Exposure Cohort. 

In December 2000 the President 
delegated responsibility for funding, 
staffing, and operating the Board to 
HHS, which subsequently delegated this 
authority to the CDC. NIOSH 
implements this responsibility for CDC. 
The charter was signed on August 3, 
2001, and in November 2001 the 
President completed the appointment of 
an initial roster of 10 Board members. In 
April 2002 the President appointed an 
additional member to ensure more 
balanced representation on the Board. 
The initial tasks of the Board will be to 
review and provide advice on the 
proposed and interim rules of HHS. 

Purpose: This board is charged with 
(a) providing advice to the Secretary, 
HHS, on the development of guidelines 
under Executive Order 13179; (b) 
providing advice to the Secretary, HHS, 
on the scientific validity and quality of 
dose reconstruction efforts performed 
for this Program; and (c) upon request 
by the Secretary, HHS, advise the 
Secretary on whether there is a class of 
employees at any Department of Energy 
facility who were exposed to radiation 

but for whom it is not feasible to 
estimate their radiation dose, and on 
whether there is reasonable likelihood 
that such radiation doses may have 
endangered the health of members of 
this class. 

Matters To Be Discussed: Agenda for 
this meeting will include presentations 
for the Board’s information on the 
adjudication of claims for atomic 
veterans, dose reconstruction for atomic 
veterans, and probability of causation 
determination for atomic veterans. The 
Board’s agenda also includes 
development of comments on the 
Special Exposure Cohort Petitioning 
Process Guidelines (NPRM), dose 
reconstruction workgroup discussion 
and issues, and Board discussion of 
Board responsibilities. 

Agenda items are subject to change as 
priorities dictate. 

Contact Person for More Information: 
Larry Elliott, Executive Secretary, 
ABRWH, NIOSH, CDC, 4676 Columbia 
Parkway, Cincinnati, Ohio 45226, 
telephone 513/841–4498, fax 513/458–
7125. 

The Director, Management Analysis 
and Services Office, has been delegated 
the authority to sign Federal Register 
notices pertaining to announcements of 
meetings and other committee 
management activities for both the 
Centers for Disease Control and 
Prevention and the Agency for Toxic 
Substances and Disease Registry.

Dated: July 25, 2002. 
John C. Burckhardt, 
Acting Director, Management Analysis and 
Services Office, Centers for Disease Control 
and Prevention.
[FR Doc. 02–19283 Filed 7–30–02; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act of 1995 (the 
PRA), Federal agencies are required to 
publish notice in the Federal Register 

concerning each proposed collection of 
information, including each proposed 
extension of an existing information 
collection, and to allow 60 days for 
public comment in response to the 
notice. This notice solicits comments on 
information collection requirements for 
humanitarian use devices.
DATES: Submit written and electronic 
comments on the collection of 
information by September 30, 2002.
ADDRESSES: Submit electronic 
comments on the collection of 
information to http://
www.accessdata.fda.gov/scripts/oc/
dockets/edockethome.cfm. Submit 
written comments on the collection of 
information to the Dockets Management 
Branch (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. All 
comments should be identified with the 
docket number found in brackets in the 
heading of this document.
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: Under the 
PRA (44 U.S.C. 3501–3520), Federal 
agencies must obtain approval from the 
Office of Management and Budget 
(OMB) for each collection of 
information they conduct or sponsor. 
‘‘Collection of information’’ is defined 
in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA (44 
U.S.C. 3506(c)(2)(A)) requires Federal 
agencies to provide a 60-day notice in 
the Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, 
before submitting the collection to OMB 
for approval. To comply with this 
requirement, FDA is publishing notice 
of the proposed collection of 
information set forth in this document.

With respect to the following 
collection of information, FDA invites 
comments on: (1) Whether the proposed 
collection of information is necessary 
for the proper performance of FDA’s 
functions, including whether the 
information will have practical utility; 
(2) the accuracy of FDA’s estimate of the 
burden of the proposed collection of 
information, including the validity of 
the methodology and assumptions used; 
(3) ways to enhance the quality, utility, 
and clarity of the information to be 
collected; and (4) ways to minimize the 
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burden of the collection of information 
on respondents, including through the 
use of automated collection techniques, 
when appropriate, and other forms of 
information technology.

Medical Devices: Humanitarian Use 
Devices—21 CFR Part 814—Subpart H 
(OMB Control Number 0910–0332)—
Extension

This collection implements the 
humanitarian use device (HUD) 
provision under section 520(m) of the 
Federal Food, Drug, and Cosmetic Act 
(the act) (21 U.S.C. 360j(m)) and 21 CFR 
part 814, subpart H. Under section 
520(m) of the act, FDA is authorized to 
exempt an HUD from the effectiveness 
requirements of sections 514 and 515 of 
the act (21 U.S.C. 360d and 360e) 

provided that the device: (1) Is used to 
treat or diagnosis a disease or condition 
that affects fewer than 4,000 individuals 
in the United States; (2) would not be 
available to a person with such a disease 
or condition unless the exemption is 
granted, and there is no comparable 
device, other than another HUD 
approved under this exemption, 
available to treat or diagnosis the 
disease or condition; and (3) the device 
will not expose patients to an 
unreasonable or significant risk of 
illness or injury, and the probable 
benefit to health from using the device 
outweighs the risk of injury or illness 
from its use, taking into account the 
probable risks and benefits of currently 
available devices or alternative forms of 
treatment.

The information collection will allow 
FDA to determine whether to: (1) Grant 
HUD designation of a medical device, 
(2) exempt a HUD from the effectiveness 
requirements in sections 514 and 515 of 
the act provided that the device meets 
requirements set forth in section 520(m) 
of the act, and (3) grants marketing 
approval(s) for the HUD. Failure to 
collect this information would prevent 
FDA from making those determinations. 
Also, this information enables FDA to 
determine whether the holder of a 
humanitarian device exemption (HDE) 
is in compliance with the HDE 
requirements.

Description of respondents: 
Businesses or others for-profit.

FDA estimates the burden of this 
collection 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 

814.102 20 1 20 40 800
814.104 15 1 15 320 4,800
814.106 15 4 60 50 3,000
814.108 12 1 12 80 960
814.116(e)(3) 1 1 1 1 1
814.124(a) 5 1 5 1 5
814.124(b) 1 1 1 2 2
814.126(b)(1) 15 1 15 120 1,800
Total 11,368

1There 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 

814.126(b)(2) 15 1 15 2 30
Total 30

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

Generally, the information requested 
from the respondents represents an 
accounting of information already in the 
possession of the applicant.

In the final rule for HUDs, published 
in the Federal Register of June 26, 1996 
(61 FR 33232), FDA based its estimates 
on comments received to the proposed 
rule, industry contact, and internal FDA 
benchmark factors (such as the number 
of premarket approval applications 
(PMAs) processed). The numbers 
generated in the current estimate as 
shown in tables 1 and 2 of this 
document and described in the 
following paragraphs are based upon 
those prior estimates. This is still a 
relatively new program, and the data 
acquired from the past several years has 
remained fairly stable and consistent.

Dated: July 24, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–19243 Filed 7–30–02; 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 the Office of 
Management and Budget 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 on (301) 443–1129. 

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 
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