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009.’’ These modifications to the list or 
recognized standards are effective upon 
publication of this notice in the Federal 
Register. 

Dated: February 13, 2004. 
Beverly Chernaik Rothstein, 
Acting Deputy Director for Policy and 
Regulations, Center for Devices and 
Radiological Health. 
[FR Doc. E4–479 Filed 3–5–04; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a guidance for Federal 
agencies and State and local 
governments entitled ‘‘Potassium Iodide 
Tablets Shelf Life Extension.’’ This 
document is intended to provide 
guidance to Federal agencies and to 
State and local governments on testing 
to extend the shelf life of stockpiled 
potassium iodide (KI) tablets. 
DATES: Submit written or electronic 
comments on agency guidances at any 
time. 
ADDRESSES: Submit written requests for 
single copies of this guidance to the 
Division of Drug Information (HFD– 
240), Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. Send one self- 
addressed adhesive label to assist that 
office in processing your requests. 
Submit written comments on the 
guidance to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http:// 
www.fda.gov/dockets/ecomments. See 
the SUPPLEMENTARY INFORMATION section 
for electronic access to the guidance 
document. 
FOR FURTHER INFORMATION CONTACT: 
Richard Adams, Center for Drug 
Evaluation and Research (HFD–643), 
Food and Drug Administration, 7500 
Standish Pl., Rockville, MD 20855, 301– 
827–5849. 
SUPPLEMENTARY INFORMATION: 

I. Background 

FDA is announcing the availability of 
a guidance for Federal agencies and 
State and local governments entitled 
‘‘Potassium Iodide Tablets Shelf Life 
Extension.’’ This guidance is intended 
to provide Federal agencies and State 
and local governments with information 
on testing to extend the shelf life of 
stockpiled KI tablets. The agency has 
developed this document in response to 
several State inquiries on this topic. 

On December 11, 2001 (66 FR 64046), 
FDA provided guidance on the safe and 
effective use of KI tablets as an adjunct 
to other public health protective 
measures in the event that radioactive 
iodine is released into the environment. 
The guidance entitled ‘‘Potassium 
Iodide as a Thyroid Blocking Agent in 
Radiation Emergencies’’ updated FDA’s 
1982 recommendations for the use of KI 
tablets to reduce the risk of thyroid 
cancer in radiation emergencies 
involving the release of radioactive 
iodine. The recommendations in that 
guidance addressed KI dosage and the 
projected radiation exposure at which 
the drug should be used. 

On April 2, 2003 (68 FR 16063), FDA 
made available a draft guidance entitled 
‘‘Potassium Iodide Tablets Shelf Life 
Extension.’’ This guidance discussed 
FDA recommendations on the testing for 
shelf life extensions, the qualifications 
of laboratories suitable to conduct the 
tests, and issues regarding notification 
of holders of stockpiled KI tablets and 
end users about changes to batch shelf 
life once testing has been successfully 
conducted. The comment period for that 
draft guidance closed on June 2, 2003. 
Although the agency received no 
written comments on the draft guidance, 
we (FDA) have revised the guidance 
slightly to recommend confirmatory 
testing after 2 years, monitoring for 
discoloration and recordkeeping. 

This guidance is being issued 
consistent with FDA’s good guidance 
practices regulation (21 CFR 10.115). 
The guidance represents the agency’s 
current thinking on this topic. It does 
not create or confer any rights for or on 
any person and does not operate to bind 
FDA or the public. An alternative 
approach may be used if such approach 
satisfies the applicable statues and 
regulations. 

II. Comments 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) written or electronic 
comments on the guidance at any time. 
Two copies of mailed comments are to 
be submitted, except that individuals 
may submit one copy. Comments are to 

be identified with the docket number 
found in brackets in the heading of this 
document. The guidance and received 
comments are available for public 
examination in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday. 

III. Electronic Access 

Persons with access to the Internet 
may obtain the document at either 
http://www.fda.gov/cder/guidance/ 
index.htm or http://www.fda.gov/ 
ohrms/dockets/default.htm. 

Dated: February 28, 2004. 

Jeffrey Shuren, 
Assistant Commissioner for Policy. 
[FR Doc. 04–5107 Filed 3–5–04; 8:45 am] 

BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Agency Information Collection 
Activities: Proposed Collection: 
Comment Request 

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, Pub. 
L. 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 
burden of the collection of information 
on respondents, including the use of 
automated collection techniques or 
other forms of information technology. 

VerDate Mar 15 2010 23:26 Sep 02, 2011 Jkt 223001 PO 00000 Frm 00072 Fmt 4703 Sfmt 4703 E:\FEDREG\08MRN1.LOC 08MRN1m
m

ah
er

 o
n 

D
S

K
3C

LS
3C

1P
R

O
D

 w
ith

 $
$_

JO
B



10726 Federal Register / Vol. 69, No. 45 / Monday, March 8, 2004 / Notices 

Proposed Project: Progress Reports for 
Continuation Training Grants (OMB 
No. 0915–0061)—Extension 

The HRSA Progress Reports for 
Continuation Training Grants are used 
for the preparation and submission of 
continuation applications for title VII 
and VIII health professions and nursing 
education and training programs. The 
Uniform Progress Report measures 
grantee success in meeting (1) the 
objectives of the grant project and (2) 
the cross-cutting outcomes developed 
for the Bureau’s education and training 
programs. Part I of the progress report is 
designed to collect information to 
determine whether sufficient progress 
has been made on the approved project 
objectives, as grantees must demonstrate 

satisfactory progress to warrant 
continuation of funding. Part II collects 
information on activities specific to a 
given program. And Part III, 
Comprehensive Performance 
Management System, collects data on 
overall project performance related to 
the Bureau of Health Profession’s 
strategic goals, objectives, outcomes and 
indicators. Progress will be measured 
based on the objectives of the grant 
project and outcome measures and 
indicators developed by the Bureau to 
meet requirements of the Government 
Performance and Results Act (GPRA). 

To respond to the requirements of 
GPRA, the Bureau developed goals, 
outcomes and indicators that provide a 
framework for collection of outcome 

data for its Title VII and VIII programs. 
An outcome based performance system 
is critical for measuring whether 
program support is meeting national 
health workforce objectives. At the core 
of the performance measurement system 
are found cross-cutting goals with 
respect to workforce quality, supply, 
diversity and distribution of the health 
professions workforce. A demonstration 
project to assess availability of the data 
needed to support the indicators was 
conducted, and data from this project 
are currently being analyzed. 

The grantees were able to obtain, and 
submit progress reports electronically 
for fiscal year 2001. 

Estimates of annualized reporting 
burden are as follows: 

Type of 
respondent 

Number of 
respondents 

Responses 
per 

respondent 

Total 
responses 

Hours per 
response 

Total burden 
hours 

Health Care Professionals ................................................... 1,550 1 1,550 21.5 33,325 

Send comments to Susan G. Queen, 
Ph.D., HRSA Reports Clearance Officer, 
Room 11A–33, Parklawn Building, 5600 
Fishers Lane, Rockville, MD 20857. 
Written comments should be received 
within 60 days of this notice. 

Dated: February 27, 2004. 

Tina M. Cheatham, 
Director, Division of Policy Review and 
Coordination. 
[FR Doc. 04–5046 Filed 3–5–04; 8:45 am] 

BILLING CODE 4165–15–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute on Drug Abuse; 
Notice of Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute on 
Drug Abuse Special Emphasis Panel, Program 
Projects. 

Date: March 31, 2004. 
Time: 8:30 a.m. to 6 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Residence Inn Bethesda, 7335 

Wisconsin Avenue, Bethesda, MD 20814. 
Contact Person: Elaine Lazar-Wesley, PhD, 

Health Scientist Administrator, Office of 
Extramural Affairs, National Institute on 
Drug Abuse, NIH, DHHS, Room 220, MSC 
8401, 6101 Executive Boulevard, Bethesda, 
MD 20892–8401, 301–451–4530. 

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.277, Drug Abuse Scientist 
Development Award for Clinicians, Scientist 
Development Awards, and Research Scientist 
Awards; 93.278, Drug Abuse National 
Research Service Awards for Research 
Training; 93.279, Drug Abuse Research 
Programs, National Institutes of Health, 
HHS.) 

Dated: March 1, 2004. 
LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 04–5060 Filed 3–5–04; 8:45 am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Arthritis and 
Musculoskeletal and Skin Diseases; 
Notice of Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 

is hereby given of the following 
meeting. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Arthritis and Musculoskeletal and Skin 
Diseases Special Emphasis Panel, Review of 
Research Program Project Applications. 

Date: March 2, 2004. 
Time: 8:30 a.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Double Tree Hotel, 1750 Rockville 

Pike, Rockville, MD 20852. 
Contact Person: Aftab A. Ansari, PhD, 

Scientific Review Administrator, National 
Institute of Arthritis and Musculoskeletal and 
Skin Diseases, 6701 Democracy Plaza, 
Bethesda, MD 20892, (301) 594–4952. 

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle. 

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.846, Arthritis, 
Musculoskeletal and Skin Diseases Research, 
National Institutes of Health, HHS) 
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