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1FDA is considering comments from the public 
on this draft guidance for industry and plans to 
issue a final guidance on this topic in the future.

scheduled between approximately 1 
p.m. and 2 p.m. Time allotted for each 
presentation may be limited.

Those desiring to make formal oral 
presentations should notify the contact 
person before August 13, 2003, and 
submit a brief statement of the general 
nature of the evidence or arguments 
they wish to present, the names and 
addresses of proposed participants, and 
an indication of the approximate time 
requested to make their presentation. 
Persons attending FDA’s advisory 
committee meetings are advised that the 
agency is not responsible for providing 
access to electrical outlets.

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact Tara Turner 
at least 7 days in advance of the 
meeting.

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2).

Dated: June 13, 2003.
Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 03–15890 Filed 6–23–03; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2003D–0231]

Draft Guidance for Industry on 
Providing Regulatory Submissions in 
Electronic Format—Postmarketing 
Periodic Adverse Drug Experience 
Reports; Availability

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a draft guidance for 
industry entitled ‘‘Providing Regulatory 
Submissions in Electronic Format—
Postmarketing Periodic Adverse Drug 
Experience Reports.’’ This is one in a 
series of guidance documents on 
providing regulatory submissions to 
FDA in electronic format. This specific 
guidance discusses issues related to the 
electronic submission of postmarketing 
periodic adverse drug experience 
reports for drug products marketed for 
human use with new drug applications 
(NDAs) and abbreviated new drug 
applications (ANDAs), and therapeutic 

and blood products marketed for human 
use with biologics license applications 
(BLAs). This guidance does not apply to 
vaccines, whole blood or components of 
whole blood. The submission of these 
reports in electronic format will 
significantly improve the agency’s 
efficiency in processing, archiving, and 
reviewing the reports.
DATES: Submit written or electronic 
comments on the draft guidance by 
August 25, 2003. General comments on 
agency guidance documents are 
welcome at any time.
ADDRESSES: Submit written requests for 
single copies of the draft 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, or the Office of 
Communication, Training and 
Manufacturers Assistance (HFM–40), 
Center for Biologics Evaluation and 
Research, Food and Drug 
Administration, 1401 Rockville Pike, 
Rockville, MD 20852–1448. Send one 
self-addressed adhesive label to assist 
that office in processing your requests. 
Submit written comments on the draft 
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 draft 
guidance document.
FOR FURTHER INFORMATION CONTACT: 
Randy Levin, Center for Drug Evaluation 
and Research (HFD–001), Food and 
Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301–594–
5411, Levinr@cder.fda.gov; or Michael 
Fauntleroy, Center for Biologics 
Evaluation and Research (HFM–588), 
Food and Drug Administration, 1401 
Rockville Pike, Rockville, MD 20852, 
(301)827-5132, 
Fauntleroy@cber.fda.gov.
SUPPLEMENTARY INFORMATION:

I. Description of the Guidance
FDA is announcing the availability of 

a draft guidance for industry entitled 
‘‘Providing Regulatory Submissions in 
Electronic Format—Postmarketing 
Periodic Adverse Drug Experience 
Reports.’’ A postmarketing periodic 
adverse drug experience report includes 
individual case safety reports (ICSRs), 
attachments to ICSRs (ICSR 
attachments), if applicable, and 
descriptive information. The descriptive 
information includes the narrative 
summary and analysis of the 
information in the report, an analysis of 

the 15-day alert reports submitted 
during the reporting interval, and the 
history of actions taken since the last 
report because of adverse drug 
experiences (e.g., labeling changes, 
studies initiated).

This draft guidance discusses general 
issues related to the electronic 
submission of postmarketing periodic 
adverse drug experience reports. It 
provides guidance on the submission of 
periodic ICSRs, ICSR attachments, and 
descriptive information in electronic 
format. Applicants are referred to the 
draft guidance for industry ‘‘Providing 
Regulatory Submissions in Electronic 
Format—Postmarketing Expedited 
Safety Reports’’ (May 2001) for details 
on submitting periodic ICSRs and ICSR 
attachments to FDA.1 Applicants are 
also referred to the guidance for 
industry ‘‘Providing Regulatory 
Submissions in Electronic Format—
General Considerations’’ (January 1999) 
for details on submitting the descriptive 
information to FDA on physical media.

This draft guidance is being issued 
consistent with FDA’s good guidance 
practices regulation (21 CFR 10.115). 
The draft guidance, when finalized, will 
represent the agency’s current thinking 
on providing postmarketing periodic 
adverse drug experience reports in 
electronic format. 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 
requirements of the applicable statutes 
and regulations.

II. Comments

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) written or electronic 
comments on the draft guidance. Submit 
a single copy of electronic comments to 
http://www.fda.gov/dockets/ecomments 
or two paper copies of any mailed 
comments, except that individuals may 
submit one paper copy. Comments are 
to be identified with the docket number 
found in brackets in the heading of this 
document. The draft 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. Paperwork Reduction Act of 1995

This notice contains no new 
collections of information. The 
information requested for marketed 
human drug and biological products is 
already covered by the collection of 
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information on postmarketing safety 
reporting regulations (21 CFR 314.80 
and 600.80) submitted to the Office of 
Management and Budget (OMB) for 
review and clearance. This notice 
merely provides applicants with an 
alternative mechanism for submitting 
postmarketing periodic adverse drug 
experience reports to the agency.

In accordance with the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501–
3520), OMB approved the information 
collection for MedWatch—The FDA 
Medical Products Reporting Program 
(Forms FDA 3500 and FDA 3500A) and 
assigned it OMB control number 0910–
0291. The approval for 0910–0291 
expires on June 30, 2003; an extension 
of the approval is pending at OMB. 
OMB also approved the information 
collection for adverse experience 
reporting for marketed drugs and 
licensed biological products and 
assigned them OMB control numbers 
0910–0230 and 0910–0308, respectively. 
The approval for 0910–0230 expires on 
September 30, 2005, and the approval 
for 0910–0308 expires on May 31, 2005.

IV. 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/cber/
guidelines.htm.

Dated: June 17, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03–15889 Filed 6–23–03; 8:45 am]
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Periodically, the Health Resources 
and Services Administration (HRSA) 
publishes abstracts of information 
collection requests under review by the 
Office of Management and Budget, in 
compliance with the Paperwork 
Reduction Act of 1995 (44 U.S.C. 

Chapter 35). To request a copy of the 
clearance requests submitted to OMB for 
review, call the HRSA Reports 
Clearance Office on (301)–443–1129. 

The following request has been 
submitted to the Office of Management 
and Budget for review under the 
Paperwork Reduction Act of 1995: 

Proposed Project: HRSA Competing 
Training Grant Application, Instructions 
and Relating Regulations (OMB No. 
0915–0060)—Revision—The Bureau of 
Health Professions (BHPr), Health 
Resources and Services Administration 
(HRSA) operates and administers 
training grant programs authorized 
under Titles VII and VIII of the Public 
Health Service (PHS) Act. HRSA uses 
the information in the application to 
determine the eligibility of applicants 
for awards, to calculate the amount of 
each award and to judge the relative 
merit of applications. The application 
contains a basic set of general 
instructions as well as program-specific 
instructions which includes the detailed 
description of the project. The budget is 
negotiated for all years of the project 
period based on this application. 

The burden estimate is as follows:

Form Number of 
respondents 

Response per 
respondent 

Total 
responses 

Hours per 
response 

Total burden 
hours 

Progress Report ................................................................... 1,805 1 1,805 56.25 101,531 

Written comments and 
recommendations concerning the 
proposed information collection should 
be sent within 30 days of this notice to: 
Allison Eyte, Human Resources and 
Housing Branch, Office of Management 
and Budget, New Executive Office 
Building, Room 10235, Washington, DC 
20503, Fax Number 202–395–4650.

Dated: June 17, 2003. 
Jane M. Harrison, 
Director, Division of Policy Review and 
Coordination.
[FR Doc. 03–15818 Filed 6–23–03; 8:45 am] 
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Periodically, the Health Resources 
and Services Administration (HRSA) 
publishes abstracts of information 
collection requests under review by the 
Office of Management and Budget, in 

compliance with the Paperwork 
Reduction Act of 1995 (44 U.S.C. 
Chapter 35). To request a copy of the 
clearance requests submitted to OMB for 
review, call the HRSA Reports 
Clearance Office on (301) 443–1129. 

The following request has been 
submitted to the Office of Management 
and Budget for review under the 
Paperwork Reduction Act of 1995: 

Proposed Project: The National Sample 
Survey of Registered Nurses 2004 (OMB 
No. 0915–0192)—Revision 

The National Sample Survey of 
Registered Nurses (NSSRN) is carried 
out to assist in fulfilling two 
Congressional mandates. Section 792 of 
the Public Health Service Act (42 U.S.C. 
295k), calls for the collection and 
analysis of data on health professions. 
Section 806 (f) of the Public Health 
Service Act (42 U.S.C. 296e) requires 
that discipline specific workforce 
information and analytical activities are 
carried out as part of the advanced 
nursing education, workforce diversity, 
and basic nursing education and 
practice programs. 

Government agencies, legislative 
bodies and health professionals used 
data from previous national sample 

surveys of registered nurses to inform 
workforce policies. The information 
from this survey will continue to serve 
policy makers, and other consumers. 
Furthermore data collected in this 
survey will assist in determining the 
impact that changes in the health care 
system are having on employment status 
of registered nurses (RNs), the setting in 
which they are employed and the 
proportion of RNs who are employed 
full time and part time in nursing. The 
data will also indicate the number of 
RNs who are employed in jobs unrelated 
to nursing. 

The proposed survey design for the 
2004 NSSRN follows that of the 
previous seven surveys. A probability 
sample is selected from a sampling 
frame compiled from files provided by 
the State Boards of Nursing in the 50 
States and the District of Columbia. 
These files constitute a multiple 
sampling frame of all RNs licensed in 
the 50 States and the District of 
Columbia. Sampling rates are set for 
each State based on considerations of 
statistical precision of the estimates and 
the costs involved in obtaining reliable 
national and State level estimates. 
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