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1. Coverage—statewide, regional, specific
to a subpopulation.

2. Source—vital statistics, medical records,
Medicaid, insurance databases, area
environmental monitoring, facility
monitoring.

3. Reference year—year system began
operation.

4. Timeliness—length of time between
diagnosis/testing/environmental sampling
and reporting to appropriate state/local
agency.

5. Types of data elements—general
categories such as geographic coordinates,
demographics, measurements.

6. Mode of reporting—active vs. passive
system; electronic (diskette, web-based, etc)
vs. paper, etc).

7. Use of data—Has data been analyzed and
reported to appropriate stakeholders? Has it
been used in planning public health actions,
hazard mitigation, special studies, etc?

B. Future assessment of health surveillance
and environmental monitoring information
systems: Future assessment of current
surveillance information systems should
include the following information on
personnel, management practices and
technical infrastructure.

1. A description of the health department
and environmental department information
technology (IT) infrastructure and
architecture.

a. Describe relevant policies; the
organization and decision-making processes;
and decision-making responsibility and
authority for surveillance and related IT in
the health and environmental departments.
Describe how they relate to state policies, etc.
How does the loci of decision-making for
surveillance and IT relate to one another and
how are decisions made regarding IT for
surveillance. Also, provide a description of
how cross-program decisions are made.

b. Describe current technical infrastructure,
including comments on: (1) whether the
health department and environmental
departments have a local area network that
supports TCP/IP; (2) whether the health
department and environmental department
have firewalls; (3) what kind and version of
server is used in the health department and
environmental department (e.g., NT, Unix,
other); (4) are local health departments
included in state health department intranet?
Are local environmental departments
included in state environmental intranet? If
so, through what kind of connection?

2. Comprehensive description of public
health surveillance and environmental
monitoring information systems.

a. Describe the purpose, scope, and
capabilities of each system.

b. Describe the technical characteristics of
each system, including information about the
number and kind of platforms and
technologies, and tools used (specifically,
include information about communications
and networking technologies).

c. Enumerate and describe functions of
personnel dedicated to each system (e.g.,
epidemiologists, programmers, data base
managers, data entry personnel, support
staff).

d. Examine the comparability of data
element specifications, data sources, and
methods of data collection.

3. Describe the administration and
operation of the health department’s
network, including staff and resources
currently in place to support it, functions
performed, and relationship to the state
government’s network administration and
support.

4. Describe surveillance systems software
development capacity, including resources in
place to support this capacity, and
description of current activities.

5. Identify current sources of support for
surveillance and related IT (e.g., Federal
funds other than the Environmental Public
Health Tracking (surveillance) Network, State
funds, etc.).

6. Describe interaction between state
public health surveillance and environmental
monitoring information systems and local
health departments.

C. Additional guidance: Applicants should
contact their State NEDSS Coordinator to
determine if information obtained through
NEDSS assessment and planning activities
can contribute to the activities required in
this program announcement.
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel: New Investigator
Awards for Unintentional, Violence,
and Acute Case, Disability, and
Rehabilitation Related Prevention
Research, Program Announcement
#02121; Correction

SUMMARY: This notice was published in
the Federal Register on July 8, 2002,
Volume 67, Number 130, Pages 45123—
45124. The meeting times have been
revised. In accordance with section
10(a)(2) of the Federal Advisory
Committee Act (Pub. L. 92—463), the
Centers for Disease Control and
Prevention (CDC) announces the
following meeting:

Name: Disease, Disability, and Injury
Prevention and Control Special Emphasis
Panel (SEP): New Investigator Awards for
Unintentional, Violence, and Acute Case,
Disability, and Rehabilitation Related
Prevention Research, Program
Announcement #02121.

Action: The meeting times have been
revised as follows:

Times and Dates: 6:30 p.m.—7 p.m., July
28, 2002 (Open), 7 p.m.—9:30 p.m., July 28,
2002 (Closed), 9 a.m.-5 p.m., July 29, 2002
(Closed).

Place: The Westin Hotel (Atlanta Airport)
4736 Best Road, Atlanta, GA 30337 Phone:
(404) 762-7676.

Status: Portions of the meeting will be
closed to the public in accordance with

provisions set forth in section 552b(c) (4) and
(6), Title 5 U.S.C., and the Determination of
the Director, Management Analysis and
Services Office, CDC, pursuant to Public Law
92—-463.

Matters To Be Discussed: The meeting will
include the review, discussion, and
evaluation of applications received in
response to PA#02121.

Contact Person for More Information: Dr.
Lynda Doll, Associate Director for Science,
National Center for Injury Prevention and
Control, CDC, 2939 Flowers Road, Atlanta,
Georgia 30341; (770) 488—-1430.

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 12, 2002.
Joe Salter,

Acting Director, Management Analysis and
Services Office, Centers for Disease Control
and Prevention (CDC).

[FR Doc. 02—18103 Filed 7-17-02; 8:45 am)]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel: Multi-Level Parent
Training Effectiveness Trial, Program
Announcement #02072, and Parenting
Program Attrition and Compliance
Efficacy Trial, Program Announcement
#02123; Correction

SUMMARY: This notice was published in
the Federal Register on July 9, 2002,
Volume 67, Number 131, Page 45524.
The meeting times have been revised.

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92—463), the Centers for Disease
Control and Prevention (CDC)
announces the following meeting:

Name: Disease, Disability, and Injury
Prevention and Control Special Emphasis
Panel (SEP): Multi-Level Parent Training
Effectiveness Trial, Program Announcement
#02072, and Parenting Program Attrition and
Compliance Efficacy Trial, Program
Announcement #02123.

Action: The meeting times have been
revised as follows:

Times and Dates: 6:30 p.m.—7 p.m., July
28, 2002 (Open); 7 p.m.—9:30 p.m., July 28,
2002 (Closed); 8:30 a.m.—5 p.m., July 29, 2002
(Closed).

Place: The Westin Hotel (Atlanta Airport)
4736 Best Road, Atlanta, GA 30337; Phone:
(404) 762-7676.

Status: Portions of the meeting will be
closed to the public in accordance with
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provisions set forth in section 552b(c) (4) and
(6), Title 5 U.S.C., and the Determination of
the Director, Management Analysis and
Services Office, CDC, pursuant to Public Law
92-463.

Matters to be Discussed: The meeting will
include the review, discussion, and
evaluation of applications received in
response to PA# 02072 & PA# 02123.

Contact Person for More Information: Dr.
Joanne Klevens, Epidemiologist, National
Center for Injury Prevention and Control,
CDC, 2939 Flowers Road, Atlanta, Georgia
30341; (770) 488—4330.

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 12, 2002.
Joe Salter,

Acting Director, Management Analysis and
Services Office, Centers for Disease Control
and Prevention (CDC).

[FR Doc. 02—18107 Filed 7-17-02; 8:45 am)]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel: A Research Study To
Assess Multifaceted Fall Prevention
Intervention Strategies Among
Community-Dwelling Older Adults,
Program Announcement #02151;
Correction

SUMMARY: This notice was published in
the Federal Register on July 9, 2002,
Volume 67, Number 131, Page 45524.
The meeting times have been revised.

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92—463), the Centers for Disease
Control and Prevention (CDC)
announces the following meeting:

Name: Disease, Disability, and Injury
Prevention and Control Special Emphasis
Panel (SEP): A Research Study to Assess
Multifaceted Fall Prevention Intervention
Strategies Among Community-Dwelling
Older Adults, Program Announcement
#02151.

Action: The meeting times have been
revised as follows:

Times and Dates: 6:30p.m.—7 p.m., July 28,
2002 (Open) 7 p.m.—9:30p.m., July 28, 2002
(Closed) 9 a.m.—5 p.m., July 29, 2002 (Closed)

Place: The Westin Hotel (Atlanta Airport)
4736 Best Road, Atlanta, GA 30337 Phone:
(404) 762—7676.

Status: Portions of the meeting will be
closed to the public in accordance with

provisions set forth in section 552b(c) (4) and
(6), Title 5 U.S.C., and the Determination of
the Director, Management Analysis and
Services Office, CDC, pursuant to Public Law
92-463.

Matters to be Discussed: The meeting will
include the review, discussion, and
evaluation of applications received in
response to PA# 02151.

Contact Person for More Information: Dr.
Ann Dellinger, Epidemiologist, National
Center for Injury Prevention and Control,
CDC, 2495 Flowers Road, Atlanta, Georgia
30341; (770) 488—4811.

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 12, 2002.
Joe Salter,

Acting Director, Management Analysis and

Services Office, Centers for Disease Control

and Prevention (CDC).

[FR Doc. 02-18109 Filed 7-17-02; 8:45 am]
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Food and Drug Administration

[Docket No. 02N-0302]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Guidance for
Industry on Formal Meetings With
Sponsors and Applicants for PDUFA
Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

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 collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
the information collection contained in
the guidance for industry on formal
meetings with sponsors and applicants
for Prescription Drug User Fee Act of
1992 (PDUFA) products.

DATES: Submit written or electronic
comments on the collection of
information by September 16, 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:
Karen Nelson, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1482.

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
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.
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