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to have access to the records in order to
assist CMS.

2. To assist other Federal agencies
with activities related to this system and
who need to have access to the records
in order to perform the activity.

3. To the Department of Justice (DOJ),
court or adjudicatory body when

a. the Agency or any component
thereof; or

b. any employee of the Agency in his
or her official capacity; or

c. any employee of the Agency in his
or her individual capacity where the
DOJ has agreed to represent the
employee; or

d. the United States Government;

is a party to litigation or has an
interest in such litigation, and by careful
review, CMS determines that the
records are both relevant and necessary
to the litigation and that the use of such
records by the DOJ, court or
adjudicatory body is compatible with
the purpose for which the agency
collected the records.

POLICIES AND PRACTICES FOR STORING,
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:
All records are stored on electronic
media.

RETRIEVABILITY:

The collected data are retrieved by an
individual identifier; e.g., name or SSN.

SAFEGUARDS:

CMS has safeguards in place for
authorized users and monitors such
users to ensure against unauthorized
use. Personnel having access to the
system have been trained in the Privacy
Act and information security
requirements. Employees who maintain
records in this system are instructed not
to release data until the intended
recipient agrees to implement
appropriate management, operational
and technical safeguards sufficient to
protect the confidentiality, integrity and
availability of the information and
information systems and to prevent
unauthorized access.

This system will conform to all
applicable Federal laws and regulations
and Federal, HHS, and CMS policies
and standards as they relate to

information security and data privacy.
These laws and regulations may apply
but are not limited to: the Privacy Act
of 1974; the Federal Information
Security Management Act of 2002; the
Computer Fraud and Abuse Act of 1986;
the Health Insurance Portability and
Accountability Act of 1996; the E-
Government Act of 2002, the Clinger-
Cohen Act of 1996; the Medicare
Modernization Act of 2003, and the
corresponding implementing
regulations. OMB Circular A-130,
Management of Federal Resources,
Appendix III, Security of Federal
Automated Information Resources, also
applies. Federal, HHS, and CMS
policies and standards include but are
not limited to: All pertinent National
Institute of Standards and Technology
publications; the HHS Information
Systems Program Handbook and the
CMS Information Security Handbook.

RETENTION AND DISPOSAL:

CMS will retain information for a total
period not to exceed 25 years. All
claims-related records are encompassed
by the document preservation order and
will be retained until notification is
received from DQOJ.

SYSTEM MANAGER AND

Director Security & Emergency
Management Group, Office of
Operations Management, CMS, Room
SLL-11-28, 7500 Security Boulevard,
Baltimore, Maryland 21244-1850.

NOTIFICATION PROCEDURE:

For purpose of access, the subject
individual should write to the system
manager who will require the system
name, employee identification number,
tax identification number, national
provider number, and for verification
purposes, the subject individual’s name
(woman’s maiden name, if applicable),
HICN, and/or SSN (furnishing the SSN
is voluntary, but it may make searching
for a record easier and prevent delay).

RECORD ACCESS PROCEDURE:

For purpose of access, use the same
procedures outlined in Notification
Procedures above. Requestors should
also reasonably specify the record
contents being sought. (These
procedures are in accordance with

ANNUAL BURDEN ESTIMATES

Department regulation 45 CFR
5b.5(a)(2)).

CONTESTING RECORD PROCEDURES:

The subject individual should contact
the system manager named above, and
reasonably identify the record and
specify the information to be contested.
State the corrective action sought and
the reasons for the correction with
supporting justification. (These
procedures are in accordance with
Department regulation 45 CFR 5b.7).

RECORDS SOURCE CATEGORIES:

CMS obtains information in this
system from the individuals who are
covered by this system.

SYSTEMS EXEMPTED FROM CERTAIN PROVISIONS
OF THE ACT:
None.

[FR Doc. E7—22817 Filed 11-21-07; 8:45 am]|
BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review;
Comment Request

Title: Notice of Lien.

OMB No.: 0970-0153.

Description: Section 452(a)(11) of the
Social Security Act requires the
Secretary of Health and Human Services
to promulgate a form for imposition of
liens to be used by the State child
support enforcement (Title IV-D)
agencies in interstate cases. Section
454(9)(E) of the Social Security Act
requires each State to cooperate with
any other State in using the Federal
form for imposition of liens in interstate
child support cases. Tribal IV-D
agencies are not required to use this
form but may choose to do so. OMB
approval of this form is expiring in
January 2008 and the Administration for
Children and Families is requesting an
extension of this form.

Respondents: State, local or Tribal
agencies administering a child support
enforcement program under title IV-D
of the Social Security Act.

Number of Average
Instrument rglsurggggr?tfs responses per | burden hours Tot?]lot:jl:;den
P respondent per response
NOEICE Of LIBN ... 123,637 1 .25 30,909

Estimated Total Burden Hours: ...................

30,909
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Additional Information:

Copies of the proposed collection may
be obtained by writing to the
Administration for Children and
Families, Office of Administration,
Office of Information Services, 370
L’Enfant Promenade, SW., Washington,
DC 20447, Attn: ACF Reports Clearance
Officer. All requests should be
identified by the title of the information
collection. E-mail address:
infocollection@acf.hhs.gov.

OMB Comment:

OMB is required to make a decision
concerning the collection of information
between 30 and 60 days after
publication of this document in the
Federal Register. Therefore, a comment
is best assured of having its full effect
if OMB receives it within 30 days of
publication. Written comments and
recommendations for the proposed
information collection should be sent
directly to the following: Office of
Management and Budget, Paperwork
Reduction Project, Fax: 202—-395-6974,

Attn: Desk Officer for the
Administration for Children and
Families.

Dated: November 14, 2007.
Robert Sargis,
Reports Clearance Officer.
[FR Doc. 07-5787 Filed 11-21-07; 8:45 am]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review;
Comment Request

Title: Child Care and Development
Fund Tribal Annual Report (ACF-700
Report).

OMB No.: 0980-0241.

Description: The Child Care and
Development Fund (CCDF) report
requests annual Tribal aggregate

ANNUAL BURDEN ESTIMATES

information on services provided
through the CCDF, which is required by
the CCDF Final Rule (45 FR parts 98 and
99). Tribal Lead Agencies (TLAs) are
required to submit annual aggregate data
appropriate to Tribal programs on
children and families receiving CCDF-
funded child care services. The CCDF
statute and regulations also require
TLAs to submit a supplemental
narrative as part of the ACF-700 report.
This narrative describes general child
care activities and actions in the TLA’s
service area and is not restricted to
CCDF-funded child care activities.
Instead, this description is intended to
address all child care available in the
TLA’s service area. The ACF—700 and
supplemental narrative report will be
included in the Secretary’s report to
Congress, as appropriate, and will be
shared with all TLA’s to inform them of
CCDF-funded activities in other Tribal
programs.

Respondents: Tribal Governments.

Number of Average
Instrument reNsurggggr?tfs responses per | burden hours Tm?]lo?#;den
P respondent per response
ACF=700 REPOI ....eeieiiietieiie ettt ettt nee e st eanbeesaeeenaennns 260 1 38 9,880
Estimated Total Annual Burden HOUIS: .........oooiiiiiiiiiiiiiee e | ceirieee e eeceinnees | veeeeeeeeesiisneeeees | eeeeeeeesiisneeeaeeeas 9,880.

Additional Information:

Copies of the proposed collection may
be obtained by writing to the
Administration for Children and
Families, Office of Administration,
Office of Information Services, 370
L’Enfant Promenade, SW., Washington,
DC 20447, Attn: ACF Reports Clearance
Officer. All requests should be
identified by the title of the information
collection. E-mail address:
infocollection@acf.hhs.gov.

OMB Comment:

OMB is required to make a decision
concerning the collection of information
between 30 and 60 days after
publication of this document in the
Federal Register. Therefore, a comment
is best assured of having its full effect
if OMB receives it within 30 days of
publication. Written comments and
recommendations for the proposed
information collection should be sent
directly to the following: Office of
Management and Budget, Paperwork
Reduction Project, Fax: 202—-395-6974,
Attn: Desk Officer for the
Administration for Children and
Families.

Dated: November 15, 2007.
Robert Sargis,
Reports Clearance Officer.
[FR Doc. 07-5788 Filed 11-21-07; 8:45 am]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[FDA 225-07-8005]
Memorandum of Understanding

Between the Food and Drug
Administration and Duke University

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

SUMMARY: The Food and Drug
Administration (FDA) is providing
notice of a memorandum of
understanding (MOU) between FDA and
Duke University. The purpose of this
MOQU is to establish the terms of
collaboration between FDA and Duke,
beginning with an initiative to
strengthen Human Subjects Protection

by reexamining and modernizing the
conduct of clinical trials to ensure that
design, execution, and analysis are of
optimal quality. To this end, Duke will
be the convener of a Public Private
Partnership, to which FDA will be a
founding partner, to systematically
modernize the clinical trial process.

DATES: The agreement became effective
September, 22, 2007.

FOR FURTHER INFORMATION CONTACT:
Melissa Robb, Office of Critical Path
Programs, Office of Scientific and
Medical Programs, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-1516.

SUPPLEMENTARY INFORMATION: In
accordance with 21 CFR 20.108(c),
which states that all written agreements
and MOUs between FDA and others
shall be published in the Federal
Register, the agency is publishing notice
of this MOU.

Dated: November 16, 2007.
Jeffrey Shuren,
Assistant Commissioner for Policy.
BILLING CODE 4160-01-P
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