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Occasionally; Affected Public: Private 
sector (business or other for-profit and 
not-for-profit institutions); Number of 
Respondents: 1,796,502; Total Annual 
Responses: 1,796,502; Total Annual 
Hours: 559,713. (For policy questions 
regarding this collection contact Kia 
Sidbury at 410–786–7816. For all other 
issues call 410–786–1326.) 

4. Type of Information Collection 
Request: Extension without change of a 
currently approved collection; Title of 
Information Collection: Subpart D— 
Private Contracts and Supporting 
Regulations Contained in 42 CFR 
405.410, 405.430, 405.435, 405.440, 
405.445, and 405.455. Use: Section 4507 
of Balancing Budget Act (BBA) 1997 
amended section 1802 of the Social 
Security Act to permit certain 
physicians and practitioners to opt-out 
of Medicare and to provide (through 
private contracts) services that would 
otherwise be covered by Medicare. 
Under such contracts the mandatory 
claims submission and limiting charge 
rules of section 1848(g) of the Act would 
not apply. Subpart D and the supporting 
regulations counters the effect of certain 
provisions of Medicare law that, absent 
section 4507 of BBA 1997, preclude 
physicians and practitioners from 
contracting privately with Medicare 
beneficiaries to pay without regard to 

Medicare limits. Physicians and/or 
practitioners use these information 
collection requirements to comply with 
the law. In addition, Medicare carriers 
use this information to determine if 
benefits should be paid or continued. 
Form Number: CMS–R–234 (OCN 0938– 
0730); Frequency: Biennially; Affected 
Public: Private sector (business or other 
for-profits); Number of Respondents: 
26,820. Total Annual Responses: 
26,820. Total Annual Hours: 7,197. (For 
policy questions regarding this 
collection contact Fred Grabau at 410– 
786–0206. For all other issues call 410– 
786–1326.) 

Dated: June 4, 2013. 
Martique Jones, 
Deputy Director, Regulations Development 
Group, Office of Strategic Operations and 
Regulatory Affairs. 
[FR Doc. 2013–13577 Filed 6–6–13; 8:45 am] 

BILLING CODE 4120–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

Submission for OMB Review; 
Comment Request 

Title: Guidance for Tribal TANF. 

OMB No.: 0970–0157. 

Description 

42 U.S.C. 612 (Section 412 of the 
Social Security Act) requires each 
Indian Tribe that elects to administer 
and operate a Temporary Assistance for 
Needy Families (TANF) program to 
submit a TANF Tribal Plan. The TANF 
Tribal Plan is a mandatory statement 
submitted to the Secretary by the Indian 
Tribe, which consists of an outline of 
how the Indian Tribes TANF program 
will be administered and operated. It is 
used by the Secretary to determine 
whether the plan is approvable and to 
determine that the Indian Tribe is 
eligible to receive a TANF assistance 
grant. It is also made available to the 
public. 

Respondents 

Indian Tribes applying to operate a 
TANF program. 

Annual Burden Estimates 

Instrument Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden hours 
per response 

Total burden 
hours 

Request for State Data Needed to Determine the Amount of a Tribal Family 
Assistance Grant .......................................................................................... 23 1 68 1564 

Estimated Total Annual Burden 
Hours: 1,564. 

Additional Information 
Copies of the proposed collection may 

be obtained by writing to the 
Administration for Children and 
Families, Office of Planning, Research 
and Evaluation, 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. Email 
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: 202–395–7285, 
Email: 
OIRA_SUBMISSION@OMB.EOP.GOV. 
Attn: Desk Officer for the 
Administration for Children and 
Families. 

Robert Sargis, 
Reports Clearance Officer. 
[FR Doc. 2013–13536 Filed 6–6–13; 8:45 am] 

BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2009–D–0179] 

Guidance for Industry and Food and 
Drug Administration Staff: Technical 
Considerations for Pen, Jet, and 
Related Injectors Intended for Use With 
Drugs and Biological Products; 
Availability 

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

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a final guidance 
document entitled ‘‘Technical 
Considerations for Pen, Jet, and Related 
Injectors Intended for Use With Drugs 
and Biological Products,’’ dated June 
2013. The final guidance document 
provides technical and scientific 
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