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reporting burden due to fewer follow–
up calls from the Federal Reserve.

All three commenters strongly 
opposed the shortened filing deadline 
for FR Y–9LP reports. They cited 
increased demands to prepare and 
complete required SEC filings, bank Call 
Report data, and the FR Y–9C data 
approximately one month after the 
reporting period date, and added that 
BHCs who wish to file their FR Y–9 data 
ahead of the deadline are not precluded 
from doing so. Further they stated that 
although data in the FR Y–9LP are used 
for completing the FR Y–9C, BHCs need 
to gather additional information (e.g., 
cash flow data, detail on investment in 
subsidiaries, memoranda information) 
for the FR Y–9LP that is not required on 
the FR Y–9C and additional analysis is 
required for the preparation of a parent 
company only presentation.

The Federal Reserve concurs with the 
commenters’ argument that accelerating 
the filing deadline for the FR Y–9LP 
would impose additional burden to 
respondents. The Federal Reserve will 
retain the current filing deadline for the 
FR Y–9LP of 45 calendar days following 
the reporting date.

2. Report title: Financial Statements of 
U.S. Nonbank Subsidiaries of U.S. Bank 
Holding Companies.

Agency form number: FR Y–11 and 
FR Y–11S

OMB control number: 7100–0244.
Frequency: Quarterly and annually.
Reporters: BHCs.
Annual reporting hours: 31,877 hours.
Estimated average hours per response:
FR Y–11 (quarterly): 6 hours,
FR Y–11 (annual): 6 hours,
FR Y–11S (annual): 1 hour.
Number of respondents:
FR Y–11 (quarterly): 1,246,
FR Y–11 (annual): 218,
FR Y–11S (annual): 665.
General description of report: This 

information collection is mandatory (12 
U.S.C. 1844(c)). Confidential treatment 
is not routinely given to the data in 
these reports. However, confidential 
treatment for the reporting information, 
in whole or in part, can be requested in 
accordance with the instructions to the 
form, pursuant to sections (b)(4), 
(b)(6)and (b)(8) of the Freedom of 
Information Act [5 U.S.C. 522(b)(4), 
(b)(6) and (b)(8)].

Abstract: The FR Y–11 and FR Y–11S 
collect financial information for 
individual U.S. nonbank subsidiaries of 
BHCs located in the United States. The 
FR Y–11 consists of a balance sheet and 
income statement; information on 
changes in equity capital, changes in the 
allowance for loan and lease losses, off–
balance–sheet items, and loans; and a 
memoranda section. The FR Y–11S is an 

abbreviated form that collects four data 
items: net income, total assets, equity 
capital, and total off–balance–sheet 
items. The data are used in conjunction 
with data from other BHC reports to 
assess the condition of BHCs that are 
heavily engaged in nonbanking 
activities and to monitor the volume, 
nature, and condition of their 
nonbanking operations.

Current Actions: On October 25, 2004, 
the Federal Reserve issued for public 
comment proposed revisions to the FR 
Y–11 reports (69 FR 62269) effective 
with the March 31, 2005, report date. 
The comment period expired on 
December 27, 2004. The Federal Reserve 
received one comment from a BHC.

The Federal Reserve proposed to 
revise the FR Y–11 reporting 
instructions for ‘‘all other assets’’ to 
exclude investments in unconsolidated 
subsidiaries and associated companies 
and include them in ‘‘balances due from 
related organizations.’’ The commenter 
agreed with the proposed revision.

3. Report title: Financial Statements of 
Foreign Subsidiaries of U.S. Banking 
Organizations.

Agency form number: FR 2314 and FR 
2314S.

OMB control number: 7100–0073.
Frequency: Quarterly and annually.
Reporters: Foreign subsidiaries of U.S. 

state member banks (SMBs), BHCs, and 
Edge or agreement corporations.

Annual reporting hours: 4,855 hours.
Estimated average hours per response:
FR 2314 (quarterly): 6 hours,
FR 2314 (annual): 6 hours,
FR 2314S (annual): 1 hour.
Number of respondents:
FR 2314 (quarterly): 156,
FR 2314 (annual): 143,
FR 2314S (annual): 253.
General description of report: This 

information collection is mandatory (12 
U.S.C. 324, 602, 625, and 1844). 
Confidential treatment is not routinely 
given to the data in these reports. 
However, confidential treatment for the 
reporting information, in whole or in 
part, can be requested in accordance 
with the instructions to the form, 
pursuant to sections (b)(4), (b)(6) and 
(b)(8) of the Freedom of Information Act 
[5 U.S.C. 522(b)(4) (b)(6) and (b)(8)].

Abstract: The FR 2314 data are 
collected from U.S. member banks, Edge 
and agreement corporations, and BHCs 
for their direct or indirect foreign 
subsidiaries. The FR 2314 consists of a 
balance sheet and income statement; 
information on changes in equity 
capital, changes in the allowance for 
loan and lease losses, off–balance–sheet 
items, and loans; and a memoranda 
section. The FR 2314S is an abbreviated 
form that collects four data items: net 

income, total assets, equity capital, and 
total off–balance sheet items. The data 
are used to identify current and 
potential problems at the foreign 
subsidiaries of U.S. parent companies, 
to monitor the activities of U.S. banking 
organizations in specific countries, and 
to develop a better understanding of 
activities within the industry, in 
general, and of individual institutions, 
in particular. The FR 2314 is the only 
source of comprehensive and systematic 
data on the assets, liabilities, and 
earnings of the foreign bank and 
nonbank subsidiaries of U.S. SMBs, 
BHCs, and Edge and agreement 
corporations.

Current Actions: On October 25, 2004, 
the Federal Reserve issued for public 
comment proposed revisions to the FR 
2314 reports (69 FR 62269) effective 
with the March 31, 2005, report date. 
The comment period expired on 
December 27, 2004. The Federal Reserve 
received one comment from a BHC.

The Federal Reserve proposed to 
revise the FR 2314 reporting 
instructions for ‘‘all other assets’’ to 
exclude investments in unconsolidated 
subsidiaries and associated companies 
and include them in ‘‘balances due from 
related organizations.’’ The commenter 
agreed with the proposed revision.

Board of Governors of the Federal Reserve 
System, February 7, 2005.
Jennifer J. Johnson,
Secretary of the Board.
[FR Doc. 05–2675 Filed 2–10–05; 8:45 am]
BILLING CODE: 6210–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

[Document Identifier: CMS–R–43] 

Agency Information Collection 
Activities: Proposed Collection; 
Comment Request

AGENCY: Centers for Medicare & 
Medicaid Services. 

In compliance with the requirement 
of section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995, the 
Centers for Medicare & Medicaid 
Services (CMS) is publishing the 
following summary of proposed 
collections for public comment. 
Interested persons are invited to send 
comments regarding this burden 
estimate or any other aspect of this 
collection of information, including any 
of the following subjects: (1) The 
necessity and utility of the proposed 
information collection for the proper 
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performance of the agency’s functions; 
(2) the accuracy of the estimated 
burden; (3) ways to enhance the quality, 
utility, and clarity of the information to 
be collected; and (4) the use of 
automated collection techniques or 
other forms of information technology to 
minimize the information collection 
burden. 

Type of Information Collection 
Request: Extension of a currently 
approved collection; Title of 
Information Collection: Conditions of 
Participation for Portable X-ray 
Suppliers and Supporting Regulations 
in 42 CFR, Sections 486.104, 486.106, 
and 486.110; Use: This information 
collection request contains the 
recordkeeping requirements contained 
in the above noted regulation sections. 
These requirements are designed to 
ensure that each supplier has a properly 
trained staff to provide the appropriate 
type and level of care, as well as a safe 
physical environment for patients. CMS 
uses these conditions to certify portable 
X-ray Suppliers wishing to participate 
in the Medicare program.; Form 
Number: CMS–R–43 (OMB#: 0938–
0338); Frequency: Recordkeeping; 
Affected Public: Business or other for-
profit and Not-for-profit institutions; 
Number of Respondents: 602; Total 
Annual Responses: 602; Total Annual 
Hours: 1,505. 

To obtain copies of the supporting 
statement and any related forms for the 
proposed paperwork collections 
referenced above, access CMS’ Web site 
address at http://www.cms.hhs.gov/
regulations/pra/, or E-mail your request, 
including your address, phone number, 
OMB number, and CMS document 
identifier, to Paperwork@cms.hhs.gov, 
or call the Reports Clearance Office on 
(410) 786–1326. 

Written comments and 
recommendations for the proposed 
information collections must be mailed 
within 60 days of this notice directly to 
the CMS Paperwork Reduction Act 
Reports Clearance Officer designated at 
the address below: CMS, Office of 
Strategic Operations and Regulatory 
Affairs, Division of Regulations 
Development, Attention: Melissa 
Musotto, Room C5–14–03, 7500 
Security Boulevard, Baltimore, 
Maryland 21244–1850.

Dated: February 3, 2005. 
John P. Burke, III, 
CMS Paperwork Reduction Act Reports 
Clearance Officer, Office of Strategic 
Operations and Regulatory Affairs, 
Regulations Development Group.
[FR Doc. 05–2658 Filed 2–10–05; 8:45 am] 
BILLING CODE 4120–03–P

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

[Document Identifier: CMS–10131] 

Agency Information Collection 
Activities: Submission for OMB 
Review; Comment Request

AGENCY: Centers for Medicare & 
Medicaid Services, HHS. 

In compliance with the requirement 
of section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995, the 
Centers for Medicare & Medicaid 
Services (CMS), Department of Health 
and Human Services, is publishing the 
following summary of proposed 
collections for public comment. 
Interested persons are invited to send 
comments regarding this burden 
estimate or any other aspect of this 
collection of information, including any 
of the following subjects: (1) The 
necessity and utility of the proposed 
information collection for the proper 
performance of the agency’s function; 
(2) the accuracy of the estimated 
burden; (3) ways to enhance the quality, 
utility, and clarity of the information to 
be collected; and (4) the use of 
automated collection techniques or 
other forms of information technology to 
minimize the information collection 
burden. 

Type of Information Collection 
Request: New Collection; Title of 
Information Collection: Evaluation of 
Medicare Disease Management 
Demonstrations; Form No.: CMS–10131 
(OMB# 0938–NEW); Use: CMS 
contracted with Mathematica Policy 
Research, Inc. for the evaluation of 
programs and disease management. The 
purpose of the patient survey is to 
assess the impact of disease 
management and prescription drug 
benefits (the latter in 3 of the sites) on 
patient’s health and functioning status, 
care satisfaction, health behaviors and 
knowledge of condition. Data from the 
physician survey will be used to assess 
physician satisfaction with disease 
management services, their perceptions 
of the impact of disease management on 
patient outcomes, education, and 
service use, and on their own practice 
and office workload.; Frequency: On 
Occasion; Affected Public: Individuals 
or households, Business or other for-
profit; Number of Respondents: 5000; 
Total Annual Responses: 2500; Total 
Annual Hours: 1625. 

To obtain copies of the supporting 
statement and any related forms for the 
proposed paperwork collections 
referenced above, access CMS Web site 

address at http://www.cms.hhs.gov/
regulations/pra/, or E-mail your request, 
including your address, phone number, 
OMB number, and CMS document 
identifier, to Paperwork@cms.hhs.gov, 
or call the Reports Clearance Office on 
(410) 786–1326. 

Written comments and 
recommendations for the proposed 
information collections must be mailed 
within 30 days of this notice directly to 
the OMB desk officer: OMB Human 
Resources and Housing Branch, 
Attention: Christopher Martin, New 
Executive Office Building, Room 10235, 
Washington, DC 20503.

Dated: February 3, 2005. 
John P. Burke, III, 
CMS Paperwork Reduction Act Reports 
Clearance Officer, Office of Strategic 
Operations and Regulatory Affairs, 
Regulations Development Group.
[FR Doc. 05–2659 Filed 2–10–05; 8:45 am] 
BILLING CODE 4120–03–P

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 1998N–0046]

Annual Comprehensive List of 
Guidance Documents at the Food and 
Drug Administration; Correction

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

SUMMARY: The Food and Drug 
Administration (FDA) is correcting a 
notice that appeared in the Federal 
Register of January 5, 2005 (70 FR 824). 
The document provided the agency’s 
annual comprehensive list of guidance 
documents. The list provided 
information on current guidance 
documents and those that have been 
withdrawn. The document was 
published with some inadvertent errors. 
This document corrects those errors.
FOR FURTHER INFORMATION CONTACT: 
Joyce Strong, Office of Policy (HF–27), 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20857, 
301–827–7010.
SUPPLEMENTARY INFORMATION: In FR Doc. 
05–155, appearing on page 824 in the 
Federal Register of Wednesday, January 
5, 2005, the following corrections are 
made:

1. On page 867, in the list, under the 
heading ‘‘Guidance Documents Issued 
by CDRH—Continued,’’ the entire entry 
is removed for the document entitled 
‘‘Review of 510(k)s for Computer 
Controlled Medical Devices (blue book 
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