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mailed to the NIH. (Applicants are
advised that FDA does not adhere to the
page limitations or the type size and
line spacing requirements imposed by
the NIH on its applications).
Applications must be submitted via
mail delivery as stated above. FDA is
unable to receive applications
electronically. The Institutional
National Research Service Award
requirements do not apply.

B. Format for Application

Submission of the application must be
on Grant Application Form PHS 398
(Rev. 5/95). All ““General Instructions”
and “‘Specific Instructions” in the
application kit should be followed with
the exception of the receipt dates and
the mailing label address. Do not send
applications to the CSR, NIH.

The face page of the application
should reflect the request for
applications number RFA—-FDA-CDER-
CP-2000.

C. Confidentiality of Information

Data included in the application, if
restricted with the legend specified
below, may be entitled to confidential
treatment as trade secret or confidential
commercial information within the
meaning of the Freedom of Information
Act (5 U.S.C. 552(b)(4)) and FDA's
implementing regulations (21 CFR
20.61).

Legend: Unless disclosure is required
by the Freedom of Information Act as
amended (5 U.S.C. 552) as determined
by the freedom of information officials
of the Department of Health and Human
Services or by a court, data contained in
the portions of this application which
have been specifically identified by
page number, paragraph, etc., by the
applicant as containing restricted
information shall not be used or
disclosed except for evaluation
purposes.

IX. Paperwork Reduction Act of 1995

In compliance with the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501-
3520), the Office of Management and
Budget (OMB) has assigned OMB
control number 0925-0001 to the
collection of information regarding grant
applications in Form PHS 398. This
approval expires February 28, 2001.

An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a currently valid OMB
control number.

Dated: July 2, 1999.
William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning and Legislation.

[FR Doc. 99-17505 Filed 7-6-99; 4:04 pm]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
[HCFA—-R-0276]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Health Care Financing
Administration, HHS.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), 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 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 Request:
Extension of a currently approved
collection; Title of Information
Collection: Feedback Postcard; HCFA
Form Number: HCFA-R-0276 (OMB
approval # 0938-0766); Use: The
purpose of this collection is post-
distribution testing. This feedback
postcard will be printed with Medicare
& You 2000. This is the primary vehicle
for presenting Medicare information to
beneficiaries. Each household with up
to 4 Medicare beneficiaries will receive
one book. Households with over 4
beneficiaries will have one book sent to
each beneficiary. (It is assumed these
may be nursing homes/care facilities.)
The beneficiaries have the option of
completing the postcard, which will
provide HCFA with valuable
information that will assist in improving
future versions of the publication.;
Frequency: On occasion, Semi-annually,
and Annually; Affected Public:
Individuals or Households, Business or

other for-profit, Not-for-profit
institutions, Federal Government, State,
Local or Tribal Gov; Number of
Respondents: 16,834,000 (estimate);
Total Annual Responses: 510,000 (3%
estimate); Total Annual Burden Hours:
25,500.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access HCFA’s Web
Site address at http://www.hcfa.gov/
regs/prdact95.htm, or E-mail your
request, including your address, phone
number, OMB number, and HCFA
document identifier, to
Paperwork@hcfa.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 HCFA Paperwork Clearance Officer
designated at the following address:
HCFA, Office of Information Services,
Security and Standards Group, Division
of HCFA Enterprise Standards
Attention: Louis Blank Room N2-14-26
7500 Security Boulevard, Baltimore,
Maryland 21244-1850.

Dated: July 1, 1999.
John P. Burke Il1,
HCFA Reports Clearance Officer, HCFA Office
of Information Services, Security and
Standards Group, Division of HCFA
Enterprise Standards.
[FR Doc. 99-17471 Filed 7-8-99; 8:45 am]
BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration

[HCFA-1856/1893, HCFA-1880/1882, and
HCFA-R-0290]

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

AGENCY: Health Care Financing
Administration, HHS.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), 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 functions;
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(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.

1. Type of Information Collection
Request: Extension of a currently
approved collection; Title of
Information Collection: Request for
Certification in the Medicare/Medicaid
Program to Provide Outpatient Physical
Therapy and/or Speech-Language
Pathology and the Outpatient Physical
Therapy and/or Speech-Language
Pathology Survey Report Form and
Supporting Regulations in 42 CFR
485.701-485.729; Form No.: HCFA-
1856/1893 (OMB #0938-00065); Use:
The form HCFA-1856 is utilized as an
application to be completed by
suppliers of OPT/SP services requesting
participation in the Medicare/Medicaid
programs. This form initiates the
process of obtaining a decision as to
whether the conditions of coverage are
met as an OPT/SP supplier. It is used by
the HCFA Regional Offices (ROs) to
enter the new supplier into the Online
Survey, Certification and Reporting
System (OSCAR). The survey report
form HCFA-1893 is an instrument used
by the State survey agency to record
data collected during an on-site survey
of a supplier of OPT/SP services to
determine compliance with the
applicable conditions of participation
and to report this information to the
Federal Government. The form is
primarily a coding worksheet designed
to facilitate data reduction and retrieval
into the OSCAR system at the HCFA
ROs. The form includes basic
information on compliance (i.e., met,
not met, explanatory statements) and
does not require any descriptive
information regarding the survey
activity itself; Frequency: On occasion;
Affected Public: Business or other for
profit; Number of Respondents: 1,700;
Total Annual Responses: 255; Total
Annual Hours: 446.

2. Type of Information Collection
Request: Extension of a currently
approved collection; Title of
Information Collection: Request for
Certification as Supplier of Portable X-
ray Services under the Medicare/
Medicaid Program for Portable X-ray
Survey Report and Supporting
Regulations in 42 CFR 486.100-486.110;
Form No.: HCFA-1880/1882 (OMB
#0938-0027); Use: The Medicare
program requires portable X-ray
suppliers to be surveyed for health and
safety standards. The HCFA-1880 is
used by the surveyor to determine if a

portable X-ray applicant meets the
eligibility requirements. It also promotes
data reduction or introduction, and
retrieval from the Online Survey
Certification and Reporting (OSCAR)
System by the HCFA Regional Offices.
The HCFA-1882 is the survey form that
records survey results. The form is
primarily a coding work sheet designed
to facilitate data reduction and retrieval
into the OSCAR system at the HCFA
Regional Offices; Frequency: On
occasion; Affected Public: Business or
other for profit; Number of Respondents:
655; Total Annual Responses: 98; Total
Annual Hours: 172.

3. Type of Information Collection
Request: New collection; Title of
Information Collection: Procedures for
Making National Coverage Decisions;
Form No.: HCFA-R-0290 (OMB #0938-
NEW); Use: These information
collection requirements provide the
process HCFA will use to make a
national coverage decision for a specific
item or service under sections 1862 and
1871 of the Social Security Act. This
will streamline our decision making
process and will increase the
opportunities for public participation in
making national coverage decisions;
Frequency: As needed; Affected Public:
Business or other for profit and Not for
profit institutions; Number of
Respondents: 200; Total Annual
Responses: 200; Total Annual Hours:
8,000.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access HCFA’s Web
Site address at http://www.hcfa.gov/
regs/prdact95.htm, or E-mail your
request, including your address, phone
number, OMB number, and HCFA
document identifier, to
Paperwork@hcfa.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: Allison Eydt, New Executive
Office Building, Room 10235,
Washington, D.C. 20503.

Dated: July 1, 1999.
John P. Burke 111,

HCFA Reports Clearance Officer, HCFA Office
of Information Services, Security and
Standards Group, Division of HCFA
Enterprise Standards.

[FR Doc. 99-17470 Filed 7-8-99; 8:45 am]

BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Privacy Act of 1974; New System of
Records

AGENCY: National Institutes of Health,
HHS.

ACTION: Notification of a new system of
records.

SUMMARY: In accordance with the
requirements of the Privacy Act of 1974,
the National Institutes of Health (NIH) is
proposing to establish a new system of
records, 09-25-0213, “Administration:
Investigative Records, HHS/NIH/OM/
OA/OMA.”

DATES: NIH invites interested parties to
submit comments with regard to the
proposed internal and routine uses on
or before August 9, 1999. NIH sent a
report of a New System to the Congress
and to the Office of Management and
Budget (OMB) on July 9, 1999. This
system of records will be effective 40
days from the date of publication unless
NIH receives comments on the routine
uses which would result in a contrary
determination.

ADDRESSES: Please submit comments to:
NIH Privacy Act Officer, 6011 Executive
Boulevard, Room 601, MSC 7669,
Rockville, MD 20852, 301-496-2832.
(This is not a toll free number.)
Comments received will be available for
inspection at this same address from 9
a.m. to 3 p.m., Monday through Friday.
FOR FURTHER INFORMATION CONTACT: NIH
Privacy Act Officer, 6011 Executive
Boulevard, Room 601, MSC 7669,
Rockville, MD 20852, 301-496-2832.
(This is not a toll free number.)
SUPPLEMENTARY INFORMATION: The
National Institutes of Health (NIH)
proposes to establish a new system of
records: 09-25-0213, ““‘Administration:
Investigative Records, HHS/NIH/OM/
OA/OMA..”” The purposes of the
Investigative Records system of records
are to document reviews and
investigations undertaken by the Office
of Management Assessment (OMA),
NIH, to provide management or the
Office of Inspector General, Office of the
Secretary, HHS, with information
needed to take action to resolve
complaints of misconduct or alleged
violations of statutes, regulations,
policies, or the terms and conditions of
funding.

This system will comprise records
that contain a unique classification
number; names of the victim, accused,
complainant, and witnesses; date of
birth; Social Security number; nature of
the incident; and time of occurrence.
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