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e Are there acceptable ranges of
individual sugars and electrolytes that
can be established in clinical studies so
that a novel product would not need to
demonstrate its ability to act as a
dialysate?

e Are there additional constraints for
combinations of ingredients, for
example, to constrain the overall
osmolarity?

¢ In the absence of clinical studies to
show safety and effectiveness, how
would appropriate instructions for use
be established?

If you need special accomodations
due to a disability, please contact
Norman Stockbridge at least 7 days in
advance.

II. Comments and Transcripts

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments on dialysates. Two paper
copies of any mailed comments are to be
submitted, except that individuals may
submit one paper copy. Comments are
to be identified with the docket number
found in brackets in the heading of this
document. Comments are available for
public examination in the Division of
Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

There will be no transcript of this
meeting.

Dated: September 9, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—20809 Filed 9-10-04; 3:49 pm]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities Under Emergency Review for
the Office of Management and Budget
(OMB)

The Health Resources and Services
Administration (HRSA) has submitted
the following request (see below) for
emergency OMB review under the
Paperwork Reduction Act (44 U.S.C.
Chapter 35). OMB approval has been
requested within 5 days of publication
of this notice. A copy of the information
collection plans may be obtained by
accessing http://www.bphc.hrsa.gov/
freeclinicsftca or contacting Shannon
Faltens or Felicia Collins via e-mail at
FreeClinicsFTCA@hrsa.gov or on (301)
594—-0818.

Proposed Project: Free Clinics Federal
Tort Claims Act (FTCA) Deeming
Application: New

Congress legislated FTCA medical
malpractice protection for free clinic
volunteer health professionals through
section 194 of the Health Insurance
Portability and Accountability Act
(HIPAA). Individuals eligible to
participate in this program are health
care practitioners volunteering at free
clinics who meet specific eligibility
requirements. If an individual meets all
the requirements of this program, he/she
can be “deemed” to be a Federal
employee. This deemed status
specifically provides immunity from

medical malpractice lawsuits as a result
of the performance of medical, surgical,
dental, or related activities within the
scope of the volunteer’s work at the free
clinic.

The sponsoring free clinic must
submit a FTCA deeming application to
HRSA on behalf of its volunteer health
care professional(s). This application
will require information about the
sponsoring free clinic’s credentialing
and privileging systems, risk
management practices, and quality
assurance processes in order to ensure
that the Federal Government is not
exposed to undue liability resulting
from the medical malpractice coverage
of non-qualified health care
professionals. Attached to the
application will be a listing of specific
volunteer health care professionals for
whom the sponsoring free clinic is
requesting deemed status.

Emergency approval is being
requested because the data collection
and reporting of this information is
needed before the expiration of the
normal time limits under OMB’s
regulations at 5 CFR part 1320. This
information is needed to ensure the
timely availability of data as necessary
for the Secretary to make a
determination for the provision of FTCA
deemed status to volunteer health care
professionals working at free clinics.
Upon receipt of OMB approval for this
submission, HRSA will publish a
Federal Register notice to begin the
process for routine clearance under 5
CFR 1320.

The burden estimate for this project is
as follows:

Responses
Number of re- Total re- Hours per re- Total burden
Form spondents per rgﬂ?ond- sponses sponse hours
FTCA Deeming Application .........c.ccceveeeeieeneniieenieesieeseens 600 1 600 2.5 1,500

Written comments and
recommendations should be sent within
5 days of publication of this notice to
John Kramer, Human Resources and
Housing Branch, Office of Management
and Budget, New Executive Office
Building, Room 10235, Washington, DC
20503. Due to potential delays in OMB’s
receipt and processing of mail sent
through the U.S. Postal Service,
respondents are encouraged to submit
comments by fax to 202-395-6974.

Dated: September 10, 2004.
Tina M. Cheatham,

Director, Division of Policy Review and
Coordination.

[FR Doc. 04-20767 Filed 9—14—-04; 8:45 am)|]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources And Services
Administration

Agency Information Collection
Activities: Proposed Project: Free
Clinic FTCA Program Deeming
Application; Withdrawal

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Notice of withdrawal.

SUMMARY: The Health Resources and
Services Administration (HRSA) is
announcing the withdrawal of the 60
day FR notice published on August 27,

2004, FR Doc. 04-19681, for public
comment on the proposed data
collection project related to the Free
Clinic Federal Tort Claims Act (FTCA)
Program deeming application. The
notice is being withdrawn because the
agency is requesting an emergency
review and approval from OMB for the
deeming application under the
Paperwork Reduction Act of 1995 (44
U.S.C. Chapter 35).

DATES: The 60 day information
collection notice is withdrawn effective
September 15, 2004.

FOR FURTHER INFORMATION CONTACT:
Susan G. Queen, Ph.D., HRSA Reports
Clearance Office, HRSA/OPE Room 14—
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43, 5600 Fishers Lane, Rockville, MD
20857, 301-443-1129.

SUPPLEMENTARY INFORMATION:
Emergency approval is being requested
for the Free Clinic FTCA Program
deeming application because the data
collection and reporting of this
information is needed before the
expiration of the normal time limits
under OMB’s regulations at 5 CFR part
1320. This information is needed to
ensure the timely availability of data as
necessary for the Secretary to make a
determination for the provision of FTCA
deemed status to volunteer health care
professionals working at free clinics.
Upon OMB’s review and approval of the
proposed data collection project, HRSA
will publish a new 60 day Federal
Register notice to begin the process for
routine clearance under 5 CFR part
1320.

Dated: September 10, 2004.
Tina M. Cheatham,

Director, Division of Policy Review and
Coordination.

[FR Doc. 04-20769 Filed 9-14—-04; 8:45 am]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources And Services
Administration

Application Guidance for Free Clinics
to Sponsor a Volunteer Health
Professional for Federal Tort Claims
Act (FTCA) Deemed Status and FTCA
Coverage for Medical Malpractice
Claims; Withdrawal

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Notice of withdrawal.

SUMMARY: The Health Resources and
Services Administration (HRSA) is
announcing the withdrawal of the 30
day FR notice published on September
3, 2004, FR Doc. 04-20180, for the
solicitation of comments on the
Application Guidance for Free Clinics to
Sponsor a Volunteer Health Professional
for Federal Tort Claims Act (FTCA)
Deemed Status and FTCA Coverage for
Medical Malpractice Claims. The notice
is being withdrawn because the agency
is requesting an emergency review and
approval from OMB for the deeming
application under the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35).

DATES: The solicitation of comments
notice is withdrawn effective September
15, 2004.

FOR FURTHER INFORMATION CONTACT:
Please contact Shannon Faltens or

Felicia Collins at HRSA, Bureau of
Primary Health Care, Division of
Clinical Quality, 4350 East West
Highway, Bethesda, MD 20814, via e-
mail at FreeClinicsFTCA@hrsa.gov, or
on (301) 594-0818.

SUPPLEMENTARY INFORMATION:
Emergency approval is being requested
for the Free Clinic FTCA Program
deeming application because the data
collection and reporting of this
information is needed before the
expiration of the normal time limits
under OMB’s regulations at 5 CFR part
1320. This information is needed to
ensure the timely availability of data as
necessary for the Secretary to make a
determination for the provision of FTCA
deemed status to volunteer health care
professionals working at free clinics.
Upon OMB’s review and approval of the
proposed data collection project, HRSA
will publish a new 60 day Federal
Register notice to begin the process for
routine clearance under 5 CFR part
1320.

Dated: September 10, 2004.
Tina M. Cheatham,

Director, Division of Policy Review and
Coordination.

[FR Doc. 04-20768 Filed 9-14—04; 8:45 am]
BILLING CODE 4165-15-P

Branch procurement and non-

procurement programs and activities.

Subject city, state

Effective
date

PROGRAM-RELATED CONVICTIONS

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Inspector General

Program Exclusions: August 2004

AGENCY: Office of Inspector General,
HHS.

ACTION: Notice of program exclusions.

During the month of August 2004, the
HHS Office of Inspector General
imposed exclusions in the cases set
forth below. When an exclusions is
imposed, no program payment is made
to anyone for any items or services
(other than an emergency item or
service not provided in a hospital
emergency room) furnished, ordered or
prescribed by an excluded party under
the Medicare, Medicaid, and all Federal
Health Care programs. In addition, no
program payment is made to any
business or facility, e.g., a hospital that
submits bills for payment for items or
services provided by an excluded party.
Program beneficiaries remain free to
decide for themselves whether they will
continue to use the services of an
excluded party even though no program
payments will be made for items and
services provided by that excluded
party. The exclusions have national
effect and also apply to all Executive

AMR, HUSSEIN .........c.ccceeinene
TERRE HAUTE, IN
BRYCE, MELISSA ....................
STIGLER, OK
CHE, CHANTHY ..o
FONTANA, CA
COLLINS, DEBRA .........ccceee.
MINFORD, OH
CONGROVE, PAMELA
POWELL, OH
CURTIS, ANTOINETTE
MILWAUKEE, WI
DEMPSEY, TRACY .....ccceeuens
NEWARK, DE
DENNIS, CRYSTAL
SEATTLE, WA
DIAB, CHRISTINA ...
SPRINGFIELD, VA
DINOZzzI, DAVID
YOUNGWOOD, PA
DO, ALEXANDER
NAPANOCH, NY
DRUMMOND, ANNETTE
RUSHVILLE, NE
EZEBUNWA, ESTHER .............
SACRAMENTO, CA
GIRGIS, DIMITRI ..o
ANNADALE, VA
GOLDEN, ILYA ...,
LEWISBURG, PA
GREENUP, VANESSA .............
RESERVE, LA
HAYES, JANELLE ....................
LAWTON, OK
HEATH, KENDALL
PICO RIVERA, CA
HUPP, BRIAN ..o
POMEROY, OH
HUPP, KIMBERLY
POMEROY, OH
LOPEZ, KARINE
SAFFORD, AZ
MADDOCK, MICHAEL
HARBOR CITY, CA
MANN, GILDA
OLYMPIA, WA
MAYHAN, KIMBERLY
COLUMBUS, OH
PLANTS, KAREN
OKLAHOMA CITY, OK
QD’S PHARMACY, INC
WOODHAVEN, NY
REVELLI, CARMEN
LAKEWOOD, CA
SALEH, EHAB
SPRINGFIELD, VA
SALEH, WASSIM
SPRINGFIELD, VA
SHTRAKHMAN, VLADIMIR
LORETTO, PA
STANDIGE, JUDY ......ccccceeeeee
MULDROW, OK
VILLA, NATHAN
LOVELAND, CO
YASIN, MUHAMMAD
SUSANVILLE, CA
ZELLER, JOHN

9/20/2004
9/20/2004
5/11/2004
9/20/2004
9/20/2004
9/20/2004

6/2/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
5/11/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004
9/20/2004

9/20/2004
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