>
GPO,

Federal Register/Vol. 68, No. 94/ Thursday, May 15, 2003/ Notices

26309

Register. FDA will consider the
comments received and make every
effort to issue the draft guidance for
implementation in a reasonable time
after the comment period has closed.

We have also revised the draft
guidance by adding information
concerning industry’s option to submit
an abbreviated 510(k) and retitled the
guidance for clarity.

II. Significance of Guidance

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
The draft guidance, when finalized, will
represent the agency’s current thinking
on surgical masks. It does not create or
confer any rights for or on any person
and does not operate to bind FDA or the
public. An alternative approach may be
used if such approach satisfies the
requirements of the applicable statute
and regulations.

III. Paperwork Reduction Act of 1995

This draft guidance contains
information collection provisions that
are subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(the PRA) (44 U.S.C. 3501-3520). The
collections of information addressed in
the draft guidance have been approved
by OMB in accordance with the PRA
under the regulations governing
premarket notification submissions (21
CFR part 807, subpart E, OMB control
number 0910-0120). The labeling
provisions addressed in the draft
guidance have been approved by OMB
under the PRA under OMB control
number 0910-0485.

IV. Comments

Interested persons may submit to the
Dockets Management Branch (see
ADDRESSES) written or electronic
comments on the draft guidance. Submit
a single copy of electronic comments to
http://www.fda.gov/dockets/ecomments.
Submit two paper copies of any mailed
comments. Identify comments with the
docket number found in brackets in the
heading of this document. The draft
guidance and received comments are
available for public examination in the
Dockets Management Branch between 9
a.m. and 4 p.m., Monday through
Friday.

V. Electronic Access

The CDRH Web site may be accessed
at http://www.fda.gov/cdrh. A search

capability for all CDRH guidance
documents are also available on the
Dockets Management Branch Internet
site at http://www.fda.gov/ohrms/
dockets.

To receive a copy of “Surgical
Masks—Premarket Notification (510(k))
Submissions; Draft Guidance for
Industry and FDA” by fax, call the
CDRH Facts-On-Demand system at 800—
899-0381 or 301-827-0111 from a
touch-tone telephone. Press 1 to enter
the system. At the second voice prompt,
press 1 to order a document. Enter the
document number (094) followed by the
pound sign (#). Follow the remaining
voice prompts to complete your request.

Persons interested in obtaining a copy
of the draft guidance may also do so by
using the Internet. CDRH maintains a
site on the Internet for easy access to
information including text, graphics,
and files that may be downloaded to a
personal computer with Internet access.
Updated on a regular basis, the CDRH
home page includes device safety alerts,
Federal Register reprints, information
on premarket submissions (including
lists of approved applications and
manufacturers’ addresses), small
manufacturer’s assistance, information
on video conferencing and electronic
submissions, Mammography Matters,
and other device-oriented information.

Dated: May 5, 2003.
Linda S. Kahan,

Deputy Director, Center for Devices and
Radiological Health.

[FR Doc. 03-12193 Filed 5-14-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities: Proposed Collection:
Comment Request

In compliance with the requirement
for opportunity for public comment on
proposed data collection projects
(section 3506(c)(2)(A) of Title 44, United
States Code, as amended by the
Paperwork Reduction Act of 1995,
Public Law 104-13), the Health
Resources and Services Administration
(HRSA) publishes periodic summaries
of proposed projects being developed
for submission to the Office of
Management and Budget under the

Paperwork Reduction Act of 1995. To
request more information on the
proposed project or to obtain a copy of
the data collection plans and draft
instruments, call the HRSA Reports
Clearance Officer on (301) 443-1129.
Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the Agency,
including whether the information shall
have practical utility; (b) the accuracy of
the Agency’s estimate of the burden of
the proposed collection of information;
(c) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including the use of
automated collection techniques or
other forms of information technology.

Proposed Project: The National Health
Service Corps (NHSC) Professional
Training and Information
Questionnaire (PTIQ) (OMB No. 0915-
0208)—Revision

The National Health Service Corps
(NHSC) of the HRSA’s Bureau of Health
Professions (BHPr), is committed to
improving the health of the Nation’s
underserved by uniting communities in
need with caring health professionals
and by supporting communities’ efforts
to build better systems of care.

The National Health Service Corps
(authorized by the Public Health
Services Act, section 331) collects data
on its programs to ensure compliance
with legislative mandates and to report
to Congress and policymakers on
program accomplishments. To meet
these objectives, the NHSC requires a
core set of information collected
annually that is appropriate for
monitoring and evaluating performance
and reporting on annual trends.

The PTIQ is used to collect data
related to professional issues from
NHSC-obligated Scholarship Program
Recipients including physicians,
physician assistants (PAs), nurse
practioners (NPs), certified nurse
midwives (CNMs), and other disciplines
in the current year’s placement cycle.
This data is used to match an individual
health care professional with the most
appropriate clinical practice setting.

The PTIQ will be mailed twelve
months in advance of the intended
service availability date. Estimates of
annualized reporting burden are as
follows:
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Number of Hours per Total burden
Type of respondent per
respondents respondent response hours
Health Care ProfeSSionals .........c.ueveiiiiiiiiiiiiecc e 311 1 5 min 26
Send comments to Susan G. Queen, service not provided in a hospital Subi ) Effective
Ph.D., HRSA Reports Clearance Officer, emergency room) furnished, ordered or ubject city, state date
Room 14-45, Parklawn Building, 5600 prescribed by an excluded party under
Fishers Lane, Rockville, MD 20857. the Medicare, Medicaid, and all Federal ~_ WOODSIDE, NY
Written comments should be received Health Care programs. In addition, no DAS\,/BEQAE%RFE\YF?_ """"""""""" 05/20/2003
within 60 days of this notice. program paym(.ar}t is made to any EDMOND., DOROTY ... 05/20/2003
Dated: May 9, 2003. busmfess or facility, e.g., a hos.pltal, that WESTBURY, NY
Jane M. Harrison, submits bills for payment for items or  ESPINOSA, ORLANDO .......... 05/20/2003
Director, Division of Policy Review and SEIV1Ces pI‘OVlde'd b.y an equuded party. MIAMI, FL
Coordination. Program beneficiaries remain free to FEENEY, ELIZABETH A .......... 05/20/2003
[FR Doc. 03-12195 Filed 5-14-03; 8:45 am] decide for themselves whether they will CANAL WINCHESTER, OH
: e continue to use the services of an FICK, MELISSA ... 05/20/2003
BILLING CODE 4165-15-P excluded party even though no program SPRINGFIELD, OH
payments will be made for items and FINA, JEFFREY ..ol 05/20/2003
services provided by that excluded OKLAHOMA CITY, OK
DEPARTMENT OF HEALTH AND p el ! GASPARYAN, ANNA .............. 05/20/2003
HUMAN SERVICES party. The exclusions have natlongl TARZANA, CA
effect and also apply to all Executive GONZALEZ, LILIA ovvooeevvee, 05/20/2003
Health Resources and Services Branch procurement and non- MIAMI, FL
Administration procurement programs and activities. GONZALEZ, CARLOS J .......... 05/20/2003
CHIPLEY, FL
HRSA-03-099 Fiscal Year 2003 ; : Effective GREEN, BRANDI RAE ............. 05/20/2003
. . . Subiject city, state
Competitive Cycle for the Bioterrorism ) 4 date HETFleJI\CI:ASl\?I:')\Ié?ZVERONICA
Training and Curriculum Development '
Prograr% (BCDF) 93.996 P PROGRAM-RELATED CONVICTIONS CATALINA oo 05/20/2003
’ HUNTINGTON PK, CA
AGENCY: Health Resources and Services =~ AGUILAR, DAVID HERAN ....... 05/20/2003  HERNANDO, GILDA ............... 05/20/2003
Administration, HHS. FLORENCE, AZ MIAMI, FL
. ] . ALCANTAR, EVA ALVAREZ .... 05/20/2003 HORNSHUH, DAVID L ............. 05/20/2003
ACTION: Correction of deadline date. LOS ANGELES, CA HONOLULU. HI
SUMMARY: In notice document FR Doc ALSAKER, ERIC ALLEN .......... 05/20/2003 HOWARD, JASON ....coooveeeen. 05/20/2003
. . ¥ BUFFALO, MN MURELLS INLET, SC
(5)32(1)823?1; alll(leﬂtl}feliéﬁi\?vglﬁoégi?gf’;tli\gi}'] ARIAS, JOSE ..ooocccoorrrrreern 05/20/2003 JEREZ, EVARISTO ..oroccceo.. 05/20/2003
’ ’ X ' PENSACOLA, FL MIAMI, FL
On page 23730, under the section ASHBAUGH, TERESA MARGE | 05/20/2003 KALADZHYAN, OGANES ........ 05/20/2003
Apphg:atlon Requests, Avgllablllty, SALINA, KS LOS ANGELES, CA
Deadline and Addresses, in the third BAIRD, CURTIS JAMES III ...... 05/20/2003 KRAMER, MELODY ANN ........ 05/20/2003
column, the application deadline date YUCAIPA, CA SPOKANE, WA
should read June 30, 2003. BARNHOUSE, WILLIS ............. 05/20/2003 LABRADOR, JESUS MANUEL 05/20/2003
. HONOLULU, HI TOPEKA, KS
Dated: May 9, 2003. BARONOV, BORIS ....covoeenn... 05/20/2003 MAMBREYAN, NORAYR ......... 05/20/2003
Jane M. Harrison, LOS ANGELES, CA LOS ANGELES, CA
Director, Division of Policy Review and BARRETT, DONNA M .............. 05/20/2003 MARTINEZ, JOE .......ccccovuevnnnes 05/20/2003
Coordination. BARRE, VT LA PUENTE, CA
[FR Doc. 03—-12042 Filed 5-14—03; 8:45 am]| BENSON, CARRIE L ................ 05/20/2003 MED-CARE DISTRIBUTORS,
BILLING CODE 4165-15.P HILLSBORO, OH INC oo 05/20/2003
BRANDON, MARIA .................. 05/20/2003 SMITHVILLE, WV
MIAMI, FL MIN, CHANPHIRUN
CAO, SANH ..., 05/20/2003 MEANOWUTH ......ccccccvnnnnnne 05/20/2003
BEEA’AAT\ITQAIES\;(?&:SHEALTH AND FOUNTAIN VALLEY, CA DELANO, CA
CAPLAN, STEVEN .......cccooen..l 05/20/2003 MITCHELL, JENNIFER LYNN 05/20/2003
. HONOLULU, HI DEL MAR, CA
Office of Inspector General CASAS, OSIRIS MARIA .......... 05/20/2003 MOHAMMAD, KHADIJAH ....... 05/20/2003
. X . MIAMI, FL MARIANNA, FL
Program Exclusions: April 2003 CERDA, EDUARDO ................. 05/20/2003 MOHAMMED, KRISHNA .......... 05/20/2003
AGENCY: Office of Inspector General, POMONA, CA EGLIN, FL
HHS. CHANG, ALBERT .......ccevvrinnnneen 05/20/2003 MURPHY, HATTIE MAE .......... 05/20/2003
i . . MIAMI, FL MIAMI, FL
ACTION: Notice of program exclusions. CHASE, JANET A oovvooeevrve. 05/20/2003 PLUCER, MARK GERRY ......... 05/20/2003
During the month of April 2003, the GREELY, CO FLINT, Ml
HHéléffgice of Inspector geileral CHAVEZ, LINDA MARTINEZ ... 05/20/2003 ROBINSON, JEREMY .............. 05/20/2003
. d lusi p in th t MONTEBELLO, CA WASHINGTON, DC
1mposed exciusions 1n the cases se COLEMAN, MAURICE ANN ....| 05/20/2003 SAAVEDRA, JOSE ................... 05/20/2003
fOI‘th below. When an exclusmg 1S MARYSVILLE, WA MIAMI, FL
lmposed, no program payment is made COMPETENT CARE, INC ........ 05/20/2003 SALINAS, JOHN YOLMAN ...... 05/20/2003
to anyone for any items or services NEWBURGH, NY DORAVILLE, GA
(other than an emergency item or CULLEN, KENNETH C ............ 05/20/2003 SALMANS, ROBERT S ............ 05/20/2003
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