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Dockets Management Branch (address
above) and is available from that office
upon written request. Requests should
be identified with the name of the
device and the docket number found in
brackets in the heading of this
document.

Opportunity for Administrative Review

Section 515(d)(3) of the act (21 U.S.C.
360e(d)(3)) authorizes any interested
person to petition, under section 515(g)
of the act, for administrative review of
CDRH'’s decision to approve this
application. A petitioner may request
either a formal hearing under part 12 (21
CFR part 12) of FDA’s administrative
practices and procedures regulations or
a review of the application and CDRH’s
action by an independent advisory
committee of experts. A petition is to be
in the form of a petition for
reconsideration under §10.33(b) (21
CFR 10.33(b)). A petitioner shall
identify the form of review requested
(hearing or independent advisory
committee) and shall submit with the
petition supporting data and
information showing that there is a
genuine and substantial issue of
material fact for resolution through
administrative review. After reviewing
the petition, FDA will decide whether to
grant or deny the petition and will
publish a notice of its decision in the
Federal Register. If FDA grants the
petition, the notice will state the issue
to be reviewed, the form of review to be
used, the persons who may participate
in the review, the time and place where
the review will occur, and other details.

Petitioners may, at any time on or
before July 7, 1995, file with the Dockets
Management Branch (address above)
two copies of each petition and
supporting data and information,
identified with the name of the device
and the docket number found in
brackets in the heading of this
document. Received petitions may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 515(d), 520(h) (21 U.S.C. 360e(d),
360j(h))) and under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10) and redelegated to the
Director, Center for Devices and
Radiological Health (21 CFR 5.53).

Dated: May 26, 1995.
Joseph A. Levitt,
Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 95-13827 Filed 6—6-95; 8:45 am]
BILLING CODE 4160-01-F

Health Resources and Services
Administration

Grants to Improve Emergency Medical
Services and Trauma Care in Rural
Areas

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Notice of extension of
application due date.

SUMMARY: This notice extends the
application due date for grants to
improve emergency medical services
(EMS) and trauma care in rural areas.
The application due date for the EMS/
trauma care grants in rural areas is
extended to July 19, 1995. All other
aspects of the April 20, 1995, Federal
Register notice (60 FR 19753) remain
the same.

Dated: June 1, 1995.
Ciro V. Sumaya
Administrator.
[FR Doc. 95-13883 Filed 6—6-95; 8:45 am]
BILLING CODE 4160-15-P

National Practitioner Data Bank:
Change in User Fee

The Health Resources and Services
Administration (HRSA), Public Health
Service (PHS), Department of Health
and Human Services (DHHS), is
announcing a change in the fee charged
to entities authorized to request
information from the National
Practitioner Data Bank (Data Bank).

The user fee of $6.00 for queries
submitted by diskette or
telecommunications network, with a
$4.00 surcharge added for queries
submitted on paper, was announced in
the Federal Register on June 1, 1993 (58
FR 31215).

The Data Bank is authorized by the
Health Care Quality Improvement Act of
1986 (the Act), title IV of Public Law
99-660, as amended (42 U.S.C. 11101 et
seq.). Section 427(b)(4) of the Act
authorizes the establishment of fees for
the costs of processing requests for
disclosure and of providing such
information.

Final regulations at 45 CFR part 60 set
forth the criteria and procedures for
information to be reported to and
disclosed by the Data Bank. Section 60.3
of these regulations should be consulted
for the definition of terms used in this
announcement.

A reassessment of the full operating
costs related to processing requests for
disclosure of Data Bank information, as
required by the DHHS Appropriations

Act of 1994 (title Il of Pub. L. 103-112,
dated October 21, 1993), as well as the
comparative costs of the various
methods for filing and paying for
queries, has resulted in a decision to
further reduce fees for users when they
both query and receive responses via the
telecommunications network as well as
pay query fees by credit card, electronic
funds transfer or such other electronic
transfer options as may be offered in the
future. The options to query and pay
user fees by these means facilitate the
querying process and make it less costly
to both users and the Data Bank than all
other available options.

Accordingly, the Department is
reducing the basic user fee to $3.00 per
name per query submitted and paid via
the method described above, with
receipt by electronic method. A $3.00
surcharge will be charged for queries
submitted electronically on diskette to
pay for the extra handling and mailing
costs for these queries. A $4.00
surcharge will be charged for all queries
which are paid for by check or money
order to cover the cost of debt
management. Paper queries will no
longer be accepted except practitioner
self-queries. These changes are effective
June 26, 1995.

The criteria set forth in §60.12(b) of
the regulations and allowable costs as
required in the Appropriations Act of
1994 were used in determining the
amount of this new fee. The criteria
include such cost factors as: (1)
Electronic data processing time,
equipment, materials, computer
programmers and operators or other
employees; and (2) preparation of
reports—materials, photocopying,
postage, and administrative personnel.

When a request is for information on
one or more physician, dentist, or other
health care practitioner, the appropriate
total fee will be $3.00 (plus a $3.00 and/
or a $4.00 surcharge for submission and
payment as described above) times the
number of individuals about whom
information is being requested. For
examples, see the table below.

The fee charged will be reviewed
periodically, and revised as necessary,
based upon experience. Any changes in
the fee, and the effective date of the
change, will be announced in the
Federal Register.
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