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compliance with the divestiture
provisions of the Decision & Order
within thirty (30) days following the
date the Decision & Order becomes
final, and every thirty (30) days until
PCC and Wyman-Gordon have
completed the divestitures. Finally, an
Order to Hold Separate issued by the
Commission requires that the Albany
titanium foundry, and if necessary the
Groton LCP and Groton SCP, be
operated independently of PCC and
Wyman-Gordon until the divestitures
are completed.

The purpose of this analysis is to
facilitate public comment on the
Consent Agreement and Decision &
Order, and it is not intended to
constitute an official interpretation of
the Consent Agreement and Decision &
Order or to modify their terms in any
way.

By direction of the Commission.

Donald S. Clark,

Secretary.

[FR Doc. 99-29997 Filed 11-16-99; 8:45 am]
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ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that it has received a petition requesting
an exemption from the premarket
notification requirements for vascular
tunnelers. FDA is publishing this notice
in order to obtain comments on this
petition in accordance with procedures
established by the Food and Drug
Administration Modernization Act of
1997 (FDAMA).

DATES: Written comments by December
17, 1999.

ADDRESSES: Submit written comments
on this notice to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:
Heather S. Rosecrans, Center for Devices
and Radiological Health (HFZ-404),
Food and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301-594-1190.

SUPPLEMENTARY INFORMATION:

I. Statutory Background

Under section 513 of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 360c), FDA must classify
devices into one of three regulatory
classes: Class I, class Il, or class . FDA
classification of a device is determined
by the amount of regulation necessary to
provide a reasonable assurance of safety
and effectiveness. Under the Medical
Device Amendments of 1976 (the 1976
amendments (Public Law 94-295)), as
amended by the Safe Medical Devices
Act of 1990 (Public Law 101-629),
devices are to be classified into class |
(general controls) if there is information
showing that the general controls of the
act are sufficient to assure safety and
effectiveness; into class Il (special
controls), if general controls, by
themselves, are insufficient to provide
reasonable assurance of safety and
effectiveness, but there is sufficient
information to establish special controls
to provide such assurance; and into
class Il (premarket approval), if there is
insufficient information to support
classifying a device into class | or class
Il and the device is a life-sustaining or
life-supporting device or is for a use that
is of substantial importance in
preventing impairment of human
health, or presents a potential
unreasonable risk of illness or injury.

Most generic types of devices that
were on the market before the date of
the 1976 amendments (May 28, 1976)
(generally referred to as preamendments
devices) have been classified by FDA
under the procedures set forth in section
513(c) and (d) of the act through the
issuance of classification regulations
into one of these three regulatory
classes. Devices introduced into
interstate commerce for the first time on
or after May 28, 1976 (generally referred
to as postamendments devices) are
classified through the premarket
notification process under section
510(k) of the act (21 U.S.C. 360(k)).
Section 510(k) of the act and the
implementing regulations (21 CFR part
807) require persons who intend to
market a new device to submit a
premarket notification report (510(k))
containing information that allows FDA
to determine whether the new device is
“substantially equivalent”” within the
meaning of section 513(i) of the act to
a legally marketed device that does not
require premarket approval.

On November 21, 1997, the President
signed into law FDAMA (Public Law
105-115). Section 206 of FDAMA, in
part, added a new section 510(m) to the
act. Section 510(m)(1) of the act requires
FDA, within 60 days after enactment of

FDAMA, to publish in the Federal
Register a list of each type of class Il
device that does not require a report
under section 510(k) of the act to
provide reasonable assurance of safety
and effectiveness. Section 510(m) of the
act further provides that a 510(k) will no
longer be required for these devices
upon the date of publication of the list
in the Federal Register. FDA published
that list in the Federal Register of
January 21, 1998 (63 FR 3142). In the
Federal Register of November 3, 1998
(63 FR 59222), FDA published a final
rule codifying those exemptions.
Section 510(m)(2) of the act provides
that, 1 day after date of publication of
the list under section 510(m)(1), FDA
may exempt a device on its own
initiative or upon petition of an
interested person, if FDA determines
that a 510(k) is not necessary to provide
reasonable assurance of the safety and
effectiveness of the device. This section
requires FDA to publish in the Federal
Register a notice of intent to exempt a
device, or of the petition, and to provide
a 30-day comment period. Within 120
days of publication of this document,
FDA must publish in the Federal
Register its final determination
regarding the exemption of the device
that was the subject of the notice. If FDA
fails to respond to a petition under this
section within 180 days of receiving it,
the petition shall be deemed granted.

I1. Criteria for Exemption

There are a number of factors FDA
may consider to determine whether a
510(K) is necessary to provide
reasonable assurance of the safety and
effectiveness of a class Il device. These
factors are discussed in the guidance the
agency issued on February 19, 1998,
entitled ““Procedures for Class Il Device
Exemptions from Premarket
Notification, Guidance for Industry and
CDRH Staff.” That guidance can be
obtained through the World Wide Web
(WWW) on the CDRH home page at
http://www.fda.gov/cdrh or by facsimile
through CDRH Facts-on-Demand at 1—
800-899-0381 or 301-827-0111.
Specify 159" when prompted for the
document shelf number.

I11. Petitions

On September 14, 1999, FDA received
a petition from IMPRA, Inc., requesting
an exemption from premarket
notification for vascular tunnelers.
Vascular tunnelers are currently
classified under 21 CFR 870.3460 as an
accessory.

IV. Comments

Interested persons may, on or before
December 17, 1999, submit to the
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Dockets Management Branch (address
above) written comments regarding this
notice. Two copies of any comments are
to be submitted, except that individuals
may submit one copy. Comments are to
be identified with the docket number
found in brackets in the heading of this
document. The petitions and received
comments may be seen in the office
above between 9 a.m. and 4 p.m.,
Monday through Friday.

Dated: November 4, 1999.
Linda S. Kahan,

Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.

[FR Doc. 99-29916 Filed 11-16-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
[Document Identifier: HCFA—R-0048]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Health Care Financing
Administration.

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 Collection
Request: Revision of a currently
approved collection;

Title of Information Collection:
Hospital Conditions of Participation—
42 CFR 482.12, 482.22, 482.27, 482.30,
482.41, 482.43, 482.53, 482.56, 482.57,
482.60, 482.61, 482.62 and 482.66;

Form No.: HCFA-R—48;

Use: Hospitals seeking to participate
in the Medicare and Medicaid programs
must meet the Conditions of
Participation (COP) for Hospitals, 42

CFR part 482. The information
collection requirements contained in
this package are needed to implement
the Medicare and Medicaid COP for
hospitals.

Frequency: Annually;

Affected Public: Business or other for
profit, Not for profit institutions,
Federal Government, and State, Local or
Tribal Government;

Number of Respondents: 1,500;

Total Annual Responses: 1,500;

Total Annual Hours Requested:
53,163.

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: Dawn Willinghan, Room N2—
14-26, 7500 Security Boulevard,
Baltimore, Maryland 21244-1850.

Dated: November 4, 1999.
John Parmigiani,
Manager, HCFA Office of Information
Services, Security and Standards Group,
Division of HCFA Enterprise Standards.
[FR Doc. 99-29937 Filed 11-16-99; 8:45 am]
BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
[HCFA-2744]

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 Collection
Request: Extension of a currently
approved collection;

Title of Information Collection: End
Stage Renal Disease Medical
Information System ESRD Facility
Survey;

Form No.: HCFA-2744 (0938-0447);

Use: The ESRD Facility Survey form
is completed annually by Medicare
approved providers of dialysis and
transplant services. The HCFA-2744 is
designed to collect information
concerning treatment trends, utilization
of services and patterns of practice in
treating ESRD patients.

Frequency: Annually;

Affected Public: Business or other for-
profit and Not-for-profit institutions;

Number of Respondents: 3,761;

Total Annual Responses: 3,761;

Total Annual Hours Requested:
30,088.

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: Dawn Willinghan, Room N2—
14-26, 7500 Security Boulevard,
Baltimore, Maryland 21244-1850.

Dated: November 9, 1999.
John Parmigiani,

Manager, HCFA Office of Information
Services, Security and Standards Group,
Division of HCFA Enterprise Standards.

[FR Doc. 99-30027 Filed 11-16-99; 8:45 am]

BILLING CODE 4120-03-P
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