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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 98C-0041]

Ethicon, Inc.; Filing of Color Additive
Petition

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Ethicon, Inc., has filed a petition
proposing that the color additive
regulations be amended to provide for
the safe use of [phthalocyaninato(2-)]
copper in coloring nonabsorbable
sutures for general and opthalmic
surgery made from a blend of
poly(vinylidene fluoride) and
poly(vinylidene fluoride-co-
hexafluoropropylene).

DATES: Written comments on the
petitioner’s environmental assessment
by March 4, 1998.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 12420 Parklawn Dr.,
rm. 1-23, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Ellen M. Waldron, Center for Food
Safety and Applied Nutrition (HFS—
215), Food and Drug Administration,
200 C St. SW., Washington, DC 20204,
202-418-3089.

SUPPLEMENTARY INFORMATION: Under the
Federal Food, Drug, and Cosmetic Act
(sec. 721(d)(1) (21 U.S.C. 379¢e(d)(1)),
notice is given that a color additive
petition (CAP 8C0253) has been filed by
Ethicon, Inc., P.O. Box 151, Somerville,
NJ 08876—0151. The petition proposes
to amend the color additive regulations
in §74.3045

[Phthalocyaninato(2-)] copper (21 CFR
74.3045) to provide for the safe use of
[phthalocyaninato(2-)] copper in
coloring nonabsorbable sutures for
general and opthalmic surgery made
from a blend of poly(vinylidene
fluoride) and poly(vinylidene fluoride-
co-hexafluoropropylene).

The potential environmental impact
of this action is being reviewed. To
encourage public participation
consistent with regulations promulgated
under the National Environmental
Policy Act (40 CFR 1501.4(b)), the
agency is placing the environmental
assessment submitted with the petition
that is the subject of this notice on
public display at the Dockets
Management Branch (address above) for
public review and comment. Interested

persons may, on or before March 4,
1998, submit to the Dockets
Management Branch (address above)
written comments. 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. Received
comments may be seen in the office
above between 9 a.m. and 4 p.m.,
Monday through Friday. FDA will also
place on public display any
amendments to, or comments on, the
petitioner’s environmental assessment
without further announcement in the
Federal Register. If, based on its review,
the agency finds that an environmental
impact statement is not required and
this petition results in a regulation, the
notice of availability of the agency’s
finding of no significant impact and the
evidence supporting that finding will be
published with the regulation in the
Federal Register in accordance with 21
CFR 25.40(c).

Dated: January 15, 1998.
Laura M. Tarantino,

Acting Director, Office of Premarket
Approval, Center for Food Safety and Applied
Nutrition.

[FR Doc. 98-2497 Filed 1-30-98; 8:45 am]

BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 98N-0009]

Medical Devices; Exemptions From

Premarket Notification and Reserved
Devices; Class |

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is publishing a
list of class | devices, subject to certain
limitations, that will be exempt from
premarket notification requirements on
February 19, 1998. FDA is also
publishing a list of those class | devices
that FDA believes will remain subject to
premarket notification requirements
because they meet the new statutory
criteria for premarket notification
requirements. These lists do not include
class | devices that have been previously
exempted by regulation from the
premarket notification requirements.
FDA is taking this action in order to
meet a requirement of the Food and
Drug Administration Modernization Act
of 1997 (the FDAMA). The agency

requests comments on whether the list
of class | devices that will remain
subject to the premarket notification
requirements should be modified.
DATES: This notice is effective February
19, 1998. Submit written comments by
May 4, 1998.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 12420 Parklawn Dr.,
rm. 1-23, Rockville, MD 20857.

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:

l. Statutory Background

Under section 513 of the act (21
U.S.C. 360c), FDA must classify devices
into one of three regulatory classes:
Class I, class 1l or class Ill. 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) (Pub. L. 94-295), as
amended by the Safe Medical Devices
Act of 1990 (Pub. L. 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 ensure 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
which 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
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