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requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

FDA Safety Alert/Public Health
Advisory Readership Survey (OMB No.
0910-0341B—Extension)

Section 705(b) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 375(b)) authorizes FDA to
disseminate information concerning
imminent danger to public health by
any regulated product. The Center for
Devices and Radiological Health (CDRH)
communicates these risks to user
communities through two publications:
(1) The FDA Safety Alert and (2) the
Public Health Advisory. Safety alerts
and advisories are sent to organizations
such as hospitals, nursing homes,
hospices, home health care agencies,
manufacturers, retail pharmacies, and
other health care providers. Subjects of
previous alerts included spontaneous
combustion risks in large quantities of
patient examination gloves, hazards
associated with the use of electric
heating pads, and retinal photic injuries
from operating microscopes during
cataract surgery.

Section 1701(a)(4) of the Public
Health Service Act (42 U.S.C.
300u(a)(4)) authorizes FDA to conduct
research relating to health information.
FDA seeks to evaluate the clarity,
timeliness, and impact of safety alerts
and public health advisories by
surveying a sample of recipients.
Subjects will receive a questionnaire to
be completed and returned to FDA. The
information to be collected will address
how clearly actions for reducing risk are
explained, the timeliness of the
information, and whether the reader has
taken any action to eliminate or reduce
risk as a result of information in the
alert. Subjects will also be asked
whether they wish to receive future
alerts electronically, as well as how the
safety alert program might be improved.

The information collected will be
used to shape FDA'’s editorial policy for
the safety alerts and public health
advisories. Understanding how target
audiences view these publications will
aid in deciding what changes should be
considered in their content, format, and
method of dissemination.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL
REPORTING BURDEN?!

Annual
No. of Fre- Total Hours
Re- quency | Annual per Total
spond- per Re- Re- Hours
ents Re- sponses | sponse
sponse
308 3 924 17 157

1There are no capital costs or operating
and maintenance costs associated with this
collection of information.

Based on the history of the safety alert
and public health advisory program, it
is estimated that an average of three
collections will be conducted a year.
The total burden of response time is
estimated at 10 minutes per survey. This
was derived by CDRH staff completing
the survey and through discussions with
the contacts in trade organizations.

Dated: November 19, 1999.
William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 99-30728 Filed 11-24-99; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Ciba Specialty Chemicals Corp. has
filed a petition proposing that the food
additive regulations be amended to
expand the safe use of oxidized
bis(hydrogenated tallow alkyl) amines
as a process stabilizer for certain olefin
polymers intended for use in contact
with food.

FOR FURTHER INFORMATION CONTACT:
Andrew J. Zajac, Center for Food Safety
and Applied Nutrition, (HFS-215), Food

and Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202—418-3095.
SUPPLEMENTARY INFORMATION: Under the
Federal Food, Drug, and Cosmetic Act
(sec. 409(b)(5) (21 U.S.C. 348(b)(5))),
notice is given that a food additive
petition (FAP 0B4700) has been filed by
Ciba Specialty Chemicals Corp., 540
White Plains Rd., P.O. Box 2005,
Tarrytown, NY 10591-9005. The
petition proposes to amend the food
additive regulations in § 178.2010
Antioxidants and/or stabilizers for
polymers (21 CFR 178.2010) to expand
the safe use of oxidized
bis(hydrogenated tallow alkyl) amines
as a process stabilizer for certain olefin
polymers intended for use in contact
with food.

The agency has determined under 21
CFR 25.32(i) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

Dated: November 3, 1999.

Alan M. Rulis,

Director, Office of Premarket Approval,

Center for Food Safety and Applied Nutrition.
[FR Doc. 99-30729 Filed 11-24-99; 8:45 am]
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ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). At least one portion of the
meeting will be closed to the public.

Name of Committee: Immunology
Devices Panel of the Medical Devices
Advisory Committee.

General Function of the Committee:
To provide advice and
recommendations to the agency on
FDA’s regulatory issues.

Date and Time: The meeting will be
held on December 13, 1999, 9:30 a.m. to
5:30 p.m.

Location: Corporate Bldg., conference
room 020B, 9200 Corporate Blvd.,
Rockville, MD.

Contact Person: Louise E. Magruder,
Center for Devices and Radiological
Health (HFZ-440), Food and Drug



