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this additional information to the labels
for their products, separate from any
other label changes for their products.
We estimate that at least 90 percent of
firms would coordinate the addition of
the statement on the label that their
products were not developed using
bioengineering with other changes in
their labels, in which case the voluntary
cost of transmitting the information to
consumers in labeling would be
included almost entirely in the cost of
other voluntary or required labeling
changes. The incremental cost for these
803 firms (893 x 90 percent) would be
approximately $50 per label for 16,878
labels, or $843,900 total. For the
remaining 90 firms that would not
coordinate changes with other labeling
changes, we estimate that the cost
would be approximately $500 per label
for 1,875 labels, or $937,500 total. The
estimated total operating and
maintenance costs in table 1 of this
document are, therefore, $1,781,400.

When determining the annual
recordkeeping burden (table 2 of this
document), we estimated that the
number of firms that would maintain
records to substantiate labeling that
their products were not developed using
bioengineering is the same as the
number of respondents with the
reporting burden minus the number of
firms marketing organic products (i.e.,
68). We did not include products that
are labeled ““organic” in the estimated
annual recordkeeeping burden because
according to a proposal in the Federal
Register of March 13, 2000 (65 FR
13512), issued by the Agriculture
Marketing Service of the U.S.
Department of Agriculture, a food
labeled as “organic” would not be
permitted to contain bioengineered
materials. Therefore, the 16,985 organic
products available today would be able
to bear a voluntary labeling statement
that the food was not developed using
bioengineering. Thus, there is no
additional paperwork burden to
substantiate a claim that a product is not
developed using bioengineering for
these products. Because most of the
nonorganic products whose producers
have stated they will not use
bioengineered ingredients are made by
large firms for whom the verification
process is not likely to impose a
significant burden relative to the size of
their operation, we assume that the
paperwork processing time associated
with testing or source verification for
these products is approximately 1 hour
for a total of 1,768 hours per year.
Therefore, FDA estimated that the total
recordkeeping burden would be 1,768
hours per year. Based on our

experience, we have estimated that the

overhead and maintenance cost are $30

per hour. The estimated total operating

and maintenance cost in table 2 of this

document are, therefore, $53,040 total.
Dated: October 24, 2003.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. 03-27391 Filed 10—-30-03; 8:45 am)]

BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Psychopharmacologic Drugs Advisory
Committee and the Pediatric
Subcommittee of the Anti-Infective
Drugs Advisory Committee; Notice of
Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committees:
Psychopharmacologic Drugs Advisory
Committee and the Pediatric
Subcommittee of the Anti-Infective
Drugs 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 February 2, 2004, from 8 a.m.
to 5 p.m.

Location: Holiday Inn, Versailles
Ballrooms, 8120 Wisconsin Ave.,
Bethesda, MD.

Contact Person: Anuja Patel, Center
for Drug Evaluation and Research (HFD—
21), Food and Drug Administration,
5600 Fishers Lane (for express delivery,
5630 Fishers Lane, rm. 1093), Rockville,
MD 20857, 301-827-7001, FAX: 301—
827—-6776 or e-mail:
patelA@cder.fda.gov, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), code 12544 or
12532. Please call the Information Line
for up-to-date information on this
meeting.

Agenda: The Psychopharmacologic
Drugs Advisory Committee and the
Pediatric Subcommittee of the Anti-
Infective Drugs Advisory Committee
will discuss reports of the occurrence of
suicidality (both suicidal ideation and
suicide attempts) in clinical trials for
various antidepressant drugs in

pediatric patients with major depressive
disorder (MDD). The committee will
consider optimal approaches to the
analysis of data from these trials, and
the results of analyses conducted to
date, with regard to the question of what
regulatory action may be needed
pertinent to the clinical use of these
products in pediatric patients. The
committee will also consider further
research needs to address questions on
this topic.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by January 26, 2004. Oral
presentations from the public will be
scheduled between approximately 8:15
a.m. to 9:15 a.m., and 1 p.m. to 1:30
p-m. Time allotted for each presentation
may be limited. Those desiring to make
formal oral presentations should notify
the contact person before January 26,
2004, and submit a brief statement of
the general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time requested to make
their presentation.

Persons attending FDA’s advisory
committee meetings are advised that the
agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee
meetings and will make every effort to
accommodate persons with physical
disabilities or special needs. If you
require special accommodations due to
a disability, please contact Anuja Patel
at least 7 days in advance of the
meeting.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: October 23, 2003.
Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 03—27394 Filed 10-30-03; 8:45 am]
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The Food and Drug Administration
(FDA) is announcing an amendment to
the notice of meeting of the Veterinary
Medicine Advisory Committee. This
meeting was announced in the Federal
Register of September 18, 2003 (68 FR
54734). The amendment is being made
to reflect changes in the Date and Time,
and the Agenda, portions of the
document. Specifically, due to
withdrawal of permission by a sponsor
to discuss a specific fourth generation
cephalosporin on November 3, 2003, the
topic has been indefinitely postponed.
Discussions on November 5, 2003,
regarding genetic engineering research
with food animals have also been
postponed.

FOR FURTHER INFORMATION CONTACT:
Aleta Sindelar, Center for Veterinary
Medicine (CVM) (HFV-3), Food and
Drug Administration, 7519 Standish Pl.,
Rockville, MD 20855, 301-827—4515, e-
mail: asindela@cvm.fda.gov, or FDA
Advisory Committee Information Line,
1-800-741-8138 (301—-443-0572 in the
Washington, DC area), code 12546.
Please call the Information Line for up-
to-date information on this meeting.

SUPPLEMENTARY INFORMATION: In the
Federal Register of September 18, 2003,
FDA announced that a meeting of the
Veterinary Medicine Advisory
Committee will be held on November 3,
4, and 5, 2003. On page 54734, in the
second column, the Date and Time
portion of the meeting is amended to
read as follows:

Date and Time: The meeting will be
held on November 4, 2003, from 9 a.m.
to 5 p.m.

On page 54734, in the second column,
the Agenda portion of the meeting is
amended to read as follows:

Agenda: On November 4, 2003, the
committee will hear a preview of a draft
risk assessment on animal cloning using
somatic cell nuclear transfer. The risk
assessment addresses both animal
health and consumption of food derived
from animal clones and their progeny.
Background information that includes a
draft executive summary of the risk
assessment will be made available to
committee members and the public in
advance of the meeting and posted on
CVM'’s home page at http://
www.fda.gov/cvim. A limited number of
paper copies of the background
information will be available at the
registration table. The complete draft
risk assessment document will be made
available for public comment at a later
date.

Dated: October 28, 2003.
Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 03-27558 Filed 10-29-03; 1:11 pm]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of the guidance entitled
“Class II Special Controls Guidance
Document: Endotoxin Assay.” This
guidance document describes a means
by which an endotoxin assay may
comply with the requirement of special
controls for class II devices. Elsewhere
in this issue of the Federal Register,
FDA is publishing a final rule to classify
the endotoxin assay into class II (special
controls). This guidance document is
effective immediately as the special
control for the endotoxin assay, but it
remains subject to comment in
accordance with the agency’s good
guidance practices (GGPs).

DATES: Submit written or electronic
comments on agency guidances at any
time.

ADDRESSES: Submit written requests for
single copies on a 3.5” diskette of the
guidance document entitled “Class II
Special Control Guidance Document:
Endotoxin Assay” to the Division of
Small Manufacturers, International, and
Consumer Assistance (HFZ-220), Center
for Devices and Radiological Health,
Food and Drug Administration, 1350
Piccard Dr., Rockville, MD 20850. Send
two self-addressed adhesive labels to
assist that office in processing your
request, or fax your request to 301-443—
8818. See the SUPPLEMENTARY
INFORMATION section for information on
electronic access to the guidance.
Submit written comments concerning
this guidance to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments.
Comments should be identified with the

docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Freddie M. Poole, Center for Devices
and Radiological Health (HFZ—-440),
Food and Drug Administration, 2098
Gaither Rd., Rockville, MD 20850, 301—
594-2096.

SUPPLEMENTARY INFORMATION:

I. Background

Elsewhere in this issue of the Federal
Register, FDA is publishing a final rule
classifying the endotoxin assay into
class II (special controls) under section
513(f)(2) of the Federal Food, Drug, and
Cosmetic Act (the act) (21 U.S.C.
360c(f)(2)). This guidance document
will serve as the special control for the
endotoxin assay. Section 513(f)(2) of the
act provides that any person who
submits a premarket notification under
section 510(k) of the act (21 U.S.C.
360(k)) for a device that has not
previously been classified may, within
30 days after receiving an order
classifying the device in class IIl under
section 513(f)(1) of the act, request that
FDA classify the device under the
criteria set forth in section 513(a)(1) of
the act. FDA shall, within 60 days of
receiving such a request, classify the
device by written order. This
classification shall be the initial
classification of the device. Within 30
days after the issuance of an order
classifying the device, FDA will publish
a notice in the Federal Register
announcing such classification.

Because of the timeframes established
by section 513(f)(2) of the act, FDA has
determined, under 21 CFR 10.115(g)(2),
that it is not feasible to allow for public
participation before issuing this
guidance as a final guidance document.
Therefore, FDA is issuing this guidance
document as a level 1 guidance
document that is immediately in effect.
FDA will consider any comments that
are received in response to this notice
to determine whether to amend the
guidance document.

IL. Significance of Guidance

This guidance is being issued
consistent with FDA’s GGPs regulation
(21 CFR 10.115). The guidance
represents the agency’s current thinking
on endotoxin assays. 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 statutes
and regulations.

II1. Electronic Access

To receive “Class II Special Controls
Guidance Document: Endotoxin Assay”
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