Federal Register/Vol. 73, No. 98/Tuesday, May 20, 2008/ Notices

29137

recommendations (i.e., proposed test
method uses, proposed recommended
standardized protocol, proposed test
method performance standards, and
proposed additional studies) and
commented on whether the
recommendations were supported by
the information provided in the draft
BRDs.

The Panel’s conclusions and
recommendations are detailed in the
Peer Review Panel Final Report:
Validation Status of New Versions and
Applications of the Murine Local Lymph
Node Assay (LLNA): A Test Method for
Assessing the Allergic Contact
Dermatitis Potential of Chemicals and
Products (available at http://
iccvam.niehs.nih.gov/methods/
immunotox/lIna_PeerPanel.htm). The
draft BRDs, draft ICCVAM test method
recommendations, and the draft LLNA
Performance Standards are available at
http://iccvam.niehs.nih.gov/methods/
immunotox/immunotox.htm.

Request for Comments

NICEATM invites the submission of
written comments on the Panel’s report.
When submitting written comments,
please refer to this Federal Register
notice and include appropriate contact
information (name, affiliation, mailing
address, phone, fax, e-mail, and
sponsoring organization, if applicable).
All comments received will be made
publicly available on the NICEATM-
ICCVAM Web site at http://ntp-
apps.niehs.nih.gov/iccvampb/
searchPubCom.cfm. In addition, there
will be an opportunity for oral public
comments on the Panel’s report during
an upcoming meeting of SACATM
scheduled for June 18-19, 2008.
Information concerning the SACATM
meeting will be published in a separate
Federal Register notice and available on
the SACATM Web site at http://
ntp.niehs.nih.gov/go/7441.

ICCVAM will consider the Panel
report along with SACATM and public
comments when finalizing test method
recommendations. An ICCVAM test
method evaluation report, which will
include the final ICCVAM
recommendations, will be forwarded to
relevant Federal agencies for their
consideration. The evaluation report
will also be available to the public on
the NICEATM-ICCVAM Web site and
by request from NICEATM (see
ADDRESSES above).

Background Information on ICCVAM,
NICEATM, and SACATM

ICCVAM is an interagency committee
composed of representatives from 15
Federal regulatory and research agencies
that use, generate, or disseminate

toxicological information. ICCVAM
conducts technical evaluations of new,
revised, and alternative methods with
regulatory applicability and promotes
scientific validation, regulatory
acceptance, and national and
international harmonization of
toxicological test methods that more
accurately assess safety and hazards of
chemicals and products and that refine,
reduce, and replace animal use. The
ICCVAM Authorization Act of 2000 (42
U.S.C. 2851-3, available at http://
iccvam.niehs.nih.gov/docs/about_docs/
PL106545.pdf) established ICCVAM as a
permanent interagency committee of the
NIEHS under NICEATM. NICEATM
administers ICCVAM and provides
scientific and operational support for
ICCVAM-related activities. NICEATM
and ICCVAM work collaboratively to
evaluate new and improved test
methods applicable to the needs of
Federal agencies. Additional
information about ICCVAM and
NICEATM can be found at the
NICEATM-ICCVAM Web site (http://
iccvam.niehs.nih.gov).

Additional information about
SACATM, including the charter, roster,
and records of past meetings, can be
found at http://ntp.niehs.nih.gov/go/
167.
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Dated: May 8, 2008.
Samuel H. Wilson,
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Toxicology Program.
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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: Plasmodium Species
Antigen Detection Assays.” This
guidance document describes a means
by which antigen detection assays for
Plasmodium species may comply with
the requirement of special controls for
class I devices. It includes
recommendations for validation of
performance characteristics and
recommendations for product labeling.
Elsewhere in this issue of the Federal
Register, FDA is publishing a final rule
to classify these device types into class
II (special controls). This guidance
document is immediately in effect as the
special control for antigen detection
assays for Plasmodium species, but it
remains subject to comment in
accordance with the agency’s good
guidance practices.

DATES: Submit written or electronic
comments on this guidance at any time.
General comments on agency guidance
documents are welcome at any time.
ADDRESSES: Submit written requests for
single copies of the guidance document
entitled ““Class II Special Controls
Guidance Document: Plasmodium
Species Antigen Detection Assays’ 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 one self-
addressed adhesive label to assist that
office in processing your request, or fax
your request to 240-276-3151. 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.regulations.gov. Identify
comments with the docket number
found in brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT:
Freddie Poole, Center for Devices and
Radiological Health (HFZ-440), Food
and Drug Administration,2098 Gaither
Rd., Rockville, MD 20850, 240-276—
0712.

SUPPLEMENTARY INFORMATION:

I. Background

Elsewhere in this issue of the Federal
Register, FDA is publishing a final rule
classifying Plasmodium species antigen
detection assays into class II (special
controls) under section 513(f)(2) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 360(c)(f)(2)). This
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guidance document will serve as the
special control for Plasmodium species
antigen detection assays. 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 FDA
to 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 must
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 § 10.115(g)(2) (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.

II. Significance of Guidance

This guidance is being issued
consistent with FDA’s good guidance
practices regulation (§ 10.115). The
guidance represents the agency’s current
thinking on “Plasmodium species
antigen detection 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 statute and regulations.

III. Electronic Access

Persons interested in obtaining a copy
of the guidance may do so by using the
Internet. To receive “Class II Special
Controls Guidance Document:
Plasmodium Species Antigen Detection
Assays” you may either send an e-mail
request to dsmica@fda.hhs.gov to
receive an electronic copy of the
document or send a fax request to 240—
276-3151 to receive a hard copy. Please
use the document number 1646 to
identify the guidance you are
requesting.

CDRH maintains an entry on the
Internet for easy access to information
including text, graphics, and files that
may be downloaded to a personal
computer with Internet access. Updated
on a regular basis, the CDRH home page

includes device safety alerts, Federal
Register reprints, information on
premarket submissions (including lists
of approved applications and
manufacturers’ addresses), small
manufacturer’s assistance, information
on video conferencing and electronic
submissions, Mammography Matters,
and other device-oriented information.
The CDRH Web site may be accessed at
http://www.fda.gov/cdrh. A search
capability for all CDRH guidance
documents is available at http://
www.fda.gov/cdrh/guidance.html.
Guidance documents are also available
at http://www.regulations.gov.

IV. Paperwork Reduction Act of 1995

This guidance refers to previously
approved collections of information
found in FDA regulations. These
collections of information are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). The collections of information in
21 CFR part 807, subpart E, have been
approved under OMB control number
0910-0120; and the collections of
information in 21 CFR parts 801 and
809 have been approved under OMB
control number 0910-0485.

V. Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
Submit a single copy of electronic
comments or submit two paper copies of
any mailed comments, except that
individuals may submit one paper 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 Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

Please note that on January 15, 2008,
the FDA Division of Dockets
Management Web site transitioned to
the Federal Dockets Management
System (FDMS). FDMS is a
Government-wide, electronic docket
management system. Electronic
comments or submissions will be
accepted by FDA only through FDMS at
http://www.regulations.gov.

Dated: April 30, 3008.
Daniel G. Schultz,

Director, Center for Devices and Radiological
Health.

[FR Doc. E8—-11261 Filed 5-19-08; 8:45 am]
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In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92—-463), notice is hereby given
of the following meeting:

Name: Advisory Commission on
Childhood Vaccines (ACCV).

Date and Time: June 5, 2008, 12 p.m. to 5
p-m. EDT. June 6, 2008, 9 a.m. to 12:30 p.m.
EDT.

Place: Parklawn Building (and via audio
conference call), Conference Rooms G & H,
5600 Fishers Lane, Rockville, MD 20857.

The ACCV will meet on Thursday, June 5
from 1 p.m. to 5 p.m. (EDT) and Friday, June
6 from 9 a.m. to 12:30 p.m. (EDT). The public
can join the meeting via audio conference
call by dialing 1-888-593—8429 on June 5 &
6 and providing the following information:

Leader’s Name: Dr. Geoffrey Evans.

Password: ACCV.

Agenda: The agenda items for the June
meeting will include, but are not limited to:
updates from the Division of Vaccine Injury
Compensation (DVIC), Department of Justice,
National Vaccine Program Office,
Immunization Safety Office (Centers for
Disease Control and Prevention), National
Institute of Allergy and Infectious Diseases
(National Institutes of Health), and Center for
Biologics Evaluation and Research (Food and
Drug Administration). Agenda items are
subject to change as priorities dictate.

Public Comments: Persons interested in
providing an oral presentation should submit
a written request, along with a copy of their
presentation to: Michelle Herzog, DVIC,
Healthcare Systems Bureau (HSB), Health
Resources and Services Administration
(HRSA), Room 11C-26, 5600 Fishers Lane,
Rockville, Maryland 20857 or e-mail:
mherzog@hrsa.gov. Requests should contain
the name, address, telephone number, and
any business or professional affiliation of the
person desiring to make an oral presentation.
Groups having similar interests are requested
to combine their comments and present them
through a single representative. The
allocation of time may be adjusted to
accommodate the level of expressed interest.
DVIC will notify each presenter by mail or
telephone of their assigned presentation time.
Persons who do not file an advance request
for a presentation, but desire to make an oral
statement, may announce it at the time of the
comment period. These persons will be
allocated time as it permits.

For Further Information Contact: Anyone
requiring information regarding the ACCV
should contact Michelle Herzog, DVIC, HSB,
HRSA, Room 11C-26, 5600 Fishers Lane,
Rockville, MD 20857; telephone (301) 443—
6593 or e-mail: mherzog@hrsa.gov.
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