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SUPPLEMENTARY INFORMATION: Pub. L.
100-503, the Computer Matching and
Privacy Protection Act of 1988,
amended the Privacy Act (5 U.S.C. 552a)
by adding certain protections for
individuals applying for and receiving
federal benefits. The law regulates the
use of computer matching by federal
agencies when records in a system of
records are matched with other federal,
state and local government records.
Federal agencies which provide or
receive records in computer matching
programs must:

1. Negotiate written agreements with
source agencies;

2. Provide notification to applicants
and beneficiaries that their records are
subject to matching;

3. Verify match findings before
reducing, suspending, or terminating an
individual’s benefits or payments;

4. Furnish detailed reports to
Congress and OMB; and

5. Establish a Data Integrity Board that
must approve matching agreements.

This computer matching program
meets the requirements of Pub. L. 100-
503.

Dated: October 17, 2003.
Curtis L. Coy,

Deputy Assistant Secretary for
Administration, ACF.

Notice of Computer Matching Program
A. Participating Agencies
VA and the SPAAs.

B. Purpose of the Match

To identify specific individuals who
are receiving benefits from VA and also
receiving payments pursuant to HHS
and Department of Agriculture benefit
programs, and to verify their continued
eligibility for such benefits. SPAAs will
contact affected individuals and seek to
verify the information resulting from the
match before initiating any adverse
actions based on the match results.

C. Authority for Conducting the Match

The authority for conducting the
matching program is contained in
section 402 of the Social Security Act
(42 U.S.C. 602).

D. Records to be Matched

VA will disclose records from its
Privacy Act system of records entitled
“Compensation, Pension, Education and
Rehabilitation Records” (58 VA 21/22
first published at 41 FR 9294 (March 3,
1976), and last amended at 66 FR 47727
(September 13, 2001)). VA’s disclosure
of information for use in this computer
match is listed as a routine use in this
system of records.

VA, as the source agency, will prepare
electronic files containing the names

and other personal identifying data of
eligible veterans receiving benefits.
These records are matched
electronically against SPAA files
consisting of data regarding monthly
Medicaid, Temporary Assistance to
Needy Families (TANF), general
assistance, and Food Stamp
beneficiaries.

1. The electronic files provided by the
SPAAs will contain client names and
Social Security numbers (SSNs).

2. The resulting output returned to the
SPAAs will contain personal identifiers,
including names, SSNs, employers,
current work or home addresses, etc.

E. Inclusive Dates of the Matching
Program

The effective date of the matching
agreement and date when matching may
actually begin shall be at the expiration
of the 40-day review period for OMB
and Congress, or 30 days after
publication of the matching notice in
the Federal Register, whichever date is
later. The matching program will be in
effect for 18 months from the effective
date, with an option to renew for 12
additional months, unless one of the
parties to the agreement advises the
others by written request to terminate or
modify the agreement.

[FR Doc. 03-27356 Filed 10—-29-03; 8:45 am)]
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Agency Information Collection
Activities; Announcement of Office of
Management and Budget Approval;
Registration of Food Facilities Under
the Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Registration of Food Facilities Under
the Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002”” has been
approved by the Office of Management
and Budget (OMB) under the Paperwork
Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug

Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1223.
SUPPLEMENTARY INFORMATION: In the
Federal Register of October 10, 2003 (68
FR 58955), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0502. The
approval expires on October 31, 2006. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: October 22, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03—27292 Filed 10-29-03; 8:45 am]
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Circulatory System Devices Panel of
the Medical Devices Advisory
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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 Committee: Circulatory
System 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 November 20, 2003, from 9 a.m.
to 5 p.m.

Location: Hilton Washington DC
North, Grand Ballroom, 620 Perry
Pkwy., Gaithersburg, MD.

Contact Person: Geretta Wood, Center
for Devices and Radiological Health
(HFZ-450), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301-443-8320,
ext. 143, or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area), code 12625. Please call the
Information Line for up-to-date
information on this meeting.
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Agenda: The committee will discuss,
make recommendations, and vote on a
premarket approval application for a
drug-eluting stent indicated for
improving luminal diameter and
reducing restenosis for the treatment of
de novo lesions. Background
information for the topic, including the
agenda and questions for the committee,
will be available to the public 1
business day before the meeting on the
Internet at http://www.fda.gov/cdrh/
panelmtg.html. Material will be posted
on November 19, 2003.

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 November 10, 2003. Oral
presentations from the public will be
scheduled for approximately 30 minutes
at the beginning of committee
deliberation and for approximately 30
minutes near the end of the committee
deliberations. Time allotted for each
presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before November 10, 2003, 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 AnnMarie
Williams, Conference Management
Staff, at 301-594-1283, ext. 113, 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 21, 2003.

Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 03—27291 Filed 10—-29-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
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Guidance for Industry and FDA Staff:
Class Il Special Controls Guidance
Document: West Nile Virus Serological
Assay; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of the guidance entitled
““Class II Special Controls Guidance
Document: Serological Reagents for the
Laboratory Diagnosis of West Nile
Virus.” This guidance document
describes a means by which West Nile
virus serological reagents 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 West
Nile Virus IgM Capture Elisa assay into
class II (special controls). This guidance
document is immediately in effect as the
special control for West Nile virus
serological reagents, but it remains
subject to comment in accordance with
the agency’s good guidance practices
(GGPs).

DATES: Submit written or electronic
comments on this guidance at any time.

ADDRESSES: Submit written requests for
single copies of this guidance on a 3.5"
diskette of the guidance document
entitled ““Class II Special Controls
Guidance Document: Serological
Reagents for the Laboratory Diagnosis of
West Nile Virus” 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.
Identify comments with the docket
number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Sally Hojvat, 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 West Nile Virus IgM
Capture Elisa 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 West Nile virus
serological reagents. 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 III 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 we receive 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 good guidance
practices regulation (21 CFR 10.115).
The guidance represents the agency’s
current thinking on West Nile virus
serological 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.

II1. Electronic Access

To receive “Class II Special Controls
Guidance Document: Serological
Reagents for the Laboratory Diagnosis of
West Nile Virus” by fax machine, call
the CDRH Facts-On-Demand system at



