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after adjustment for inflation is $122
million, using the most current (2005)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this proposed rule to result in any 1-
year expenditure that would meet or
exceed this amount.

XII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that the proposed rule,
if finalized, would not contain policies
that would have substantial direct
effects on the States, on the relationship
between the National Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.
Accordingly, the agency tentatively
concludes that the proposed rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
has not been prepared.

XIIIL. Paperwork Reduction Act of 1995

FDA tentatively concludes that this
proposed rule contains no new
collections of information. Therefore,
clearance by the Office of Management
and Budget (OMB) under the Paperwork
Reduction Act of 1995 (the PRA) (44
U.S.C. 3501-3520) is not required.

This proposed rule designates a
guidance document as a special control.
FDA also tentatively concludes that the
draft special control guidance document
does not contain new information
collection provisions that are subject to
review and clearance by OMB under the
PRA. Elsewhere in this issue of the
Federal Register, FDA is publishing a
notice announcing the availability of
that draft guidance document entitled
“Class II Special Controls Guidance
Document: Tissue Adhesive for the
Topical Approximation of Skin,” which
contains an analysis of the paperwork
burden for the draft guidance.

XIV. 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 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.

XV. References

The following references have been
placed on display in the Division of
Dockets Management (see ADDRESSES)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday.

1. Regulatory & Clinical Research Institute,
Inc. (RCRI), reclassification petition, Docket
No. 2006P-0071, Minneapolis MN, February
9, 2006.

2. Regulatory & Clinical Research Institute,
Inc., reclassification petition, Docket No.
2006P-0071, Minneapolis MN, May 15, 2006.

3. Regulatory & Clinical Research Institute,
Inc., reclassification petition, Docket No.
2006P-0071, Minneapolis MN, July 18, 2006.

4. General and Plastic Surgery Devices
Panel, Transcript, pp. 199 to 207, August 25,
2006.

List of Subjects in 21 CFR Part 878

Medical devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 878 be amended as follows:

PART 878—GENERAL AND PLASTIC
SURGERY DEVICES

1. The authority citation for 21 CFR
part 878 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360j, 371.

2. Section 878.4010 is added to
subpart E to read as follows:

§878.4010 Tissue adhesive.

(a) Tissue adhesives for the topical
approximation of skin—(1)
Identification. Tissue adhesives for the
topical approximation of skin are
intended for topical closure of surgical
incisions, including laparoscopic
incisions, and simple traumatic
lacerations that have easily
approximated skin edges. Tissue
adhesives for the topical approximation
of skin may be used in conjunction
with, but not in place of, deep dermal
stitches.

(2) Classification. Class II (special
controls). The special control for this
device isEFDA’s “Class II Special
Controls Guidance Document: “Tissue
Adhesive for the Topical
Approximation of Skin.” See § 878.1(e)
for the availability of this guidance
document.

(b) Tissue adhesives for non-topical
use—(1) Identification. A tissue
adhesive for non-topical use, including
adhesives intended for use in the
embolization of brain arteriovenous
malformation or for use in ophthalmic
surgery, is a device used for adhesion of
internal tissues and vessels.

(2) Classification. Class III (premarket
approval). As of May 28, 1976, an

approval under section 515 of the act is

required before this device may be

commercially distributed. See § 878.3.
Dated: June 22, 2007.

Linda S. Kahan,

Deputy Director, Center for Devices and
Radiological Health.

[FR Doc. E7—12797 Filed 7—2—07; 8:45 am]
BILLING CODE 4160-01-S

ARCHITECTURAL AND
TRANSPORTATION BARRIERS
COMPLIANCE BOARD

36 CFR Parts 1193 and 1194

Telecommunications Act Accessibility
Guidelines; Electronic and Information
Technology Accessibility Standards

AGENCY: Architectural and

Transportation Barriers Compliance
Board.

ACTION: Notice of meeting.

SUMMARY: The Architectural and
Transportation Barriers Compliance
Board (Access Board) has established a
Telecommunications and Electronic and
Information Technology Advisory
Committee (Committee) to assist it in
revising and updating accessibility
guidelines for telecommunications
products and accessibility standards for
electronic and information technology.
This notice announces the dates, time,
and location of the next committee
meeting.

DATES: The meeting is scheduled for
July 16-18, 2007 (beginning at 9 a.m.
and ending at 5 p.m. each day).
ADDRESSES: The meeting will be held at
the National Science Foundation.
Report to the National Science
Foundation, 4201 Wilson Boulevard,
Arlington, VA 22230, to pick up
security passes and then report to 4121
Wilson Boulevard, Stafford Place II,
Room 555, Arlington, VA 22230 for the
meeting.

FOR FURTHER INFORMATION CONTACT:
Timothy Creagan, Office of Technical
and Information Services, Architectural
and Transportation Barriers Compliance
Board, 1331 F Street, NW., suite 1000,
Washington, DC 20004-1111.
Telephone number: 202—-272-0016
(Voice); 202—-272—-0082 (TTY).
Electronic mail address:
creagan@access-board.gov.
SUPPLEMENTARY INFORMATION: The
Architectural and Transportation
Barriers Compliance Board (Access
Board) established the
Telecommunications and Electronic and
Information Technology Advisory
Committee (Committee) to assist it in
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revising and updating accessibility
guidelines for telecommunications
products and accessibility standards for
electronic and information technology.
The next committee meeting will take
place on July 16-18, 2007. The meeting
will focus on reports and discussion of
recommendations from the following
subcommittees:

e Software, Web, and Content

¢ General Interface Requirements and
Functional Performance Criteria

¢ Computer Hardware

e Subpart A

¢ Documentation and Technical
Support

¢ Telecommunications

e Audio/Visual

¢ Self Contained, Closed Products

¢ Editorial Working Group

The meeting will also discuss the
status of the committee’s work to date
and when a final report may be ready
for presentation to the Access Board.
The full agenda for the July 16-18, 2007
meeting is available at http://
www.access-board.gov/sec508/refresh/
agenda.htm. Notices of future meetings
will be published in the Federal
Register.

Information about the committee,
including future meeting dates is
available at http://www.access-
board.gov/sec508/update-index.htm or
at a special Web site created for the
committee’s work (http://teitac.org). The
site includes a calendar for
subcommittee meetings, e-mail
distribution lists, and a “Wiki” (http://
teitac.org/wiki/TEITAC_Wiki) which
provides interactive online work space.

Committee meetings are open to the
public and interested persons can attend
the meetings and communicate their
views. Members of the public will have
opportunities to address the committee
on issues of interest to them and the
committee during public comment
periods scheduled on each day of the
meeting. Members of groups or
individuals who are not members of the
committee are invited to participate on
subcommittees; participation of this
kind is very valuable to the advisory
committee process.

The meeting site is accessible to
individuals with disabilities. Sign
language interpreters, an assistive
listening system, and real-time
captioning will be provided. For the
comfort of other participants, persons
attending committee meetings are
requested to refrain from using perfume,
cologne, and other fragrances. Due to
security measures at the National
Science Foundation, all attendees must
notify the Access Board’s receptionist at
202—-272-0007 or receptionist@access-
board.gov by July 11, 2007 of their

intent to attend the meeting. This
notification is required for expeditious
entry into the facility and will enable
the Access Board to provide additional
information as needed.

Lawrence W. Roffee,

Executive Director.

[FR Doc. E7-12811 Filed 7-2-07; 8:45 am]
BILLING CODE 8150-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R03-OAR-2007-0451; FRL-8333-5]
Approval and Promulgation of Air
Quality Implementation Plans;

Delaware; Control of VOC Emissions
from Crude Oil Lightering Operations

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA is proposing to approve
a State Implementation Plan (SIP)
revision submitted by the State of
Delaware. This SIP revision pertains to
the control of volatile organic
compound (VOC) emissions from crude
oil lightering operations. This action is
being taken under the Clean Air Act
(CAA).

DATES: Written comments must be
received on or before August 2, 2007.

ADDRESSES: Submit your comments,
identified by Docket ID Number EPA—
R03-0OAR-2007-0451 by one of the
following methods:

A. http://www.regulations.gov. Follow
the on-line instructions for submitting
comments.

B. E-mail:
cripps.christopher@epa.gov.

C. Mail: EPA-R03-OAR-2007-0451,
Christopher Cripps, Acting Chief, Air
Quality Planning Branch, Mailcode
3AP21, U.S. Environmental Protection
Agency, Region III, 1650 Arch Street,
Philadelphia, Pennsylvania 19103.

D. Hand Delivery: At the previously-
listed EPA Region III address. Such
deliveries are only accepted during the
Docket’s normal hours of operation, and
special arrangements should be made
for deliveries of boxed information.

Instructions: Direct your comments to
Docket ID No. EPA-R03-OAR-2007—
0451. EPA’s policy is that all comments
received will be included in the public
docket without change, and may be
made available online at
www.regulations.gov, including any
personal information provided, unless
the comment includes information

claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through www.regulations.gov
or e-mail. The www.regulations.gov Web
site is an “anonymous access’ system,
which means EPA will not know your
identity or contact information unless
you provide it in the body of your
comment. If you send an e-mail
comment directly to EPA without going
through www.regulations.gov, your e-
mail address will be automatically
captured and included as part of the
comment that is placed in the public
docket and made available on the
Internet. If you submit an electronic
comment, EPA recommends that you
include your name and other contact
information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or viruses.

Docket: All documents in the
electronic docket are listed in the
www.regulations.gov index. Although
listed in the index, some information is
not publicly available i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in www.regulations.gov or
in hard copy during normal business
hours at the Air Protection Division,
U.S. Environmental Protection Agency,
Region III, 1650 Arch Street,
Philadelphia, Pennsylvania 19103.
Copies of the State submittal are
available at the Delaware Department of
Natural Resources & Environmental
Control, 89 Kings Highway, P.O. Box
1401, Dover, Delaware 19901.

FOR FURTHER INFORMATION CONTACT: Rose
Quinto, (215) 814-2182, or by e-mail at
quinto.rose@epa.gov.

SUPPLEMENTARY INFORMATION:

I. Background

On May 2, 2007, the Delaware
Department of Natural Resources and
Environmental Control (DNREC)
submitted a revision to its SIP for
Regulation No. 1124, Section 46—
Control of VOC Emissions from Crude
Oil Lightering Operations. Lightering is
the transfer at anchorage for some of the
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