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Presidential Documents

Title 3—

The President

Executive Order 13422 of January 18, 2007

Further Amendment to Executive Order 12866 on Regulatory
Planning and Review

By the authority vested in me as President by the Constitution and laws
of the United States of America, it is hereby ordered that Executive Order
12866 of September 30, 1993, as amended, is further amended as follows:

Section 1. Section 1 is amended as follows:
(a) Section 1(b)(1) is amended to read as follows:

“(1) Each agency shall identify in writing the specific market failure
(such as externalities, market power, lack of information) or other specific
problem that it intends to address (including, where applicable, the failures
of public institutions) that warrant new agency action, as well as assess
the significance of that problem, to enable assessment of whether any
new regulation is warranted.”

(b) by inserting in section 1(b)(7) after “regulation” the words “or guidance
document”’.

(c) by inserting in section 1(b)(10) in both places after “regulations” the
words “and guidance documents”.

(d) by inserting in section 1(b)(11) after ‘“‘its regulations” the words “‘and
guidance documents”.

13

(e) by inserting in section 1(b)(12) after ‘“regulations” the words ‘“and

guidance documents”.
Sec. 2. Section 2 is amended as follows:

(a) by inserting in section 2(a) in both places after ‘‘regulations” the
words “and guidance documents”.

(b) by inserting in section 2(b) in both places after “regulations” the
words “and guidance documents”.

Sec. 3. Section 3 is amended as follows:

s 9

a) by striking in section 3(d) “or ‘rule’ ”” after ** ‘Regulation’ ”’;

b) by striking in section 3(d)(1) “or rules” after “Regulations”;

) (d)(
c) by striking in section 3(d)(2) ““or rules” after “Regulations”’;

e) by striking in section 3(e) “rule or” from “final rule or regulation”;

(
(
(
(d) by striking in section 3(d)(3) “‘or rules” after ‘““‘Regulations”’;
(
(f) by striking in section 3(f) “rule or” from “rule or regulation”’;
(

g) by inserting after section 3(f) the following:

“(g) “Guidance document” means an agency statement of general ap-
plicability and future effect, other than a regulatory action, that sets
forth a policy on a statutory, regulatory, or technical issue or an inter-
pretation of a statutory or regulatory issue.

(h) “Significant guidance document” —

(1) Means a guidance document disseminated to regulated entities or
the general public that, for purposes of this order, may reasonably
be anticipated to:
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(A) Lead to an annual effect of $100 million or more or adversely
affect in a material way the economy, a sector of the economy, pro-
ductivity, competition, jobs, the environment, public health or safe-
ty, or State, local, or tribal governments or communities;

(B) Create a serious inconsistency or otherwise interfere with an ac-
tion taken or planned by another agency;

(C) Materially alter the budgetary impact of entitlements, grants,
user fees, or loan programs or the rights or obligations of recipients
thereof; or

(D) Raise novel legal or policy issues arising out of legal mandates,
the President’s priorities, or the principles set forth in this Execu-
tive order; and (2) Does not include:

(A) Guidance documents on regulations issued in accordance with
the formal rulemaking provisions of 5 U.S.C. 556, 557;

(B) Guidance documents that pertain to a military or foreign affairs
function of the United States, other than procurement regulations
and regulations involving the import or export of non-defense arti-
cles and services;

(C) Guidance documents on regulations that are limited to agency
organization, management, or personnel matters; or

(D) Any other category of guidance documents exempted by the Ad-
ministrator of OIRA.”

Sec. 4. Section 4 is amended as follows:

(a) Section 4(a) is amended to read as follows: “The Director may convene
a meeting of agency heads and other government personnel as appropriate
to seek a common understanding of priorities and to coordinate regulatory
efforts to be accomplished in the upcoming year.”

(b) The last sentence of section 4(c)(1) is amended to read as follows:
“Unless specifically authorized by the head of the agency, no rulemaking
shall commence nor be included on the Plan without the approval of
the agency’s Regulatory Policy Office, and the Plan shall contain at a
minimum:”.

(c) Section 4(c)(1)(B) is amended by inserting “of each rule as well as
the agency’s best estimate of the combined aggregate costs and benefits
of all its regulations planned for that calendar year to assist with the
identification of priorities” after “of the anticipated costs and benefits”.

(d) Section 4(c)(1)(C) is amended by inserting ““, and specific citation
to such statute, order, or other legal authority’ after “‘court order”.

Sec. 5. Section 6 is amended as follows:

(a) by inserting in section 6(a)(1) “In consultation with OIRA, each agency
may also consider whether to utilize formal rulemaking procedures under
5 U.S.C. 556 and 557 for the resolution of complex determinations” after
“comment period of not less than 60 days.”

(b) by amending the first sentence of section 6(a)(2) to read as follows:
“Within 60 days of the date of this Executive order, each agency head
shall designate one of the agency’s Presidential Appointees to be its Regu-
latory Policy Officer, advise OMB of such designation, and annually update
OMB on the status of this designation.”

Sec. 6. Sections 9-11 are redesignated respectively as sections 10-12.

Sec. 7. After section 8, a new section 9 is inserted as follows:

“Sec. 9. Significant Guidance Documents. Each agency shall provide
OIRA, at such times and in the manner specified by the Administrator
of OIRA, with advance notification of any significant guidance docu-
ments. Each agency shall take such steps as are necessary for its Reg-
ulatory Policy Officer to ensure the agency’s compliance with the re-
quirements of this section. Upon the request of the Administrator, for
each matter identified as, or determined by the Administrator to be,
a significant guidance document, the issuing agency shall provide to
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OIRA the content of the draft guidance document, together with a
brief explanation of the need for the guidance document and how it
will meet that need. The OIRA Administrator shall notify the agency
when additional consultation will be required before the issuance of
the significant guidance document.”
Sec. 8. Newly designated section 10 is amended to read as follows:

“Sec. 10. Preservation of Agency Authority. Nothing in this order shall
be construed to impair or otherwise affect the authority vested by law
in an agency or the head thereof, including the authority of the Attor-

ney General relating to litigation.”

THE WHITE HOUSE,
January 18, 2007.

[FR Doc. 07-293
Filed 1-22-07; 8:45 am)]
Billing code 3195-01-P
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NATIONAL ARCHIVES AND RECORDS
ADMINISTRATION

2 CFR Part 2600

36 CFR Parts 1206 and 1209

[DOCKET NUMBER: NARA-06-0010]

RIN 3095-AB56

National Archives and Records
Administration Implementation of OMB

Guidance on Nonprocurement
Debarment and Suspension

AGENCY: National Archives and Records
Administration (NARA).

ACTION: Final rule; request for comment.

SUMMARY: The National Archives and
Records Administration is establishing a
new Part 2600 in 2 CFR that adopts the
Office of Management and Budget’s
(OMB’s) guidance in 2 CFR Part 180, as
supplemented by this new part, as
NARA'’s policies and procedures for
nonprocurement and debarment and
suspension. NARA is removing 36 CFR
part 1209, the part containing NARA’s
implementation of the government-wide
common rule on nonprocurement
debarment and suspension. The new
part in 2 CFR part 2600 will serve the
same purpose as the common rule in a
simpler way. This regulatory action is
an administrative simplification that
would make no substantive change in
NARA'’s policy or procedures for
nonprocurement debarment and
suspension.

DATES: This final rule is effective
February 28, 2007. Comments on this
final rule must be received by February
22,2007 at the address shown below.
NARA intends to publish any changes
to the rule resulting from this comment
period before the February 28, 2007,
effective date.

ADDRESSES: NARA invites interested
persons to submit comments on this
final rule. Please include “Attn: RIN

3095—-AB56” and your name and
mailing address in your comments.
Comments may be submitted by any of
the following methods:

o Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Fax: Submit comments by facsimile
transmission to 301-837—-0319.

e Mail: Send comments to
Regulations Comments Desk (NPOL),
Room 4100, Policy and Planning Staff,
National Archives and Records
Administration, 8601 Adelphi Road,
College Park, MD 20740-6001.

e Hand Delivery or Courier: Deliver
comments to 8601 Adelphi Road,
College Park, MD.

FOR FURTHER INFORMATION CONTACT:
Laura McCarthy at 301-837-3023 or fax
number 301-837-0319.

SUPPLEMENTARY INFORMATION: On August
31, 2005, the Office of Management and
Budget (OMB) issued interim final
guidance for government-wide
procurement suspension and debarment
(70 FR 51863). This guidance, located in
2 CFR Part 180, is substantively the
same as the common rule, but is
published in a form that each agency
can adopt, thus eliminating the need for
each agency to publish its separate
version of the same rule. It also
facilitates the ability to update
government-side requirements without
each agency having to re-promulgate its
own rules.

NARA'’s current regulation on
nonprocurement suspension and
debarment is found in 36 CFR Part 1209.
In accordance with OMB’s guidance,
this final rule places NARA’s
nonprocurement debarment and
suspension regulations in subtitle B of
title 2 of the CFR, along with other
agencies’ nonprocurement debarment
and suspension. The new 2 CFR part
2600 adopts the OMB guidelines with
the same additions and clarifications
that NARA made to the government-
wide “common rule” on this subject
issued November 26, 2003 (68 FR
66544, 66616). The substance of
NARA’s nonprocurement debarment
and suspension regulations is
unchanged.

In light of the new part 2600, NARA
is removing 36 CFR 1209, which is the
current location for NARA’s
nonprocurement debarment and
suspension regulations. NARA is also
amending the section in 36 CFR part

1206 that provides the regulatory
requirement provisions for the National
Historical Publications and Records
Commission (NHPRC) to reflect the new
CFR location of these nonprocurement
suspension and debarment
requirements.

Because the regulatory amendments
to 2 CFR part 2600 are an administrative
simplification and there are no
substantive changes in NARA’s policy
or procedures for nonprocurement
debarment and suspension, NARA is
publishing the revisions as a final rule
with request for comments and not as a
proposed rule. If NARA receives
comments that result in any changes to
the proposed final rule, the changes will
be published before the February 28,
2007, effective date.

Executive Order 12866

OMB has determined this rule to be
a nonsignificant regulatory action for
the purposes of Executive Order 12866
and it has not been reviewed by the
Office of Management and Budget.

Regulatory Flexibility Act of 1980 (5
U.S.C. 605(b))

This final regulatory action will not
have a significant adverse impact on a
substantial number of small entities.

Unfunded Mandates of 1995 (Sec. 202,
Pub. L. 104-4)

This regulatory action does not
contain a Federal mandate that will
result in the expenditure by State, local,
and tribal governments, in aggregate, or
by the private sector of $100 million or
more in any one year.

Paperwork Reduction Act of 1995 (44
U.S.C., Chapter 35)

This regulatory action will not impose
any additional reporting or
recordkeeping requirements under the
Paperwork Reduction Act.

Federalism (Executive Order 13132)

This regulatory action does not have
Federalism implications, as set forth in
Executive Order 13132. It will not 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.
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List of Subjects

2 CFR Part 2600

Administrative practice and
procedures, Debarment and suspension,
Grant programs, Reporting and
recordkeeping requirements.

36 CFR Part 1206

Archives and records, Grant
programs—education, Reporting and
recordkeeping requirements.

36 CFR Part 1209

Administrative practice and
procedure, Grant programs, Loan
programs, Reporting and recordkeeping
requirements.

m Accordingly, under the authority of 44
U.S.C. 2104(a), NARA amends the Code
of Federal Regulations, Title 2, Subtitle
B, and Title 36 parts 1206 and 1209, as
follows:

Title 2—Grants and Agreements

m 1. Add Chapter 26, consisting of part
2600, to Subtitle B to read as follows:

Chapter 26—National Archives and Records
Administration

PART 2600—NONPROCUREMENT
DEBARMENT AND SUSPENSION

Sec.

2600.10 What does this part do?

2600.20 Does this part apply to me?

2600.30 What policies and procedures must
I follow?

Subpart A—General
2600.137 Who in NARA may grant an

exception to let an excluded person
participate in a covered transaction?

Subpart B—Covered Transactions
2600.220 What contracts and subcontracts,

in addition to those listed in 2 CFR
180.220, are covered transactions?

Subpart C—Responsibilities of Participants

Regarding Transactions

2600.332 What methods must I use to pass
requirements down to participants at
lower tiers with whom I intend to do
business?

Subpart D—Responsibilities of Federal

Agency Officials Regarding Transactions

2600.437 What method do I use to
communicate to a participant the
requirements described in the OMB
guidance at 2 CFR 180.4357

Subparts E-J—[Reserved]

Authority: Sec. 2455, Pub. L. 103-355, 108
Stat. 3327; E.O. 12549, 3 CFR, 1986 Comp.,
p. 189; E.O. 12689, 3 CFR, 1989 Comp., p.
235; 44 U.S.C. 2104(a).

§2600.10 What does this part do?

This part adopts the Office of
Management and Budget (OMB)
guidance in Subparts A through I of 2

CFR part 180, as supplemented by this
part, as NARA’s policies and procedures
for nonprocurement debarment and
suspension. It thereby gives regulatory
effect for NARA to the OMB guidance as
supplemented by this part. This part
satisfies the requirements in section 3 of
Executive Order 12549, “‘Debarment and
Suspension” (3 CFR 1986 Comp., p.
189), Executive Order 12689,
“Debarment and Suspension” (3 CFR
1989 Comp., p. 235) and 31 U.S.C. 6101
note (Section 2455, Pub. L. 103-355,
108 Stat. 3327).

§2600.20 Does this part apply to me?

This part and, through this part,
pertinent portions of the OMB guidance
in Subparts A through I of 2 CFR part
180 (see table at 2 CFR 180.100(b))
apply to you if you are a—

(a) Participant or principal in a
“covered transaction” (see Subpart B of
2 CFR part 180 and the definition of
“nonprocurement transaction” at 2 CFR
180.970.

(b) Respondent in a NARA suspension
or debarment action.

(c) NARA debarment or suspension
official;

(d) NARA grants officer, agreements
officer, or other official authorized to
enter into any type of nonprocurement
transaction that is a covered transaction;

§2600.30 What policies and procedures
must | follow?

NARA policies and procedures that
you must follow are the policies and
procedures specified in each applicable
section of the OMB guidance in
Subparts A through I of 2 CFR part 180,
as that section is supplemented by the
section in this part with the same
section number. The contracts that are
covered transactions, for example, are
specified by section 220 of the OMB
guidance (i.e., 2 CFR 180.220) as
supplemented by section 220 in this
part (i.e., § 2600.220). For any section of
OMB guidance in Subparts A through I
of 2 CFR 180 that has no corresponding
section in this part, NARA policies and
procedures are those in the OMB
guidance.

Subpart A—General

§2600.137 Who in NARA may grant an
exception to let an excluded person
participate in a covered transaction?

The Archivist of the United States or
designee may grant an exception
permitting an excluded person to
participate in a particular covered
transaction as provided in the OMB
guidance at 2 CFR 180.135.

Subpart B—Covered Transactions

§2600.220 What contracts and
subcontracts, in addition to those listed in
2 CFR 180.220, are covered transactions?
Although the OMB guidance at 2 CFR
180.220(c) allows a Federal agency to do
so (also see optional lower tier coverage
in the figure in the Appendix to 2 CFR
part 180), NARA does not extend
coverage of nonprocurement suspension
and debarment requirements beyond
first-tier procurement contracts under a
covered nonprocurement transaction.

Subpart C—Responsibilities of
Participants Regarding Transactions

§2600.332 What methods must | use to
pass requirements down to participants at
lower tiers with whom Il intend to do
business?

You as a participant must include a
term or condition in lower-tier
transactions requiring lower-tier
participants to comply with Subpart C
of the OMB guidance in 2 CFR part 180.

Subpart D—Responsibilities of Federal
Agency Officials Regarding
Transactions

§2600.437 What method do | use to
communicate to a participant the
requirements described in the OMB
guidance at 2 CFR 180.435?

To communicate to a participant the
requirements described in 2 CFR
180.435 of the OMB guidance, you must
include a term or condition in the
transaction that requires the
participant’s compliance with subpart C
of 2 CFR part 180 and requires the
participant to include a similar term or
condition in lower-tier covered
transactions.

Subparts E-J—[Reserved]

Title 36—Parks, Forests, and Public
Property

Chapter Xll—National Archives and
Records Administration

PART 1206—[AMENDED]

m 2. The authority citation for part 1206
continues to read as follows:

Authority: 44 U.S.C. 2104(a); 44 U.S.C.
2501-2506.

§1206.72 [Amended]

m 3. Amend § 1206.72 by revising
paragraph (a) to read as follows:

§1206.72 Where can I find the regulatory
requirements that apply to NHPRC grants?
(a) In addition to this part 1206,
NARA has issued other regulations that
apply to NHPRC grants in 36 CFR ch.
XII, subchapter A and 2 CFR Part 2600.
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Additionally you must comply with 2
CFR Part 180. NARA also applies the
principles and standards in the
following Office of Management and
Budget (OMB) Circulars for NHPRC
grants:

(1) OMB Circular A-21, “Cost
Principles for Educational Institutions”;

(2) OMB Circular A-87, “Cost
Principles for State, Local and Indian
Tribal Governments’’;

(3) OMB Circular A-122, “Cost
Principles for Nonprofit Organizations”;
and

(4) OMB Circular A-133, “Audits of
States, Local Governments, and
Nonprofit Organizations.”

* * * * *

PART 1209—[REMOVED]

m 4. Under authority 44 U.S.C. 2104(a);
sec. 2455, Pub. L. 103-355, 108 Stat.
3327 (31 U.S.C. 6101 note); E.O. 12549
(3 CFR 1986 Comp., p. 189); E.O. 12689
(3 CFR 1989 Comp., p. 235) part 1209
is removed.

Dated: January 18, 2007.
Allen Weinstein,
Archivist of the United States.
[FR Doc. E7—-986 Filed 1-22-07; 8:45 am]
BILLING CODE 7515-01-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 1220
[Docket No. LS—06-06]

Soybean Promotion and Research:
Qualified State Soybean Boards;
Correction

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Correcting amendment.

SUMMARY: The Agricultural Marketing
Service (AMS) published a final rule
and termination order (final rule) in the
Federal Register on November 28, 1995
(60 FR 58499) regarding technical
amendments to the Soybean Promotion,
Research and Consumer Information
Order (Order). AMS has found that
section 1220.228(a)(1)(v)(A) pertaining
to producer refunds, was mistakenly
removed from the Order as part of the
final rule. This document corrects the
Order by adding the language that
previously appeared in section
1220.228(a)(1)(v)(A).

DATES: Effective Date: January 23, 2007.

FOR FURTHER INFORMATION CONTACT:
Kenneth R. Payne, Chief, Marketing

Programs Branch, 202/720-1115 or via
e-mail at Kenneth.Payne@usda.gov.
SUPPLEMENTARY INFORMATION: This
document provides a correcting
amendment to the Soybean Promotion,
Research, and Consumer Information
Order that appears at 7 CFR part 1220.

List of Subjects in 7 CFR 1220

Administrative practice and
procedure, Advertising, Agricultural
research, Marketing agreements,
Soybeans and soybean products,
Reporting and recordkeeping
requirements.

m Accordingly, 7 CFR part 1220 is
corrected by making the following
amendment:

PART 1220—SOYBEAN PROMOTION,
RESEARCH, AND CONSUMER
INFORMATION

m 1. The authority citation for 7 CFR
part 1220 continues to read as follows:

Authority: 7 U.S.C. 6301-6311.

m 2. Amend § 1220.228 by adding
paragraph (a)(1)(v) to read as follows:

§1220.228 Qualified State Soybean
Boards.

(a)(1) > = =

(v) If the entity is authorized or
required to pay refunds to producers,
any requests from producers for refunds
for contributions to it by the producer
following the termination of authority to
pay refunds, will be honored by
forwarding to the Board that portion of
such refunds equal to the amount of
credit received by the producer for
contributions to it pursuant to
§1220.223(a)(3);

* * * * *

Dated: January 17, 2007.
Lloyd C. Day,

Administrator, Agricultural Marketing
Service.

[FR Doc. E7—875 Filed 1-22—-07; 8:45 am]|
BILLING CODE 3410-02-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Parts 1, 301 and 602

[TD 9300]

RIN 1545-BC15

Guidance Necessary To Facilitate
Business Electronic Filing; Correction

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Correction to final regulations.

SUMMARY: This document contains
correction to final regulations (TD 9300)
that were published in the Federal
Register on Friday, December 8, 2006
(71 FR 71040) designed to eliminate
regulatory impediments to the
electronic filing of certain income tax
returns and other forms.

DATES: The correction is effective
December 8, 2006.

FOR FURTHER INFORMATION CONTACT:
Nathan Rosen, (202) 622—4910 (not a
toll-free number).

SUPPLEMENTARY INFORMATION:
Background

The correction notice that is the
subject of this document is under
sections 170, 556, 565, 936, 1017, 1368,
1377, 1502, 1503, 6038B and 7701 of the
Internal Revenue Code.

Need for Correction

As published, final regulations (TD
9300) contain errors that may prove to
be misleading and are in need of
clarification.

Correction of Publication

Accordingly, the publication of the
final regulations (TD 9300), which was
the subject of FR Doc. E6-20734, is
corrected as follows:

On page 71041, column 1, in the
preamble, under the paragraph heading
“January 2006 Final Regulations
Facilitating Electronic Filing”, last
paragraph of the column, second line,
the language “Treasury released TD
9243, (TD 9243,” is corrected to read
“Treasury released final regulations (TD
9243,”.

On page 71041, column 2, in the
preamble, under the paragraph heading
“May 2006 Regulations Facilitating
Electronic Filing”, first paragraph,
second line, the language “Treasury
Department released TD 9264 is
corrected to read ‘“Treasury Department
released final and temporary regulations
(TD 9264, 200626 I.R.B. 1150 [71 FR
30591])”.

LaNita Van Dyke,

Chief, Publications and Regulations Branch,
Legal Processing Division, Associate Chief
Counsel, (Procedure and Administration).
[FR Doc. E7—-858 Filed 1-22-07; 8:45 am]

BILLING CODE 4830-01-P
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DEPARTMENT OF COMMERCE

United States Patent and Trademark
Office

37 CFR Part 1

[Docket No.: PTO-P-2005-0021]

RIN 0651-AB92

Changes To Facilitate Electronic Filing
of Patent Correspondence

AGENCY: United States Patent and
Trademark Office, Commerce.
ACTION: Final rule.

SUMMARY: The United States Patent and
Trademark Office (Office) is amending
the rules of practice to support
implementation of the Office’s
electronic filing system (EFS) for patent
correspondence, and in particular, the
Web-based electronic filing system
(EFS-Web). EFS-Web permits most
patent correspondence, that is, most
patent applications and other patent
related documents, to be submitted in a
portable document file (“PDF”’) format.
The major changes that the Office is
adopting are changes to provide patent
users with a process for showing that
correspondence submitted in an
application which has entered national
stage under 35 U.S.C. 371 submitted via
EFS-Web was actually received by the
Office by relying on the
acknowledgment receipt, and to treat
certain correspondence as received, for
timeliness purposes, as of the date
submitted by applicant rather than the
date received by the Office if the
correspondence is filed via EFS-Web.
DATES: Effective Date: January 23, 2007.
The changes apply to any paper,
application, or reexamination
proceeding filed in the Office on or after
January 23, 2007.

FOR FURTHER INFORMATION CONTACT: Fred
A. Silverberg ((571) 272-7719), Senior
Legal Advisor, Office of Patent Legal
Administration, Office of the Deputy
Commissioner for Patent Examination
Policy, or Robert A. Clarke ((571) 272—
7735), Deputy Director of the Office of
Patent Legal Administration, Office of
the Deputy Commissioner for Patent
Examination Policy, directly by phone,
or by facsimile to (571) 273-7719, or by
mail addressed to: Mail Stop Comments-
Patents, Commissioner for Patents, P.O.
Box 1450, Alexandria, VA 22313-1450.
SUPPLEMENTARY INFORMATION: The
United States Patent and Trademark
Office (Office) is amending the rules of
practice to support implementation of
the Office’s electronic filing system
(EFS) for patent correspondence, and in
particular, the new Web-based

electronic filing system (EFS-Web),
which went into production (for the
public) on March 17, 2006. Specifically,
the changes in this final rule: (1)
Provide patent users with a process for
showing that certain national stage
correspondence submitted via EFS-Web
was actually received by the Office by
relying on the acknowledgment receipt;
and (2) create a new certificate of EFS-
Web transmission, which will allow the
Office to treat certain correspondence as
received (for timeliness purposes) as of
the date submitted by applicant rather
than the date received by the Office if
the correspondence is filed by EFS-Web.
The procedure for the certificate of EFS-
Web transmission is similar to the
procedure for the existing certificate of
mailing or transmission under § 1.8. For
example, correspondence sent in reply
to an Office action setting a three-month
shortened statutory period for reply
would be considered timely if
transmitted via EFS-Web at 11:59 p.m.
Pacific Time on the last day of the three-
month period for reply even though it
was received in the Office more than
three months from the mailing of the
Office action. Thus, the rules are
amended so that EFS-Web submissions
would be treated analogously to
submissions filed via First-Class Mail or
facsimile transmission with a certificate
of mailing or transmission. This notice
is also making minor changes to §§ 1.4,
1.6, and 1.33 to align the rules of
practice to existing practices regarding
EFS-Web.

Discussion of EFS-Web: The Office’s
electronic filing system previously
provided two distinct electronic filing
systems for filing patent correspondence
namely: (1) EFS-Web, and (2) the client-
side components ePAVE for form
generation, validation and submission
to the Office in combination with EFS-
ABX for authoring the patent
application specification. Prior to EFS-
Web, the Office only provided for the
electronic submission of limited patent
correspondence using ePAVE and EFS-
ABX. ePAVE and EFS-ABX were
discontinued on November 1, 2006. See
Retirement of Electronic Filing System—
Application Body Extensible Markup
Language (EFS-ABX) and Electronic
Packaging and Validation Engine
(ePAVE) Components, 1311 Off. Gaz.
Pat. Off. 155 (October 24, 2006). Thus,
EFS-Web is the sole system for
electronic filing of most patent
correspondence. EFS-Web permits most
patent applications and other patent-
related documents, to be submitted in a
“PDF” file format. In addition, EFS-Web
does not require any significant client
side components (unlike ePAVE and

EFS-ABX). Accordingly, EFS-Web
allows users to streamline processing
and filing of patent correspondence, and
better integrates electronic filing into
their current computer systems.

Under EFS-Web, correspondence
officially submitted is accorded a
“receipt date,” which is the date the
correspondence was received by the
Office (e.g., in Alexandria, Virginia
(Eastern Time zone)). The receipt date is
not limited to an official business day,
but can be a Saturday, Sunday or
Federal holiday within the District of
Columbia. Correspondence is officially
submitted to the Office via EFS-Web
when a user clicks the submit button on
the Confirm and Submit screen after the
correspondence has been uploaded to
the USPTO server for, inter alia, user
review. An acknowledgment receipt is
automatically, electronically sent to the
person filing the correspondence after
the correspondence is officially
submitted. The acknowledgment receipt
contains the “receipt date,” the time the
correspondence was received at the
Office (not the local time at the
submitter’s location), and a full listing
of the correspondence submitted.
Accordingly, an acknowledgment
receipt is a legal equivalent of a post
card receipt described in the Manual of
Patent Examining Procedure (MPEP),
Section 503. As the acknowledgment
receipt contains the time the
correspondence was received at the
Office, users may not be able to solely
rely on the acknowledgment receipt to
support a position that correspondence
was submitted at a particular local time.
Therefore, users are advised to keep a
copy of papers submitted, including a
certification of EFS-Web transmission
under § 1.8, as evidence of the local
time of all submissions to support a
position that correspondence was
submitted at a particular local time in
the event such evidence is needed. For
the filing of applications, the official
filing date will continue to be stated on
the Filing Receipt under § 1.54(b),
which is sent to applicants after the
submitted application parts are
reviewed for compliance with the filing
date requirements.

An acknowledgment receipt will not
be generated until EFS-Web
correspondence is officially submitted
to and received by the Office. If a user
officially submits correspondence to the
Office by clicking on the submit button
on the Confirm and Submit screen in
EFS-Web, but no acknowledgment
receipt is generated thereafter, the user
should check private PAIR, if possible,
for the acknowledgment receipt, which
should be entered in private PAIR a
short period of time after the
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correspondence is officially submitted
to the Office. If no acknowledgment
receipt is available in private PAIR or
the user does not have access to private
PAIR, then the user should contact the
Patent Electronic Business Center (EBC)
for assistance. If a user becomes
disconnected from EFS-Web prior to
officially submitting correspondence to
the Office or who otherwise has
difficulty submitting correspondence
through EFS-Web, the user is
encouraged to contact the Patent EBC
for assistance. Full technical support is
currently available through the Patent
EBC during their Standard Hours of
Operation, which are Monday through
Friday from 6 a.m. until midnight
(eastern time), and Saturday and
Sunday from 10 a.m. through 6 p.m.
(eastern time) at 866—217-9197 (toll-
free). The patent EBC may also be
contacted by E-mail: ebc@uspto.gov or
FAX: 571-273-0177. Limited assistance
is available at all other times through
the Office’s Electronic Business Support
(EBS) at 1-800-786—9199 or 571-272—
1000.

If a transmission is attempted during
a time when the Office’s electronic
filing system is down, the Office will
not be able to accept any
correspondence electronically. In this
situation, the user is advised to use
alternative filing methods. For the filing
of an application, alternative methods to
establish the filing date for an
application are Express Mail under
§ 1.10 or hand-delivery to the Office.
(Note that new applications filed under
§ 1.53 cannot be submitted by facsimile
transmission (§ 1.6(d)(3)).) For other
patent correspondence, alternative
methods to establish timeliness of a
submission are First-Class Mail with a
certificate of mailing under § 1.8 (if
applicable), facsimile transmission with
a certificate of transmission under §1.8
(if applicable), Express Mail under
§1.10, or hand-delivery to the Office.
Certificate of mailing or transmission
procedures under § 1.8 do not apply to:
(1) The filing of a national patent
application specification and drawing or
other correspondence for the purpose of
obtaining an application filing date,
including a request for a continued
prosecution application of a design
application under § 1.53(d) (see
§1.8(a)(2)(1)(A)); (2) the filing of an
international application for patent (see
§ 1.8(a)(2)(i)(D)); (3) the filing of
correspondence in an international
application before the U.S. Receiving
Office, the U.S. International Searching
Authority, or the U.S. International
Preliminary Examining Authority (see
§ 1.8(a)(2)(i)(E)); and (4) the filing of a

copy of the international application
and the basic national fee necessary to
enter the national stage, as specified in
§1.495(b) (see § 1.8(a)(2)(i)(F))
regardless of the media that is used.
Likewise, if the user cannot pay fees on-
line because the RAM interface is down,
the user should pay fees via alternative
methods such as authorizing payment to
a deposit account or by a credit card in
a document (e.g., a fee transmittal).
Accordingly, users are strongly advised
to submit their correspondence via EFS-
Web sufficiently early in the day to
allow time for alternative filing or
payment methods when submissions via
EFS or RAM cannot be initiated or
correctly completed.

As EFS-Web is easy to use and readily
available twenty-four hours a day, every
day, some users may find it tempting to
include correspondence to multiple
applications in one, single EFS-Web
submission, or to submit the required
reply piecemeal over multiple sessions.
Such submissions may result in
processing delays in the Office, and
should be avoided. In order to facilitate
proper processing of any
correspondence submitted via EFS-Web,
each submission session must be
limited to correspondence for a single
application, with each distinct reply
being contained in a separate paper (see
§1.4(c)). The application number or the
patent number for which the
correspondence pertains must be
included in any submission to assure
proper matching with the application
file.

For more information on EFS-Web,
see the Legal Framework for EFS-Web
(http://www.uspto.gov/ebc/portal/efs/
legal.htm), which provides guidance on
the background statutes, regulations and
policies that support the Office
electronic filing system, including EFS-
Web and the use of S-signature therein.
The Legal Framework for EFS-Web is a
valuable reference for applicants and
patent practitioners using EFS-Web.

Although EFS-Web accepts most
patent correspondence, there are still
certain types of correspondence that are
not permitted to be filed by EFS-Web,
such as any correspondence for
reexamination proceedings. See the
Legal Framework for EFS-Web for a
current list of types of correspondence
that are not permitted to be filed using
EFS-Web. If any additional types of
correspondence are permitted to be filed
via EFS-Web, they will be announced
on the Office’s Web site and will be
added to the Legal Framework for EFS-
Web in due course. Therefore, users are
advised to periodically review the Legal
Framework for EFS-Web to view current
information on types of correspondence

that are not permitted to be filed
through EFS-Web.

Discussion of Specific Rules

Sections 1.4, 1.6, 1.8, and 1.33
governing applicant correspondence are
amended to reflect use of electronic
commerce, in particular EFS-Web, as
follows:

Section 1.4: Section 1.4(d)(2) is
amended to delete the reference to the
character coded signature of paragraph
(d)(3), which was only applicable to the
ePAVE software, a component of the
Office’s older, discontinued patent
electronic filing system. Since S-
signatures are acceptable signatures in
EFS-Web submissions in accordance
with § 1.4(d)(2), this paragraph is also
amended to eliminate the reference to
“EFS Tag(ged) Image File Format
(TIFF)” because EFS-Web does not
accept TIFF attachments. In addition, a
reference to § 1.6(a)(4) is added as a
conforming amendment. Accordingly,
the relevant phrase has been rewritten
as “via the Office Electronic Filing
System as an attachment as provided in
§1.6(a)(4).”

A legible electronic image of a
handwritten signature inserted, or
copied and pasted by the person signing
the correspondence into the
correspondence may be considered to be
an acceptable signature under § 1.4(d)(2)
provided the signature is surrounded by
a first single forward slash mark before
the electronic image and a second single
forward slash mark after the electronic
image. That is, the legible electronic
image of a handwritten signature must
be enclosed between two single forward
slashes, and the signer’s name indicated
below or adjacent to the signature as
required by § 1.4(d)(2). The slashes must
be inserted in the correspondence prior
to, or at the same time as, the insertion
of the signature. The slashes must not be
added after the insertion of the
signature.

Section 1.4(d)(3) is amended to
provide requirements in using Office
forms. The character coded signature
requirements of former paragraph (d)(3)
have been removed because such
requirements were only applicable to
the ePAVE software, which is now
discontinued.

The Office provides forms to the
public to use in certain situations to
assist in the filing of correspondence for
a certain purpose and to meet certain
requirements. Use of the forms for
purposes for which they were not
designed is prohibited. No changes to
certification statements on the Office
forms (e.g., oath or declaration forms,
terminal disclaimer forms, petition
forms, and the nonpublication request
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form) may be made. For example, the
following statements are certification
statements on an oath or declaration
form PTO/SB/01: (1) “I believe the
inventor(s) named below to be the
original and first inventor(s) of the
subject matter which is claimed and for
which a patent is sought on the
invention entitled;” (2) “I hereby state
that I have reviewed and understand the
contents of the above-identified
specification, including the claims, as
amended by any amendment
specifically referred to above;” (3) “I
acknowledge the duty to disclose
information which is material to
patentability as defined in 37 CFR 1.56,
including for continuation-in-part
applications, material information
which became available between the
filing date of the prior application and
the national or PCT international filing
date of the continuation-in-part
application;” and (4) “I hereby declare
that all statements made herein of my
own knowledge are true and that all
statements made on information and
belief are believed to be true; and
further that these statements were made
with the knowledge that willful false
statements and the like so made are
punishable by fine or imprisonment, or
both, under 18 U.S.C. 1001 and that
such willful false statements may
jeopardize the validity of the
application or any patent issued
thereon.” As another example, the
following statement is a certification on
the nonpublication request form PTO/
SB/35: “I hereby certify that the
invention disclosed in the attached
application has not and will not be the
subject of an application filed in another
country, or under a multilateral
international agreement, that requires
publication at eighteen months after
filing.” Other Office forms for patent
applications or patents that contain
certification statements include, but are
not limited to, forms PTO/SB/01, PTO/
SB/01A, PTO/SB/03, PTO/SB/03A,
PTO/SB/04, PTO/SB/25, PTO/SB/26,
PTO/SB/28, PTO/SB/35, PTO/SB/51,
PTO/SB/51s, PTO/SB/53, PTO/SB/62,
PTO/SB/63, PTO/SB/64, PTO/SB/64a,
PTO/SB/66, and PTO/SB/101-110.

Most of the Office forms are static in
that the forms do not allow users to
customize the form to their particular
needs. The existing text of a static form,
other than a certification statement, may
be modified, deleted or added to by a
party, only if information identifying
the form as an Office form (e.g., the form
number and the Office of Management
and Budget (OMB) approval information
in the header and footer of the form) is
removed. For example, a static form

could be amended to add additional
signature blocks if the form number and
OMB information is removed. EFS-Web
forms, however, do allow for
customization. For example, users may
add, remove, or change certain
additional data blocks (e.g., signature
blocks) as needed by selecting the “add”
or “remove” buttons on the EFS-Web
forms. These EFS-Web forms can be
customized in a way provided for by the
form without removing the text
identifying the form as an Office form
(e.g., the form number and OMB
information in the header and the
footer). Currently, only forms PTO/SB/
08 Information Disclosure Statement,
PTO/SB/14 Application Data Sheet,
PTO/SB/28 Petition to Make Special
under the Accelerated Examination
Program, PTO/SB/30 Request for
Continued Examination (RCE)
Transmittal, and PTO/SB/66 Petition to
Accept Unintentionally Delayed
Payment of Maintenance Fee in an
Expired Patent (37 CFR 1.378(c)) are
EFS-Web forms.

The presentation to the Office
(whether by signing, filing, submitting,
or later advocating) of any form with
text identifying the form as an Office
form (e.g., the form number and the
OMB information in the header and
footer) by a party, whether a practitioner
or non-practitioner, constitutes a
certification under § 10.18(b) that the
existing text and any certification
statement on the form has not been
altered other than permitted by EFS-
Web customization.

Section 1.4(d)(4) is amended to make
conforming changes due to the removal
of the character coded signature
requirements of former paragraph (d)(3).

Section 1.6: Section 1.6(a)(4) is added
to indicate that most patent applications
and other patent correspondence,
including, inter alia, amendments,
drawing changes and extensions of time,
may be submitted using the Office
electronic filing system only in
accordance with the Office electronic
filing system requirements (see the
Legal Framework for EFS-Web, which
sets forth the electronic filing system
requirements (http://www.uspto.gov/
ebc/portal/efs/legal.htm)). The phrase
“using the Office electronic filing
system only in accordance with the
Office electronic filing system
requirements” codifies and continues
the current EFS practice.

Under EFS-Web, correspondence is
accorded a “‘receipt date” that is the
date the correspondence is received
(Eastern Time) at the Office’s
correspondence address set forth in
§1.1 (e.g., Alexandria, Virginia) when it
was officially submitted. The receipt

date is not limited to an official business
day, but can be a Saturday, Sunday or
Federal holiday within the District of
Columbia. Correspondence is officially
submitted to the Office via EFS-Web
when a user clicks the submit button on
the Confirm and Submit screen after the
correspondence has been uploaded to
the USPTO server for, inter alia, user
review.

The “receipt date” is recorded on an
acknowledgment receipt, which is
automatically sent to the person filing
the correspondence after the
correspondence is officially submitted.
Under EFS-Web, the acknowledgment
receipt contains a full listing of the
correspondence submitted, including
the count of pages and/or byte size for
each piece of correspondence in the
submission. Accordingly, the
acknowledgment receipt is a legal
equivalent of a post card receipt
described in the Manual of Patent
Examining Procedure (MPEP), Section
503. For the filing of applications, the
official filing date will continue to be
stated on the filing receipt under
§ 1.54(b), which is sent to applicants
after the submitted application parts are
reviewed for compliance with the filing
date requirements.

Section 1.6(g) is added to provide a
new procedure for establishing that
national stage correspondence, national
stage filings, or follow-on
correspondence required by § 1.495(b),
which had been submitted via EFS was,
in fact, received by the Office in the
event that the Office has no evidence of
receipt.

To begin entry into the national stage,
applicant is required to comply with
§ 1.495(b) within thirty months from the
priority date. Thus, applicant must pay
the basic national fee on or before thirty
months from the priority date and be
sure that a copy of the international
application has been received by the
U.S. Designated or Elected Office prior
to expiration of thirty months from the
priority date. Where the international
application was filed with the United
States Receiving Office as the competent
receiving Office, the copy of the
international application referred to in
§ 1.495(b) is not required. Payment of
the basic national fee will indicate
applicant’s intention to enter the
national stage and will provide a U.S.
correspondence address in most
instances. Applicants cannot pay the
basic national fee with a surcharge after
the thirty-month deadline. Failure to
pay the basic national fee within thirty
months from the priority date will result
in abandonment of the application. The
time for payment of the basic fee is not
extendable. Similarly, the copy of the
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international application, if required
under § 1.495(b), must be provided
within thirty months from the priority
date to avoid abandonment of the
application. Accordingly, the ability to
present evidence of timely receipt of
national stage correspondence is critical
to potentially avoid abandonment of the
application.

This new procedure is equivalent to
the Office’s domestic filing process for
providing evidence of the Office’s
receipt of a continued prosecution
application (CPA) for a design
application under § 1.53(d) submitted
by facsimile transmission in the event
that the Office does not have evidence
of receipt, as set forth in § 1.6(f) and
MPEP 502.01. For a CPA, the procedure
for providing evidence of receipt by the
Office requires a petition be filed
requesting that the CPA be accorded a
filing date as of the date the CPA is
shown to have been transmitted to and
received in the Office (§ 1.6(f)). The
showing must include, inter alia, a copy
of the sending unit’s report confirming
transmission of the application or
evidence that came into being after the
complete transmission of the
application and within one business day
of the complete transmission of the
application. Under the new procedure
for providing evidence of a prior
submission via EFS-Web, the petition
and showing necessary to accept the re-
submission of the correspondence as
being filed on an earlier date is the same
as the petition and showing required
under § 1.6(f) with the exception that
the acknowledgment receipt, or other
equivalent evidence, must be provided
rather than the sender’s facsimile report.

If applicant has the acknowledgment
receipt, applicant must include a copy
of the acknowledgment receipt as
evidence of the submission of the
national stage correspondence. In the
rare situations where applicant does not
have the acknowledgment receipt,
equivalent evidence, which is another
piece of correspondence that shows
substantially similar evidence that is
provided by the acknowledgment
receipt, will be considered in support of
the petition.

Section 1.8: Section 1.8(a)(1)() is
amended by adding new paragraph (C)
to permit certain correspondence,
excluding correspondence not entitled
to a certificate of mailing or
transmission or not permitted to be
electronically transmitted, to be treated
as being timely received on the local
date at the location where submitted if
filed with a certificate of transmission
via the Office’s electronic filing system,
which is EFS-Web. See the Legal
Framework for EFS-Web for a current

list of types of correspondence that are
not permitted to be filed using EFS-
Web, such as any correspondence for
reexamination proceedings. This rule
change will provide a similar procedure
for correspondence filed via EFS-Web
that currently exists for correspondence
filed via First-Class Mail under §1.10
and facsimile transmission using a
certificate of mailing or transmission
under § 1.8. Users should place the
certificate of transmission on the
correspondence (e.g., transmittal letter)
submitted under EFS-Web in a similar
manner as they would for
correspondence submitted by facsimile
transmission. See MPEP 512 for more
information on certificate of mailing or
transmission under § 1.8.

Prior to this amendment to §1.8, a
person could state on certain papers
directed to the Office, the date on which
the paper will be deposited in the
United States Postal Service or
transmitted by facsimile. This
amendment to § 1.8 will permit a
similar procedure for establishing
timeliness when correspondence is filed
via EFS-Web. Accordingly, if the date
stated in the correspondence submitted
via EFS-Web is within the period for
reply, the reply, in most instances, will
be considered to be timely. This is true
even if the paper does not actually reach
the Office until after the end of the
period for reply.

Even with such procedures under
§ 1.8, the Office will continue its usual
practice of recording the receipt date
(e.g., “Office Date” Stamp) on all papers
received through the mail, by facsimile,
or via EFS-Web except those filed under
§1.10 (See MPEP 513). The receipt date
will also be the date that is entered on
Office records and from which any
subsequent periods are calculated.

The certificate of mailing or
transmission under § 1.8 is not available
for all correspondence. Paragraph (a)(2)
of § 1.8 lists some correspondence for
which the certification of mailing or
transmission does not apply to, and no
benefit will be given to such certificates
if used. The list enumerated in
§1.8(a)(2) is not exhaustive, and the
provisions of § 1.8 do not apply to the
time periods or situations that have
been explicitly excluded from § 1.8. For
example, provisions of § 1.8(a) do not
apply to time periods and situations set
forth in §§1.217(e) and 1.703(f) because
the exceptions are provided explicitly in
§§1.217(e) and 1.703(1f).

Paragraphs (b) and (c) of § 1.8 will
also apply to a certification of EFS-Web
transmission by new paragraph
(a)(1)({)(C) of this section. Paragraphs (b)
and (c) concern the situation where a
paper containing a certificate was timely

filed, but never received by the Office.
Specifically, § 1.8(b) permits a party to
notify the Office of a previous mailing,
or transmission, of correspondence
when a reasonable amount of time has
elapsed from the time of mailing or
transmitting of the correspondence, but
Office records do not show receipt of
the correspondence. Applicant may
notify the Office of the previous mailing
or transmission and supply a duplicate
copy of the previously mailed or
transmitted correspondence and a
statement attesting on a personal
knowledge basis or to the satisfaction of
the Director to the previous timely
mailing or transmission. If the person
signing the statement did not sign the
certificate of mailing or transmission,
then the person signing the statement
should explain how they have firsthand
knowledge of the previous timely
mailing or transmission. Such a
statement should be filed promptly after
the person becomes aware that the
Office has not received the
correspondence. Before notifying the
Office of a previously submitted
correspondence that appears not to have
been received by the Office, applicants
should check the Office’s private Patent
Application Information Retrieval
(PAIR) System to see if the
correspondence has been entered into
the application file.

For EFS-Web submissions, applicants
are encouraged to use the
acknowledgment receipt generated by
EFS-Web, if available, as part of the
evidence to support the statement
required by § 1.8(b)(3). An
acknowledgment receipt is
automatically electronically sent to the
person filing the correspondence after
the correspondence is officially
submitted. As the acknowledgment
receipt contains the time (Eastern Time)
the correspondence was received at the
Office, users may not be able to solely
rely on the acknowledgment receipt to
support a position that correspondence
was submitted at a particular local time.
Therefore, users are advised to keep a
copy of papers submitted, including a
certification of EFS-Web transmission,
as evidence of the local time of all EFS-
Web submissions to support a position
that correspondence was submitted at a
particular local time in the event such
evidence is needed.

Section 1.33: Section 1.33(a) is
amended to accommodate changes due
to electronic commerce. The Office
anticipates that, in the near term future,
applicants may have the option to view
Office communications via the Office’s
private PAIR system instead of receiving
mailed communications. Also, when a
submitter files correspondence using
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EFS-Web, an acknowledgment receipt is
typically generated and automatically
sent via e-mail to the submitter. The
acknowledgment receipt is also placed
in the Office’s electronic file and is
viewable in private PAIR. To
accommodate these processes, the
phrases ““, or otherwise make available,”
and ‘““‘the person associated with”” was
added so the third sentence will read as
follows: “The Office will direct, or
otherwise make available, all notices,
official letters, and other
communications relating to the
application to the person associated
with the correspondence address.” In
addition, the word “‘generally” was
added to the following sentence as a
conforming change: “The Office will
generally not engage in double
correspondence with an applicant and a
patent practitioner, or with more than
one patent practitioner except as
deemed necessary by the Director.”

Rule Making Considerations

Administrative Procedure Act

This notice adopts changes to the
rules of practice that concern the
manner of submitting certain
correspondence via the Office’s
electronic filing systems. Specifically,
the changes in this final rule: (1)
Provide patent users with a process for
showing that certain national stage
correspondence submitted via EFS-Web
was actually received by the Office by
relying on the acknowledgment receipt;
and (2) treat certain correspondence as
received (for timeliness purposes) as of
the date submitted by applicant rather
than the date received by the Office if
the correspondence is filed by EFS-Web,
which will provide a similar procedure
as the existing certificate of mailing or
transmission under § 1.8. Therefore,
these rule changes involve interpretive
rules, or rules of agency practice and
procedure. See Bachow
Communications Inc. v. FCC, 237 F.3d
683, 690 (D.C. Cir. 2001) (rules
governing an application process are
“rules of agency organization,
procedure, or practice” and exempt
from the Administrative Procedure Act’s
notice and comment requirement); see
also Merck & Co., Inc. v. Kessler, 80 F.3d
1543, 1549-50, 38 USPQ2d 1347, 1351
(Fed. Cir. 1996) (the rules of practice
promulgated under the authority of
former 35 U.S.C. 6(a) (now in 35 U.S.C.
2(b)(2)) are not substantive rules (to
which the notice and comment
requirements of the Administrative
Procedure Act apply)), and Fressola v.
Manbeck, 36 USPQ2d 1211, 1215
(D.D.C. 1995) (“it is extremely doubtful
whether any of the rules formulated to

govern patent or trade-mark practice are
other than ‘interpretive rules, general
statements of policy, * * * procedure,
or practice.””’) (quoting C.W. Ooms, The
United States Patent Office and the
Administrative Procedure Act, 38
Trademark Rep. 149, 153 (1948)).
Accordingly, prior notice and an
opportunity for public comment were
not required pursuant to 5 U.S.C.
553(b)(A) (or any other law), and thirty-
day advance publication is not required
pursuant to 5 U.S.C. 553(d) (or any other
law).

Regulatory Flexibility Act

As discussed previously, the changes
in this final rule involve rules of agency
practice and procedure under 5 U.S.C.
553(b)(A), and prior notice and an
opportunity for public comment were
not required pursuant to 5 U.S.C.
553(b)(A) (or any other law). As prior
notice and an opportunity for public
comment were not required pursuant to
5 U.S.C. 553 (or any other law) for the
changes in this final rule, a regulatory
flexibility analysis under the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.) is
not required for the changes in this final
rule. See 5 U.S.C. 603.

Executive Order 13132

This rule making does not contain
policies with federalism implications
sufficient to warrant preparation of a
Federalism Assessment under Executive
Order 13132 (Aug. 4, 1999).

Executive Order 12866

This rule making has been determined
to be not significant for purposes of
Executive Order 12866 (Sept. 30, 1993).

Paperwork Reduction Act

This notice involves information
collection requirements which are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.). The changes in
this notice are limited to amending the
rules of practice to support
implementation of the Office’s
electronic filing system (EFS) for patent
correspondence, and in particular, the
new web-based electronic filing system
(EFS-Web). The changes in this final
rule: (1) Provide patent users with a
process for showing that certain
national stage correspondence
submitted via EFS-Web was actually
received by the Office by relying on the
acknowledgment receipt; and (2) treat
certain correspondence as received (for
timeliness purposes) as of the date
submitted by applicant rather than the
date received by the Office if the
correspondence is filed by EFS-Web,

which will provide a similar procedure
as the existing certificate of mailing or
transmission under § 1.8. The
collections of information involved in
this notice have been reviewed and
previously approved by OMB under the
following OMB control numbers: 0651—
0021, 0651-0031 and 0651-0032. The
United States Patent and Trademark
Office is not resubmitting the
information collections package for
OMB control numbers 0651-0031 and
0651-0032 to OMB for its review and
approval because the changes in this
notice do not affect the information
collection requirements associated with
the information collection under OMB
control numbers 0651-0031 and 0651—
0032. The United States Patent and
Trademark Office is resubmitting the
information collections package for
OMB control numbers 0651-0021 to
OMB for its review and approval
because the changes in this notice do
affect the information collection
requirements associated with the
information collection under OMB
control number 0651-0021.

The title, description and respondent
description of the information collection
under OMB control number 0651-0021
are shown below with estimates of the
annual reporting burdens. Included in
the estimates is the time for reviewing
instructions, gathering and maintaining
the data needed, and completing and
reviewing the collection of information.

OMB Number: 0651-0021.

Title: Patent Cooperation Treaty.

Form Numbers: PCT/RO/101, PCT/
RO/134, PTO-1382, PTO-1390, PCT/
IPEA/401, PTO/SB/61/PCT, PTO/SB/64/
PCT, PCT/Model of power of attorney,
PCT/Model of general power of
attorney.

Type of Review: Approved through
March 2007.

Affected Public: Individuals or
households, businesses or other for-
profits, not-for-profit institutions, farms,
the Federal Government, and state, local
or tribal governments.

Estimated Number of Respondents:
355,655.

Estimated Time per Response: 15
minutes to 8 hours.

Estimated Total Annual Burden
Hours: 347,889.

Needs and Uses: The general purpose
of the Patent Cooperation Treaty (PCT)
is to standardize the format and filing
procedures so that applicants may file
one international application in one
location, in one language, and pay one
initial set of fees to seek protection for
an invention in more than 100
designated countries. This collection of
information is necessary so that
respondents can file an international
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patent application and so that the
USPTO can fulfill its duties to process,
search, and examine international
patent applications under the provisions
of the PCT.

Interested persons are requested to
send comments regarding these
information collections, including
suggestions for reducing this burden, to
Robert J. Spar, Director, Office of Patent
Legal Administration, Commissioner for
Patents, P.O. Box 1450, Alexandria, VA
22313-1450, or to the Office of
Information and Regulatory Affairs,
Office of Management and Budget, New
Executive Office Building, Room 10235,
725 17th Street, NW., Washington, DC
20503, Attention: Desk Officer for the
Patent and Trademark Office.

Notwithstanding any other provision
of law, no person is required to respond
to nor shall a person be subject to a
penalty for failure to comply with a
collection of information subject to the
requirements of the Paperwork
Reduction Act unless that collection of
information displays a currently valid
OMB control number.

List of Subjects in 37 CFR Part 1

Administrative practice and
procedure, Courts, Freedom of
information, Inventions and patents,
Reporting and recordkeeping
requirements, Small businesses.

m For the reasons set forth in the
preamble, 37 CFR part 1 is amended as
follows:

PART 1—RULES OF PRACTICE IN
PATENT CASES

m 1. The authority citation for 37 CFR
part 1 continues to read as follows:

Authority: 35 U.S.C. 2(b)(2).

m 2. Section 1.4 is amended by revising
paragraphs (d)(2) introductory text,
(d)(3), and (d)(4)(ii) to read as follows:

§1.4 Nature of correspondence and
signature requirements.
* * * * *

(d) * % %

(2) S-signature. An S-signature is a
signature inserted between forward
slash marks, but not a handwritten
signature as defined by § 1.4(d)(1). An S-
signature includes any signature made
by electronic or mechanical means, and
any other mode of making or applying
a signature not covered by a
handwritten signature of § 1.4(d)(1).
Correspondence being filed in the Office
in paper, by facsimile transmission as
provided in § 1.6(d), or via the Office
electronic filing system as an
attachment as provided in § 1.6(a)(4), for
a patent application, patent, or a
reexamination proceeding may be S-

signature signed instead of being
personally signed (i.e., with a
handwritten signature) as provided for
in paragraph (d)(1) of this section. The
requirements for an S-signature under
this paragraph (d)(2) of this section are

as follows.
* * * * *

(3) Forms. The Office provides forms
to the public to use in certain situations
to assist in the filing of correspondence
for a certain purpose and to meet certain
requirements for patent applications
and proceedings. Use of the forms for
purposes for which they were not
designed is prohibited. No changes to
certification statements on the Office
forms (e.g., oath or declaration forms,
terminal disclaimer forms, petition
forms, and nonpublication request form)
may be made. The existing text of a
form, other than a certification
statement, may be modified, deleted, or
added to, if all text identifying the form
as an Office form is removed. The
presentation to the Office (whether by
signing, filing, submitting, or later
advocating) of any Office form with text
identifying the form as an Office form
by a party, whether a practitioner or
non-practitioner, constitutes a
certification under § 10.18(b) of this
chapter that the existing text and any
certification statements on the form
have not been altered other than
permitted by EFS-Web customization.

(4) * x %

(ii) Certifications as to the signature:

(A) Of another: A person submitting
a document signed by another under
paragraph (d)(2) of this section is
obligated to have a reasonable basis to
believe that the person whose signature
is present on the document was actually
inserted by that person, and should
retain evidence of authenticity of the
signature.

(B) Self certification: The person
inserting a signature under paragraph
(d)(2) of this section in a document
submitted to the Office certifies that the
inserted signature appearing in the

document is his or her own signature.
* * * * *

m 3. Section 1.6 is amended by adding
new paragraphs (a)(4) and (g) to read as
follows:

§1.6 Receipt of correspondence.

(a] * * %

(4) Correspondence may be submitted
using the Office electronic filing system
only in accordance with the Office
electronic filing system requirements.
Correspondence submitted to the Office
by way of the Office electronic filing
system will be accorded a receipt date,
which is the date the correspondence is

received at the correspondence address
for the Office set forth in § 1.1 when it
was officially submitted.

(g) Submission of the national stage
correspondence required by § 1.495 via
the Office electronic filing system. In the
event that the Office has no evidence of
receipt of the national stage
correspondence required by § 1.495,
which was submitted to the Office by
the Office electronic filing system, the
party who submitted the
correspondence may petition the
Director to accord the national stage
correspondence a receipt date as of the
date the correspondence is shown to
have been officially submitted to the
Office.

(1) The petition of this paragraph (g)
requires that the party who submitted
such national stage correspondence:

(i) Informs the Office of the previous
submission of the correspondence
promptly after becoming aware that the
Office has no evidence of receipt of the
correspondence under § 1.495;

(ii) Supplies an additional copy of the
previously submitted correspondence;

(ii1) Includes a statement that attests
on a personal knowledge basis, or to the
satisfaction of the Director, that the
correspondence was previously
officially submitted; and

(iv) Supplies a copy of an
acknowledgment receipt generated by
the Office electronic filing system, or
equivalent evidence, confirming the
submission to support the statement of
paragraph (g)(1)(iii) of this section.

(2) The Office may require additional
evidence to determine if the national
stage correspondence was submitted to
the Office on the date in question.

W 4. Section 1.8 is amended by revising
paragraphs (a)(1)(i) and (b)(3) to read as
follows:

§1.8 Certificate of mailing or
transmission.
* *x %

Ezli)) * *x %

(i) The correspondence is mailed or
transmitted prior to expiration of the set
period of time by being:

(A) Addressed as set out in §1.1(a)
and deposited with the U.S. Postal
Service with sufficient postage as first
class mail;

(B) Transmitted by facsimile to the
Patent and Trademark Office in
accordance with § 1.6(d); or

(C) Transmitted via the Office
electronic filing system in accordance
with § 1.6(a)(4); and

(b) * % %

(3) Includes a statement that attests on
a personal knowledge basis or to the
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satisfaction of the Director to the
previous timely mailing, transmission or
submission. If the correspondence was
sent by facsimile transmission, a copy of
the sending unit’s report confirming
transmission may be used to support
this statement. If the correspondence
was transmitted via the Office electronic
filing system, a copy of an
acknowledgment receipt generated by
the Office electronic filing system
confirming submission may be used to
support this statement.

* * * * *

m 5. Section 1.33 is amended by revising
the introductory text of paragraph (a) to
read as follows:

§1.33 Correspondence respecting patent
applications, reexamination proceedings,
and other proceedings.

(a) Correspondence address and
daytime telephone number. When filing
an application, a correspondence
address must be set forth in either an
application data sheet (§ 1.76), or
elsewhere, in a clearly identifiable
manner, in any paper submitted with an
application filing. If no correspondence
address is specified, the Office may treat
the mailing address of the first named
inventor (if provided, see §§1.76(b)(1)
and 1.63(c)(2)) as the correspondence
address. The Office will direct, or
otherwise make available, all notices,
official letters, and other
communications relating to the
application to the person associated
with the correspondence address. For
correspondence submitted via the
Office’s electronic filing system,
however, an electronic acknowledgment
receipt will be sent to the submitter. The
Office will generally not engage in
double correspondence with an
applicant and a patent practitioner, or
with more than one patent practitioner
except as deemed necessary by the
Director. If more than one
correspondence address is specified in a
single document, the Office will select
one of the specified addresses for use as
the correspondence address and, if
given, will select the address associated
with a Customer Number over a typed
correspondence address. For the party
to whom correspondence is to be
addressed, a daytime telephone number
should be supplied in a clearly
identifiable manner and may be
changed by any party who may change
the correspondence address. The
correspondence address may be
changed as follows:

* * * * *

Dated: January 17, 2007.
Jon W. Dudas,

Under Secretary of Commerce for Intellectual
Property and Director of the United States
Patent and Trademark Office.

[FR Doc. E7-906 Filed 1-22—07; 8:45 am]
BILLING CODE 3510-16-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52 and 81
[EPA-R06—OAR-2006—-0386; FRL-8272-5]

Approval and Promulgation of
Implementation Plans; Texas; El Paso
County Carbon Monoxide
Redesignation to Attainment, and
Approval of Maintenance Plan

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: On January 20, 2006, the
Texas Commission on Environmental
Quality (TCEQ) submitted a State
Implementation Plan (SIP) revision to
request redesignation of the El Paso
carbon monoxide (CO) nonattainment
area to attainment for the CO National
Ambient Air Quality Standard
(NAAQS). This submittal also included
a CO maintenance plan for the El Paso
area and associated Motor Vehicle
Emission Budgets (MVEBs). The
maintenance plan was developed to
ensure continued attainment of the CO
NAAQS for a period of 10 years from
the effective date of EPA approval of
redesignation to attainment. In this
action, EPA is approving the El Paso CO
redesignation request and the
maintenance plan with its associated
MVEBs as satisfying the requirements of
the Federal Clean Air Act (CAA) as
amended in 1990.

DATES: This rule is effective on March
26, 2007 without further notice, unless
EPA receives relevant adverse comment
by February 22, 2007.

ADDRESSES: Submit your comments,
identified by Docket No. EPA-R06—
OAR-2006-0386, by one of the
following methods:

o hitp://www.regulations.gov: Follow
the on-line instructions for submitting
comments.

e E-mail: Mr. Thomas Diggs at
diggs.thomas@epa.gov. Please also send
a copy by e-mail to the person listed in
the FOR FURTHER INFORMATION CONTACT
section below.

e Fax:Mr. Thomas Diggs, Chief, Air
Planning Section (6PD-L), at fax
number 214-665-7263.

e Mail: Mr. Thomas Diggs, Chief, Air
Planning Section (6PD-L),

Environmental Protection Agency, 1445
Ross Avenue, Suite 1200, Dallas, Texas
75202-2733.

e Hand Delivery: Mr. Thomas Diggs,
Chief, Air Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 1200, Dallas, Texas
75202-2733. 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-R06-OAR-2006—
0386. EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
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 docket
are listed in the www.regulations.gov
index. Although listed in the index,
some information is not publicly
available, e.g., CBI or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, will be publicly
available only in hard copy. Publicly
available docket materials are available
either electronically in http://
www.regulations.gov or in hard copy at
the Air Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 700, Dallas, Texas
75202-2733. The file will be made
available by appointment for public
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inspection in the Region 6 FOIA Review
Room between the hours of 8:30am and
4:30pm weekdays except for legal
holidays. Contact the person listed in
the FOR FURTHER INFORMATION CONTACT
paragraph below or Mr. Bill Deese at
214-665-7253 to make an appointment.
If possible, please make the
appointment at least two working days
in advance of your visit. There will be

a 15 cent per page fee for making
photocopies of documents. On the day
of the visit, please check in at the EPA
Region 6 reception area at 1445 Ross
Avenue, Suite 700, Dallas, Texas.

The State submittal is also available
for public inspection at the State Air
Agency listed below during official
business hours by appointment:

Texas Commission on Environmental
Quality, Office of Air Quality, 12124
Park 35 Circle, Austin, Texas 78753.

FOR FURTHER INFORMATION CONTACT:
Jeffrey Riley, Air Planning Section,
(6PD-L), Environmental Protection
Agency, Region 6, 1445 Ross Avenue,
Suite 700, Dallas, Texas 75202—2733,
telephone (214) 665-8542; fax number
214-665-7263; e-mail address
riley.jeffrey@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, whenever

“we” “us” or “our” is used, we mean
the EPA.
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I. Background

Under the 1990 Federal Clean Air Act
(CAA) Amendments, El Paso was
designated and classified as a moderate
nonattainment area for CO because it
did not meet the 8-hour CO NAAQS for
this criteria pollutant (56 FR 56694). E1
Paso’s classification as a moderate
nonattainment area under sections
107(d)(4)(A) and 186(a) of the CAA
imposed a schedule for attainment of
the CO NAAQS by December 31, 1995.

The El Paso nonattainment area has
unique considerations for CO
attainment planning due to airshed
contributions from Ciudad Juarez,
Mexico. Section 179B of the 1990 CAA
Amendments contains provisions for
CO nonattainment areas affected by
emissions emanating from outside the
United States. Under CAA Section
179B, the EPA shall approve a SIP for

the El Paso nonattainment area if the
TCEQ establishes to the EPA’s
satisfaction that implementation of the
plan would achieve timely attainment of
the NAAQS but for emissions emanating
from Ciudad Juarez. This provision
prevents El Paso County from being
reclassified to a higher level of
nonattainment should monitors
continue to record CO concentrations in
excess of the NAAQS.

To meet the CAA attainment schedule
of December 31, 1995, Texas submitted
an initial revision to the SIP for the El
Paso CO moderate nonattainment area
in a letter dated September 27, 1995.
This submittal, as well as a February
1998 supplemental submittal, included
air quality modeling demonstrating that
El Paso would attain the CO NAAQS by
December 31, 1995, but for emissions
emanating outside of the United States
from Mexico. The EPA approved a
revision to the Texas SIP submitted to
show attainment of the 8-hour CO
NAAQS in the El Paso CO
nonattainment area under Section 179B
provisions, as well as approving the El
Paso area’s CO emissions budget and a
CO contingency measure requirement.
The State submitted the revisions to
satisfy Section 179B and Part D
requirements of the CAA. This approval
was published July 2, 2003 (68 FR
39457) and became effective September
2, 2003. TCEQ also submitted all the
requirements for the moderate area
classification and EPA approved them.
See further discussion in Section II.B.2.

On January 20, 2006, the State of
Texas submitted a revision to the SIP
which consists of a request for
redesignation of the El Paso carbon
monoxide (CO) nonattainment area to
attainment for the CO NAAQS, as well
as an 8-hour CO maintenance plan to
ensure that E1 Paso County remains in
attainment of the 8-hour CO NAAQS.

In this action, we are approving a
change in the legal designation of the El
Paso area from nonattainment for CO to
attainment, in addition to approving the
maintenance plan that is designed to
keep the area in attainment for CO until
2015. Under the CAA, we can change
designations if acceptable data are
available and if certain other
requirements are met. Section
107(d)(3)(E) of the CAA provides that
the Administrator may not promulgate a
redesignation of a nonattainment area to
attainment unless:

(i) The Administrator determines that
the area has attained the national
ambient air quality standard;

(ii) The Administrator has fully
approved the applicable
implementation plan for the area under
CAA section 110(k);

(iii) The Administrator determines
that the improvement in air quality is
due to permanent and enforceable
reductions in emissions resulting from
implementation of the applicable
implementation plan and applicable
Federal air pollutant control regulations
and other permanent and enforceable
reductions;

(iv) The Administrator has fully
approved a maintenance plan for the
area as meeting the requirements of
CAA section 175A; and,

(v) the State containing such area has
met all requirements applicable to the
area under section 110 and part D of the
CAA.

Before we can approve the
redesignation request, we must decide
that all applicable SIP elements have
been fully approved. Approval of the
applicable SIP elements may occur
simultaneously with final approval of
the redesignation request. The State of
Texas has incorporated a CO
maintenance plan into this submittal to
satisfy the requirement of a fully
approved maintenance plan for the area.

II. EPA’s Evaluation of the El Paso
Redesignation Request and
Maintenance Plan

We have reviewed the El Paso CO
redesignation request and maintenance
plan and believe that approval of the
request is warranted, consistent with the
requirements of CAA section
107(d)(3)(E). The following are
descriptions of how the section
107(d)(3)(E) requirements are being
addressed.

(a) Redesignation Criterion: The Area
Must Have Attained the Carbon
Monoxide (CO) NAAQS

Section 107(d)(3)(E)(i) of the CAA
states that for an area to be redesignated
to attainment, the Administrator must
determine that the area has attained the
applicable NAAQS. The area is
designated attainment for the 1-hour CO
NAAQS and designated nonattainment
for the 8-hour CO NAAQS. As described
in 40 CFR 50.8, the 8-hour CO NAAQS
for carbon monoxide is 9 parts per
million (ppm), (10 milligrams per cubic
meter) for an 8-hour average
concentration not to be exceeded more
than once per year. 40 CFR 50.8
continues by stating that the levels of
CO in the ambient air shall be measured
by a reference method based on 40 CFR
part 50, Appendix C and designated in
accordance with 40 CFR part 53 or an
equivalent method designated in
accordance with 40 CFR part 53.
Attainment of the 8-hour CO standard is
not a momentary phenomenon based on
short-term data. Instead, we consider an
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area to be in attainment if each of the
8-hour CO ambient air quality monitors
in the area doesn’t have more than one
exceedance of the 8-hour CO standard
over a one-year period. If any monitor
in the area’s CO monitoring network
records more than one exceedance of
the 8-hour CO standard during a one-
year calendar period, then the area is in
violation of the 8-hour CO NAAQS. In
addition, our interpretation of the CAA
and EPA national policy ! has been that
an area seeking redesignation to
attainment must show attainment of the
CO NAAQS for at least a continuous
two-year calendar period. In addition,
the area must also continue to show
attainment through the date that we
promulgate the redesignation in the
Federal Register.

The State of Texas’ CO redesignation
request for the El Paso area is based on
an analysis of quality assured ambient
air quality monitoring data that are
relevant to the redesignation request. As
presented in Chapter 3, Table 3—1 of the
State’s maintenance plan, ambient air
quality monitoring data for consecutive
calendar years 1999 through 2005 show
a measured exceedance rate of the CO
NAAQS of 1.0 or less per year, per
monitor, in the El Paso nonattainment
area. We have evaluated the ambient air
quality data and have determined that
the El Paso area has not violated the 8-
hour CO standard and continues to
demonstrate attainment. The El Paso
nonattainment area has quality-assured
data showing no violations of the 8-hour
CO NAAQS for the most recent
consecutive two-calendar-year period
(2004 and 2005). Therefore, we believe
the El Paso area has met the first
component for redesignation:
Demonstration of attainment of the CO
NAAQS. We note too that the State of
Texas has also committed, in the
maintenance plan, to continue the
necessary operation of the CO
monitoring network in compliance with
40 CFR Part 58.

(b) Redesignation Criterion: The Area
Must Have Met All Applicable
Requirements Under Section 110 and
Part D of the CAA

To be redesignated to attainment,
section 107(d)(3)(E)(v) requires that an
area must meet all applicable
requirements under section 110 and part
D of the CAA. We interpret section
107(d)(3)(E)(v) to mean that for a
redesignation to be approved by us, the
State must meet all requirements that

1Refer to EPA’s September 4, 1992, John Calcagni
policy memorandum entitled “Procedures for
Processing requests to Redesignate areas to
Attainment.”

applied to the subject area prior to or at
the time of the submission of a complete
redesignation request. In our evaluation
of a redesignation request, we don’t
need to consider other requirements of
the CAA that became due after the date
of the submission of a complete
redesignation request.

1. CAA Section 110 Requirements

Section 110(a)(2) of Title I of the CAA
delineates the general requirements for
a SIP, which include enforceable
emissions limitations and other control
measures, means, or techniques,
provisions for the establishment and
operation of appropriate devices
necessary to collect data on ambient air
quality, and programs to enforce the
limitations. On July 2, 2003, we
approved the El Paso CO element
revisions to Texas’s SIP as meeting the
requirements of section 110(a)(2) of the
CAA (see 68 FR 39457).

2. Part D Requirements

Before the El Paso “moderate” CO
nonattainment area may be redesignated
to attainment, the State must have
fulfilled the applicable requirements of
part D. Under part D, an area’s
classification indicates the requirements
to which it will be subject. Subpart 1 of
part D sets forth the basic nonattainment
requirements applicable to all
nonattainment areas. Subpart 3 of Part
D contains specific provisions for
“moderate” CO nonattainment areas.
The relevant subpart 1 requirements are
contained in sections 172(c) and 176.
Our General Preamble (see 57 FR 13529
to 13532, April 16, 1992) provides
EPA’s interpretations of the CAA
requirements for “moderate”” CO areas
such as El Paso with CO design values
that are less than or equal to 12.7 ppm.
The General Preamble (see 57 FR 13530,
et seq.) provides that the applicable
requirements of CAA section 172 are:
172(c)(3) (emissions inventory),
172(c)(5) (new source review permitting
program), 172(c)(7) (the section
110(a)(2) air quality monitoring
requirements), and 172(c)(9)
(contingency measures). Regarding the
requirements of sections 172(c)(3)
(inventory) and 172(c)(9) (contingency
measures), please refer to our discussion
below of sections 187(a)(1) and
187(a)(3), which are the more specific
provisions of subpart 3 of Part D of the
CAA.

It is also worth noting that we
interpreted the requirements of sections
172(c)(2) (reasonable further progress—
RFP) and 172(c)(6) (other measures) as
being irrelevant to a redesignation
request because they only have meaning
for an area that is not attaining the

standard. See EPA’s September 4, 1992,
John Calcagni memorandum entitled
“Procedures for Processing Requests to
Redesignate Areas to Attainment”, and
the General Preamble, 57 FR at 13564,
dated April 16, 1992. Finally, the State
has not sought to exercise the options
that would trigger sections 172(c)(4)
(identification of certain emissions
increases) and 172(c)(8) (equivalent
techniques). Thus, these provisions are
also not relevant to this redesignation
request.

For the section 172(c)(5) New Source
Review (NSR) requirements, the CAA
requires all nonattainment areas to meet
several requirements regarding NSR,
including provisions to ensure that
increased emissions will not result from
any new or modified stationary major
sources and a general offset rule. The
State of Texas has an approved NSR
program (see 60 FR 49781, September
27, 1995) that meets the requirements of
CAA section 172(c)(5). For the CAA
section 172(c)(7) provisions (compliance
with the CAA section 110(a)(2) Air
Quality Monitoring Requirements), our
interpretations are presented in the
General Preamble (57 FR 13535). CO
nonattainment areas are to meet the
“applicable” air quality monitoring
requirements of section 110(a)(2) of the
CAA. Information concerning CO
monitoring in Texas is included in the
Annual Monitoring Network Review
(MNR) prepared by the State and
submitted to EPA. Our personnel have
concurred with Texas’ annual network
reviews and have agreed that the El Paso
network remains adequate.

In Chapter 5, Section 5.4 of the
maintenance plan, the State commits to
the continued operation of the existing
CO monitoring network according to
applicable Federal regulations and
guidelines (40 CFR part 58).

The relevant subpart 3 provisions
were created when the CAA was
amended on November 15, 1990. The
new CAA requirements for ‘“moderate”
CO areas, such as El Paso, required that
the SIP be revised to include a 1990
base year emissions inventory (CAA
section 187(a)(1)), contingency
provisions (CAA section 187(a)(3)),
corrections to existing motor vehicle
inspection and maintenance (I/M)
programs (CAA section 187(a)(4)),
periodic emission inventories (CAA
section 187(a)(5)), and the
implementation of an oxygenated fuels
program (CAA section 211(m)(1)).
Sections 187(a)(2), (6), and (7) do not
apply to the El Paso area because its
design value was below 12.7 ppm at the
time of classification. How the State met
these requirements and our approvals,
are described below:
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A. 1990 base year emissions inventory
(CAA section 187(a)(1)): EPA approved
an emissions inventory on September
12, 1994 (see 59 FR 46766).

B. Contingency provisions (CAA
section 187(a)(3)): EPA approved the use
of 46 tons per day in incremental CO
reduction credits from the Texas low-
enhanced vehicle inspection and
maintenance program, as fulfillment of
the State’s CO attainment contingency
measure requirement for the El Paso
nonattainment area under section
172(c)(9) on July 2, 2003 (see 68 FR
39457).

C. Corrections to the El Paso basic
I/M program (CAA section 187(a)(4)):
EPA approved the Texas Motorist
Choice (TMC) I/M Program (which
includes El Paso) on November 14, 2001
(see 66 FR 57261).

D. Periodic emissions inventories
(CAA section 187(a)(5)): The State
submitted an initial revision to the SIP
for the El Paso CO moderate
nonattainment area in a letter dated
September 27, 1995. This submittal, as
well as a February 1998 supplemental
submittal contained a commitment to
submit emission inventory updates.
TCEQ continues to submit the Periodic
Emissions Inventory (PEI) every three
years.

E. Oxygenated fuels program
implementation (CAA section 211(m)):
EPA approved the El Paso oxygenated
fuels program on September 12, 1994
(see 59 FR 46766).

(c) Redesignation Criterion: The Area
Must Have a Fully Approved SIP Under
Section 110(k) of the CAA

Section 107(d)(3)(E)(ii) of the CAA
states that for an area to be redesignated
to attainment, it must be determined
that the Administrator has fully
approved the applicable
implementation plan for the area under
section 110(k). As noted above, EPA
previously approved SIP revisions for
the El Paso CO nonattainment area that
were required by the 1990 amendments
to the CAA. In this action, we are also
approving the maintenance plan
proposed by the State, and the State’s
commitment to maintain an adequate
monitoring network (contained in the
maintenance plan). Thus, with this final
rule to approve the El Paso
redesignation request and maintenance
plan, we will have fully approved the El
Paso CO element of the SIP under
section 110(k) of the CAA.

(d) Redesignation Criterion: The Area
Must Show That the Improvement in Air
Quality Is Due to Permanent and
Enforceable Emissions Reductions

Section 107(d)(3)(E)(iii) of the CAA
provides that for an area to be
redesignated to attainment, the
Administrator must determine that the
improvement in air quality is due to
permanent and enforceable reductions
in emissions resulting from
implementation of the applicable
implementation plan, implementation
of applicable Federal air pollutant
control regulations, and other
permanent and enforceable reductions.
The CO emissions reductions for El
Paso, that are further described in
Sections 3.5 and 5.3.3 of the El Paso
maintenance plan, were achieved
primarily through the Federal Motor
Vehicle Control Program (FMVCP), an
oxygenated fuels program, and a motor
vehicle inspection and maintenance
(I/M) program.

In general, the FMVCP provisions
require vehicle manufacturers to meet
more stringent vehicle emission
limitations for new vehicles in future
years. These emission limitations are
phased in (as a percentage of new
vehicles manufactured) over a period of
years. As new, lower emitting vehicles
replace older, higher emitting vehicles
(“fleet turnover”), emission reductions
are realized for a particular area such as
El Paso. For example, EPA promulgated
lower hydrocarbon (HC) and CO exhaust
emission standards in 1991, known as
Tier I standards for new motor vehicles
(light-duty vehicles and light-duty
trucks) in response to the 1990 CAA
amendments. These Tier I emissions
standards were phased in with 40% of
the 1994 model year fleet, 80% of the
1995 model year fleet, and 100% of the
1996 model year fleet.

As stated in Section 5.3.3 of the
maintenance plan, significant additional
emission reductions were realized from
El Paso’s basic I/M program. The
program requires annual inspections of
vehicles at independent inspection
stations. We note that further
improvements to the El Paso area’s basic
I/M program, to meet the requirements
of EPA’s November 5, 1992 (57 FR
52950) I/M rule, and upgrading the I/M
program to meet the requirements for a
low-enhanced program, were approved
by us into the SIP on November 14,
2001 (68 FR 39457).

Oxygenated fuels are gasolines that
are blended with additives that increase
the level of oxygen in the fuel and,
consequently, reduce CO tailpipe
emissions. TAC Title 30, Chapter 114,
Section 114.100, “Oxygenated Fuels

Program”, contains the oxygenated fuels
provisions for the El Paso
nonattainment area. This rule requires
all E]l Paso area gas stations to sell fuels
containing a 2.7% minimum oxygen
content (by weight) during the
wintertime CO high pollution season.
The use of oxygenated fuels has
significantly reduced CO emissions and
contributed to the area’s attainment of
the CO NAAQS.

We have evaluated the various State
and Federal control measures, and
believe that the improvement in air
quality in the El Paso nonattainment
area has resulted from emission
reductions that are permanent and
enforceable.

(e) Redesignation Criterion: The Area
Must Have a Fully Approved
Maintenance Plan Under CAA Section
175A

Section 107(d)(3)(E)(iv) of the CAA
provides that for an area to be
redesignated to attainment, the
Administrator must have fully approved
a maintenance plan for the area meeting
the requirements of section 175A of the
CAA. Section 175A of the CAA sets
forth the elements of a maintenance
plan for areas seeking redesignation
from nonattainment to attainment. The
maintenance plan must demonstrate
continued attainment of the applicable
NAAQS for at least ten years after the
Administrator approves a redesignation
to attainment. Eight years after the
promulgation of the redesignation, the
State must submit a revised
maintenance plan that demonstrates
continued attainment for the subsequent
ten-year period following the initial ten
year maintenance period. To address the
possibility of future NAAQS violations,
the maintenance plan must contain
contingency measures, with a schedule
for adoption and implementation, that
are adequate to assure prompt
correction of a violation. In addition, we
issued further maintenance plan
interpretations in the “General Preamble
for the Implementation of Title I of the
Clean Air Act Amendments of 1990 (57
FR 13498, April 16, 1992), “General
Preamble for the Implementation of
Title I of the Clean Air Act Amendments
of 1990; Supplemental” (57 FR 18070,
April 28, 1992), and the EPA guidance
memorandum entitled “Procedures for
Processing Requests to Redesignate
Areas to Attainment” from John
Calcagni, Director, Air Quality
Management Division, Office of Air
Quality and Planning Standards, to
Regional Air Division Directors, dated
September 4, 1992 (hereafter the
September 4, 1992 Calcagni
Memorandum).
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In this Federal Register action, EPA is
approving the maintenance plan for the
El Paso CO nonattainment area because
we believe, as detailed below, that the
State’s maintenance plan submittal
meets the requirements of section 175A
and is consistent with our
interpretations of the CAA, as reflected
in the documents referenced above. Our
analysis of the pertinent maintenance
plan requirements, with reference to the
State’s January 20, 2006, submittal, is
provided as follows:

1. Emissions Inventories—Attainment
Year and Projections

EPA’s interpretations of the CAA
section 175A maintenance plan
requirements are generally provided in
the General Preamble (see 57 FR 13498,

April 16, 1992) and the September 4,
1992, Calcagni Memorandum referenced
above. Under our interpretations, areas
seeking to redesignate to attainment for
CO may demonstrate future
maintenance of the CO NAAQS either
by showing that future CO emissions
will be equal to or less than the
attainment year emissions or by
providing a modeling demonstration.

For the El Paso area, the State selected
the emissions inventory approach for
demonstrating maintenance of the CO
NAAQS; however, the State also
conducted ‘“‘hot spot” CO modeling to
demonstrate that CO exceedances are
not currently occurring at a potential
hot spot and will not occur at such
locations in the future. The maintenance

plan submitted by the TCEQ on January
20, 2006, includes comprehensive
inventories of CO emissions for the El
Paso area. These inventories include
emissions from stationary point sources,
area sources, non-road mobile sources,
and on-road mobile sources. The State
selected 2002 as the year from which to
develop the attainment year inventory
and included interim-year projections
out to 2015. More detailed descriptions
of the 2002 attainment year inventory
and the projected inventories are
documented in the maintenance plan in
Chapter 2. Summary emission figures
from the 2002 attainment year, the
interim projected years, and the final
maintenance year of 2015 are provided
in Table 1 below.

TABLE 1.—EL PASO COUNTY CO EMISSIONS FOR 2002—2015 (TPD)

2002 2005 2011 2015
)11 G o 10 (o= PR 4.67 4.42 4.78 5.03
ATEA SOUICE ...eeeeiiieeiee et e ettt e et e e e e e e e ae e e eeaaee e etaeeeeasaeesenseeeeaseeeensenans 16.42 16.80 17.61 18.17
Nonroad Mobile .. 45.90 48.71 55.23 59.18
Onroad Mobile 360.34 325.50 245.16 232.02
LI} ¢ | PP PRPP 427.33 385.43 322.78 314.40

As presented in Chapter 3, Table 3—
1 of the State’s maintenance plan,
ambient air quality monitoring data for
consecutive calendar years 1999
through 2004 show a measured
exceedance rate of the CO NAAQS of
1.0 or less per year, per monitor, in the
El Paso nonattainment area. To further
demonstrate maintenance of the CO
NAAQS, the TCEQ agreed to additional
“hot spot”” modeling as requested by
EPA on the basis of EPA’s Office of Air
Quality Planning and Standards’
(OAQPS) September 30, 1994 Ozone/
Carbon Monoxide Redesignations
Reference Document. The modeling was
done specifically to address two
concerns—the El Paso CO monitoring
network has a limited number of sites,
and therefore may not have identified
all the hot spots in the El Paso area; and
in the future, urban growth may
increase mobile emissions enough to
cause exceedances of the NAAQS.

The TCEQ performed CO modeling at
a heavily utilized intersection to
demonstrate that CO exceedances are
not currently occurring at a potential
hot spot and will not occur at that
location in the future. A modeling
protocol detailing hotspot selection,
proposed model usage, and data
analysis was submitted by the State on
February 17, 2005, and was approved by
EPA via a letter dated March 30, 2005.
The modeling protocol and approach

taken are detailed in Chapter 4 of the
maintenance plan. As shown in Table
4-2 of the maintenance plan, the current
(base) case hot spot analysis predicted a
maximum 8-hour CO concentration of
7.8 ppm, and the 2015 future case
analysis predicted a maximum 8-hour
CO concentration of 2.2 ppm. Both of
these values are below the 9 ppm
NAAQS, and demonstrate current and
projected compliance with the CO
standard. A more detailed evaluation by
EPA of this hot spot analysis is provided
in the TSD.

2. Demonstration of Maintenance—
Projected Inventories

As we noted above, total CO
emissions were projected forward by the
State for the years 2005, 2011, and 2015.
We note the State’s approach for
developing the projected inventories
follows EPA guidance on projected
emissions and we believe they are
acceptable.2 The projected inventories
show that CO emissions are not
estimated to exceed the 2002 attainment
level during the time period 2002
through 2015 and, therefore, the El Paso
area has satisfactorily demonstrated
maintenance. The year 2005 was

2“Use of Actual Emissions in Maintenance
Demonstrations for Ozone and Carbon Monoxide
(CO) Nonattainment Areas”, signed by D. Kent
Berry, Acting Director, Air Quality Management
Division, November 30, 1993.

selected as the year of designation of
attainment for the 8-hour CO NAAQS,
so the final projection year, 2015, was
intended to represent the last year of the
10-year maintenance plan. The year
2011 was selected as an interim year for
conformity determination. These
projected inventories were developed
using EPA-approved technologies and
methodologies. No new control
strategies for point and area sources
were relied upon in the projected
inventories. CO emission reductions
anticipated from EPA’s national rule for
the Spark Ignition Small Engine Rule,
Phase 1, were relied upon as a new
control strategy for Nonroad sources.
TCEQ relied upon emissions reductions
anticipated from existing control
strategies: FMVCP, Texas Oxygenated
Fuel SIP, and the Texas I/M Program.
Please see the TSD for more information
on EPA’s review and evaluation of the
State’s methodologies, modeling, inputs,
etc., for developing the projected
emissions inventories.

3. Monitoring Network and Verification
of Continued Attainment

The TCEQ commits to maintain an
appropriate air monitoring network for
the El Paso area throughout the 10-year
maintenance period. As required by 40
CFR Part 58.20(d), TCEQ will consult
with EPA in annual review of the air
monitoring network to determine the
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adequacy of the CO monitoring network,
whether or not additional monitoring is
needed, and if/when monitor sites can
be discontinued. The TCEQ also
commits to adhere to data quality
requirements as specified in 40 CFR Part
58 Quality Assurance Requirements.

Texas commits to track the progress of
the maintenance plan by continuing to
periodically update the emissions
inventory (EI). It will compare the
updated EIs against the projected 2005,
2011 and 2015 EIs.

TCEQ also commits to continuing all
the applicable control strategies, i.e., the
measures approved into the El Paso SIP.
For example, these measures include
the Federal Motor Vehicle Control
Program (FMVCP), an oxygenated fuels
program, and a motor vehicle inspection
and maintenance (I/M) program.

Based on the above, we are approving
these commitments as satisfying the
relevant requirements and we note that
his final rulemaking approval will
render the State’s commitments
federally enforceable.

4. Contingency Plan

Section 175A(d) of the CAA requires
that a maintenance plan include
contingency provisions. To meet this
requirement, the State has identified
appropriate contingency measures along
with a schedule for the development
and implementation of such measures.
In the January 20, 2006 submittal, Texas
specifies the contingency trigger as a
violation of the 8-hour CO standard base
upon air quality monitoring data from
the El Paso monitoring network. In the
event that a monitored violation of the
8-hour CO standard occurs in any
portion of the maintenance area, the
State will first analyze the data to
determine if the violation was caused by
actions outside TCEQ’s jurisdiction
(e.g., emissions from Mexico or another
state) or within its jurisdiction. If the
violation was caused by actions outside
TCEQ’s jurisdiction, TCEQ will notify
the EPA. If TCEQ determines the
violation was caused by actions within
TCEQ’s jurisdiction, TCEQ commits to
adopt and implement the identified
contingency measures as expeditiously
as practicable, but no later than 18
months.

The State will analyze one or more of
the following contingency measures to
reattain the standard:

e Vehicle idling restrictions.

e Improved vehicle I/M.

e Improved traffic control measures.

The maintenance plan indicates that
the State may evaluate other potential
strategies to address any future
violations in the most appropriate and
effective manner possible. Based on the

above, we find that the contingency
measures provided in the State’s El Paso
CO maintenance plan are sufficient and
meet the requirements of section
175A(d) of the CAA.

5. Subsequent Maintenance Plan
Revisions

In accordance with section 175A(b) of
the CAA, Texas has committed to
submit a revised maintenance plan eight
years after our approval of the
redesignation. This provision for
revising the maintenance plan is
contained in Chapter 5, Section 5.1 of
the El Paso CO maintenance plan.

The maintenance plan adequately
addresses the five basic components of
a maintenance plan. EPA believes that
the 8-hour CO maintenance plan SIP
revision submitted by the State of Texas
for the El Paso area meets the
requirements of Section 175A of the
CAA. For more information, please refer
to our Technical Support Document.

II1. EPA’s Evaluation of the
Transportation Conformity
Requirements

Table 2 documents the motor vehicle
emissions budgets (MVEBs) for the El
Paso CO nonattainment area that have
been established by this CO
redesignation request. The MVEB is that
portion of the total allowable emissions
defined in the SIP revision allocated to
on-road mobile sources for a certain
date for meeting the purpose of the SIP,
in this case maintaining compliance
with the NAAQS in the nonattainment
or maintenance area. EPA’s conformity
rule (40 CFR part 51, subpart T and part
93, subpart A) requires that
transportation plans, programs and
projects in nonattainment or
maintenance areas conform to the SIP.
The motor vehicle emissions budget is
one mechanism EPA has identified for
demonstrating conformity. Upon the
effective date of this SIP approval, all
future transportation improvement
programs and long range transportation
plans for the El Paso area will have to
show conformity to the budgets in this
plan; previous budgets approved or
found adequate will no longer be
applicable.

TABLE 2.—EL PAso CO MVEB FOR
2002-2015 (TPD)

Year MVEB

29.66
18.56
16.63

Our analysis indicates that the above
figures are consistent with maintenance

of the CO NAAQS throughout the
maintenance period. In accordance with
EPA’s adequacy process, these MVEBs
were posted on EPA’s adequacy Web
site for public notice on May 4, 2006
and were open for comment until June
5, 2006. No comments were received
during this period. Therefore, we are
finding as adequate and approving the
29.66 tpd for 2002 through 2010, 18.56
tpd for 2011 through 2014, and 16.63
tpd for 2015 and beyond, CO emissions
budgets for the El Paso area. Budget
modeling was developed for TCEQ
under contract by the Texas
Transportation Institute (TTI), utilizing
El Paso travel model datasets developed
by the El Paso Metropolitan Planning
Organization. The modeling
incorporated two onroad source control
strategies that apply in the El Paso area:
The El Paso Oxygenated Fuel Program,
and the I/M program (both detailed in
Chapter 5, Section 5.3.3 of the
maintenance plan).

IV. Consideration of Section 110(1) of
the CAA

Section 110(1) of the CAA states that
a SIP revision cannot be approved if the
revision would interfere with any
applicable requirement concerning
attainment and reasonable further
progress towards attainment of a
NAAQS or any other applicable
requirement of the CAA. As stated
above, the El Paso area has shown
continuous attainment of the CO
NAAQS since 1999 and has met the
applicable Federal requirements for
redesignation to attainment. The
maintenance plan will not interfere with
attainment or any other applicable
requirement of the CAA. No control
measures in the El Paso SIP are being
removed.

V. Final Action

EPA is approving the redesignation of
the El Paso area to attainment of the 8-
hour CO NAAQS, as well as approving
the El Paso area CO maintenance plan.
We also are approving the associated
MVEBs.

We have evaluated the State’s
submittal and have determined that it
meets the applicable requirements of the
Clean Air Act and EPA regulations, and
is consistent with EPA policy.

EPA is publishing this rule without
prior proposal because we view this as
a non-controversial amendment and
anticipate no adverse comments.
However, in the “Proposed Rules”
section of today’s Federal Register, we
are publishing a separate document that
will serve as the proposed rule to
approve the SIP revision if relevant
adverse comments are received on this



2782

Federal Register/Vol. 72, No. 14/Tuesday, January 23, 2007 /Rules and Regulations

direct final rule. We will not institute a
second comment period on this action.
Any parties interested in commenting
must do so at this time. For further
information about commenting on this
rule, see the ADDRESSES section of this
document.

If EPA receives adverse comment, we
will publish a timely withdrawal in the
Federal Register informing the public
that the rule will not take effect. We
would address all public comments in
a subsequent final rule based on the
proposed rule. Please note that if we
receive adverse comment on an
amendment, paragraph, or section of
this rule and if that provision may be
severed from the remainder of the rule,
we may adopt as final those provisions
of the rule that are not the subject of an
adverse comment.

VI. Statutory and Executive Order
Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a ‘“‘significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely approves
state law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
state law. Accordingly, the
Administrator certifies that this rule
will not have a significant economic
impact on a substantial number of small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). Because this
rule approves pre-existing requirements
under state law and does not impose
any additional enforceable duty beyond
that required by state law, it does not
contain any unfunded mandate or
significantly or uniquely affect small
governments, as described in the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104-4).

This rule also does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of

power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). This
action also does not have federalism
implications because it does not 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, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
approves a state rule implementing a
Federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
CAA. This rule also is not subject to
Executive Order 13045 “‘Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), because it is not
economically significant.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VCS in place of a SIP submission
that otherwise satisfies the provisions of
the CAA. Thus, the requirements of
section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) do not
apply. This rule does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United

States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a ““major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by March 26, 2007. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section

307(b)(2).)
List of Subjects
40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Intergovernmental relations.

40 CFR Part 81

Environmental protection, Air
pollution control, National parks,
Wilderness areas.

Dated: January 11, 2007.

Richard E. Greene,
Regional Administrator, Region 6.

m 40 CFR parts 52 and 81 are amended
as follows:

PART 52—[AMENDED]

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart SS—Texas

m 2.In §52.2270, the second table in
paragraph (e) entitled “EPA Approved
Nonregulatory Provisions and Quasi-
Regulatory Measures in the Texas SIP”
is amended by adding an entry at the
end of the table to read as follows:

§52.2270 Identification of plan.

* * * * *

(e)* * %
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EPA APPROVED NONREGULATORY PROVISIONS AND QUASI-REGULATORY MEASURES IN THE TEXAS SIP
Name of SIP provision Applicable geographic  State submittal/ EPA approval date Comments

or nonattainment area effective date

* * * * * * *

El Paso, TX 1/11/06 1/23/07 [Insert FR
page number where
document begins].

El Paso County Carbon Monoxide Mainte-
nance Plan.

PART 81—[AMENDED]

m 3. The authority citation for part 81
continues to read as follows:

Authority: 42 U.S.C. 7401, et seq.

m 4. Section 81.344 is amended by
revising the Carbon Monoxide table

TEXAS—CARBON MONOXIDE

entry for El Paso County to read as
follows:

§81.344 Texas.

* * * * *

Designation Category/classification
Designated area
Date ' Type Date Type
El Paso, El PASO COUNLY .....c.coiriiriirienieee s 1/23/07  Attainment.

1This date is November 15, 1990, unless otherwise noted.

* * * * *

[FR Doc. E7—-926 Filed 1-22-07; 8:45 am]
BILLING CODE 6560-50—P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

44 CFR Part 67

Final Flood Elevation Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Final rule.

SUMMARY: Base (1% annual chance)
Flood Elevations (BFEs) and modified
BFEs are made final for the
communities listed below. The BFEs
and modified BFEs are the basis for the
floodplain management measures that
each community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
remain qualified for participation in the
National Flood Insurance Program
(NFIP).

DATES: The date of issuance of the Flood
Insurance Rate Map (FIRM) showing
BFEs and modified BFEs for each
community. This date may be obtained
by contacting the office where the maps
are available for inspection as indicated
on the table below.

ADDRESSES: The final BFEs for each
community are available for inspection

at the office of the Chief Executive
Officer of each community. The
respective addresses are listed in the
table below.
FOR FURTHER INFORMATION CONTACT:
William R. Blanton, Jr., Engineering
Management Section, Mitigation
Division, Federal Emergency
Management Agency, 500 C Street, SW.,
Washington, DC 20472, (202) 646—3151.
SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
(FEMA) makes the final determinations
listed below for the modified BFEs for
each community listed. These modified
elevations have been published in
newspapers of local circulation and
ninety (90) days have elapsed since that
publication. The Mitigation Division
Director of FEMA has resolved any
appeals resulting from this notification.

This final rule is issued in accordance
with section 110 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4104,
and 44 CFR part 67. FEMA has
developed criteria for floodplain
management in floodprone areas in
accordance with 44 CFR part 60.

Interested lessees and owners of real
property are encouraged to review the
proof Flood Insurance Study and FIRM
available at the address cited below for
each community. The BFEs and
modified BFEs are made final in the
communities listed below. Elevations at
selected locations in each community
are shown.

National Environmental Policy Act.
This final rule is categorically excluded
from the requirements of 44 CFR part

10, Environmental Consideration. An
environmental impact assessment has
not been prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within
the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Regulatory Classification. This final
rule is not a significant regulatory action
under the criteria of section 3(f) of
Executive Order 12866 of September 30,
1993, Regulatory Planning and Review,
58 FR 51735.

Executive Order 13132, Federalism.
This final rule involves no policies that
have federalism implications under
Executive Order 13132.

Executive Order 12988, Civil Justice
Reform. This final rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 67

Administrative practice and
procedure, Flood insurance, Reporting
and recordkeeping requirements.

m Accordingly, 44 CFR part 67 is
amended as follows:

PART 67—[AMENDED]

m 1. The authority citation for part 67
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.
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§67.11 [Amended]

m 2. The tables published under the
authority of §67.11 are amended as

follows:

Flooding source(s)

Location of referenced elevation

*Elevation in
feet
(NGVD)
+Elevation in
feet
(NAVD)
#Depth in feet
above ground
Modified

Communities affected

Guilford County, North Carolina and Incorporated Areas
Docket Nos.: FEMA-D-7636, FEMA-D-7672 and FEMA-B-7465

Back Creek .......cccoeecuvveeeeieecnnas

Tributary 2 ...

Tributary (Stream No. 90) ...

Beaver Creek (Stream No. 83) ..

Beaver Creek Tributary ..............

Benaja Creek (Stream No. 48) ..

Big Alamance Creek (Stream
No. 68).

Big Alamance Creek Tributary 3

Tributary 4 ..o

Tributary 8 .....ccoeoviiiieeeenne

Tributary 9 .....ccooeiiiiii.

Boulding Branch ...........ccccceene.

Tributary 1

Tributary 2 ...

Tributary 3 ...ooceeeiiiiieece

Brush Creek (Stream No. 54) ....

BUull RUN ....ovvieeeeeeeeiieeee e,

At the Alamance/Guilford County boundary

Approximately 150 feet upstream of SR 100 .........ccccccevvnene
At the confluence with Back Creek .........ccccccocveeeviieeeiieeennns

At the Alamance/Guilford County boundary
At the confluence with Back Creek ........ccccecvvevvieecicieeennnen.

Approximately 0.5 mile upstream of Sanitary Landfill Road ..

At the Alamance/Guilford County boundary ............ccccceeeene

Approximately 0.8 mile upstream of Mount Hope Church
Road.

At the confluence with Beaver Creek .........cccccvvveiniiriieenenn.

Approximately 0.7 mile upstream of Brick Church Road .......

Approximately 1.2 miles upstream of Railroad Crossing .......

Approximately 1.4 miles upstream of Railroad Crossing .......
Approximately 1,000 feet upstream of the confluence with
Big Alamance Creek Tributary 1.

Approximately 1.3 miles upstream of Minder Road ...............

At the confluence with Big Alamance Creek .........cccccceeeuenen.

Approximately 325 feet upstream of Thacker Dairy Road ....

Approximately 100 feet upstream of the confluence with Big
Alamance Creek.

Approximately 0.4 mile upstream of Alamance Church Road

Approximately 900 feet upstream of the confluence with Big
Alamance Creek.

Approximately 100 feet upstream of Hagon Stone Park
Road.

At the confluence with Big Alamance Creek Tributary 8 .......

Approximately 0.8 mile upstream of Fieldview Road

Approximately 50 feet upstream of Montileu Avenue ...

At North Centennial Street

Approximately 225 feet upstream of the confluence with
Boulding Branch.

Approximately 1,350 feet upstream of Hickory Lane .............

Approximately 200 feet downstream of Barcliff Drive ............

Approximately 350 feet upstream of Waynick Street

Approximately 400 feet upstream of the confluence with
Boulding Branch.

Approximately 1,000 feet upstream of McGuinn Drive ....

At the downstream side of Brass Eagle Loop

Approximately 1,550 feet upstream of Airport Center Drive ..
At the confluence with Deep River (Stream No. 1)

Approximately 1,000 feet upstream of Ruffin Road ...............

+579

+644
+589

+635
+595

+638
+569

+668

+592

+631
+712

+718
+686

+757
+589

+613
+592

+672
+659

+712

+663

+713
+854
+888
+775

+844
+794
+838
+798

+849
+778

+879
+704

+845

Guilford County (Unincor-
porated Areas).

Guilford County (Unincor-
porated Areas).

Guilford County (Unincor-
porated Areas).

Guilford County (Unincor-
porated Areas).

Guilford County (Unincor-
porated Areas).

Guilford County (Unincor-
porated Areas).

Guilford County (Unincor-
porated Areas), Town of
Pleasant Garden.

Guilford County (Unincor-
porated Areas).

Guilford County (Unincor-
porated Areas).

Guilford County (Unincor-

porated Areas), Town of
Pleasant Garden.

Guilford County (Unincor-
porated Areas).
City of High Point.

City of High Point.

City of High Point.

City of High Point.

Guilford County (Unincor-
porated Areas), City of
Greensboro.

Guilford County (Unincor-
porated Areas), City of
Greensboro, Town of
Jamestown.
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Flooding source(s)

Location of referenced elevation

*Elevation in
feet
(NGVD)
+Elevation in
feet
(NAVD)

# Depth in feet
above ground

Communities affected

Modified
Bull Run (Stream No. 28) .......... At the confluence with Deep River(Stream No. 1) ................ +704 | Guilford County (Unincor-
porated Areas), City of
Greensboro, Town of
Jamestown.
Approximately 1,000 feet upstream of Ruffin Road +845
Bull Run Tributary 1 (Stream At the confluence with Bull Run ... +778 | City of Greensboro.
No. 29).
Approximately 330 feet upstream of Old Fox Trail ................ +808
Chocolate Creek .........cccccevreruenne At the confluence with North Prong Stinking Quarter Creek +616 | Guilford County (Unincor-
porated Areas).
Approximately 3.0 miles upstream of Alamance Church +687
Road.
Copper Branch ........ccccceceeienienne Approximately 1,150 feet upstream of the confluence with +700 | Guilford County (Unincor-
Deep River (Stream No. 1). porated Areas), City of High
Point.
Approximately 600 feet upstream of 1-85 ..........ccccceeveeiinne +822
Deep River Tributary 3 (Stream | Approximately 50 feet upstream of Edinburgh Drive ............. +762 | City of High Point.
No. A).
Approximately 0.7 mile upstream of Edinburgh Drive ........... +806
Deep River Tributary 30 ............. Approximately 500 feet upstream of the confluence with +762 | City of High Point.
West Fork Deep River (Stream No. 2).
Approximately 0.5 mile upstream of the confluence with +800
West Fork Deep River (Stream No. 2).
Tributary 31 ..o Approximately 750 feet upstream of the confluence with +778 | City of High Point.
West Fork Deep River (Stream No. 2).
Approximately 650 feet upstream of Arden Place ................. +863
East Belews Creek Tributary 1 .. | At the Guilford/Forsyth County boundary .............. +733 | Town of Stokesdale.
Approximately 1.2 miles upstream of Coldwater Road ... +786
Tributary 1A ... At the Guilford/Forsyth County boundary ............ccccceueee. +733 | Town of Stokesdale.
Approximately 680 feet upstream of Coldwater Road +758
Tributary 2 .....ccoovieiieeee At the Guilford/Forsyth County boundary ..........cccccooveriieenen. +750 | Guilford County (Unincor-
porated Areas).
Approximately 0.7 mile upstream of Water Oak Road .......... +776
East Fork Deep River (Stream Approximately 100 feet upstream of Regency Drive ............. +799 | City of Greensboro, City of
No. 23). High Point, Guilford County
(Unincorporated Areas).
Approximately 1,275 feet upstream of Industrial Village ....... +870
East Fork Deep River Tributary | At the confluence with East Deep River .........ccccocerieinnens +842 | City of Greensboro.
1.
Approximately 0.4 mile upstream of U.S. Route 421 ............ +860
Tributary 2 ......ccocoeiiiien. Approximately 500 feet upstream of the confluence with +790 | Guilford County (Unincor-
East Fork Deep River. porated Areas), City of
Greensboro, City of High
Point.
Approximately 1,300 feet upstream of 1-40 ...........ccocerveeennn. +866
Haw River Tributary 15 .............. Approximately 0.5 mile upstream of the confluence with +635 | Guilford County (Unincor-
Haw River. porated Areas).
At the Alamance/Guilford County boundary ............cccceevene +665
Tributary 19 ..o Approximately 1.0 mile upstream of the confluence with +844 | Guilford County (Unincor-
Haw River. porated Areas).
Approximately 1.0 mile upstream of the confluence with +901
Haw River.
Hiatt Branch .........ccoccoeiiiieennnn. Approximately 1,650 feet downstream of U.S. 311 ............... +823 | City of High Point.
Approximately 0.5 mile upstream of U.S. 311 ......... +870
Horney Branch ........cccccevieeien. Approximately 100 feet upstream of Old Mill Road .. +839 | City of High Point.
Approximately 500 feet upstream of Viking Drive ................. +864
Horsepen Creek (Stream No. Approximately 120 feet downstream of railroad .................... +742 | Guilford County (Unincor-
55). porated Areas), City of
Greensboro.
Approximately 200 feet downstream of Distribution Drive ..... +835
Tributary 1 (Stream No. 57) | At the confluence with Horsepen Creek ..........cccoceeviieencnne. +757 | City of Greensboro.
Approximately 1,375 feet upstream of Derbyshire Drive ....... +833
Tributary 2 (Stream No. 56) | At the confluence with Horsepen Creek .........cccccoeriircieenen. +761 | City of Greensboro.
Approximately 1,800 feet upstream of Hobbs Road .............. +853
Tributary A ..o At the confluence with Horsepen Creek Tributary 2 .............. +777 | City of Greensboro.
Approximately 300 feet upstream of Friendly Acres Drive .... +811
Tributary B ..o At the confluence with Horsepen Creek Tributary 2 .............. +778 | City of Greensboro.
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*Elevation in
feet
(NGVD)
+Elevation in
Flooding source(s) Location of referenced elevation feet Communities affected
(NAVD)
# Depth in feet
above ground
Modified
Approximately 1.1 miles upstream of Hobbs Road ............... +861
Tributary C ..o At the confluence with Horsepen Creek ........ccccoeviveieniennen. +758 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 2,275 feet upstream of Four Farms Road ..... +784
Tributary D ..o At the confluence with Horsepen Creek ........ccccoevvveiernenen. +772 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 0.8 mile upstream of Chance Road ............... +831
Tributary E ..o At the confluence with Horsepen Creek .......cccccooeirieriieennnn. +775 | City of Greensboro.
Approximately 150 feet upstream of Green Meadow Drive .. +826
Tributary F ..ooooeeiiiiiee At the confluence with Horsepen Creek .......cccccocevrivrieeennn. +785 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 400 feet upstream of Joseph Bryan Boule- +822
vard.
Tributary G ...oooeeieeeee At the confluence with Horsepen Creek ........ccccccoeeveiennenen. +797 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 0.6 mile upstream of the confluence with +828
Horsepen Creek.
Tributary H ..o At the confluence with Horsepen Creek .........ccccoociiiiiinens +796 | City of Greensboro.
Approximately 0.4 mile upstream of Ballinger Road +806
Tributary | ....occooeeiiiie At the confluence with Horsepen Creek Tributary H ... +806 | City of Greensboro.
Approximately 100 feet upstream of Friendway Road .... +861
Tributary J ....ccoooviiiiie At the confluence with Horsepen Creek Tributary H ....... +806 | City of Greensboro.
Approximately 700 feet upstream of Friendly Avenue ........... +864
Tributary K ..o At the confluence with Horsepen Creek .......cccccooevreeiiieennnn. +822 | City of Greensboro.
Approximately 250 feet upstream of North Chimney Rock +888
Road.
Jordan Branch ...........cccccoeiee. At the confluence with North Buffalo Creek ..........ccccccceveenene +704 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 50 feet downstream of Railroad ..................... +769
Kennedy Mill Creek ..........c.c....... At the Guilford/Davidson County boundary +801 | City of High Point.
Approximately 900 feet upstream of Hodgin Street ............... +848
Tributary 1 .o At the Guilford/Davidson County boundary ...........cccceevueenee. +815 | City of High Point.
Approximately 0.3 mile upstream of Woodbine Street .......... +903
Tributary 1A ..o At the confluence of Kennedy Mill Creek Tributary 1 ............ +816 | City of High Point.
Approximately 1,400 feet upstream of the confluence with +839
Kennedy Mill Creek Tributary 1.
Kings Creek ......cccovvrvvenercecnncnne At the Guilford/Forsyth County boundary ..........ccccceveverinennen. +724 | Guilford County (Unincor-
porated Areas), Town of
Stokesdale.
Approximately 1.4 miles upstream of Anthony Road ............ +815
Knight Road Branch ................... Approximately 1,700 feet upstream of the confluence with +819 | Guilford County (Unincor-
West Fork Deep River (Stream No. 2). porated Areas), City of High
Point.
At the Guilford/Forsyth County boundary ..........cccccoeceiiieennne. +838
Lake Hamilton ........cccccevieennen. At the confluence with North Buffalo Creek +785 | City of Greensboro.
Approximately 70 feet upstream of East Kemp Road ........... +815
Long Branch (Stream No. 25) .... | Approximately 1.6 miles upstream of West Wendover Ave- +837 | Guilford County (Unincor-
nue. porated Areas), City of
Greensboro.
Approximately 550 feet upstream of 1-40 ............c.cccceeeie +863
Mears Fork Creek ........cccoceeneen. At Strader Road ........cocveiieiiiiee e +790 | City of Summerfield.
Approximately 0.7 mile upstream of Strader Road ................ +805
Mile Branch Tributary 1 .............. Approximately 700 feet upstream of the confluence with +729 | Guilford County (Unincor-
Mile Branch. porated Areas), City of High
Point.
Approximately 0.7 mile upstream of the confluence with Mile +780
Branch.
Mile Run Creek ......ccccevvreenuene At the confluence with South Buffalo Creek .........cc.ccceeeenen. +729 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 150 feet downstream of Orchard Street ........ +767
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Muddy Creek ......cccevcveiiiiiieannn. At the confluence with North Buffalo Creek ...........cccccoeeveenne +713 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 850 feet upstream of North Dudley Street ..... +777
Muddy Creek East Tributary ...... At the Guilford/Randolph County boundary ...........ccccceeeenen. +814 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 1,000 feet upstream of Baker Road ............... +855
Tributary 2 .....ccoveeeieeeene At the High Point ETJ/Archdale City boundary ...........cccccee... +789 | Guilford County (Unincor-
porated Areas), City of High
Point.
At the High Point ETJ/Archdale City boundary ...................... +799
Tributary 4 .....ccoooiieiiiee At the Guilford/Randolph County boundary ..........cccccceeienen. +771 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 1,500 feet upstream of Liberty Road ............. +826
Tributary 5 ..o At the High Point ETJ/Archdale City boundary ...................... +778 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 550 feet upstream of Liberty Road ................ +814
Tributary 6 ......ccccceeveeneenne. At the High Point ETJ/Archdale City boundary +777 | City of High Point.
Approximately 1,250 feet upstream of Liberty Road ............. +816
North Buffalo Creek (Stream No. | Approximately 50 feet downstream of Rankin Mill Road ....... +697 | Guilford County (Unincor-
66). porated Areas), City of
Greensboro.
Approximately 90 feet upstream of South Holden Road ....... +816
North Buffalo Creek Tributary 1 At the confluence with Jordan Branch ... +747 | City of Greensboro.
Approximately 700 feet upstream of Allyson Avenue +779
Tributary 2 .....ccovieeieeeene, At the confluence with Muddy Creek ........cccccceervueeninnne +718 | City of Greensboro.
Approximately 0.4 mile upstream of Woodmore Drive . +750
Tributary 3 ....ccooeviiiiiieee At Briarcliff Road .........cocoiiiiiiiiiiiiieecec e +744 | City of Greensboro.
Approximately 0.5 mile upstream of the confluence of North +756
Buffalo Creek.
Tributary 4 ..o At the confluence with North Buffalo Creek ..........cccccoeeveene +750 | City of Greensboro.
Approximately 200 feet upstream of South Aycock Street .... +769
Tributary 5 .....coooeiiiii Approximately 950 feet upstream of the confluence with +775 | City of Greensboro.
North Buffalo Creek Tributary A.
Approximately 75 feet upstream of Forest Hill Drive ............. +843
Tributary 6 ......ccccceeeveeneenne. At the confluence with Lake Hamilton ..........cccccoeveiiiinieennn. +800 | Guilford County (Unincor-
porated Areas).
Approximately 100 feet upstream of Waycross Drive ........... +823
Tributary A .o At the confluence with North Buffalo Creek ..........cccceeeeeenne +760 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 0.4 mile upstream of Joseph M. Bryan Boule- +806
vard.
North Little Alamance Creek Approximately 700 feet upstream of the confluence with +627 | Guilford County (Unincor-
Tributary 6. North Little Alamance Creek. porated Areas).
Approximately 1,900 feet upstream of U.S. 70 .........cccecueenee. +649
North Prong Stinking Quarter At the Alamance/Guilford County boundary .........c.ccccceveveneene +589 | Guilford County (Unincor-
Creek (Stream No. 88). porated Areas).
Approximately 700 feet upstream of Liberty Road ................ +735
North Prong Stinking Quarter At the confluence with North Prong Stinking Quarter Creek +637 | Guilford County (Unincor-
Creek Tributary. porated Areas).
Approximately 250 feet upstream of Coble Church Road ..... +667
Payne Creek .......cccoccevvricnnnnen. At the confluence of Payne Creek Tributary 2 .........ccceeeneee. +826 | City of High Point.
Approximately 130 feet upstream of Council Street .............. +858
Payne Creek Tributary 1 At State ROULE B8 ........c.ooeiiiiiiiiiieeece e +826 | City of High Point.
(Stream No. 99).
Approximately 170 feet upstream of West Rotary Drive ....... +868
Tributary 1A (Stream No. Approximately 100 feet upstream of State Route 68 ............ +822 | City of High Point.
97).
Approximately 800 feet upstream of Carr Street ................... +863
Tributary 1B ..o Approximately 50 feet upstream of the confluence with +807 | City of High Point.
Payne Creek Tributary 1 (Stream No. 99).
Approximately 0.2 mile upstream of the confluence with +834

Payne Creek.
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Tributary 1C ..o Approximately 200 feet upstream of the confluence with +810 | City of High Point.
Payne Creek Tributary 1 (Stream No. 99).
Approximately 1,400 feet upstream of the confluence with +839
Payne Creek Tributary 1 (Stream No. 99).
Tributary 2 ..o At the confluence with Payne Creek ........cccccceveiiiiiinnnciennene +826 | City of High Point.
Approximately 460 feet upstream of North Rotary Drive ....... +868
Parks Creek ........cccccevieenieniiinane Approximately 0.4 mile downstream of the Alamance/Guil- +633 | Guilford County (Unincor-
ford County boundary. porated Areas).
Approximately 1,000 feet upstream of the Alamance/Guil- +656
ford County boundary.
Philadelphia Lake .........cc.ccoceeee. At the confluence with North Buffalo Creek ...........ccoceeeenneee. +728 | City of Greensboro.
Approximately 1,100 feet upstream of West Cone Boulevard +810
Polecat Creek Tributary 2 .......... Approximately 350 feet upstream of the confluence with +715 | Guilford County (Unincor-
Polecat Creek (Stream No. 42). porated Areas), Town of
Pleasant Garden.
Approximately 2.0 miles upstream of the confluence with +745
Polecat Creek (Stream No. 42).
Tributary 3 ....ocoeeviiiieeeee At the confluence with Polecat Creek Tributary 2 ................. +718 | Guilford County (Unincor-
porated Areas), Town of
Pleasant Garden.
Approximately 1.7 miles upstream of the confluence with +780
Polecat Creek Tributary 2.
Reedy Fork Tributary 1 .............. Approximately 1,200 feet upstream of the confluence with +626 | Guilford County (Unincor-
Reedy Fork Creek. porated Areas).
Approximately 1,100 feet upstream of Turner Smith Road ... +728
Tributary 2 .....ccooviiiiieeee Approximately 1,100 feet upstream of the confluence with +640 | Guilford County (Unincor-
Reedy Fork Creek. porated Areas).
Approximately 350 feet upstream of Middlestream Road ..... +743
Tributary 3 ....ocoeeviiiieeeee At the confluence with Reedy Fork Tributary 2 ...........cc....... +686 | Guilford County (Unincor-
porated Areas).
Approximately 0.8 mile upstream of Turner Smith Road ...... +715
Tributary 4 .....ccooeiiriiiee Approximately 1,000 feet upstream of the confluence with +620 | Guilford County (Unincor-
Reedy Fork. porated Areas).
Approximately 0.6 mile upstream of Busick Quarry Road ..... +636
Tributary 7 ...oocoveviiieeeee At the upstream side of Brookbank Road ..........cccccocvrieenen. +779 | City of Summerfield.
Approximately 1.1 miles upstream of Brookbank Road ........ +795
Tributary 8 .....ccoocviriiiiienee Approximately 1,000 feet upstream of the confluence with +633 | Guilford County (Unincor-
Reedy Fork Creek. porated Areas).
Approximately 0.9 mile upstream of the confluence with +651
Reedy Fork Creek.
Tributary 9 ....ocoeeviiiiieeee, At the upstream side of Reedy Fork Parkway ............ccccceeue +688 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 0.5 mile upstream of U.S. Route 29 .............. +702
Tributary 10 .....occoeeiiiee. Approximately 0.5 mile upstream of the confluence with +745 | Guilford County (Unincor-
Reedy Fork Creek. porated Areas), City of
Greensboro.
Approximately 1.0 mile upstream of the confluence with +752
Reedy Fork Creek.
Rich Fork Tributary 1 (Stream Approximately 100 feet upstream of the confluence of Rich +791 | City of High Point.
No. 92). Fork Tributary 1B (Stream No. 93).
Approximately 950 feet upstream of Greenwood Drive ......... +846
Tributary 1 B1 ..o Approximately 100 feet upstream of the confluence with +822 | City of High Point.
Rich Fork Tributary 1B (Stream No. 93).
Approximately 375 feet upstream of Idol Street .................... +858
Tributary 1A ..o Approximately 100 feet downstream of Carolyndon Drive .... +781 | City of High Point.
Approximately 600 feet upstream of Westover Drive ............ +853
Tributary 2 .....ccooveiieeeee At the Guilford/Davidson County boundary ...........cccceeveeeneee. +807 | City of High Point.
Approximately 0.3 mile upstream of the Guilford/Davidson +827
County boundary.
Tributary 1B (Stream No. Approximately 100 feet upstream of State Route 68 ............ +833 | City of High Point.
93).
Approximately 400 feet upstream of Pinehurst Drive +833
Richland Creek (Stream No. 59) | Approximately 0.5 mile upstream of Church Street ............... +721 | Guilford County (Unincor-

porated Areas), City of
Greensboro.
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Approximately 900 feet upstream of Guilford Courthouse +805
National Park LP.
(Stream No. 30) ....ccceeveeene Approximately 200 feet upstream of the confluence of +837 | City of High Point.
Stream No. 31.
Approximately 1,350 feet upstream of West Green Drive ..... +877
Richland Creek Tributary 1 ........ At the confluence with Richland Creek (Stream No. 59) ....... +750 | City of Greensboro.
Approximately 1,500 feet upstream of Pheasant Run Drive +810
Tributary 2 .....ccoeveeiieeene Approximately 250 feet upstream of the confluence with +713 | Guilford County (Unincor-
Richland Creek (Stream No. 30). porated Areas), City of High
Point.
Approximately 0.6 mile upstream of the confluence with +809
Richland Creek (Stream No. 30).
Tributary 3 .....ccoeiiiiiie Approximately 625 feet upstream of the confluence with +724 | Guilford County (Unincor-
Richland Creek. porated Areas), City of High
Point.
Approximately 75 feet upstream of Lawndale Avenue +828
Tributary 4 ......cocoiriii At the confluence with Richland Creek Tributary 3 ............... +753 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 1,500 feet upstream of Central Avenue +829
Tributary 5 ...ooceeviiiieeeee At the confluence with Richland Creek Tributary 3 ............... +745 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 1,700 feet upstream of 1-85 ...........ccccerieeenen. +803
Tributary 6 .....cccooceveveennenne. Approximately 350 feet upstream of the confluence with +752 | City of High Point.
Richland Creek (Stream No. 30).
Approximately 1,700 feet upstream of I-85 ...........c.ccoeeieis +783
Tributary 9 .....ccoeiiiiii. At the confluence with Richland Creek (Stream No. 30) ....... +774 | City of High Point.
Approximately 2,100 feet upstream of the confluence with +807
Richland Creek (Stream No. 30).
Tributary 10 ...ccoccvieiiieee. Approximately 50 feet downstream of I-85 (BUS) ................ +785 | City of High Point.
Approximately 400 feet upstream of East Springfield Road .. +828
Tributary 11 ..o At the confluence with Richland Creek Tributary 10 ............. +805 | City of High Point.
Approximately 650 feet upstream of Model Farm Road ........ +837
Tributary 12 ..o At Nathan Hunt Drive ... +793 | City of High Point.
Approximately 100 feet upstream of Tate Street ................... +863
Tributary 14 ..o At -85 (BUS) ..ooiiiiiiieiie et +809 | City of High Point.
Approximately 400 feet upstream of Fraley Road . +863
Tributary 15 ..o Approximately 50 feet upstream of Surrett Drive ............ +828 | City of High Point.
Approximately 100 feet upstream of South EIm Street ......... +857
Tributary 17 ..o At the confluence with Richland Creek (Stream No. 30) ....... +849 | City of High Point.
Approximately 550 feet upstream of Lincoln Drive ................ +869
Rock Creek Tributary (Stream At Sedalia ROad .......cccoociiiiiiiiieieeeeee e +640 | Guilford County (Unincor-
No. 81). porated Areas), Town of
Sedalia.
Approximately 1,900 feet upstream of Sedalia Road ............ +648
Rock Creek Tributary 3 .............. Approximately 750 feet upstream of the confluence with +632 | Guilford County (Unincor-
Rock Creek (Stream No. 80). porated Areas).
Approximately 1.1 miles upstream of the confluence with +652
Rock Creek (Stream No. 80).
Rose Creek .....ccccovvecveniiecnnnen. At the Guilford/Rockingham County boundary ............ccc.c..... +679 | Guilford County (Unincor-
porated Areas).
Approximately 1,056 feet upstream of Chrismon Road ......... +694
Ryan Creek .....ccccoveevieineiiiieene At the confluence with South Buffalo Creek (Stream No. 67) +735 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 350 feet upstream of U.S. Route 220 ............ +799
Sandy Ridge Tributary ............... At the downstream side of NC 68 ..........ccceceeviiiiienniecieeenn. +800 | Guilford County (Unincor-
porated Areas).
At Gilmore Dairy ROad .......ccccoeeiiiiiiiiienieeieeee e +832
Smith Branch ........cccceveieiiinenne Approximately 1,700 feet upstream of the confluence with +675 | Guilford County (Unincor-
Reedy Fork Creek. porated Areas).
Approximately 1.7 miles upstream of Turner Smith Road ..... +758
South Buffalo Creek (Stream Approximately 350 feet upstream of East Lee Street ............ +715 | Guilford County (Unincor-

porated Areas), City of
Greensboro.
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Approximately 1,100 feet upstream of Guilford College +876
Road.
South Buffalo Creek Tributary 1 | At the confluence with South Buffalo Creek ..........cc.ccccceeeneee. +807 | City of Greensboro.
Approximately 300 feet upstream of Pennoak Road +837
Tributary 2 .....ccovveeieeeee At the confluence with South Buffalo Creek .................... +792 | City of Greensboro.
Approximately 1,050 feet upstream of Bernav Avenue ......... +855
Tributary 3 .....ccooeiiiiii Approximately 600 feet upstream of the confluence with +745 | City of Greensboro.
South Buffalo Creek.
Approximately 1,500 feet upstream of Oak Street ................ +834
Tributary 4 .....ccovieieeee At the confluence with South Buffalo Creek .........cccccceveeee +713 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 1,250 feet upstream of South English Street +770
Tributary 5 ....ccooeeiiiiiieee At the confluence with South Buffalo Creek .........ccccceeeenen. +719 | City of Greensboro.
Approximately 1,100 feet upstream of South English Street +773
Tributary 6 ..o At Bothwell Street ... +720 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 350 feet upstream of Barksdale Drive .. +737
Tributary 7 ...occooevieeieeee At the confluence with South Buffalo Creek .........cccccoeeveeene +726 | City of Greensboro.
Approximately 900 feet upstream of Tuscaloosa Street ........ +757
Tributary 8 .....cccovveeieieeee At the confluence with South Buffalo Creek ..........ccoceeeeneee. +728 | City of Greensboro.
Approximately 800 feet upstream of South Benbow Road ... +739
Tributary 9 ...oocveviiiieeee At the confluence with South Buffalo Creek ..........ccccceeeeeneee. +735 | City of Greensboro.
Approximately 50 feet downstream of East Vandalia Road .. +746
Tributary 10 ..coooeiiieiieee Approximately 180 feet upstream of the confluence with +736 | City of Greensboro.
Ryan Creek.
Approximately 50 feet downstream of Webster Road ........... +807
Tributary 11 ..o Approximately 100 feet upstream of the confluence with +746 | City of Greensboro.
Ryan Creek.
Approximately 750 feet upstream of Pinecraft Road ............. +806
Tributary A e At the confluence with South Buffalo Creek ..........cccoeceeeennis +807 | Guilford County (Unincor-
porated Areas), City of
Greensboro.
Approximately 0.7 mile upstream of Tower Road ................. +902
Tributary B ...ccoooiiiiieeee At the confluence with South Buffalo Creek Tributary A ....... +809 | City of Greensboro.
Approximately 550 feet upstream of Richland Street ............ +886
South Prong Stinking Quarter At the confluence with Stinking Quarter Creek ..................... +575 | Guilford County (Unincor-
Creek. porated Areas).
At the Guilford/Randolph County boundary ..........cccceeerienen. +625
Tributary 1 ..o At the confluence with South Prong Stinking Quarter Creek +575 | Guilford County (Unincor-
porated Areas).
Approximately 1.1 miles upstream of Smithwood Road ........ +676
Stinking Quarter Creek .............. At the Alamance/Guilford County boundary .........cc.ccccevveeen. +556 | Guilford County (Unincor-
porated Areas).
At the confluence with South Prong Stinking Quarter Creek +575
Tributary 1 and South Prong Stinking Quarter Creek.
Tributary 2 ......ccccoiiiiiie. At the confluence with Stinking Quarter Creek ...........ccccocu.... +559 | Guilford County (Unincor-
porated Areas).
Approximately 0.7 mile upstream of the confluence with +577
Stinking Quarter Creek.
Stream No. 13 ... Approximately 800 feet upstream of East Hartley Drive ....... +817 | City of High Point.
Approximately 0.6 mile upstream of SR 68 ...........c.cccoevnene +881
Tributary 1 oo Approximately 400 feet upstream of the confluence with +806 | City of High Point.
Stream No. 13.
Approximately 2,400 feet upstream of the confluence with +854
Stream No. 13.
Tributary 2 .....ccooveiieeeee Approximately 300 feet upstream of the confluence with +807 | City of High Point.
Stream No. 13.
Approximately 1,700 feet upstream of the confluence with +825
Stream No. 13.
Tributary 3 ..o Approximately 250 feet upstream of the confluence with +817 | City of High Point.
Stream No. 13.
Approximately 400 feet upstream of Pine Valley Road ......... +856
Tributary 4 ... At the confluence with Stream No. 13 ... +818 | City of High Point.
Approximately 1,650 feet upstream of SR 68 .. +893
Tributary 5 ...ooceeviiiieeeee At the confluence with Stream No. 13 ..., +818 | City of High Point.
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Approximately 1,150 feet upstream of SR 68 ...........cccecueniee. +866
Stream NO. 27 ....cooceeiiiiieeene Approximately 50 feet upstream of Rosecrest Drive ............. +812 | City of High Point.
Approximately 1,850 feet upstream of Enterprise Drive ........ +852
Tributary 2 .....cccocovieiieeeee. Approximately 350 feet upstream of the confluence with +786 | City of High Point.
Stream No. 27.
Approximately 1,700 feet upstream of Alpine Drive .. +833
Stream No. 31 ..o Approximately 80 feet upstream of Vail Avenue ...... +854 | City of High Point.
Approximately 300 feet upstream of Taylor Avenue +869
Stream No. 33 ..o Approximately 150 feet upstream of Wise Avenue +813 | City of High Point.
Approximately 500 feet upstream of West Russell Avenue .. +850
Tributary 2 .....ccoveeeieeee At the confluence with Stream No. 33 .......ccccoviiiiiiiiinieeee. +813 | City of High Point.
Approximately 400 feet upstream of East Green Drive ......... +841
Stream NO. 34 ....ccooiiiiieiee Approximately 450 feet downstream of Habersham Road .... +817 | City of High Point.
Approximately 1,850 feet downstream of Pendleton Street .. +851
Stream No. 34 Tributary ............ Approximately 100 feet upstream of the confluence with +753 | City of High Point.
Stream No. 34.
Approximately 1,700 feet upstream of Triangle Lake Road .. +828
Stream No. 34A .....ccoviie At the upstream side of Jackson Lake Road ..........ccccceeennns +745 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 200 feet upstream of Baker Road .................. +827
Tributary 1 ..o At the confluence with Stream No. 34A ... +752 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 1,650 feet upstream of the confluence with +782
Stream No. 34A.
Tributary 2 .....cccooovieiienenee. At the confluence with Stream No. 34A .........cccooiiiiiiienienene +753 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 1,650 feet upstream of the confluence with +793
Stream No. 34A.
Tributary 3 ....ocoeeiiieeeeee At the confluence with Stream No. 34A .........cccoiiiiiiiinne +769 | Guilford County (Unincor-
porated Areas), City of High
Point.
Approximately 0.5 mile upstream of the confluence with +820
Stream No. 34A.
Tributary 4 ... At the confluence with Stream No. 34A Tributary 3 ............. +775 | City of High Point.
Approximately 1,700 feet upstream of the confluence with +825
Stream No. 34A Tributary 3.
Tributary 6 .......ccceeeeevnenne. At the confluence with Stream No. 34A .................... +794 | City of High Point.
Approximately 450 feet upstream of North Hall Street . +818
Tributary 7 ...oocoveviiiieeee At the confluence with Stream No. 34A ..........cccceeeee +817 | City of High Point.
Approximately 1,350 feet upstream of Baker Road +864
Tickle Creek ......ccccovrveviiecicnen. At the Alamance/Guilford County boundary .......... +647 | Guilford County (Unincor-
porated Areas).
Approximately 1.0 mile upstream of the Alamance/Guilford +659
County boundary.
Travis Creek .....cccocceeviiiieeineene. At the Alamance/Guilford County boundary ..........ccccceevueenee. +618 | Guilford County (Unincor-
porated Areas).
Approximately 950 feet upstream of SR 61/Frieden Church +670
Road.
Tributary A to Travis Creek ........ At the Alamance/Guilford County boundary ............ccccceveene +623 | Guilford County (Unincor-
porated Areas).
Approximately 600 feet upstream of Howerton Road ............ +674
Tributary to Travis Creek ........... At the Alamance/Guilford County boundary ...........ccccceceeue. +632 | Guilford County (Unincor-
porated Areas).
Approximately 0.6 mile upstream from the Alamance/Guil- +660
ford County boundary.
Tributary to West Fork Deep Approximately 1,550 feet upstream of the confluence with +816 | Guilford County (Unincor-
River. West Fork Deep River (Stream No. 2). porated Areas), City of High
Point.
Approximately 0.6 mile upstream of the confluence with +831
West Fork Deep River (Stream No. 2).
Twin Lakes Tributary .................. At the confluence with South Buffalo Creek ............cccceeeeene +753 | City of Greensboro.
Approximately 100 feet downstream of Merryweather Road +827
Tributary 1 ..o At the confluence with Twin Lakes Tributary ..........ccccceceeu. +797 | City of Greensboro.
Approximately 100 feet downstream of Merritt Drive ............ +828



2792 Federal Register/Vol. 72, No. 14/Tuesday, January 23, 2007 /Rules and Regulations
*Elevation in
feet
(NGVD)
+Elevation in
Flooding source(s) Location of referenced elevation NfXStD) Communities affected
#Dépth in feet
above ground
Modified
Deep River Tributary 26 ............. Approximately 800 feet downstream of the Guilford/Ran- +701 | Guilford County (Unincor-
dolph County boundary. porated Areas).
Approximately 0.8 mile upstream of the Guilford/Randolph +722
County boundary.
Polecat Creek Tributary 4 .......... At the Guilford/Randolph County boundary ..........cccceerieneene +695 | Guilford County (Unincor-
porated Areas).
Approximately 1,400 feet upstream of SR 62 ............ccceceeneee. +712
Unnamed Tributary to West Fork | Approximately 750 feet upstream of the confluence with +832 | Guilford County (Unincor-
Deep River. West Fork Deep River Tributary 1. porated Areas).
Approximately 200 feet upstream of Adkins Road ................ +855
West Fork Deep River (Stream Approximately 1,750 feet upstream of the confluence with +833 | Guilford County (Unincor-
No. 2). West Fork Deep River Tributary 1 (Stream No. 3). porated Areas).
At the Guilford/Forsyth County boundary .........ccccceeeveenienen. +862

# Depth in feet above ground.
*National Geodetic Vertical Datum.
+North American Vertical Datum.

City of Greensboro

ADDRESSES

Maps are available for inspection at Greensboro Stormwater Management Division, 2602 South EIm Eugene Street, Greensboro, North Caro-

lina.
City of High Point

Maps are available for inspection at the High Point City Hall, 211 South Hamilton Street, High Point, North Carolina.

Town of Jamestown

Maps are available for inspection at the Jamestown Town Hall, 301 East Main Street, Jamestown, North Carolina.

Town of Pleasant Garden

Maps are available for inspection at the Town of Pleasant Garden Kirkman Municipal Building, 4920 Alliance Church Road, Pleasant Garden,

North Carolina.
Town of Sedalia

Maps are available for inspection at the Sedalia Town Hall, 6121 Burlington Road, Gibsonville, North Carolina.

Town of Stokesdale

Maps available for inspection at the Stokesdale Town Hall, 8416 U.S. Highway 158, Stokesdale, North Carolina.

City of Summerfield

Maps are available for inspection at the Summerfield Town Planning Office, 4117 Oak Ridge Road (Highway 150), Summerfield, North Carolina.

Guilford County (Unincorporated Areas)

Maps are available for inspection at the Guilford County Planning and Development Office, 201 South Eugene Street, Greensboro, North Caro-

lina.

Catalog of Federal Domestic Assistance No.
83.100, “Flood Insurance.”

Dated: January 12, 2007.
David I. Maurstad,

Director, Mitigation Division, Federal
Emergency Management Agency, Department
of Homeland Security.

[FR Doc. E7-886 Filed 1-22—-07; 8:45 am]

BILLING CODE 9110-01-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622

[Docket No. 001005281-0369-02; I.D.
010507D]

Fisheries of the Caribbean, Gulf of
Mexico, and South Atlantic; Coastal
Migratory Pelagic Resources of the
Gulf of Mexico and South Atlantic; Trip
Limit Increase

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Temporary rule; inseason trip
limit increase.

SUMMARY: NMFS increases the trip limit
in the commercial hook-and-line fishery
for king mackerel in the Florida east
coast subzone to 75 fish per day in or
from the exclusive economic zone
(EEZ). This trip limit increase is
necessary to maximize the
socioeconomic benefits of the quota.

DATES: This rule is effective 12:01 a.m.,
local time, February 1, 2007, through
March 31, 2007, unless changed by
further notification in the Federal
Register.

FOR FURTHER INFORMATION CONTACT:
Steve Branstetter, telephone: 727-824—
5305, fax: 727-824-5308, e-mail:
Steve.Branstetter@noaa.gov.
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FOR COASTAL MIGRATORY PELAGIC FISH (KING (AA) finds good cause to waive the
MACKEREL, SPANISH MACKEREL, CERO, COBIA,requirement to provide prior notice and

LITTLE TUNNY, AND, IN THE GULF OF MEXICO
ONLY, DOLPHIN AND BLUEFISH) IS MANAGED

opportunity for public comment
pursuant to the authority set forth in 5

UNDER THE FISHERY MANAGEMENT PLAN FOR U.S.C. 553(b)(B), as such prior notice
THE COASTAL MIGRATORY PELAGIC RESOURCESnd opportunity for public comment is

OF THE GULF OF MEXICO AND SOUTH
ATLANTIC (FMP). THE FMP WAS PREPARED
BY THE GULF OF MEXICO AND SOUTH
ATLANTIC FISHERY MANAGEMENT COUNCILS
(COUNCILS) AND IS IMPLEMENTED UNDER
THE AUTHORITY OF THE MAGNUSON-STEVENS
FISHERY CONSERVATION AND MANAGEMENT
ACT (MAGNUSON-STEVENS ACT) BY
REGULATIONS AT 50 CFR PART 622.

Based on the Councils’ recommended
total allowable catch and the allocation
ratios in the FMP, on April 30, 2001 (66
FR 17368, March 30, 2001) NMFS
implemented a commercial quota of
2.25 million 1b (1.02 million kg) for the
eastern zone (Florida) of the Gulf
migratory group of king mackerel. That
quota is further divided into separate
quotas for the Florida east coast subzone
and the northern and southern Florida
west coast subzones. The quota
implemented for the Florida east coast
subzone is 1,040,625 1b (472,020 kg) (50
CFR 622.42(c)(1)(1)(A)(1)).

In accordance with 50 CFR
622.44(a)(2)(i), beginning on February 1,
if less than 75 percent of the Florida east
coast subzone quota has been harvested
by that date, king mackerel in or from
that subzone may be possessed on board
or landed from a permitted vessel in
amounts not exceeding 75 fish per day.
The 75-fish daily trip limit will
continue until a closure of the subzone’s
fishery has been effected or the fishing
year ends on March 31, 2007.

NMEFS has determined that 75 percent
of the quota for Gulf group king
mackerel for vessels using hook-and-
line gear in the Florida east coast
subzone will not be reached before
February 1, 2007. Accordingly, a 75—fish
trip limit applies to vessels in the
commercial hook-and-line fishery for
king mackerel in or from the EEZ in the
Florida east coast subzone effective
12:01 a.m., local time, February 1, 2007.
The 75—fish trip limit will remain in
effect until the fishery closes or until the
end of the current fishing season (March
31, 2007) for this subzone. From
November 1 through March 31, the
Florida east coast subzone of the Gulf
group king mackerel is that part of the
eastern zone north of 25°20.4” N. lat. (a
line directly east from the Miami-Dade
County, FL, boundary).

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA,

unnecessary and contrary to the public
interest. Such procedures are
unnecessary because the rule itself
already has been subject to notice and
comment, and all that remains is to
notify the public of the trip limit
increase. Allowing prior notice and
opportunity for public comment for this
trip limit increase is contrary to the
public interest because it requires time,
thus delaying fishermen’s ability to
catch more king mackerel than the
present trip limit allows and preventing
fishermen from reaping the
socioeconomic benefits derived from
this increase in daily catch.

As this action allows fishermen to
increase their harvest of king mackerel
from 50 fish to 75 fish per day in or
from the EEZ of the Florida east coast
subzone, the AA finds it relieves a
restriction and may go into effect on its
effective date pursuant to 5 U.S.C.
553(d)(1). This action is taken under 50
CFR 622.43(a) and is exempt from
review under Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: January 18, 2007.
James P. Burgess,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. E7—945 Filed 1-22—-07; 8:45 am]
BILLING CODE 3510-22-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 060216044-6044—-01; I.D.
011707G]

Fisheries of the Exclusive Economic
Zone Off Alaska; Pollock in Statistical
Area 630 in the Gulf of Alaska

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Temporary rule; closure.

SUMMARY: NMF'S is prohibiting directed
fishing for pollock in Statistical Area
630 in the Gulf of Alaska (GOA). This
action is necessary to prevent exceeding
the A season allowance of the 2007 total
allowable catch (TAC) of pollock for
Statistical Area 630 in the GOA.

DATES: Effective 1200 hrs, Alaska local
time (A.l.t.), January 22, 2007, through
1200 hrs, A.L.t., March 10, 2007.

FOR FURTHER INFORMATION CONTACT:
Jennifer Hogan, 907-586—7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
GOA exclusive economic zone
according to the Fishery Management
Plan for Groundfish of the Gulf of
Alaska (FMP) prepared by the North
Pacific Fishery Management Council
under authority of the Magnuson-
Stevens Fishery Conservation and
Management Act. Regulations governing
fishing by U.S. vessels in accordance
with the FMP appear at subpart H of 50
CFR part 600 and 50 CFR part 679.

The A season allowance of the 2007
TAC of pollock in Statistical Area 630
in the GOA is 3,234 metric tons (mt) as
established by the 2006 and 2007
harvest specifications for groundfish of
the GOA (71 FR 10870, March 3, 2006).

In accordance with §679.20(d)(1)(i),
the Regional Administrator has
determined that the A season allowance
of the 2007 TAC of pollock in Statistical
Area 630 in the GOA will soon be
reached. Therefore, the Regional
Administrator is establishing a directed
fishing allowance of 2,934 mt, and is
setting aside the remaining 300 mt as
bycatch to support other anticipated
groundfish fisheries. In accordance with
§679.20(d)(1)(iii), the Regional
Administrator finds that this directed
fishing allowance has been reached.
Consequently, NMFS is prohibiting
directed fishing for pollock in Statistical
Area 630 in the GOA.

After the effective date of this closure
the maximum retainable amounts at
§679.20(e) and (f) apply at any time
during a trip.

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such requirement is
impracticable and contrary to the public
interest. This requirement is
impracticable and contrary to the public
interest as it would prevent NMFS from
responding to the most recent fisheries
data in a timely fashion and would
delay the closure of pollock in
Statistical Area 630 in the GOA. NMFS
was unable to publish a notice
providing time for public comment
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because the most recent, relevant data
only became available as of January 17,
2007.

The AA also finds good cause to
waive the 30 day delay in the effective
date of this action under 5 U.S.C.
553(d)(3). This finding is based upon

the reasons provided above for waiver of

prior notice and opportunity for public
comment.

This action is required by § 679.20
and is exempt from review under
Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: January 18, 2007.
James P. Burgess,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 07-265 Filed 1-18—07; 2:04 pm]
BILLING CODE 3510-22-S
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 101

[Docket No. 2005N-0279]

RIN 0910-ZA26

Food Labeling; Gluten-Free Labeling of
Foods

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
define the term “gluten-free” for
voluntary use in the labeling of foods,
to mean that the food does not contain
any of the following: An ingredient that
is any species of the grains wheat, rye,
barley, or a crossbred hybrid of these
grains (all noted grains are collectively
referred to as “prohibited grains”); an
ingredient that is derived from a
prohibited grain and that has not been
processed to remove gluten (e.g., wheat
flour); an ingredient that is derived from
a prohibited grain and that has been
processed to remove gluten (e.g., wheat
starch), if the use of that ingredient
results in the presence of 20 parts per
million (ppm) or more gluten in the
food; or 20 ppm or more gluten. A food
that bears the claim “‘gluten-free” or
similar claim in its labeling and fails to
meet the conditions specified in the
proposed definition of “gluten-free”
would be deemed misbranded. FDA also
is proposing to deem misbranded a food
bearing a gluten-free claim in its
labeling if the food is inherently free of
gluten and if the claim does not refer to
all foods of that same type (e.g., “milk,
a gluten-free food” or “all milk is
gluten-free”’). In addition, a food made
from oats that bears a gluten-free claim
in its labeling would be deemed
misbranded if the claim suggests that all
such foods are gluten-free or if 20 ppm
or more gluten is present in the food.
Establishing a definition of the term

“gluten-free” and uniform conditions
for its use in the labeling of foods is
needed to ensure that individuals with
celiac disease are not misled and are
provided with truthful and accurate
information with respect to foods so
labeled. This proposed action is in
response to the Food Allergen Labeling
and Consumer Protection Act of 2004
(FALCPA).

DATES: Submit written or electronic
comments by April 23, 2007.
ADDRESSES: You may submit comments,
identified by Docket No. 2005N—0279,
by any of the following methods:
Electronic Submissions

Submit electronic comments in the
following ways:

o Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Agency Web site: http://
www.fda.gov/dockets/ecomments.
Follow the instructions for submitting
comments on the agency Web site.
Written Submissions

Submit written submissions in the
following ways:

e FAX:301-827-6870.

e Mail/Hand delivery/Courier [For
paper, disk, or CD-ROM submissions]:
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

To ensure more timely processing of
comments, FDA is no longer accepting
comments submitted to the agency by e-
mail. FDA encourages you to continue
to submit electronic comments by using
the Federal eRulemaking Portal or the
agency Web site, as described in the
Electronic Submissions portion of this
paragraph.

Instructions: All submissions received
must include the agency name and
Docket No(s). and Regulatory
Information Number (RIN) (if a RIN
number has been assigned) for this
rulemaking. All comments received may
be posted without change to http://
www.fda.gov/ohrms/dockets/
default.htm, including any personal
information provided. For detailed
instructions on submitting comments
and additional information on the
rulemaking process, see the
“Comments” heading of the
SUPPLEMENTARY INFORMATION section of
this document.

Docket: For access to the docket to
read background documents or

comments received, go to http://
www.fda.gov/ohrms/dockets/
default.htm and insert the docket
number(s), found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Rhonda R. Kane, Center for Food Safety
and Applied Nutrition (HFS-820), Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD, 301—
436-2371, FAX: 301-436-2636, e-mail:
rhonda.kane@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Background

A. Celiac Disease

B. Prevalence of Celiac Disease in the
United States

C. Gluten and the Grains of Concern
for Individuals with Celiac Disease

1. Meaning of the Term “Gluten”

2. Grains of Concern to Individuals
with Celiac Disease

3. Uncertainty About Including Oats
in the Diet of Individuals with
Celiac Disease

D. FDA'’s Prior Statements on Gluten-
Free Food Labeling

E. Food Allergen Labeling and
Consumer Protection Act of 2004
and Related Activities

1. Food Allergen Labeling and
Consumer Protection Act of 2004

2. FDA’s Threshold Working Group
and Its Report on Approaches to
Establish Thresholds

3. Food Advisory Committee Meeting
of ]uly 13-15, 2005

4. Gluten-Free Food Labeling Public
Meeting of August 19, 2005

. Proposed Rule

A. Legal Basis

B. Definitions and Criteria for the Use
of the Term Gluten-Free in Food
Labeling

1. Definitions of the Terms
“Prohibited Grains” and “Gluten”

2. Definition of the Term ““Gluten-
Free”

3. Use of the Term Gluten-Free in the
Labeling of Foods That Inherently
Do Not Contain Gluten

4. Use of the Analytical Methods-
Based Approach in this Proposed
Rule to Set a Threshold Level of 20
ppm to Define the Term Gluten-
Free

I

—
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C. Compliance and Enforcement of an
FDA Gluten-Free Food Labeling
Claim

III. Preliminary Regulatory Impact
Analysis

A. Need for This Regulation

B. Proposed Regulatory Options

C. Impacts of the Proposed Regulatory
Options

1. Option One: Take No Action

2. Option Two: Take the Proposed

Action—Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing the Prohibited Grains or
Ingredients That Have Been Derived
From Those Grains and Have Not
Been Processed to Remove the
Gluten; Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing Ingredients Derived
From the Prohibited Grains That
Have Been Processed to Remove the
Gluten, If the Level of Gluten Is 20
ppm or Greater; Do Not Permit
Firms to Make Gluten-Free Claims
on Foods Containing 20 ppm or
More Gluten, Regardless of How the
Gluten Got Into the Food; and
Restrict Wording of Gluten-Free
Claims on Foods That Inherently Do
Not Contain Gluten

. Overview

Costs

. Benefits

. Summary

. Option Three: Take the Proposed
Action, Except Do Not Permit Firms
to Make Gluten-Free Claims on
Foods Containing Ingredients
Derived From the Prohibited Grains
That Have Been Processed to
Remove The Gluten, If the Level of
Gluten Is Some Specified Level
Other Than 20 ppm, and Do Not
Permit Firms to Make Gluten-Free
Claims on Foods If the Level Of
Gluten Is Some Specified Level
Other Than 20 ppm, Regardless of
How the Gluten Got Into the Food

. Overview

Costs

. Benefits

. Summary

. Option Four: Do Not Permit Firms
to Make Gluten-Free Claims on
Foods Containing 20 ppm or More
Gluten, Regardless of the
Ingredients They Use to Make
Them, and Restrict the Wording of
Gluten-Free Claims on Foods That
Inherently Do Not Contain Gluten

5. Option Five: Take the Proposed

Action, Except Delete Wording

Requirements for Gluten-Free

Claims on Foods That Inherently Do

Not Contain Gluten

6. Option Six: Take the Proposed

Action, but Also Define the Food

Labeling Claim “Low Gluten”

woao o

Nyl o~

7. Option Seven: Take Proposed
Action, Except Include Oats in the
List of Grains That We Propose to
Prohibit in Foods That Firms Label
as Gluten-Free

IV. Regulatory Flexibility Analysis

A. Proposed Regulatory Options

B. Impacts of the Proposed Regulatory
Options on Small Entities

1. Option One: Take No Action

2. Option Two: Take the Proposed
Action—Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing the Prohibited Grains or
Ingredients That Have Been Derived
From Those Grains and Have Not
Been Processed to Remove the
Gluten; Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing Ingredients Derived
From the Prohibited Grains That
Have Been Processed to Remove the
Gluten, If the Level of Gluten Is 20
ppm or Greater; Do Not Permit
Firms to Make Gluten-Free Claims
on Foods Containing 20 ppm or
More Gluten, Regardless of How the
Gluten Got Into the Food; and
Restrict Wording of Gluten-Free
Claims on Foods That Inherently Do
Not Contain Gluten

3. Option Three: Take the Proposed
Action, Except Do Not Permit Firms
to Make Gluten-Free Claims on
Foods Containing Ingredients
Derived From the Prohibited Grains
That Have Been Processed to
Remove the Gluten, If the Level of
Gluten Is Some Specified Level
Other Than 20 ppm, and Do Not
Permit Firms to Make Gluten-Free
Claims on Foods If the Level of
Gluten Is Some Specified Level
Other Than 20 ppm, Regardless of
How the Gluten Got Into the Food

4. Option Four: Do Not Permit Firms
to Make Gluten-Free Claims on
Foods Containing 20 ppm or More
Gluten, Regardless of the
Ingredients They Use to Make
Them, and Restrict the Wording of
Gluten-Free Claims on Foods That
Inherently Do Not Contain Gluten

5. Option Five: Take the Proposed
Action, Except Delete Wording
Requirements for Gluten-Free
Claims on Foods That Inherently Do
Not Contain Gluten

6. Option Six: Take the Proposed
Action, but Also Define the Food
Labeling Claim “Low Gluten”

7. Option Seven: Take Proposed
Action, but Include Oats in the List
of Grains That We Propose to
Prohibit in Foods That Firms Label
as Gluten-Free

V. Unfunded Mandates
VI. Executive Order 13132: Federalism
VII. Environmental Impact Analysis

VIII. Paperwork Reduction Act of 1995
IX. Comments
X. References

I. Background

A. Celiac Disease

Celiac disease (also known as celiac
sprue and gluten-sensitive enteropathy)
is a chronic inflammatory disorder of
the small intestine in genetically
susceptible individuals triggered by
ingesting certain storage proteins,
commonly referred to as “gluten,” that
naturally occur in some cereal grains
(Refs. 1 through 3). In such individuals,
the consumption of gluten stimulates
the production of antibodies and
inflammatory cells, resulting in an
abnormal immune response, which
damages the tiny, fingerlike protrusions
called “villi” that line the small
intestine and function to absorb
nutrients from food (Ref. 4). Over time,
continued dietary exposure to gluten
can destroy the intestinal villi of
individuals who have celiac disease,
leading to a lack of absorption of
nutrients and wide variety of other
serious health problems (Ref. 4).

The symptoms and clinical
manifestations of celiac disease are
highly variable among affected
individuals and differ in severity. The
reasons for this variability are unknown,
but may depend upon the age and
immunological status of the individual,
the amount, duration or timing of the
exposure to gluten, and the specific area
and extent of the gastrointestinal tract
involved by disease (Ref. 5). Symptoms
of celiac disease may be: (1) “Classical,”
affecting the digestive tract (e.g.,
abdominal bloating; cramping and pain;
chronic diarrhea; vomiting;
constipation) and resulting in
gastrointestinal malabsorption; or (2)
“atypical,” affecting mainly other parts
of the body (e.g., fatigue; irritability;
behavior changes; bone or joint pain;
tingling numbness in the legs; ulcers in
the mouth; tooth discoloration or loss of
enamel; itchy skin rash with blisters
called dermatitis herpetiformis) (Refs. 1,
4,6, and 7).

A large portion of the subpopulation
that has celiac disease may not
experience any symptoms at all and are
classified as having ‘‘silent” or ““latent”
forms of celiac disease (Refs. 1 and 8).
Persons who have the silent form of
celiac disease have most of the
diagnostic features commonly seen in
individuals with classical or atypical
celiac disease, such as specific serum
antibodies and evidence of damaged
intestinal villi. Those who have the
latent form of celiac disease have
specific serum antibodies, but no
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evidence of damaged intestinal villi
(Ref. 1).

In addition to the aforementioned
clinical symptoms and ailments, celiac
disease is associated with a number of
significant health problems and
disorders, including but not limited to:
Iron-deficiency anemia, vitamin
deficiencies, protein-calorie
malnutrition, weight loss, short stature,
growth retardation in children, delayed
puberty, infertility, miscarriage, and
osteoporosis (Refs. 1, 6, 9, and 10).
Individuals with unmanaged celiac
disease are at an increased risk of
developing other serious medical
conditions, such as Type I diabetes
mellitus, intestinal cancers, and both
intestinal and extraintestinal non-
Hodgkin’s lymphomas (Refs. 7 and 11
through 13).

Celiac disease has no cure, but
individuals who have this disease are
advised to avoid all sources of gluten in
their diet (Refs. 1 and 6). Over time,
strictly avoiding consumption of all
sources of gluten can resolve the
symptoms, mitigate and possibly reverse
the damage, and reduce the associated
health risks of celiac disease (Ref. 14).
For some individuals with celiac
disease, failure to avoid consumption of
gluten can lead to severe and sometimes
life-threatening complications that can
affect multiple organs of the body (Refs.
5, 6, and 15).

B. Prevalence of Celiac Disease in the
United States

Precise prevalence data for celiac
disease are not available. The overall
prevalence of celiac disease in the U.S.
is currently estimated to range from
about 0.4 percent to about 1 percent of
the general population, or
approximately 1.5 to 3 million
Americans (Refs. 1 and 16). However,
the number of Americans with
physician-diagnosed celiac disease is
estimated at between 40,000 (Ref. 17)
and 60,000 (Ref. 18).

This discrepancy between estimated
prevalence and diagnosed cases has
been linked primarily to the fact that
celiac disease can be silent or latent.
Some researchers have suggested that
the true prevalence is underreported
(Ref. 8). Silent and latent forms of celiac
disease may go undetected in
individuals for years before they
develop symptoms causing them to seek
medical attention (Ref. 13). In addition,
celiac disease is often mistaken for other
gastrointestinal malabsorption disorders
that have similar diarrheal symptoms
(e.g., irritable bowel syndrome), which
further delays its diagnosis (Ref. 19).
Only recently has the medical
community become more aware of the

need to screen for celiac disease when
patients experience health problems
that may be associated with the disease
or when patients have family members,
especially first- and second-degree
relatives, who have celiac disease (Ref.
1).

C. Gluten and the Grains of Concern for
Individuals with Celiac Disease

1. Meaning of the Term “Gluten”

There is no single definition of the
term “gluten.” Technically, the term
“gluten” refers to a specific complex of
proteins that forms when wheat flour is
mixed with a liquid and physically
manipulated, such as in the kneading of
a bread (Ref. 20). This complex of
proteins is composed of both “gliadins”
and “‘glutenins,” which are found in
approximately equal proportions in
most wheat varieties (Refs. 21 through
23). The gliadins belong to a category of
proteins called “prolamins” and the
glutenins belong to a category of
proteins called “glutelins” (Refs. 20 and
24).

Although, strictly speaking, “gluten”
pertains only to wheat proteins, this
term is frequently used to refer to the
combination of prolamin and glutelin
proteins naturally occurring in other
grains, including those that have not
been demonstrated to cause harmful
effects in individuals with celiac disease
(e.g., “corn gluten” and “rice gluten”)
(Ref. 25). However, in discussions of
celiac disease in the medical literature,
the term ““gluten” is used to refer to
either gluten in wheat or collectively to
the proteins (e.g., prolamins and
glutelins) in just those grains that have
been demonstrated to cause harmful
health effects in individuals who have
celiac disease (Refs. 3 and 25).

2. Grains of Concern to Individuals With
Celiac Disease

The grains that are reported to contain
gluten that can cause harmful health
effects in individuals with celiac disease
and should be avoided by them are as
follows: Wheat (including durum wheat,
spelt wheat, and kamut), rye, barley,
and crossbred hybrids of these grains
(e.g., triticale, which is a cross between
wheat and rye), and possibly oats (Refs.
26 through 30). Rye, barley, and triticale
are taxonomically very closely related to
wheat and contain peptides structurally
similar to those found in wheat (Refs. 30
and 31). Although oats are not as closely
related to wheat (Ref. 30), they are
reported to contain some peptides
similar to those found in wheat, which
may help to explain why some
individuals with celiac disease are
sensitive to oats (Ref. 32). In contrast,

the cereal grains believed to be well
tolerated by individuals with celiac
disease and which are not
taxonomically as closely related to
wheat and are not reported to contain
similar peptides to those found in wheat
include: Amaranth, buckwheat, corn
(maize), Indian ricegrass, Job’s tears,
millet, quinoa, ragi, rice, sorghum, teff
(tef), and wild rice (Refs. 26, 27, 29
through 31, 33, and 34).

There is evidence that both the
prolamins (i.e., gliadins) and glutelins
(i.e., glutenins) in wheat adversely affect
individuals with celiac disease (Refs. 2,
27, and 35 through 37). Wheat gliadin
subtypes alpha, beta, gamma, and omega
have been shown to cause damage to the
intestinal tract of individuals with
celiac disease (Refs. 38, 39, and 40, p.
41). Moreover, it is also believed that
the prolamins in rye (i.e., secalins) and
the prolamins in barley (i.e., hordeums)
are responsible for causing adverse
health effects in individuals with celiac
disease (Refs. 13, 23, 28, 41, and 42).
Oats also have prolamins (i.e., avenins)
that have some amino acid sequences
similar to those occurring in wheat and
are believed to be harmful to a small
subset of individuals with celiac disease
(Ref. 32). Although the prolamins of the
aforementioned grains and the wheat
glutelins are recognized to cause
adverse health effects in individuals
with celiac disease, all cereal grains
contain other types of proteins,
including albumins and globulins,
which are not currently associated with
celiac disease (Refs. 20 and 21). There
is still much unknown about all the
specific proteins in the different grains
that can affect individuals with celiac
disease (Ref. 43).

3. Uncertainty About Including Oats in
the Diet of Individuals With Celiac
Disease

Currently, there is no general
agreement among experts about the
extent to which oats present a hazard for
individuals with celiac disease.
Whether oats should or should not be
consumed by individuals with celiac
disease has been the subject of
controversy for more than 50 years (Ref.
44). There are inconclusive and
conflicting results from research on the
effects of oat consumption on
individuals with celiac disease.

Some of this research, in particular
early research, suggests that oat
consumption is harmful to individuals
with celiac disease (Refs. 26 and 28).
More recent studies found that 1 of 19
study participants (Ref. 45) and 4 of 9
participants (Ref. 32) could not tolerate
an average of about 50 grams dry weight
of oats. The oats used in both studies
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were tested to ensure that they did not
contain gluten proteins from wheat, rye,
or barley.

However, multiple studies in the last
10 years have shown that the ingestion
of oats in the diet of individuals who
have celiac disease, in both children
and adults, does not necessarily lead to
increased intestinal or skin symptoms or
to altered intestinal pathology, and
appears to be preferred to a diet without
oats (Refs. 46 through 51). The average
amount of oats consumed by
participants in each of these studies
differed, ranging from about 15 grams to
60 grams dry weight per day. A long-
term study that lasted 5 years concluded
that individuals with celiac disease
prefer and can tolerate without harmful
effects a daily average consumption of
34 grams dry weight of oats (Ref. 49).

Although the total number of
individuals with celiac disease who are
sensitive to oats is unknown, the
findings of many of the contemporary
studies suggest that the proportion of
individuals with celiac disease who
cannot tolerate oats in daily amounts of
about 50 or less grams dry weight is
probably very low. One celiac expert
suggests that the size of this
subpopulation is likely to be less than
one percent of individuals with celiac
disease (Ref. 52).

Despite the evidence that the
consumption of oats does not present a
risk for most individuals with celiac
disease, a major obstacle impeding
general acceptance of oats in the diet of
individuals with celiac disease is the
concern about the commingling? of oats
with wheat, rye or barley that can occur
during grain production, transport,
storage, or processing (Refs. 44 and 53).
Due to this concern, Farrell and Kelly
(Ref. 7) advise individuals with newly
diagnosed celiac disease not to consume
oats until their disease is in remission
(e.g., intestinal tract has healed). Some
celiac disease treatment or research
centers in the United States report that
they do not support the inclusion of oats
in the diet of individuals with celiac
disease, whereas other centers do,
stating that oats can enhance the
nutrient density and fiber content of a
diet that avoids all sources of gluten and
possibly improve compliance with this
very restrictive diet (Refs. 54 through
56).

Thompson (Ref. 57) conducted a
small, non-randomized mail survey
using a questionnaire about the

1The cited references use the term
“contamination,” but other references use the term
“commingling.” For purposes of this proposed rule,
FDA has opted to use the term “commingling,” and
considers that term to mean ‘“‘the process of
mixing.”

acceptability of several foods in diets
that do not contain gluten. Thirty seven
questionnaires, completed by celiac
disease organizations (United States and
foreign), physicians, and dietitians/
nutritionists, were submitted in
response to the survey. Only five (i.e.,

1 foreign celiac association and 4
physicians) of the 33 respondents who
answered the question about oats
considered oats to be an acceptable
food, and none of the four U.S. celiac
disease associations that responded to
the survey considered oats to be an
acceptable food for individuals with
celiac disease. The reasons given by
respondents for their lack of acceptance
of oats included concerns about the
possibility that oats may cause adverse
health effects in individuals with celiac
disease either directly or due to the
presence of gluten from another grain
(e.g., wheat, rye, or barley), and about
the insufficiency of long-term research
that identifies the amount of oats that
can be tolerated by individuals with
celiac disease.

According to more recent position
statements of 3 of the 4 major celiac
associations in the United States that
responded to the earlier survey
conducted by Thompson (Ref. 57), one
of these associations continues to take
the position that oats are not an
acceptable food for individuals with
celiac disease; but, the other two of
these associations are not opposed to
the inclusion of oats in the diets of
individuals with celiac disease,
provided that the oats do not contain
gluten from other grains and that the
daily amount of oats consumed is
limited to 1 cup cooked (Ref. 56). Both
of the latter associations state that oats
can add soluble fiber and nutrients to a
diet that avoids all sources of gluten;
but, direct individuals with celiac
disease to consult with their health care
providers before introducing oats into
their diet. Also, both of these
associations recommend that
individuals with celiac disease who
consume oats should have their levels of
antibodies specific to celiac disease
monitored periodically.

The recent National Institutes of
Health Consensus Conference Statement
on Celiac Disease (Ref. 1) does not
identify oats as being one of the grains
that individuals with celiac disease
should avoid. Instead, this statement
indicates that it appears that most
individuals with celiac disease can
include oats in their diet without
harmful health effects, but that it may
not be practical to do so because oats
may contain gluten from other grains
due to commingling during their
processing. Similarly, the 2006 edition

of the American Dietetic Association
(ADA) Nutrition Care Manual (ADA
Manual) recommends that individuals
with celiac disease avoid wheat
(including wheat in all of its varieties,
such as spelt, and in all of its forms,
such as wheat starch), rye, barley and
their crossbred hybrid varieties (e.g.,
triticale), but does not advise
individuals with celiac disease to
presumptively exclude oats from their
diet (Ref 58). Instead, the ADA Manual
states: “* * *Findings from in vivo
research on the safety of oats suggest
that most persons with celiac disease
can safely consume moderate amounts
of uncontaminated oats without
adversely affecting the intestinal
mucosa * * *.”’ (Ref. 59). However, the
ADA Manual acknowledges that “* *
*limited evidence suggests that in some
persons with celiac disease, the
consumption of uncontaminated oats
may result in mucosal inflammation* *
*.”” Further, the ADA Manual advises
that individuals with celiac disease
consult with their physicians and
dietitians before deciding to consume
oats and that any daily intake should be
limited to about 50 grams of dry oats
that ideally have been tested to ensure
that they do not contain gluten from
wheat, rye, or barley. The ADA Manual
also reports that some oat millers have
established comprehensive clean-out
procedures and control programs to
address the problem of commingling of
oats with wheat, rye, and barley. In
addition, in a letter submitted in
response to FDA’s 2005 public meeting
on gluten-free (see section L.E.4 of this
document for details about this
meeting), ADA expressed support for
FDA establishing a definition of gluten-
free for oats that is tied to testing that
ensures that those oats do not contain
gluten from other grains, so that those
oats could bear a gluten-free labeling
claim (Ref. 60).

The commingling of oats with wheat,
rye, barley or their crossbred hybrids or
with the grains generally considered to
be acceptable for individuals with celiac
disease (e.g., corn and rice) can occur at
any step in the farm-to-table continuum.
This is due to the common practices of
growing crops in rotation and in close
proximity to one another as well as
using the same equipment and storage
bins to harvest and hold different grains
(Ref. 53). Accordingly, the official U.S.
standard for a given grain typically
allows for the presence of a small
percentage of other grains (Ref. 61).

It is believed that most oat products
commercially available in the United
States contain some gluten from wheat,
rye, or barley as a result of commingling
during the oats’ growth, harvesting,
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transport, storage, or processing (Refs.
43, 44, 53, 62, and 63). In 2004,
Thompson reported that in a recent
study 4 samples of each of 3 brands of
oat products marketed in the United
States were analyzed in duplicate for
gluten from wheat, rye, and barley using
an enzyme-linked immunosorbent assay
(ELISA)-based method (Ref. 63). Ten of
the 12 samples, representing all 3
brands of oat products, were reported to
contain an amount of gluten ranging
from 12 to 1861 ppm, depending upon
the individual sample and brand tested.
Thompson concluded that none of these
brands could be considered a reliable
source of oats free of potentially harmful
gluten from other grains.

In another study, Hernando and
colleagues (Ref. 64) collected 108
samples of commercial oat products
(e.g., rolled oats, oat flakes, and oat
flours) from Europe, the United States
and Canada. The samples were analyzed
for gluten from wheat, rye, and barley
using an ELISA-based method. In
addition, analysis of the samples by
polymerase chain reaction (PCR) was
used to identify the particular grains
present. Consistent with the previous
findings of Thompson, the presence of
gluten from other grains was found to be
widespread. Seventy-nine percent of the
oat samples were reported to contain
gluten from wheat, rye, and/or barley at
a level ranging from less than 3 to 8,000
ppm gluten (Ref. 64). Sixty-one percent
of the samples contained more than 200
ppm gluten. Hernando and colleagues
also reported barley to be the
predominant grain present.

Although there appears to be
widespread commingling of oats with
other grains, it appears that this
commingling is preventable. Two
manufacturers who submitted written
responses to FDA’s 2005 public meeting
on gluten-free food labeling report that
the oats they market in the United States
do not contain gluten from wheat, rye,
and barley (Refs. 65 and 66). Examples
of the types of special measures
reported by one or both manufacturers
to ensure that their oats do not contain
gluten from wheat, rye, and barley are
as follows: (1) Contracting with farmers
who are experienced with growing
crops to ensure their purity; (2) using
only oat seed certified to be pure; (3)
planting oats only in fields that have not
produced wheat, rye, or barley in either
2 or 3 years; (4) establishing a 25- or 30—
foot buffer zone separating their oat
crops from other crops; (5) conducting
periodic inspections to remove any stray
wheat, rye, or barley plants growing in
their fields; (6) using only dedicated or
thoroughly cleaned equipment and
facilities to harvest, transfer, store, and

process their oats; (7) having an
independent lab test samples of their
freshly harvested and milled oats, using
an ELISA-based method designed to
detect gluten naturally occurring in
wheat, rye, and barley; and (8) milling
their oats in dedicated facilities that
either only mill oats or only mill oats
and soy.

D. FDA'’s Prior Statements on Gluten-
Free Food Labeling

Currently, there is no FDA regulation
that specifically defines the term
“gluten-free.” In the preamble to a final
rule on the declaration of ingredients on
food packaging published in the Federal
Register of January 6, 1993 (58 FR 2850
at 2864), FDA advised that the term
“gluten-free” can be used in the labeling
of foods, provided that when such claim
is used, it is truthful and not
misleading. Generally, and absent
regulations to the contrary, FDA would
regard a claim that a food is “free” of
a substance as false or misleading if the
food contains that substance. FDA also
noted that the term “gluten-free”” may be
misleading when the food ordinarily
does not contain gluten. Although FDA
did not define the term “gluten,” FDA
referred to the grains wheat, barley, rye,
oats and millet as those “which
commonly contain gluten” (FR 2850 at
2863).

FDA'’s view that the term “gluten-
free” may be misleading when a food is
inherently free of gluten is consistent
with FDA regulations governing the use
other “free” claims. FDA has issued
regulations that establish requirements
for a “free” labeling claim made about
a food inherently free of calories
(§101.60(e)(ii) (21 CFR 101.60(e)(ii)), of
nutrients (e.g., sodium,
§101.61(b)(1)(iii) (21 CFR
101.61(b)(1)(iii)) and fat,
§101.62(b)(1)(iii) (21 CFR
101.62(b)(1)(iii)), and of other food
components (e.g., cholesterol,
§101.62(d)(1)(ii)(E)). FDA considers
“calorie-free,” “sodium-free,” ““fat-free,”
and “‘cholesterol-free” labeling claims
made for a food that inherently does not
contain these substances to be
misleading to consumers without
additional clarifying wording indicating
that all foods of the same type, not just
the brand of food bearing that “free”
labeling claim, are also free of the stated
substance. Consistent with how FDA
has regulated other “free” claims, the
agency would consider a gluten-free
labeling claim made for a food that
inherently does not contain gluten to be
misleading if it is not accompanied by
additional wording to clarify that all
foods of the same type, not just the

brand of food bearing the gluten-free
claim, are also free of gluten.

As discussed elsewhere in this
preamble, FDA proposes to define
prohibited grain to include all species of
wheat, rye, barley, and their crossbred
hybrids. FDA’s proposed definition of
prohibited grain would exclude all other
grains, including oats and millet.

E. Food Allergen Labeling and
Consumer Protection Act of 2004 and
Related Activities

1. Food Allergen Labeling and
Consumer Protection Act of 2004

FALCPA, Title II of Public Law 108—
282, was enacted on August 2, 2004.
Section 206 of FALCPA directs the
Secretary of Health and Human Services
(HHS), in consultation with appropriate
experts and stakeholders, to issue a rule
to define, and permit use of, the term
gluten-free on the labeling of foods.
FALCPA directs the issuance of a
proposed rule by no later than 2 years
after the law’s enactment date, and a
final rule by no later than 4 years after
the law’s enactment date. FDA is
publishing this proposed rule in
response to this directive.

2. FDA’s Threshold Working Group and
Its Report on Approaches to Establish
Thresholds

FALCPA does not require FDA to
establish a threshold level for gluten.
Nonetheless, an important scientific
issue associated with the issuance of
this proposed rule is the potential
existence of a threshold level below
which it is unlikely that an individual
with celiac disease would experience an
adverse health effect.

To address this issue, among others,
FDA established an internal,
interdisciplinary group (the Threshold
Working Group) to review the scientific
literature on the issue of a threshold
level for gluten. The Threshold Working
Group’s draft report, Approaches to
Establish Thresholds for Major Food
Allergens and for Gluten in Food (the
draft Thresholds Report) (Ref. 67),
summarized the current state of
scientific knowledge with respect to a
dose-response relationship for gluten,
and presented the following four
potential approaches that FDA might
consider in establishing such a
threshold level, if the agency chose to
do so (Ref. 67, pp. 2 and 38 through 41):

e Analytical methods-based—
thresholds are determined by the
sensitivity of the analytical method(s)
used to verify compliance.

e Safety assessment-based—*‘safe”’
level is calculated using the No
Observed Adverse Effect Level (NOAEL)
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from available human challenge studies,
applying an appropriate “uncertainty
factor” multiplier to account for
knowledge gaps.

¢ Risk assessment-based—examines
known or potential adverse heath effects
resulting from human exposure to a
hazard; quantifies the levels of risk
associated with specific exposures and
the degree of uncertainty inherent in the
risk estimate.

e Statutorily-derived—uses an
exemption articulated in an applicable
law and extrapolates from that to other
potentially similar situations.

The report also noted that any
decisions on approaches to establish a
threshold for gluten likely would
require consideration of additional
factors not addressed in the report, such
as ease of compliance and enforcement,
concerns of stakeholders (i.e., industry,
consumers, and other interested
parties), economics (e.g., cost/benefit
analysis), trade issues, and legal
authorities.

A notice of availability for the draft
Thresholds Report was published in the
Federal Register (70 FR 35258, June 17,
2005) and the report was made available
through FDA Docket No. 2005N-0231
and the Center for Food Safety and
Applied Nutrition (CFSAN) Web site
(http://www.cfsan.fda.gov/~dms/
alrgn.html). FDA requested that
interested persons submit comments
and any scientific data or other
information relevant to the draft
Thresholds Report to the docket during
a 60-day comment period ending
August 16, 2005. The Threshold
Working Group considered the
comments, data, and information
submitted, and made appropriate
revisions to the Thresholds Report. On
May 25, 2006, FDA posted its response
(Ref. 68) to the comments, data, and
other information that the agency
received on its draft Thresholds Report
(http://www.cfsan.fda.gov/~dms/
alrgcom.html). FDA also posted the
revised Thresholds Report (Ref. 69)
(http://www.cfsan.fda.gov/~dms/
alrgn2.html). Both of these documents
are dated March 2006.

3. Food Advisory Committee Meeting of
July 13 through 15, 2005

In the Federal Register of May 23,
2005 (70 FR 29528), FDA announced
that FDA’s Food Advisory Committee
(FAC) would be holding a public
meeting on July 13 through 15, 2005, to
evaluate the draft Thresholds Report.
One purpose of the meeting was for the
FAC to determine whether the four
approaches considered in the draft
Thresholds Report for establishing a
threshold level for gluten were

scientifically sound. FDA invited
experts to address a number of specific
issues related to sensitivities to gluten.
In addition, FDA invited interested
members of the general public to
present their comments and any
scientific data or other information
relevant to the issues pending before the
FAC.

During the public meeting, the FAC
heard presentations from invited experts
on the diagnosis and treatment of celiac
disease, the quality of life issues faced
by those who have celiac disease and
their families, the relationship between
gluten proteins in various grains and
celiac disease, analytical methods for
detecting and measuring the levels of
gluten in food, the value and use of
prospective and retrospective gluten
tolerance studies, and a summary of
existing national and international
definitions of gluten-free standards for
food labeling. Further, members of the
general public, including those
representing trade associations,
industry, consumers, and other
stakeholders, gave brief presentations
before the FAC to share their
perspectives on some of the same topics
addressed by the invited experts.

Approximately 140 persons attended
the FAC meeting. The speaker
presentations, public comments, FAC
discussions, and the FAC responses to
a set of specific questions and the
charge to the FAC posed by CFSAN are
recorded in the transcript of the
meeting, which is available through the
FDA Docket No. 20056N-0231 and is
posted at CFSAN’s Web site (http://
www.fda.gov/ohrms/dockets/ac/
cfsan05.html). Copies of the transcript
materials that specifically address the
topics of celiac disease and a gluten
threshold level are also available
through the FDA Docket No. 2005N—
0279 pertaining to this rulemaking. A
summary of the FAC responses to the
questions is provided in the Summary
Minutes (Ref. 70).

The FAC concluded that the draft
Thresholds Report “includes a
comprehensive evaluation of the
currently available data and
descriptions of all relevant approaches
that could be used to establish [a]
threshold * * *for gluten in food” (Ref.
70, p. 1). The FAC also identified the
risk-assessment approach as the
strongest of the four approaches
proposed in the draft Thresholds
Report, assuming the availability of
sufficient data (Ref. 70, p. 1).

FDA received about 20 public
responses, each containing one or more
comments, to the FAC meeting and to
the notice of availability and request for
comments on the draft Thresholds

Report. (Some of these responses
concerned food allergens and are not
relevant to this proposal.)
Approximately half of the total number
of responses mentioned wheat or gluten,
and the majority of the responses
submitted about gluten addressed issues
or provided data directly related to the
report’s suggested approaches to
establishing a threshold level for gluten.
Pertinent comments were considered by
FDA in the development of this
proposed rule. All written responses
submitted to FDA about the FAC
meeting and the draft Thresholds Report
are available through FDA Docket No.
2005N—-0231, and copies of those
responses that specifically mentioned
wheat or gluten are also available
through FDA Docket No. 2005N-0279.

4. Gluten-Free Food Labeling Public
Meeting of August 19, 2005

In the Federal Register of July 19,
2005 (70 FR 41356), FDA announced
that it would be holding a public
meeting on August 19, 2005, to discuss
the topic of gluten-free food labeling.
Interested persons were given until
September 19, 2005, to comment on a
list of specific questions concerning
food manufacturing, analytical methods,
and consumer purchasing practices and
views about gluten-free foods (70 FR
41356 at 41357). In addition, FDA
invited experts to address these issues at
the meeting, and invited members of the
general public, including individuals
with celiac disease and their caregivers,
to share their views about foods
produced and labeled as ‘““gluten-free.”

More than 80 persons attended the
public meeting on gluten-free food
labeling. In response to the notice and
public meeting, FDA received more than
2,400 responses, each containing one or
more comments, about the public
meeting or the list of questions cited in
the notice announcing the meeting. The
vast majority of these responses were
from individuals with celiac disease,
their caregivers, and celiac disease
associations, with a much smaller
number of responses being from the
food industry. All written responses
submitted to FDA in response to the
gluten-free public meeting and the
questions posed in the corresponding
Federal Register meeting notice are
available through the FDA Docket No.
2005N-0279.

Most of the consumers’ comments
said that they appreciate and use gluten-
free labeling claims to identify packaged
foods they can eat when trying to avoid
gluten. Many consumers stated that a
gluten-free labeling claim makes it
easier to grocery shop, saving the
consumers both time and the frustration
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experienced when reading often lengthy
and complicated ingredients lists that
they stated they do not understand.
Many consumers also stated that they
currently purchase only or primarily
packaged foods bearing a gluten-free
labeling claim, and that a standardized
definition of the term gluten-free for
foods marketed in the United States
would provide them with more
assurance that foods bearing this claim
are appropriate for individuals trying to
avoid gluten. The comments reflected a
consensus of opinion among individuals
with celiac disease and the
organizations, which represent them
that wheat, rye, and barley should be
excluded from any products labeled as
gluten-free. However, opinions
expressed in comments from these
individuals and organizations varied
with respect to whether oats should be
excluded from any products labeled as
gluten-free.

Industry comments indicated that
currently there is no universal
understanding among manufacturers of
what the term gluten-free means and
there is no uniform industry standard
for producing foods bearing this labeling
claim. Several industry comments
expressed the opinion that a
standardized definition for gluten-free
could assist industry by promoting fair
competition among packaged foods
marketed as gluten-free in the United
States, because all manufacturers would
have to adhere to the same requirements
if they label their products gluten-free.

Based upon comments that FDA
received during this public meeting or
that were submitted in writing to the
related FDA Docket No. 2005N—-0279,
FDA believes that a uniform definition
of the term gluten-free would prevent
confusion and uncertainty among both
consumers and food manufacturers
about what this food labeling claim
means.

II. Proposed Rule

A. Legal Basis

Section 206 of FALCPA directs the
Secretary of HHS, in consultation with
appropriate experts and stakeholders, to
issue a proposed rule to define, and
permit use of, the term “‘gluten-free” on
the labeling of foods. FDA has authority
to issue this proposed rule under
sections 403(a)(1), 201(n), and 701(a) of
the act (21 U.S.C. 343(a)(1), 321(n), and
371(a). Section 403(a)(1) of the act states
that, ““A food shall be deemed to be
misbranded if its labeling is false or
misleading in any particular.” In
determining whether food labeling is
misleading, section 201(n) explicitly
provides for consideration of the extent

to which the labeling fails to reveal facts
“material with respect to the
consequences which may result from
the use of the [food] to which the
labeling * * *relates under * * *such
conditions of use as are customary or
usual.” Section 701(a) of the act vests
the Secretary (and by delegation, FDA)
with authority to issue regulations for
the efficient enforcement of the act.

As directed by FALCPA, FDA is
proposing to define the term “gluten-
free”” for voluntary use in the labeling of
foods. FDA is also proposing to define
various terms corresponding to certain
specified grains and proteins that would
be prohibited from use as ingredients or
sources of ingredients used to make a
food bearing a “‘gluten-free” labeling
claim. Further, FDA is proposing to
specify how a voluntary gluten-free
labeling claim must be worded for oats
and for other foods that inherently do
not contain any gluten. Any use of the
term ‘“‘gluten-free” in the labeling of
food that does not conform to the
proposed regulatory definitions and
requirements would render that food
misbranded.

In enacting FALCPA, Congress
recognized the importance to
individuals with celiac disease of
avoiding gluten (FALCPA, section
202(6)(B)). To address this issue, section
206 of FALCPA directs FDA to issue a
regulation to define and permit use of
the term ““gluten-free.” As discussed
elsewhere in this preamble, currently
there is neither a regulatory definition of
the term “‘gluten-free,” nor is there
agreement among manufacturers or
consumers as to what this term means.
In the course of consulting with experts
and stakeholders, FDA has learned that
different manufacturers have different
and inconsistent definitions of the term
“gluten-free.” Consumers with celiac
disease and their caregivers, who rely
on “gluten-free”” labeling claims to make
purchasing decisions, believe that a
standardized definition of the term is
needed to ensure that those consumers
know what to expect when purchasing
foods labeled as gluten-free. Therefore,
FDA believes that establishing a
definition of the term “‘gluten-free” and
uniform conditions for its use in the
labeling of foods is needed to ensure
that individuals with celiac disease are
not misled and are provided with
truthful and accurate information with
respect to foods so labeled.

B. Definitions and Criteria for the Use of
the Term Gluten-Free in Food Labeling

1. Definitions of the Terms ‘Prohibited
Grains” and “Gluten”

To facilitate proposing a definition of
the term “gluten-free,” FDA proposes to
also define the terms “gluten”” and
“prohibited grains.” FDA proposes in
§101.91(a)(2) to define the term
“gluten” to mean the proteins that
naturally occur in a prohibited grain
and that may cause adverse health
effects in persons with celiac disease
(e.g., prolamins and glutelins). FDA
proposes in §101.91(a)(1) to define the
term “‘prohibited grain” to mean any of
the following grains or their crossbred
hybrids (e.g., triticale, which is a cross
between wheat and rye): (1) Wheat,
meaning any species belonging to the
genus Triticum; (2) rye, meaning any
species belonging to the genus Secale;
and (3) barley, meaning any species
belonging to the genus Hordeum. As
discussed in section I.C of this
document, the scientific literature
reports general agreement among celiac
disease experts that naturally occurring
prolamins or glutelins in wheat, rye,
barley, and their crossbred hybrids can
cause serious adverse health effects in
individuals with celiac disease and
should be excluded from their diet.

FDA is not proposing to include oats
in the definition of a prohibited grain.
As discussed in section I.C.3 of this
document, the unconditional exclusion
of oats from the diet of individuals with
celiac disease is not supported by the
National Institutes of Health Conference
Development Conference Statement on
Celiac Disease (Ref. 1) or by the
American Dietetic Association (Ref. 58).
FDA recognizes that a small percentage
of individuals with celiac disease may
not be able to tolerate some of the
proteins that naturally occur in oats.
However, it appears that a great majority
of individuals with celiac disease can
tolerate a daily intake of a limited
amount (e.g., 50 grams) of oats that are
free of gluten from wheat, rye, barley or
their crossbred hybrids. Oats are
reported to add variety, taste, satiety,
dietary fiber, and other essential
nutrients to the diet of individuals with
celiac disease; thereby making their diet
more nutritious and appealing (Refs. 44,
51, 56, and 71). Inclusion of oats in the
diet of individuals with celiac disease
who can tolerate oats may therefore
result in the improved nutritional and
health status of those individuals (Refs.
55 and 71).

According to comments FDA received
in response to its August 2005 public
meeting on gluten-free labeling, at least
two food manufacturers can produce
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oats that do not contain gluten from
wheat, rye, barley, or any of their cross-
bred hybrids. Allowing such oats to bear
a gluten-free labeling claim would make
them easier to identify and perhaps
would encourage other manufacturers to
produce such oats. Conversely,
including oats in the definition of
prohibited grain could eliminate any
incentive for manufacturers to produce
oats free of gluten from other grains
because those manufacturers would
have no way of distinguishing their
products in the marketplace. FDA
requests comments on whether the
agency should include oats in the
definition of a prohibited grain.

)

2. Definition of the Term “Gluten-Free’

FDA proposes in § 101.91(a)(3) to
define the claim ‘“‘gluten-free” to mean
that a food bearing the claim in its
labeling does not contain any of the
following: (1) An ingredient that is a
prohibited grain; (2) an ingredient that
is derived from a prohibited grain and
that has not been processed to remove
gluten; (3) an ingredient that is derived
from a prohibited grain and that has
been processed to remove gluten, if the
use of that ingredient results in the
presence of 20 ppm or more gluten in
the food (i.e., 20 micrograms or more
gluten per gram of food); or (4) 20 ppm
or more gluten.

Examples of a prohibited grain
include, but are not limited to, barley,
common wheat, durum wheat, einkorn
wheat, emmer wheat, kamut, rye, spelt
wheat, and triticale. Examples of
ingredients that are derived from a
prohibited grain and that have not been
processed to remove gluten include, but
are not limited to:

e Farina, flour made from any of the
proposed prohibited grains, graham, and
semolina;

e Hydrolyzed wheat protein, vital
gluten, wheat bran, and wheat germ;
and

¢ Barley malt extract or flavoring and
malt vinegar.

Because these ingredients are derived
from a prohibited grain and have not
been processed to remove gluten, they
are presumed to contain gluten.

Examples of ingredients that are or are
sometimes derived from a prohibited
grain and processed to remove gluten
include, but are not limited to:

e Food starch—modified (modified
food starch); and

e Wheat starch.

Although these ingredients have been
processed to remove gluten, FDA
recognizes that there may be different
methods of deriving these ingredients,
and that some methods may remove less
gluten than others. Therefore, FDA

proposes to prohibit a food that contains
one of these ingredients from bearing a
gluten-free labeling claim if the use of
the ingredient results in the presence of
20 ppm or more gluten in the food.

A food may contain 20 ppm or more
gluten even though the food does not
contain an ingredient derived from a
prohibited grain. For example, a food
that contains an ingredient derived from
oats may contain 20 ppm or more gluten
if the oats were commingled with a
prohibited grain during their harvest,
transport, or storage. FDA believes that
manufacturers who elect to use the
labeling claim “gluten-free” should
make certain that foods so labeled do
not contain 20 ppm or more gluten,
regardless of whether or not those foods
contain an ingredient that is derived
from a prohibited grain. Under proposed
§101.91(b)(1), a food that bears the
claim “gluten-free” or similar claim in
its labeling and fails to meet the
conditions specified in the proposed
definition of “gluten-free”” would be
deemed misbranded.

3. Use of the Term Gluten-Free in the
Labeling of Foods That Inherently Do
Not Contain Gluten

FDA proposes in § 101.91(b)(2) to
deem misbranded any food, with the
exception of a food made from oats, that
does not inherently contain any gluten
from a prohibited grain and that bears
the claim “gluten-free” in its labeling,
unless the food complies with the
following two requirements: (1) The
wording of the claim in the labeling of
the food clearly indicates that all foods
of the same type, not just the brand
bearing this labeling claim, are gluten-
free (e.g., “milk, a gluten-free food,” ““all
milk is gluten-free”) and (2) the food
does not contain 20 ppm or more gluten.
Examples of foods that inherently do
not contain gluten include, but are not
limited to:

o Different types of milk not flavored
with ingredients that contain gluten
(e.g., fresh fluid whole, low fat and
nonfat milks; evaporated milk; nonfat
dry milk; sweetened condensed milk);

e 100 percent fruit or vegetable juices;
fresh fruits and vegetables that are not
coated with a wax or resin that contains
gluten; and frozen or canned fruits and
vegetables not made with added
ingredients that contain gluten; and

o A variety of single ingredient foods,
e.g., butter; eggs; lentils; legumes like
dried beans and peas, peanuts, and
soybeans; seeds like flax, poppy and
sesame; tree nuts like almonds, pecans,
and walnuts; non-gluten containing
grains like corn, millet and rice; fresh
fish like cod, flounder and haddock;
fresh shellfish like clams, lobster, and

octopus; honey; and water, including
bottled waters like distilled and spring.

FDA’s proposed requirement for the
labeling of foods, other than foods made
from oats, that inherently do not contain
gluten is consistent with the general
principles established at § 101.13(e)(2)
(21 CFR 101.13(e)(2)) for existing FDA
regulations on “free” labeling claims
made for foods inherently free of
calories, nutrients (e.g., sodium, fat),
and other food substances (e.g.,
cholesterol). If a single brand of food
inherently free of the substance that is
the subject of its “free” labeling claim
does not also include additional
qualifying language, consumers may
mistakenly assume that only that
particular brand of the food is free of the
substance and may not understand that
other brands of the same type of food
that do not make a “free” labeling claim
are also free of the substance (Ref. 72).
Therefore, FDA views the use of a
gluten-free labeling claim for a food
inherently free of gluten to be
potentially misleading without the
inclusion of additional qualifying
language.

Although oats are inherently free of
gluten as defined in this proposed rule,
FDA proposes in § 101.91(b)(3) to deem
misbranded a food made from oats that
bears a gluten-free labeling claim if the
claim refers to all such foods as being
gluten-free or if it contains 20 ppm or
more gluten. By “food made from oats,”
FDA means oats, any food that contains
oats, and any food that contains any
ingredient derived from oats. The
proposed gluten-free labeling claim
restriction in § 101.91(b)(3) is based on
evidence of the presence of gluten from
prohibited grains in a number of
commercially available brands of foods
made from oats, as discussed in section
1.C.3 of this document. In light of that
evidence, FDA believes that a gluten-
free labeling claim that suggests that all
foods made from oats are gluten-free
would be misleading.

The agency is interested in receiving
comments and scientific information on
whether a gluten-free claim on an
inherently gluten-free food, other than
foods made from oats, would be
misleading in the absence of additional
qualifying language. In addition, FDA is
interested in receiving comments and
scientific information on whether the
proposed examples of how a claim
should be worded in the labeling of a
food inherently free of gluten (e.g.,
“milk, a gluten-free food,” ““all milk is
gluten-free”’) would effectively inform
consumers that all brands of the same
type of food are also free of gluten, or
whether there are more appropriate
ways to communicate this message to
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consumers. Further, FDA requests
comments on the agency’s proposal to
restrict the types of gluten-free labeling
claims that can be made for oats.

4. Use of the Analytical Methods-Based
Approach in This Proposed Rule to Set
a Threshold Level of 20 ppm to Define
the Term Gluten-Free

As discussed in section L.E.2 of this
document, the draft Thresholds Report
describes four approaches FDA could
use to establish a threshold level for
gluten that could be the basis for
decisions on whether to use the term
“gluten-free” on product labels (Refs.
67, pp. 2, 38 through 41, and 54 through
61). The draft Thresholds Report
concludes that it currently is not
possible for FDA to use the quantitative
risk assessment-based approach due to
the lack of sufficient data from human
clinical trials and the lack of sufficient
data on exposure, and that the
statutorily-derived approach is not
viable in the absence of applicable
statutory provisions (Refs. 67, pp. 4, 60,
and 61). The draft Thresholds Report
concludes that two approaches are
viable for FDA to establish a threshold
level for gluten: (1) The safety
assessment-based approach and (2) the
analytical methods-based approach (Ref.
67, pp. 4 and 57 through 60). The
revised Thresholds Report identifies the
same four approaches and conclusions
(Ref. 69, pp. 2, 4, 42 through 45, and 61
through 65).

FDA is planning to conduct a safety
assessment for gluten that is consistent
with the safety assessment-based
approach described in the draft and
revised Thresholds Reports (Ref. 67, pp.
38, 39, and 58 through 60 and Ref. 69,
pp. 42, 43, and 62 through 64). FDA
requests comments providing data
relevant to the planned safety
assessment, including in particular
clinical research and studies designed to
measure chronic exposure, that satisfy
the data quality criteria discussed in the
revised Thresholds Report. We intend to
publish a notice in the Federal Register
seeking comment on the draft safety
assessment and its potential use in the
final rule, and will consider public and
peer-review comments in revising the
safety assessment, as appropriate. In
developing a final rule on gluten-free
labeling, we intend to consider the
safety assessment as well as comments
received in response to this proposed
rule and the notice concerning the
safety assessment. Further, as noted in
both the draft and revised Thresholds
Reports, FDA’s establishment of a
threshold level for gluten may require
consideration of other factors not
addressed in that report, such as ease of

compliance and enforcement,
stakeholder concerns, economics, trade
issues, and legal authorities (Ref. 67, p.
41 and Ref. 69, p. 45). This may be true
regardless of which approach FDA uses
to establish a threshold level for gluten
in the final rule (e.g., an analytical
methods-based approach or a safety
assessment-based approach).

Pending the receipt of comments
submitted in response to this
rulemaking and the outcome of the
planned safety assessment, FDA is
currently proposing to use the analytical
methods-based approach to establish a
threshold level of 20 ppm gluten (i.e., a
food labeled gluten-free cannot contain
20 ppm or more gluten) as one of the
criteria for defining the term “‘gluten-
free.” Given the current unavailability
of appropriate test methods that can
reliably and consistently detect gluten at
levels below 20 ppm,2 FDA tentatively
concludes that gluten-free labeling on a
food that contains less than 20 ppm
gluten would be neither false nor
misleading, so long as it conforms to
other pertinent requirements of this
proposed rule.

Based upon the current state of
technology concerning available and
appropriate analytical methods that can
detect one or more gluten proteins
naturally occurring in wheat, rye, and
barley, FDA has tentatively determined
that ELISA-based methods can be used
to reliably and consistently detect
gluten at a level of 20 ppm in a variety
of food matrices, including both raw
and cooked or baked foods (Ref. 73).
ELISA-based methods detect the
prolamins in wheat, rye, and barley,
which can serve as a biomarker for the
presence of those grains, their cross-
bred hybrids, or their other naturally
occurring proteins. FDA is tentatively
considering using an ELISA-based
method that has been validated in
Europe at the 20 ppm gluten detection
level and has been published in the
peer-reviewed scientific literature (Ref.
74). FDA has been advised that this
method is currently under review by
AOAC INTERNATIONAL (Ref. 75). In
addition, we are aware that an
evaluation of other ELISA-based
methods that detect gliadin, a gluten
protein, was recently published in the
peer-reviewed scientific literature (Ref.

2The revised Thresholds Report (Ref. 69, pp. 59
and 60) identifies specific criteria for evaluating
gluten detection analytical methods that are
appropriate for establishing a gluten threshold level
based upon an analytical methods-based approach.
In reviewing the available methods that meet all of
the stated criteria (Ref. 73), FDA has tentatively
concluded that currently there are no available and
appropriate test methods that can reliably and
consistently detect gluten in a variety of food
matrices at levels below 20 ppm.

76). FDA requests comments on the
appropriateness of 20 ppm gluten as the
proposed threshold level as determined
using an ELISA-based method.

As new, more sensitive methods of
detection are developed, use of a
methods-based approach, if not
tempered by consideration of other
factors, could result in a threshold level
that is lower than the proposed
threshold level of 20 ppm gluten. For
example, the manufacturer of a test kit
that uses an ELISA-based method that
has been validated at the 160 ppm
gluten detection level (Ref. 77) is
seeking validation of that method at the
5 ppm gluten detection level (Ref. 78).

Given the possibility that new, more
sensitive methods of detection will be
developed in the near future, FDA
requests comments on what effects the
adoption of a lower threshold level
would have on individuals with celiac
disease and on industry. FDA is
interested in receiving scientific data or
other information that addresses the
question of whether the adoption of a
lower threshold level would be of
benefit to individuals with celiac
disease. FDA is also interested in
receiving comments and supporting
data on whether the use of a lower
threshold level could reduce the
commercial availability in the United
States of foods labeled gluten-free and
whether that reduced availability could
negatively impact individuals with
celiac disease (e.g., by making it more
difficult for them to comply with dietary
restrictions, perhaps leading to
increased health risks).

In addition, FDA requests comments
on whether a safety assessment or risk
assessment that addresses gluten
threshold levels for individuals with
celiac disease has been conducted by
other entities. FDA also requests
information on any gluten tolerance
studies that have been published in the
scientific literature since March 2006
when FDA posted the revised
Thresholds Report.

FDA recognizes that even those foods
that comply with the proposed
threshold level of 20 ppm gluten
nonetheless may contain some gluten
up to 20 ppm. FDA questions whether
the potential presence of some gluten up
to 20 ppm would be a material fact that,
if omitted, would make a “gluten-free”
claim potentially misleading. FDA
requests comments on whether the use
of additional qualifying language (e.g.,
“does not contain 20 ppm or more
gluten per gram of food”) would be
necessary to inform individuals with
celiac disease that a food labeled as
gluten-free nonetheless may contain the
amount of gluten permitted under
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whatever threshold level is established
in the final rule.

FDA is aware that at least one other
regulatory body outside the United
States has developed a two-tiered

approach to gluten-related food labeling.

Australia and New Zealand have
established standards for “gluten-free”
(meaning no detectable gluten) and
“low-gluten” (meaning no more than 20
milligrams gluten per 100 grams of the
food, which is equivalent to no more
than 200 ppm gluten in the food) (Ref.
79). As discussed in section III.C.6 of
this document, one regulatory option
(Option Six) was to develop a 2—tiered
approach to a gluten-related food
labeling in the United States. However,
it is unclear what the scientific basis for
such an approach would be; a safety
assessment could provide a basis for a
threshold, as described in the draft and
revised Thresholds Reports, but would
not provide a basis for a two-level
approach. Thus, FDA tentatively
concludes that this approach is not
feasible because we do not have
sufficient scientific data to recommend
a specified level of gluten to define the
term “low gluten.” In the absence of
such information, use of the term “low
gluten” in the labeling of food could
make that labeling potentially
misleading. FDA requests comment on
this tentative conclusion, including
comment on a possible scientific basis
for setting a level of gluten to be defined
as “low gluten.”

Also, in the absence of a regulatory
definition of “low-gluten,” FDA is
concerned that different and
inconsistent definitions of that term
may be developed and used by industry,
and that use of the term under such
circumstances could mislead
consumers. Therefore, FDA is
considering whether it is necessary to
prohibit use of the claim “low-gluten”
and similar claims in the labeling of
foods. FDA requests comment on this
potential prohibition.

C. Compliance and Enforcement of an
FDA Gluten-Free Food Labeling Claim

As previously discussed, FDA has
identified a method that can reliably
detect the presence of 20 ppm gluten in
a variety of food matrices, including
both raw and cooked or baked products.
However, determinations of compliance
with the proposed regulation need not
be based on analysis of a food. In the
enforcement of FDA-regulated food
labeling claims, the agency routinely
uses a variety of techniques, such as
label reviews, onsite inspections of food
manufacturers, and analysis of food
samples. FDA does not necessarily
analyze a food when other information

or evidence exists that would enable the
agency to determine that the food is
misbranded. For example, if flour
derived from spelt or kamut, which are
species of wheat, is declared in the
ingredient list for a bread labeled
gluten-free, FDA would not have to
analyze the product to deem it
misbranded. This is because all flours
made from cereal grains contain those
grains’ naturally occurring proteins.
Likewise, if an FDA inspector were to
observe the manufacturing of such a
bread with spelt or kamut flour, the
agency would not have to analyze the
product to deem it misbranded.

There are circumstances when FDA
may seek to analyze a food to determine
if it is misbranded, such as in cases
when FDA investigates complaints from
consumers who report experiencing
adverse health effects after eating a
product, and an FDA label review or
onsite inspection of the manufacturing
facility is insufficient to identify
whether there is a problem with the
food. For example, an ingredient may
not have been declared on the food label
or a declared ingredient may
inadvertently contain an undeclared
substance. In such cases, an analysis of
the food may be the only way to identify
the presence of the substance that is the
subject of the “free”” labeling claim.

III. Preliminary Regulatory Impact
Analysis

FDA has examined the impacts of this
proposed rule under Executive Order
12866, the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). We believe that
this proposed rule is not a significant
regulatory action under the Executive
Order.

A. Need for This Regulation

FALCPA directs the Secretary of HHS
to issue, in consultation with
appropriate experts and stakeholders, a
rule to define and permit use of the term
“gluten-free” on the labeling of foods.

B. Proposed Regulatory Options

We considered several regulatory
options or alternatives: (1) Take no
action; (2) take the proposed action—
i.e., do not permit firms to make gluten-
free claims on foods containing (a) the

prohibited grains; (b) ingredients
derived from the prohibited grains that
have not been processed to remove the
gluten; (c) ingredients derived from the
prohibited grains that have been
processed to remove gluten, if the use of
such ingredients results in the presence
of gluten in the food at a level of 20 ppm
or more; or (d) 20 ppm or more gluten
from any source. We are also proposing
as part of this option to restrict the
wording of gluten-free claims on foods
that inherently do not contain gluten;
(3) take the proposed action, except
enforce the prohibition when the level
of gluten exceeds some specified level
other than 20 ppm in situations in
which the gluten that is present in the
food is (a) from ingredients derived from
a prohibited grain that have not been
processed to remove the gluten or (b)
from commingling; (4) do not permit
firms to make gluten-free claims on
foods containing 20 ppm or more
gluten, regardless of the ingredients they
use to make them, and restrict the
wording of gluten-free claims on foods
that inherently do not contain gluten;
(5) take the proposed action, except
delete the wording requirements for
gluten-free claims on foods that
inherently do not contain gluten; (6)
take the proposed action, but also define
the food labeling claim “low gluten;”
and (7) take the proposed action, except
include oats in the list of grains that we
propose to prohibit in foods that firms
label as gluten-free. We request
comments on these options as well as
suggestions for other regulatory policy
options that we should consider. We
will address any significant comments
or suggestions in the analysis of the
final rule.

C. Impacts of the Proposed Regulatory
Option

The primary impacts of the regulatory
alternatives that we discuss in the
following analysis are costs for firms to
make any necessary changes to food
labels and the impact of any label
changes on consumer search costs. A
decrease in search costs is a benefit; an
increase in search costs is a cost.

1. Option One: Take No Action

We can only define costs and benefits
relative to a baseline. We usually select
the option of taking no action as the
baseline because it helps readers
identify the costs and benefits of actions
that change the status quo. By
definition, the baseline itself has no
costs or benefits. This does not mean
that we ignore the costs and benefits of
taking no action. Instead, it means that
we express the costs and benefits of
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taking no action in the costs and
benefits of the other regulatory options.

2. Option Two: Take the Proposed
Action—Do Not Permit Firms to Make
Gluten-Free Claims on Foods
Containing the Prohibited Grains or
Ingredients That Have Been Derived
From Those Grains and Have Not Been
Processed to Remove the Gluten; Do Not
Permit Firms to Make Gluten-Free
Claims on Foods Containing Ingredients
Derived From the Prohibited Grains
That Have Been Processed to Remove
the Gluten, if the Level of Gluten Is 20
ppm or Greater; Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing 20 ppm or More Gluten,
Regardless of How the Gluten Got Into
the Food; and Restrict Wording of
Gluten-Free Claims on Foods That
Inherently Do Not Contain Gluten

a. Overview. We are proposing to
prohibit firms from making gluten-free
claims on the labels of foods that
contain any of the following: (1)
Ingredients that are any of the species of
the grains wheat, rye, barley, or a
crossbred hybrid of these grains (e.g.,
triticale) (these grains are collectively
referred to as “prohibited grains,” a
term we propose to define in this rule);
(2) ingredients that have been derived
from a prohibited grain and have not
been processed to remove the gluten; (3)
ingredients that have been derived from
a prohibited grain and have been
processed to remove the gluten, if the
use of such ingredients results in the
presence of gluten in the food at a level
of 20 ppm or more; and (4) 20 ppm or
more gluten from any source. We do not
specify a particular level for the first
two categories of substances because we
would not need to test such products to
determine the presence of gluten.
Instead, we would be able to determine
the presence of gluten by (1) reading the
labels of the foods bearing gluten-free
claims to determine if firms declared
any of the prohibited grains or
ingredients derived from the prohibited
grains that have not been processed to
remove the gluten in the ingredient list
or (2) by conducting onsite inspections
of manufacturing facilities to observe if
firms were using any of the prohibited
grains or ingredients derived from the
prohibited grains that have not been
processed to remove the gluten to make
a food labeled gluten-free. Specifying a
level of 20 ppm for the third and fourth
categories of substances enables us to
test food containing those substances to
determine if they contained gluten. The
third category of substances refers to
ingredients that have been derived from
a prohibited grain but have been
processed to remove the gluten. Some

common examples from among the
many ingredients in this category are
wheat starch, malt extract, and malt
vinegar. Depending on the effectiveness
of the procedures used, people may be
able to remove all the gluten from those
ingredients. Thus, we would not be able
to determine if food that firms made
using those ingredients contained gluten
by simply reading the ingredient list.
The fourth category of substances refers
to gluten from any source including
commingling with any of the prohibited
grains. We would not be able to
determine if food contained gluten due
to commingling by reading the
ingredient list.

Not permitting gluten-free claims on
foods that firms make using the
prohibited grains and ingredients that
have been derived from them and have
not been processed to remove the gluten
would have no impact on current
labeling because we already do not
permit firms to make gluten-free claims
on foods that contain gluten, and any
product that firms make using
prohibited grains and ingredients that
have been derived from them and have
not been processed to remove the gluten
would contain gluten. Similarly,
specifying 20 ppm or more gluten as the
amount of gluten that would cause a
food bearing a gluten-free labeling claim
to be misbranded, if the gluten that is
present in the food is from ingredients
that have been derived from a
prohibited grain and have been
processed to remove the gluten or from
any other source, would have no impact
on current food labeling. Although to
date we have not identified a maximum
level of gluten that would be
permissible in a food bearing a gluten-
free claim, we generally would regard a
claim that a food is “free” of a substance
as false or misleading if the food
actually contains that substance. As we
discussed earlier in this preamble, a
method exists that can reliably and
consistently detect the presence of
gluten at a level of 20 ppm. If we were
to take enforcement action against a
product with a gluten-free claim under
our existing regulations and policies, we
would use this test to determine
whether a food bearing a gluten-free
claim is misbranded. Therefore, these
two elements of the proposed rule do
not change the status quo and cannot
generate costs or benefits.

We recognize that some firms may
currently be making gluten-free claims
on the labels of products that contain
gluten at levels of 20 ppm or more. Any
costs to these firms from changing
product labels are not costs of this rule
but of the existing statute that prohibits
false or misleading labeling. We are also

proposing to restrict how firms may
word gluten-free claims that appear on
inherently gluten-free food. In addition
to the requirement that such food not
contain 20 ppm or more gluten from any
source, we also propose that if a food,
other than a food made from oats, that
inherently does not contain gluten bears
a gluten-free labeling claim, then the
wording of the claim must clearly
indicate that all foods of the same type,
not just the brand bearing this labeling
claim, are gluten-free. Two examples of
the wording of a claim that would meet
both criteria are “milk, a gluten-free
food” and “all milk is gluten-free.”
Currently, we determine whether a
gluten-free claim on an inherently
gluten-free product is misleading on a
case-by-case basis. Therefore, this
element could generate both costs and
benefits. We also propose that a food
made from oats can bear a gluten-free
labeling claim if the wording of the
claim does not refer to all foods of the
same type as gluten-free. This element
could also generate both costs and
benefits.

b. Costs. Restricting the wording of
gluten-free claims on inherently gluten-
free foods could generate compliance
costs because it would require firms to
remove or change current gluten-free
claims on inherently gluten-free foods
that use wording that does not meet our
proposed requirements. We searched
the Food Labeling and Packaging Survey
2000 (FLAPS 2000) database for foods
bearing gluten-free claims and found the
following types of foods: Yeast,
enriched rice drink, pad Thai noodles
(rice noodles and sauce), and rice
pudding. In addition, we found “wheat
gluten-free” claims on yeast and a soy
protein shake. We would not classify as
inherently gluten-free any of the foods
that we identified in FLAPS as bearing
gluten-free claims because firms could
formulate or manufacture those types of
foods to contain gluten. Based on this
information, we estimate that this
element of the proposed rule would
generate minimal or no relabeling costs.

In addition, this element might
generate increased search costs for some
consumers by suppressing the use of
gluten-free claims on inherently gluten-
free food other than foods made from
oats. The incentive for firms to use these
claims increases with the ability of the
claims to increase profits. Gluten-free
claims that consumers interpret to refer
to a particular brand probably increase
that particular firm’s profits more than
gluten-free claims that consumers
interpret to refer to general product
types because such brand-specific
claims provide consumers a reason to
buy a particular brand of product while
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product-type claims only provide
consumers a reason to buy any product
within a given product-type category.
Therefore, requiring firms to use
wording that refers to general product
types would reduce to some degree the
incentives for firms to use gluten-free
claims and, therefore, would probably
reduce the number of such claims
appearing on inherently gluten-free
food. However, some firms may still use
gluten-free claims to influence
consumers choosing between general
product-type categories. The cost
generated by this potential reduction in
the use of gluten-free claims on
inherently gluten-free food depends on
the usefulness of such claims for
consumers. Reducing the use of gluten-
free claims would not generate costs for
consumers who are already aware of
inherently gluten-free foods because
they would not need such claims to
identify those foods. However, reducing
the use of gluten-free claims could
generate costs for consumers who are
not aware that some inherently gluten-
free foods are gluten-free because they
might currently use such claims to help
identify those foods as foods they can
eat when following a diet that does not
include gluten. We do not have
sufficient information to estimate this
potential cost.

c. Benefits. Restricting the wording of
gluten-free claims on inherently gluten-
free foods other than foods made from
oats might generate benefits for some
consumers by making any gluten-free
claims that do appear on inherently
gluten-free food more informative.
These benefits would depend on the
usefulness of such information for
consumers. The wording restrictions
would not benefit consumers who
already know that inherently gluten-free
foods are gluten-free either from prior
knowledge or because they infer it from
the existence of gluten-free claims on
multiple foods within a given product
category. However, the wording
restrictions would benefit consumers
who are unaware that certain inherently
gluten-free foods are inherently free of
gluten. The optimal level of informative
labeling would balance the
countervailing impacts of the potential
reduction in the number of gluten-free
claims and the increase in the
information content of each gluten-free
claim. We do not have sufficient
information on consumers’ knowledge
of inherently gluten-free food or on the
number of such foods that firms might
choose to identify as inherently gluten-
free in the future to estimate these
benefits.

Restricting the wording of gluten-free
claims on foods made from oats might

generate benefits for some consumers by
making any gluten-free claim that does
appear on those foods less likely to
mislead consumers by implying that
those foods cannot contain gluten via
commingling with the prohibited grains.
We do not have sufficient information
on the impact on consumers of avoiding
potential confusion about the possibility
that foods made from oats may contain
gluten via contact with the prohibited
grains or on the number of foods made
from oats that firms might choose to
label as gluten-free in the future to
estimate these benefits.

d. Summary. Not permitting gluten-
free claims on foods that firms make
using the prohibited grains or
ingredients that have been derived from
them and have not been processed to
remove the gluten would not generate
costs or benefits. Similarly, not
permitting gluten-free claims on foods
that firms make using ingredients that
have been derived from prohibited
grains and have been processed to
remove the gluten and on foods that
contain gluten from any other source, if
those foods contain 20 ppm or more
gluten, would also not generate costs or
benefits. Both of these proposed
requirements are consistent with how
we would currently enforce our existing
statute that prohibits false or misleading
labeling statements. Restricting the
wording of gluten-free claims on foods
that inherently do not contain gluten
might require some firms to change
product labels. However, we were
unable to identify any such foods.
Therefore, we estimate that these costs
would be minimal. Restricting the
wording of gluten-free claims on
inherently gluten-free foods may also
generate future costs and benefits by
changing the incentives to use such
claims and changing the information
content of gluten-free claims on affected
foods. We do not have sufficient
information to quantify these potential
costs and benefits.

3. Option Three: Take the Proposed
Action, Except Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing Ingredients Derived From
the Prohibited Grains That Have Been
Processed to Remove The Gluten, if The
Level of Gluten Is Some Specified Level
Other Than 20 ppm, and Do Not Permit
Firms to Make Gluten-Free Claims on
Foods If the Level Of Gluten Is Some
Specified Level Other Than 20 ppm,
Regardless of How the Gluten Got Into
the Food

a. Overview. Under this option, we
could specify a threshold level that was
either higher or lower than 20 ppm
gluten for deeming a food labeled

gluten-free to be misbranded, when the
gluten that is present in that food is
from ingredients that have been derived
from the prohibited grains and have
been processed to remove the gluten or
from any other source. However, we
have chosen to analyze alternative
levels higher than 20 ppm gluten
because we do not know of any
currently available and appropriate test
methods that can reliably and
consistently detect gluten at levels
below 20 ppm. Specifying a level higher
than the proposed level of 20 ppm
gluten would expand the number of
foods that would be eligible to bear
gluten-free claims and would generate
both costs and benefits. We do not need
to specify precisely a level above the
proposed level of 20 ppm in order to
analyze this option. We note that if we
were to choose this option, then we
would need additional scientific data to
analyze the costs and benefits of
whatever level we chose.

Specifying a level higher than 20 ppm
gluten would not generate compliance
costs for industry because gluten-free
claims are voluntary and no firms
would need to remove existing labeling
claims that are appropriate under the
statute. However, it could generate
search costs for some consumers. As we
discussed in section LA of this
document, the symptoms of celiac
disease are highly variable among
affected individuals. We don’t know the
reasons for this variability. Some
individuals with celiac disease may be
unable to tolerate whatever level of
gluten we might specify. Individuals
who cannot tolerate whatever level of
gluten we might specify might
nevertheless continue to rely on gluten-
free claims to identify appropriate foods
and might suffer adverse health
consequences from doing so. However,
we assume that most consumers who
use gluten-free claims to identify
appropriate foods will have been
diagnosed with celiac disease and will
be under a physician’s care for that
condition. Therefore, sensitivity to
whatever level of gluten we might allow
would probably be detected within a
short time and these individuals would
probably not continue to rely on gluten-
free claims to identify appropriate
foods. The more likely consequence,
and the consequence that we base the
remainder of our analysis upon, is that
consumers who are sensitive to gluten at
this higher level would no longer be
able to rely on gluten-free claims to
identify foods that are safe for them to
eat and would need to take other steps
to identify these foods. This would
increase the cost for these consumers to
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find appropriate foods. The increased
search costs might cause these
consumers to conduct fewer searches for
appropriate foods, which could lead
them to reduce their compliance with a
diet that does not include gluten and
increase their risk of various adverse
health effects. In addition, increased
search costs for some consumers would
tend to discourage firms from
continuing to produce or develop new
foods that contain no gluten because it
could reduce their ability to inform
consumers of such foods using gluten-
free labeling claims, although they
could continue to inform consumers
about these foods in other ways. This
might further reduce the compliance of
these consumers with a diet that does
not include gluten and generate
additional adverse health effects.

Under this option, the potential
benefits of specifying a level greater
than 20 ppm gluten, when the gluten
that is present in the food is from
ingredients that have been derived from
a prohibited grain and have been
processed to remove the gluten or from
any other source, are similar in nature
but opposite in effect to the costs and
would accrue to different consumers.
Consumers who can tolerate whatever
level we specify would value our
adopting that level because it might
allow them to use gluten-free claims to
identify a greater range of appropriate
foods. This reduction in search costs
could lead these consumers to conduct
additional searches for appropriate
foods, which could lead to them to
increase their compliance with diets
that do not include gluten and lower
their risk of adverse health effects. In
addition, the decreased search costs for
these consumers would tend to
encourage firms to produce or develop
foods with up to the specified level of
gluten, which could increase these
consumers’ compliance with a diet that
does not include gluten and further
reduce their risk of adverse health
effects.

We do not know how much some
consumers and firms would value our
specifying a level higher than 20 ppm
gluten. The potential value for
consumers who would benefit from this
option is probably lower on a per-
person basis than the corresponding
potential loss for consumers who would
be unable to tolerate the level of gluten
allowed under the specified level
because the incremental effect on a
given individual’s search costs of
gluten-free claims appearing on some
additional foods is smaller than the
incremental effect of losing the use of
gluten-free claims on all foods.
However, we do not know how many

consumers can and cannot tolerate
particular levels of gluten. Therefore, we
cannot draw any conclusions on the net
benefits of specifying different levels.

This option would include the
provisions restricting the wording of
gluten-free claims on inherently gluten-
free food. Therefore, it would also
generate the costs and benefits that we
associated with those provisions in our
discussion of Option Two (the proposed
action) previously discussed.

b. Costs. As we discussed in the
preceding overview, this option would
increase search costs for consumers who
are unable to tolerate the specified level
of gluten. However, as we discussed in
section I of this document, accurately
estimating the prevalence of celiac
disease in the United States is difficult
for a variety of factors. These factors
also demonstrate that individuals vary
for many reasons in their sensitivity to
gluten. One researcher who did attempt
to identify a level that all celiac patients
can tolerate was Fasano (Ref. 80), who,
based on data from Catassi, et al., (Ref.
81) and Collin, et al., (Ref. 82),
suggested that all individuals with
celiac disease may be able to tolerate
between 20 and 100 ppm. (See Ref. 69
at pp. 39 and 40 for further discussion
of this literature.) Some researchers
address this issue in the context of
wheat starch because wheat starch is a
common ingredient that contains
varying and sometimes very low levels
of gluten (Refs. 41, 82, and 83). In
general, as we discussed in both the
draft and revised Thresholds Reports
(Ref. 67, pp. 35 and 36 and Ref. 69, pp.
39 and 40) , the studies are inconclusive
about the safety and subjective
acceptability of foods that contain 20
ppm or more gluten for individuals with
celiac disease. To reflect this
uncertainty, we assume that 0 percent to
100 percent of consumers with celiac
disease are unable or unwilling to
tolerate 20 ppm or more gluten over the
long term and, therefore, would be
unable to continue to use gluten-free
claims to identify appropriate foods
under this option.

Physicians have diagnosed
approximately 40,000 to 60,000 people
as having celiac disease in the United
States (Refs. 17 and 18). We assume that
physicians have prescribed a diet that
does not include gluten for all
consumers they have diagnosed with
celiac disease. If 0 to 100 percent of
these consumers cannot tolerate 20 ppm
or more gluten, and if all of these
consumers currently use gluten-free
claims to identify appropriate foods,
then 0 to 60,000 people who currently
use gluten-free claims would be unable
to continue to do so.

We assume that only consumers who
have been diagnosed with celiac
disease, or those who buy food for such
consumers, are currently using gluten-
free claims to find appropriate foods.
However, some consumers who have
not been diagnosed as having celiac
disease may also follow a diet that does
not include gluten on their own
initiative if they are experiencing
symptoms of gluten intolerance. We
consider this group to illustrate the
consequences of our assumption that
only those consumers who have been
diagnosed with celiac disease use
gluten-free claims on product labels.

As we explained in section L.B of this
document, the prevalence of celiac
disease in the United States, including
both symptomatic and asymptomatic
individuals, ranges from about 0.4
percent to about 1.0 percent (Refs. 1 and
16), although the actual prevalence may
be higher or lower. Based on this
information, we assume that 0.4 percent
to 1.0 percent of the United States
population may have celiac disease.
One study found that 40 percent of
children and 60 percent of adults who
were newly diagnosed with celiac
disease were symptomatic (Ref. 84).
Therefore, we assume the overall rate of
new celiac patients who are
symptomatic is between 40 percent and
60 percent.

The U.S. population in August 2005
was approximately 297 million (Ref.
85). If the overall prevalence of celiac
disease is between 0.4 percent and 1
percent, then approximately 1.2 million
to 3.0 million people in the United
States have celiac disease. If 40 percent
to 60 percent of people with celiac
disease have symptoms of that disease,
then between 500,000 and 1.8 million
people in the United States have
symptoms associated with celiac
disease. Earlier we noted that only
40,000 to 60,000 people in the United
States have been diagnosed with celiac
disease. Subtracting this number of
people from the estimated number of
people in the United States who have
symptoms associated with celiac disease
and rounding to the nearest tenth of one
million implies that approximately 0.4
million to 1.8 million people have
undiagnosed celiac disease and exhibit
some symptoms of that disease. If some
of these consumers, or those who buy
food for these consumers, are currently
using gluten-free claims to identify
appropriate foods, then the
consequences of revising the criteria for
using those claims would be much
greater than we have estimated based
only on consumers who have been
diagnosed with celiac disease.
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Any consumers who currently rely on
gluten-free claims to identify
appropriate foods and who would be
unable to continue to use those claims
because they cannot tolerate the level of
gluten allowed under the specified level
would probably need to spend
additional time identifying appropriate
foods. In the comments that we received
during the public meeting on gluten-free
food labeling, some comments said they
spent up to an extra 10 hours per week
shopping, while other comments said
they spent five times as much time
shopping as they did before they started
a diet that does not include gluten. One
consumer group reported that some
consumers on a diet that does not
include gluten said they spent an extra
30 minutes per week shopping, while
other consumers said they spent twice
as much time shopping as they did
before they started a diet that does not
include gluten (Ref. 86). This group did
not report how much time the
consumers spent shopping before they
started a diet that does not include
gluten. However, in the analysis of a
previous and unrelated rule, we
estimated that the average shopping
time for all grocery store purchases was
46.2 minutes per week (68 FR 51738 at
51744, August 28, 2003). This average
would have included those on special
diets such as diets that do not include
gluten. However, most people are not on
special diets. Therefore, we interpret the
information from this consumer group
to mean that some consumers on a diet
that does not include gluten who
reported spending twice as much time
shopping spent about 90 minutes
shopping per week. This group did not
report on the smallest amount of extra
time that these consumers spent
shopping; but, we assume that all
consumers on a diet that does not
include gluten would spend at least
some extra time shopping. We have
chosen 10 minutes per week as a
reasonable estimate of this minimum
amount of extra shopping time. We
assume that the results reported by the
consumer group are more representative
of the average consumer on a diet that
does not include gluten than the results
reported by these individual consumers,
who might not be typical of the average
consumer on a diet that does not
include gluten. Based on this
information, we assume that being on a
diet that does not include gluten
increases food shopping time by 10 to
46 minutes per week.

We do not know the difference in
search times for those who can use
gluten-free labels and those who cannot.
The range in search costs that we

reported previously probably includes
consumers who make considerable use
of gluten-free claims to identify foods
and consumers who do not. Many
consumers who can make considerable
use of gluten-free claims probably still
need to expend at least some additional
time searching for foods relative to the
average consumer because relatively few
foods bear gluten-free claims. In
addition, some consumers who use
gluten-free claims to identify acceptable
foods may also read ingredient lists to
confirm the absence of gluten (Ref. 87).
Therefore, the ability to use gluten-free
claims probably leads to a relatively
small reduction in extra shopping time
for consumers on diets that do not
include gluten. We do not have
sufficient information to estimate the
time savings associated with being able
to use existing gluten-free claims; but,
we have chosen a range of 10 to 50
percent of the difference between the
low end and the high end of the range
of total extra shopping time, or 0 minute
to 18 minutes per week, as the extra
shopping time that the ability to use
gluten-free claims could reasonably be
expected to eliminate. We request
comments on this assumption.

Consumers who cannot rely on
gluten-free claims and who buy foods in
conventional grocery stores probably
expend the most extra time shopping
because they would have to rely on
ingredient lists or take other approaches
to identifying appropriate foods. These
consumers might need to learn more
about food ingredients or use references
on food ingredients. In addition, some
of these consumers may call or write
manufacturers to ask about ingredients.
Some consumers may look up
information on foods on the Internet.
Finally, some of these consumers may
refer to reference lists of gluten-free
foods that some celiac organizations
publish for this purpose. Consumers
who cannot rely on gluten-free claims
and who buy gluten-free foods in
specialty stores or from mail order firms
probably have lower search costs
because some of these sources may
identify foods that do not contain
gluten. However, gluten-free foods are
typically more expensive when
purchased in specialty stores or from
mail order firms than when purchased
in conventional grocery stores; so, the
reduction in search cost is offset by
increased product prices.

Based on this information, we assume
that losing the ability to rely on the
relatively small number of existing
gluten-free labels may increase search
costs by 0 to 18 minutes per week.
Multiplying this range by the number of
consumers who we estimated might lose

the use of gluten-free labeling, 0 to
60,000, results in a potential increase in
search costs of 0 to 18,000 hours per
week. The average value of 1 hour of
leisure time should be similar to the
average value of 1 hour of working time,
which was $26.05 in September 2005
for nonfarm private and State and local
Government workers in the United
States (Ref. 88). Therefore, we estimate
the cost associated with potential
increases in search costs for some
consumers to be $0 to $24 million per
year.

If specifying a level higher than 20
ppm gluten increases product search
costs for some consumers, then it may
also lead those consumers to conduct
fewer searches for appropriate foods,
which could reduce their compliance
with diets that do not include gluten.
Some consumers already have difficulty
following a diet that does not include
gluten. One recent study said that the
literature suggests that only 17 percent
to 65 percent of patients who are
prescribed a diet that does not include
gluten manage to adhere to that diet
(Ref. 89). An earlier study found that
only 2 percent of 130 patients who had
been diagnosed with celiac disease
managed to adhere to a diet that does
not include gluten (Ref. 90). One article
said that poor compliance with diets
that do not include gluten was at least
partially due to the inconvenience of
purchasing and preparing gluten-free
food and the higher prices of gluten-free
foods (Ref. 46). Search costs are one
measure of the inconvenience of
purchasing gluten-free food and
probably also play a role in the higher
cost of such foods.

Some studies have found relatively
high compliance rates for diets that do
not include gluten that allow
ingredients that may have trace amounts
of gluten, such as wheat starch. This
suggests that compliance with diets that
do not include gluten that allow such
ingredients may be higher than
compliance with diets that do not
include gluten that do not allow such
ingredients. One article noted that 85
percent of celiac patients in Finland
manage to adhere over the long-term to
a diet that does not include gluten that
allows wheat starch (Ref. 82). Similarly,
one study that was conducted in
Finland found that 88 percent of the
patients in that study adhered to a diet
that does not include gluten that
allowed wheat starch (Ref. 89). These
percentages are higher than the 2
percent to 65 percent compliance rates
for diets that do not include gluten that
we mentioned in the preceding
paragraph, which were from articles that
appear to have interpreted any gluten
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intake as a failure to comply with a diet
that does not include gluten. If there is
a difference in compliance rates, then
part of this difference may be because
gluten-intolerant consumers who can
tolerate foods made with ingredients
that may contain trace amounts of
gluten, such as wheat starch, can more
easily find appropriate and acceptable
foods. For example, one study found
that 13 of the 17 consumers in that
study preferred a product made with
wheat starch containing approximately
15 ppm gluten to foods made with rice
flour or cornstarch that were entirely
gluten-free (Ref. 83). On the other hand,
Thompson (Ref. 41) contended that
there is no evidence that compliance is
higher among patients following diets
that do not include gluten that allow
foods made with wheat starch than
among those following diets that do not
include gluten that do not allow foods
made with wheat starch. For example,
some of the differences in the
compliance rates that appear in different
articles may be due to differences in the
usual diets of various countries or other
factors that are unrelated to whether the
diet includes products that contain trace
amounts of gluten such as wheat starch.

Of course, factors other than search
costs and product costs may affect
compliance with a diet that does not
include gluten. For example, one article
that looked at 55 cases of persisting
celiac disease caused by non-
compliance with a diet that does not
include gluten found that 73 percent of
those patients were not aware of the
continuing nature of the disease and
thought they had recovered from a
temporary illness, while 27 percent
were aware of the continuing nature of
the disease but were unable to maintain
compliance without additional dietary
counseling (Ref. 90). The authors
suggested that the principal reason for
non-compliance with a diet that does
not include gluten might be the lack of
morbidity associated with chronic
untreated celiac disease. They noted
that although a few patients had
experienced lassitude, abdominal
discomfort, or occasional diarrhea, the
symptoms were not compelling.
Another study also suggested that one
potential reason for intentional non-
compliance with a diet that does not
include gluten is that many non-
compliant patients have no symptoms
and normal hematological and
biochemical profiles despite notable
mucosal villous atrophy and
inflammation (Ref. 83).

Based on this information, we assume
that if this option raised search costs for
some consumers, then it could lead
them to decrease their compliance with

a diet that does not include gluten.
However, we do not have sufficient
information to estimate the incremental
change in compliance rates.

If this option reduced some
consumers’ compliance with a diet that
does not include gluten, then it could
generate adverse health effects for those
consumers. The adverse health effects
associated with celiac disease are highly
variable among affected individuals. We
do not know the reasons for this
variability, but it may depend on the age
and immunological status of the
individual; the amount, duration, or
timing of the exposure to gluten; and the
specific area and extent of the
gastrointestinal tract involved by
disease (Ref. 5). We discussed the
adverse health effects associated with
gluten consumption by celiac patients
in section LA of this document.
Although decreased compliance with a
diet that does not include gluten would
probably generate some adverse health
effects, the literature is not clear on the
effect of changes in compliance on
health outcomes. Based on this
information, we conclude that any
decrease in compliance with a diet that
does not include gluten could generate
additional cases of various adverse
health effects. However, we cannot
estimate the number of cases from this
effect because we do not have sufficient
information on the impact of this option
on product search costs, the impact of
product search costs on compliance
rates, or the impact of changes in
compliance rates on the risk of various
adverse health effects.

Finally, any reduction in the
usefulness of gluten-free claims for
some consumers might discourage firms
from continuing to produce or
developing foods with a level of gluten
below the specified level. Firms could
use other truthful and not misleading
wording on food labels to inform
consumers that a product was not made
with gluten-containing ingredients or
contained less than the specified level
of gluten. However, these other types of
label statements might not be as
effective as gluten-free claims. This
potential reduction in the number of
foods with a level of gluten below the
specified level might further increase
search costs for consumers who desire
such foods and might further reduce
their compliance with diets that do not
include gluten. We do not have
sufficient information to estimate these
potential costs.

This option would also generate the
costs that we associated with restricting
the wording of gluten-free claims on
inherently gluten-free food in our
discussion of Option Two. We do not

have sufficient information to estimate
these costs.

c. Benefits. As we discussed in the
preceding overview, specifying a level
higher than 20 ppm gluten might
generate benefits because it would
enable firms to use gluten-free claims on
additional foods. Consumers who can
tolerate the specified level of gluten
could use gluten-free claims to more
easily identify appropriate foods.

We do not know how many existing
foods contain particular levels higher
than 20 ppm because no information is
available on the amount of gluten in
different grain-derived food ingredients
or finished food (Ref. 69, p. 37).
However, the gluten in many foods that
contain trace amounts of gluten comes
from ingredients such as wheat starch,
malt extract, or malt vinegar. The level
of gluten in wheat starch varies between
14 ppm and 740 ppm (i.e. 7 ppm to 370
ppm prolamin, which corresponds to 14
ppm to 740 ppm gluten) (Ref. 41). One
small survey of 24 wheat-starch derived
flours in Finland found levels of less
than 20 ppm up to 160 ppm gluten (Ref.
82). The gluten levels in these products
were distributed approximately as
follows: 58 percent had 20 ppm or less,
13 percent had more than 20 ppm up to
40 ppm, 13 percent had more than 40
ppm up to 60 ppm, 0 percent had more
than 60 ppm up to 80 ppm, 8 percent
had more than 80 ppm up to 100 ppm,
0 percent had more than 100 ppm up to
140 ppm, and 8 percent had more than
140 ppm up to 160 ppm. One study
analyzed gluten levels in 2 brands of
wheat starch and found levels of
approximately 15 ppm (0.75mg/100g)
and 560 ppm (28mg/100g) (Ref. 83). One
article noted that improved gluten
detection techniques have demonstrated
that some food made with wheat starch
contains more gluten than the current
Codex standard for gluten-free foods
would allow (Ref. 91). Codex Standard
118-1981 (amended 1983) for gluten-
free foods that is in effect today defines
“gluten-free” to mean that the total
nitrogen content of gluten-containing
cereal grains used to make a product
cannot exceed 0.05 gram nitrogen per
100 grams dry cereal grain (Ref. 92).
However, some authors have attempted
to estimate what this Codex restriction
means in terms of ppm of gluten. One
study estimates that the current Codex
standard allows gluten-free products to
contain up to 500 ppm (50 mg/100 g)
(Ref. 93). Other studies estimate that the
current Codex standard allows gluten-
free products to contain up to 600 ppm
gluten (60 mg/100 g) (Refs. 94 and 89).
Based on this information, we assume
wheat starch contains between 14 ppm
and 740 ppm gluten. The level of gluten
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in products made with wheat starch
would be significantly lower, depending
upon the amount of wheat starch used
in proportion to the other ingredients to
make the products. However, we do not
have data on the level of gluten in
products made with wheat starch. Foods
made with malt extract may also contain
low levels of gluten (Ref. 95). Firms
produce malt extract from malt grain
derived from barley. Depending on the
extraction technique, malt extract may
contain residual amounts of gluten. One
study tested some foods containing malt
extract and found gluten in some
samples of chocolate powder, chocolate
milk, and chocolate bars, but not in
breakfast cereals (Ref. 91). Foods that
firms manufacture using other
ingredients, such as oats, may also
contain gluten if these other ingredients
are commingled with grains like wheat,
rye, barley, or triticale (Refs. 63 and 64).

Some individuals with celiac disease
may be able to tolerate levels of gluten
higher than 20 ppm in ingredients such
as wheat starch, malt extract, and malt
vinegar. These consumers may be able
to use current ingredient labeling to
identify appropriate foods if firms list
these types of ingredients on product
labels and no other potential sources of
gluten appear on the ingredient lists.
However, these consumers would not
always be able to use ingredient lists to
determine whether a product contains
gluten because some ingredients’
common or usual names do not identify
their food sources and some ingredients
can be derived from grains that contain
gluten or from grains that do not contain
gluten. In some cases, firms may include
ingredients containing trace amounts of
gluten in other listed ingredients that
have collective names such as flavors
and colors. Other consumers may be
able to tolerate the lower but not the
higher levels of gluten that might occur
in foods that contain these ingredients.
These consumers would not be able to
rely on current ingredient labeling
because some foods that contain these
ingredients could contain more than
whatever amount of gluten higher than
20 ppm those consumers can tolerate.
These consumers would need to take
additional steps to identify foods that
contain gluten at the levels they can
tolerate. These additional steps might
involve using references on gluten
levels in different foods, calling
manufacturers, or buying foods through
specialty vendors that select appropriate
foods or provide advice on acceptable
foods. Using a level higher than 20 ppm
gluten could decrease search costs for
both groups of consumers, but the effect
would be larger for consumers who

cannot use the ingredient list to identify
appropriate foods.

We do not know how many
consumers can tolerate any particular
level of gluten. In the preceding
discussion of costs, we estimated that 0
to 100 percent of the 40,000 to 60,000
consumers who we estimated to be
currently on a diet that does not include
gluten cannot tolerate an amount of
gluten higher than 20 ppm. The
corresponding estimate of the
percentage of consumers who can
tolerate a level of gluten higher than 20
ppm also ranges from 0 percent to 100
percent, which corresponds to 0 to
60,000 consumers.

We also do not know the impact on
search costs for these consumers. In the
preceding cost discussion, we estimated
that being on a diet that does not
include gluten increases product search
time by 10 to 46 minutes per week. We
do not know how much of this
increased time cost comes from reading
ingredient labels to identify ingredients
that may contain low levels of gluten or
taking other steps to determine the
gluten levels of foods that have these
ingredients as the only sources of
gluten. However, a reasonable estimate
of the increased time cost is 10 to 50
percent of the difference between the
low end and high end of the range of
total extra shopping time, or 0 minute
to 18 minutes per week after rounding.
Therefore, we assume that allowing
gluten-free claims to appear on foods
with levels of gluten higher than 20
ppm could reduce consumers’ search
costs by 0 to 18 minutes per week. We
request comments on this assumption.
Multiplying the estimated number of
consumers who have been diagnosed
with celiac disease by the number of
minutes results in a potential search
cost savings of 0 to 18,000 hours per
week. The average value of one hour of
leisure time should be similar to the
average value of 1 hour of working time,
which was $26.05 in September 2005
(Ref. 88). Therefore, we estimate the
potential benefit of reduced product
search costs to be $0 to $18 million per
year.

Any decrease in search costs for some
consumers could lead those consumers
to conduct additional searches for
appropriate foods, which might increase
their compliance with a diet that does
not include gluten. If these consumers
increased their compliance with a diet
that does not include gluten, then they
may reduce their risk of adverse health
effects. This option might also
encourage firms to develop new foods
with the specified level of gluten
because it would improve the ability of
firms to signal to consumers through the

use of gluten-free labeling claims that a
given product contains less than the
level of gluten. The development of new
foods might also further facilitate
compliance with a diet that does not
include gluten for consumers who can
tolerate the specified level of gluten,
which could lead to additional health
benefits. We do not have sufficient
information to estimate these benefits.

This option would also generate the
benefits that we associated with
restricting the wording of gluten-free
claims on inherently gluten-free food in
our discussion of Option Two. We do
not have sufficient information to
estimate these benefits.

d. Summary. The element of this
option that specifies a level higher than
20 ppm gluten, when the gluten that is
present in the food is from ingredients
that have been derived from a
prohibited grain and have been
processed to remove the gluten or from
any other source, would allow firms to
make gluten-free claims on the labels of
some foods that contain less than this
level of gluten and would generate both
costs and benefits. The costs would
accrue to consumers who cannot
tolerate the specified level of gluten and
the benefits would accrue to consumers
who can tolerate the specified level of
gluten. We do not have sufficient
information to compare the impact of
this option on these two groups of
consumers. Using the full range of 0
percent to 100 percent of consumers
diagnosed with celiac disease as
potentially falling into either group
gives countervailing search costs and
benefits of $0 to $18 million per year.
Changes in search costs could also
generate countervailing health effects
for these two groups of consumers. The
optimal rule from a cost-benefit
perspective would balance the cost of
reducing the usefulness of gluten-free
claims for consumers who have a
relatively high degree of sensitivity to
gluten with the benefit of making
gluten-free claims as useful as possible
for consumers who are attempting to
control their intake of gluten but are
relatively less sensitive to gluten.
However, we do not have sufficient
information to quantify these effects or
to estimate the optimal level of gluten.

The element of this option that would
restrict the wording of gluten-free
claims on inherently gluten-free food
could also generate costs and benefits.
Costs would result from a potential
reduction in the likelihood that firms
will use gluten-free claims on inherently
gluten-free food, while the benefits
would result from the greater
information content or the reduced
potential for misleading consumers of
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any such claims that do appear on these
foods. We do not have sufficient
information to determine the net effect
of these countervailing influences.

4. Option Four: Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing 20 ppm or More Gluten,
Regardless of the Ingredients They Use
to Make Them, and Restrict the Wording
of Gluten-Free Claims on Foods That
Inherently Do Not Contain Gluten

Under this option, we would allow
firms to make gluten-free claims on food
that they make from any type of
ingredient if the food does not contain
20 ppm or more gluten. This option
would generate the same costs and
benefits as Option Two except that
applying the 20 ppm level to food that
contains one or more of the prohibited
grains or that contains ingredients that
have been derived from them and have
not been processed to remove the gluten
would represent a change from our
current approach to such claims. Our
current approach to claims of the form
“substance X-free” is that a product that
bears such a claim on its label cannot
contain any level of substance X.
Applying this approach to gluten-free
claims implies that we do not allow
firms to use gluten-free claims on foods
they make from these substances
regardless of the level of gluten in that
food. Option Two maintains our current
approach for these foods. Therefore,
applying the level of 20 ppm to this
food would generate costs and benefits
that we did not discuss under Option
Two.

As a practical matter, any product that
firms make from one or more of the
prohibited grains will contain 20 ppm
or more gluten. Therefore, the impact of
applying the level to food that contains
one or more of the prohibited grains is
the same as the impact of our current
position of prohibiting gluten-free
claims on the labels of food containing
these grains. Therefore, this change will
not generate costs or benefits relative to
the baseline.

In contrast, a food that contains
ingredients that have been derived from
a prohibited grain and have not been
processed to remove the gluten may
contain less than 20 ppm gluten.
Therefore, applying the level to this
category of food would result in costs
and benefits relative to the baseline of
our current position. These costs and
benefits would be in addition to the
costs and benefits that we discussed
under Option Two.

The cost of applying the level to food
that contains ingredients that have been
derived from a prohibited grain and
have not been processed to remove the

gluten is that we would need to test the
food to determine if it can bear a gluten-
free claim. Enforcement actions that
require testing are significantly more
costly for us than enforcement actions
that only require us to read ingredient
lists on food labels. However, we have
not analyzed the difference in costs for
enforcement actions that require testing
and those that do not. In addition, we
cannot estimate how many times we
would need to take enforcement actions
against this type of food. Therefore, we
cannot estimate this additional cost.

This provision would not generate
costs for consumers because consumers
who cannot tolerate 20 ppm gluten are
unable to rely on gluten-free claims to
identify acceptable products under our
current approach and would also be
unable to do so under the proposed
requirements of Option Two. This is
because both our current approach to
claims of the general form ““‘substance X-
free”” and the approach expressed in
Option Two allow firms to make gluten-
free claims on products that contain less
than 20 ppm gluten if the gluten that is
present in the food is from a source
other than an ingredient that is a
prohibited grain or that has been
derived from a prohibited grain and has
not been processed to remove the
gluten.

The benefit of applying the level of 20
ppm to food that contains ingredients
that have been derived from a
prohibited grain and have not been
processed to remove the gluten is that
firms would be able to begin using
gluten-free claims on this type of food,
provided that the food did not contain
20 ppm or more gluten. This would
generate benefits for consumers who can
tolerate up to 20 ppm gluten because
they would be able to rely on gluten-free
claims to identify additional products.
We do not have sufficient information to
estimate this benefit.

In summary, this option would have
the same costs and benefits as Option
Two except for the costs and benefits of
applying the level of 20 ppm to food
that contains ingredients that have been
derived from a prohibited grain and
have not been processed to remove the
gluten. We do not have sufficient
information to quantify these
countervailing costs and benefits.
Therefore, we cannot compare the net
benefits of this option to the net benefits
of Option Two.

5. Option Five: Take the Proposed
Action, Except Delete Wording
Requirements for Gluten-Free Claims on
Foods That Inherently Do Not Contain
Gluten

We could take the proposed action
but delete the requirements relating to
the wording of gluten-free claims on
foods that inherently do not contain
gluten. In that case, we would continue
the status quo approach of determining
whether such claims are misleading on
a case-by-case basis. This would
eliminate the costs and benefits of the
proposed requirements that we
discussed under Option Two. Therefore,
this option would not generate any costs
or benefits.

6. Option Six: Take the Proposed
Action, But Also Define the Food
Labeling Claim “Low Gluten”

Under this option, we would specify
requirements for a “‘gluten-free” labeling
claim as directed by FALCPA and also
specify requirements for a less
restrictive “low gluten” labeling claim
that firms could use on foods that
contained a relatively low level of
gluten at some specified level higher
than 20 ppm. Firms can already use
“low gluten” claims if those claims are
truthful and not misleading. However,
we currently do not have a position on
the level of gluten that renders a “low
gluten” claim truthful and not
misleading. Determining an appropriate
level of gluten to use in defining “‘low
gluten” on a cost benefit basis would
require, among other things, dose-
response data on the health impacts of
various levels of gluten on those with
celiac disease. We do not have sufficient
scientific data to recommend a specified
level of gluten to define the term “low
gluten.” Nevertheless, we address
significant regulatory options in
regulatory impact analyses irrespective
of their feasibility.

This two-tier approach could generate
higher benefits than Option Two in two
ways. First, by establishing explicit
criteria for using “low gluten” claims,
we might encourage firms to use such
claims. Second, by basing the use of
“low gluten” claims on a particular
level of gluten, we would standardize
the meaning of “low gluten” claims and
make them more useful for consumers.
Encouraging the use of “low gluten”
claims and standardizing the level of
gluten in foods bearing such claims
might generate benefits because a
combination of “gluten-free” claims and
“low gluten” claims would provide
claims that might be useful for both
more sensitive and less sensitive
consumers, which would increase the
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number of consumers who find such
claims useful and decrease the number
of consumers who might be unable to
continue to use these claims to identify
appropriate foods.

However, this option may also
generate costs beyond those we
discussed under Option Two. First,
some firms may already be using “low
gluten” claims. If we define that term
relative to a particular level of gluten,
then some of these firms may need to
change product labels. We were unable
to identify any foods bearing “low
gluten” labels in the FLAPS database.
Therefore, we estimate that any labeling
costs would be minimal. Second, the
presence of two claims corresponding to
different levels of gluten might confuse
some consumers and lead them to
consume foods with more gluten than
they intend to consume. Encouraging
the use of “low gluten” claims might
exacerbate this potential problem. While
many consumers may be familiar with
“free” and “low” content claims in the
context of nutrients, we have not
previously defined “low” claims for
other food substances that some
consumers may need to totally avoid.
We do not have sufficient information to
estimate the costs and benefits of this
option.

7. Option Seven: Take Proposed Action,
Except Include Oats in the List of Grains
That We Propose to Prohibit in Foods
That Firms Label as Gluten-Free

We could also expand the list of
prohibited grains to include oats. Some
consumers with celiac disease may be
unable to tolerate some of the proteins
that naturally occur in oats and may
prefer to avoid oats in addition to
avoiding the proposed prohibited grains
and ingredients people make from those
grains discussed in Option Two.
However, other consumers with celiac
disease may be able to tolerate the
proteins that naturally occur in oats
and, therefore, may wish to consume
oats when following a diet that does not
include gluten. This option could
generate some relabeling costs because
we currently allow firms to use gluten-
free claims on foods that contain oats
but do not contain gluten from
commingling with a prohibited grain.
These firms would need to remove the
gluten-free claims from foods made from
oats if we were to include oats in the list
of prohibited grains. We do not know
how many foods are made from oats and
do not contain gluten, nor do we know
the percentage of such foods that bear
gluten-free claims. We searched the
FLAPS 2000 database and did not find

any foods that contained oats and had
a gluten-free claim. Therefore, we
estimate that any labeling costs would
be minimal.

In addition, if we included oats in the
list of prohibited grains, then we would
reduce the usefulness of those claims for
consumers who wish to avoid gluten but
can tolerate the naturally occurring
proteins in oats. The increase in search
costs for these consumers could be
considerable because oats are a common
food ingredient that can be particularly
important for celiac patients who wish
to avoid wheat, rye, barley, and their
crossbred hybrids. An increase in search
costs for these consumers may decrease
their compliance with a diet that does
not include gluten and possibly increase
their risk of adverse health effects.

However, this option would generate
benefits for consumers who wish to
avoid gluten and also wish to avoid oats
because, if we include oats in the list of
prohibited grains, then these consumers
would be able to use gluten-free claims
to identify appropriate foods. Expanding
the usefulness of gluten-free claims for
these consumers would reduce their
search costs, possibly increase their
compliance with a diet that does not
include gluten, and possibly reduce
their risk of adverse health effects.

As we discussed in detail at section
I.C.3 of this document, the literature is
divided on the percentage of consumers
with celiac disease who can tolerate
oats, even when steps have been taken
to prevent commingling with prohibited
grains such as wheat and rye. Based on
this information, we assume that some
consumers with celiac disease may wish
to avoid oats and that the usefulness of
gluten-free claims for these consumers
could depend on whether or not we
include oats in the list of proposed
prohibited grains. However, we do not
have sufficient information to estimate
the number of such consumers or the
net impact of including oats in the
proposed prohibited list of grains.

IV. Regulatory Flexibility Analysis

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. We are not proposing to change
our current position with respect to the
grains or proteins that we associate with
gluten or the level of gluten that we
would use to determine compliance
with the requirements for using gluten-
free claims. Further, we know of no
foods that inherently do not contain
gluten and that bear gluten-free claims
that do not meet our proposed wording

restrictions and that are produced by
small entities. Therefore, the agency
certifies that the proposed rule would
not have a significant economic impact
on a substantial number of small
entities.

A. Proposed Regulatory Options

We considered the following
regulatory options: (1) Take no action;
(2) take the proposed action—do not
permit firms to make gluten-free claims
on foods containing the prohibited
grains or ingredients that have been
derived from them and have not been
processed to remove the gluten; do not
permit firms to make gluten-free claims
on foods containing ingredients derived
from the prohibited grains that have
been processed to remove the gluten, if
the level of gluten is 20 ppm or greater;
do not permit firms to make gluten-free
claims on foods containing 20 ppm or
more gluten, regardless of how the
gluten got into the food (i.e. declared
ingredient, undeclared ingredient,
contaminant, etc.); and restrict the
wording of gluten-free claims on foods
that inherently do not contain any
gluten; (3) take the proposed action,
except do not permit firms to make
gluten-free claims on foods containing
ingredients derived from the prohibited
grains that have been processed to
remove the gluten, if the level of gluten
is greater than some specified level
higher than 20 ppm, and do not permit
firms to make gluten-free claims on
foods if the level of gluten is greater
than some specified level higher than 20
ppm, regardless of how the gluten got
into the food; (4) do not permit firms to
make gluten-free claims on foods
containing 20 ppm or more gluten,
regardless of the ingredients they use to
make them, and restrict the wording of
gluten-free claims on foods that
inherently do not contain gluten; (5)
take the proposed action, except delete
the wording requirements for gluten-free
claims on foods that inherently do not
contain gluten; (6) take the proposed
action, but also define the food labeling
claim “low gluten;”” and (7) take the
proposed action, except include oats in
the list of grains that we propose to
prohibit in foods that firms label as
gluten-free.

B. Impacts of the Proposed Regulatory
Options on Small Entities

1. Option One: Take No Action

Taking no action would have no
impact on small entities.
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2. Option Two: Take the Proposed
Action—Do Not Permit Firms to Make
Gluten-Free Claims on Foods
Containing the Prohibited Grains or
Ingredients That Have Been Derived
From Those Grains and Have Not Been
Processed to Remove the Gluten; Do Not
Permit Firms to Make Gluten-Free
Claims on Foods Containing Ingredients
Derived From the Prohibited Grains
That Have Been Processed to Remove
the Gluten, if the Level of Gluten Is 20
ppm or Greater; Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing 20 ppm or More Gluten,
Regardless of How the Gluten Got Into
the Food; and Restrict Wording of
Gluten-Free Claims on Foods That
Inherently Do Not Contain Gluten

We are not proposing to change how
we currently enforce our existing statute
that prohibits false or misleading
labeling other than instituting new
wording requirements for gluten-free
claims on foods that inherently do not
contain gluten. This element may
generate compliance costs for small
entities. However, as we discussed in
the preceding regulatory impact
analysis, we know of no such foods.
Therefore, we estimate that this
proposed rule would generate minimal
or no costs for small entities. We request
information on the impact of the
proposed action and all other options on
small entities.

3. Option Three: Take the Proposed
Action, Except Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing Ingredients Derived From
the Prohibited Grains That Have Been
Processed to Remove the Gluten, If the
Level of Gluten Is Some Specified Level
Other Than 20 ppm, and Do Not Permit
Firms to Make Gluten-Free Claims on
Foods If the Level of Gluten Is Some
Specified Level Other Than 20 ppm,
Regardless of How the Gluten Got Into
the Food

This option would have the same
minimal impact on small entities as
Option Two. As we discussed in the
preceding preliminary regulatory impact
analysis, we could analyze levels either
higher or lower than 20 ppm, but we
have chosen to analyze levels higher
than 20 ppm because we do not know
of any currently available and
appropriate test methods that can
reliably and consistently detect gluten at
levels below 20 ppm. Under Option
Three, specifying a level higher than 20
ppm gluten would not generate
additional compliance costs for small
entities because gluten-free claims are
voluntary and no small firms would
need to remove existing labeling claims

that complied with our existing
position. Therefore, we estimate that
this option would also generate minimal
or no costs for small entities.

4. Option Four: Do Not Permit Firms to
Make Gluten-Free Claims on Foods
Containing 20 ppm or More Gluten,
Regardless of the Ingredients They Use
to Make Them, and Restrict the Wording
of Gluten-Free Claims on Foods That
Inherently Do Not Contain Gluten

This option would have the same
minimal impact on small entities as
Option Two. Under Option Four,
applying the level of 20 ppm to all
foods, regardless of the ingredients firms
use to make them, would not generate
additional compliance costs for small
entities because gluten-free claims are
voluntary and no small firms would
need to remove existing labeling claims
that they would not already have had to
remove under our existing approach to
regulating gluten-free food labeling.
Therefore, we estimate that this option
would also generate minimal or no costs
for small entities.

5. Option Five: Take the Proposed
Action, Except Delete Wording
Requirements for Gluten-Free Claims on
Foods That Inherently Do Not Contain
Gluten

Taking the proposed action except
deleting the wording requirements for
gluten-free claims would eliminate any
impact on small entities.

6. Option Six: Take the Proposed
Action, but Also Define the Food
Labeling Claim “Low Gluten”

Establishing requirements for “low
gluten” claims might generate
compliance costs for small entities. As
we discussed in the preceding
regulatory impact analysis, we currently
allow “‘gluten-free”” claims that are
truthful and not misleading. If we define
“low gluten” based on a particular level
of gluten, then some small firms might
need to change their product labels.
However, we were unable to identify
any foods bearing “low gluten” claims
in the FLAPS database. Therefore, we
estimate that any labeling costs
associated with this provision would be
minimal. In addition, the provision
dealing with gluten-free claims on foods
that inherently do not contain gluten
would have a minimal impact on small
entities. Therefore, we estimate that this
option would have minimal or no
impact on small entities.

7. Option Seven: Take Proposed Action,
but Include Oats in the List of Grains
That We Propose to Prohibit in Foods
That Firms Label as Gluten-Free

Including oats in the list of prohibited
grains may generate relabeling costs for
some small firms because we currently
allow firms to make gluten-free claims
on foods that contain oats but do not
contain any of the prohibited grains or
ingredients derived from those grains
provided that any gluten present is less
than 20 ppm. We do not know how
many small firms produce foods that
contain oats but do not contain any of
the prohibited grains or ingredients
derived from those grains and that bear
gluten-free claims. We searched the
FLAPS 2000 database and did not find
any foods that contained oats and bore
gluten-free claims. Therefore, we
estimate that any costs that might accrue
to small entities from this option would
be minimal.

V. Unfunded Mandates

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $115
million, using the most current (2003)
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.

VI. Executive Order 13132: Federalism

We have analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. Section
4(a) of the Executive order requires
agencies to “‘construe * * * Federal
statute to preempt State law only where
the statute contains an express
preemption provision or there is some
other clear evidence that the Congress
intended preemption of State law, or
where the exercise of State authority
conflicts with the exercise of Federal
authority under the Federal statute.”3
Here, FDA has determined that the
exercise of State authority would

3Because we have determined that the act
preempts State law because the exercise of State
authority conflicts with the exercise of Federal
authority under that statute, we need not construe
our statutory rulemaking authority as required by
section 4(b) of the Executive order.
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conflict with the proposed exercise of
Federal authority under the act.

FDA is the expert Federal agency
charged by Congress with ensuring that
food labeling is truthful and not
misleading. Under section 403(a)(1) of
the act, a food is deemed misbranded if
its labeling is false or misleading in any
particular. In determining whether
labeling is misleading, FDA takes into
account not only representations made
or suggested by statement, word, design,
device, or any combination thereof, but
also the extent to which the labeling
fails to reveal facts material in the light
of such representations or material with
respect to consequences which may
result from the use of the article to
which the labeling relates under the
conditions of use prescribe in the
labeling thereof or under such
conditions of use as are customary or
usual (section 201(n) of the act).

In section 206 of FALCPA, Congress
directs FDA to issue a proposed rule to
define and permit use of the term
“gluten-free” on the labeling of foods, in
consultation with appropriate experts
and stakeholders. As discussed
elsewhere in this preamble, FDA has
consulted with numerous experts and
stakeholders in the development of this
proposed rule. FDA has learned that
different manufacturers currently have
different and inconsistent definitions of
the term “gluten-free,” and that
individuals with celiac disease need a
standardized definition of the term
“gluten-free” to help them make
purchasing decisions that will support
their need to avoid consumption of
gluten. Therefore, FDA believes that
establishing a definition of the term
“gluten-free” and uniform conditions
for its use in the labeling of foods is
needed to ensure that individuals with
celiac disease are not misled and are
provided with truthful and accurate
information with respect to foods so
labeled. If State authorities were
permitted to impose labeling
requirements that are inconsistent with
those proposed in this rule, the federal
objective of standardizing use of the
term ‘“‘gluten-free” in the labeling of
foods to ensure that such labeling is
neither false nor misleading would be
frustrated.

Section 4(c) of Executive Order 13132
instructs us to restrict any Federal
preemption of State law to the
“minimum level necessary to achieve
the objectives of the statute pursuant to
which the regulations are promulgated.”
This proposed rule would meet the
preceding requirement because it would
preempt state law only to the extent
required to preserve Federal interests.
Section 4(d) of Executive Order 13132

states that when an agency foresees the
possibility of a conflict between State
law and federally protected interests
within the agency’s area of regulatory
responsibility, the agency “shall
consult, to the extent practicable, with
appropriate State and local officials in
an effort to avoid such a conflict.”
Section 4(e) of the Executive order
provides that “when an agency proposes
to act through adjudication or
rulemaking to preempt State law, the
agency shall provide all affected State
and local officials notice and an
opportunity for appropriate
participation in the proceedings.” FDA’s
Division of Federal and State Relations
intends to invite the States’
participation in this rulemaking by
providing notice via fax and e-mail
transmission to State health
commissioners, State agriculture
commissioners, and food program
directors as well as FDA field personnel
of FDA’s publication of this proposed
rule. The notice would provide the
States with further opportunity for input
on the rule. It would advise the States
of FDA’s possible action and encourage
the States and local governments to
review the notice and to provide any
comments to the FDA Docket Number
2005N-0279, opened in the [enter date]
Federal Register by [enter date]. FDA is
providing an opportunity for State and
local officials to comment on this
proposed rule. The agency intends to
comply with all of the applicable
requirements under Executive Order
13132 to ensure that this proposed rule
is consistent with the Executive order.

FDA’s Division of Federal-State
Relations intends to invite the States’
participation in this rulemaking by
providing notice via fax and e-mail
transmission to State health
commissioners, State agriculture
commissioners, and food program
directors as well as FDA field personnel
of FDA'’s publication of this proposed
rule. The notice would provide the
States with further opportunity for input
on the rule. It would advise the States
of FDA'’s possible action and encourage
the States and local governments to
review the proposed rule and to provide
any comments to the FDA Docket No.
2005N-0279, opened in the July 19,
2005, Federal Register, by April 23,
2007. FDA is providing an opportunity
for State and local officials to comment
on this proposed rule.

VII. Environmental Impact Analysis

FDA has tentatively determined under
21 CFR 25.30(k) 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.

VIII. Paperwork Reduction Act of 1995

FDA has tentatively concluded that
this proposed rule contains no
collection of information. Therefore,
clearance by the Office of Management
and Budget under the Paperwork
Reduction Act of 1995 is not required.

IX. 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 by Docket
No. 2005N-0279. If you base your
comments on scientific evidence or
data, please submit copies of the
specific information along with your
comments. Received comments may be
seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday.
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List of Subjects in 21 CFR Part 101

Food labeling, Nutrition, Reporting
and recordkeeping requirements.

For the reasons discussed in the
preamble, the Food and Drug
Administration proposes to amend 21
CFR part 101 as follows:

PART 101—FOOD LABELING

1. The authority citation for 21 CFR
part 101 continues to read as follows:

Authority: 15 U.S.C. 1453, 1454, 1455; 21
U.S.C. 321, 331, 342, 343, 348, 371; 42 U.S.C.
243, 264, 271.

2. Section 101.91 is added to subpart
F to read as follows:

§101.91 Giluten-free labeling of food.

(a) Definitions. (1) The term
‘“‘prohibited grain” means any one of the
following grains or their crossbred
hybrids (e.g., triticale, which is a cross
between wheat and rye):

(i) Wheat, including any species
belonging to the genus Triticum;

(ii) Rye, including any species
belonging to the genus Secale; or

(iii) Barley, including any species
belonging to the genus Hordeum.

(2) The term “‘gluten” means the
proteins that naturally occur in a
prohibited grain and that may cause
adverse health effects in persons with
celiac disease (e.g., prolamins and
glutelins).

(3) The labeling claim “gluten-free” or
similar claim (e.g., “free of gluten,”
“without gluten,” “no gluten”’) means
that the food bearing the claim in its
labeling does not contain any of the
following:

(i) An ingredient that is a prohibited
grain (e.g., spelt wheat);

(ii) An ingredient that is derived from
a prohibited grain and that has not been
processed to remove gluten (e.g., wheat
flour);

(iii) An ingredient that is derived from
a prohibited grain and that has been
processed to remove gluten (e.g., wheat
starch), if the use of that ingredient
results in the presence of 20 parts per

million (ppm) or more gluten in the
food (i.e., 20 micrograms or more gluten
per gram of food);

(iv) 20 ppm or more gluten.

(b) Requirements. (1) A food that
bears the claim ‘“‘gluten-free” or similar
claim in its labeling and fails to meet
the conditions specified in paragraph
(a)(3) of this section will be deemed
misbranded.

(2) With the exception of foods made
from oats, a food that does not
inherently contain any gluten from a
prohibited grain (e.g., milk, corn, frozen
concentrated orange juice) and that
bears the claim “gluten-free” in its
labeling will be deemed misbranded
unless:

(i) The claim refers to all foods of that
same type (e.g., “milk, a gluten-free
food,” “all milk is gluten-free”’); and

(ii) The food does not contain 20 ppm
or more gluten.

(3) A food made from oats that bears
the claim “‘gluten-free” or similar claim
in its labeling will be deemed
misbranded if the claim refers to all
foods of the same type (e.g., “‘all oats are
gluten-free”’) or if the food contains 20
ppm or more gluten.

(c) Compliance. When compliance
with paragraph (b) of this section is
based on an analysis of the food, FDA
will use a method that can reliably
detect the presence of 20 ppm gluten in
a variety of food matrices, including
both raw and cooked or baked products.

Dated: January 16, 2007.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. E7—843 Filed 1-22—07; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF JUSTICE

Federal Bureau of Investigation

28 CFR Part 20

[Docket No. FBI 113; AG Order No. 2855—
2007]

RIN 1110-AA24

Carriage of Concealed Weapons
Pursuant to Public Law 108-277; the
Law Enforcement Officers Safety Act
of 2003

AGENCY: Federal Bureau of Investigation
(FBI), Department of Justice.

ACTION: Notice of proposed rulemaking
with request for comments.

SUMMARY: The Department of Justice

(the Department) is amending Title 28 of
the Code of Federal Regulations to
authorize access to FBI-maintained
criminal justice information systems for
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the conduct of background checks for
the purpose of issuing identification
documents to retired law enforcement
officers.

DATES: Written comments must be
received on or before March 26, 2007.
ADDRESSES: All comments may be
submitted to Assistant General Counsel
Harold M. Sklar, Federal Bureau of
Investigation, CJIS Division, 1000 Custer
Hollow Road, Module E-3, Clarksburg,
West Virginia, 26306, or by telefacsimile
to (304) 625—3944. To ensure proper
handling, please reference FBI Docket
No. 113 on your correspondence. You
may view an electronic version of this
proposed rule at www.regulations.gov.
You may also comment via electronic
mail at enexreg@leo.gov or by using the
www.regulations.gov comment form for
this regulation. When submitting
comments electronically you must
include FBI Docket No. [2855—-2007] in
the subject box.

FOR FURTHER INFORMATION CONTACT:
Assistant General Counsel Harold M.
Sklar, telephone number (304) 625—
2000.

SUPPLEMENTARY INFORMATION:

Background

The Department is amending part 20
of Title 28, “Criminal Justice
Information Systems,” to authorize
criminal justice agencies to access FBI
criminal history record information
appearing in the National Crime
Information Center (NCIC) Interstate
Identification Index (III) and the
Fingerprint Identification Record
System (FIRS) to support
implementation of Public Law 108-277.

On July 22, 2004, the Law
Enforcement Officers Safety Act of 2003
(Pub. L. 108-277) became law. Public
Law 108—-277 amended Title 18, United
States Code, to exempt “qualified”
current and retired law enforcement
officers (LEOs) from State laws
prohibiting the carrying of concealed
firearms (except when state law restricts
the possession of concealed firearms on
public property or permits private
property owners to restrict the
possession of concealed firearms on
their property). Under the new 18 U.S.C.
926C(d), retired LEOs seeking to
exercise this privilege are required to
possess photographic identification
issued by the criminal justice agency
(CJA) from which they retired from
service.

On January 31, 2005, the Attorney
General issued guidance on Public Law
108—277 mandating that Department of
Justice (DOJ) Criminal Justice
Components issue photographic
identification (ID cards) to its eligible

retired LEOs that identify their status as
“retired law enforcement officers” and
provide the date of retirement.
Additionally, various CJAs have asked
the FBI whether they may access the III
database to screen their retired LEOs
prior to issuing ID cards under the Act.

Section 534 of title 28, United States
Code, generally permits the
dissemination of IIl and FIRS
information to CJAs for “official use.”
Section 534 is implemented in this
regard by 28 CFR part 20. Since 1974,
access to and dissemination of III
information under part 20 has been
largely restricted to “criminal justice
agencies for criminal justice purposes,
which purposes include the screening of
employees or applicants for
employment hired by criminal justice
agencies * * *.” 28 CFR 20.33(a)(1).

Although the term “criminal justice
purpose’ referenced in § 20.33(a)(1) is
not specifically defined in the
regulations, it has traditionally been
considered to include activities within
the definition of “administration of
criminal justice” in § 20.3(b):
“performance of any of the following
activities: Detection, apprehension,
detention, pretrial release, post-trial
release, prosecution, adjudication,
correctional supervision, or
rehabilitation of accused persons or
criminal offenders.” Taken together,
these regulations currently do not
clearly support access to IIl and FIRS for
the purpose of issuing identification
documents for retired LEOs.

As a result, the FBI sought and
obtained the concurrence of the
Criminal Justice Information Services
Advisory Policy Board (CJIS APB) (a
body created pursuant to the Federal
Advisory Committee Act, § 2, 5 U.S.C.
App. 2) to amend the definition of
“administration of criminal justice” to
include background checks conducted
for the purpose of issuing identification
documents to retired LEOs pursuant to
section 926C(d) of Public Law 108-277.
To provide regulatory consistency, we
also propose to relocate the reference in
§20.33(a)(1) to “the screening of
employees or applicants for
employment hired by criminal justice
agencies” to the definition of
“administration of criminal justice”
appearing at § 20.3(b). We are also
making clear in section 20.3(b) that the
term ‘““criminal justice purpose”
includes activities defined as the
“administration of criminal justice.”

This amendment will expressly
authorize access to the III and the FIRS
by Federal, state, and local CJAs for the
purpose of issuing identification
documents to eligible retired LEOs
pursuant to Public Law 108-277.

Further, inasmuch as the definitions
appearing in 28 CFR 20.3 apply to both
28 CFR subparts B and C, this change
resolves any ambiguity about the
existing authority to access state
criminal justice systems (in the absence
of contrary state authority) to screen CJA
applicants and employees.

Applicable Administrative Procedures
and Executive Orders

Executive Order 12866—Regulatory
Planning and Review

The proposed rule has been drafted
and reviewed in accordance with
Executive Order 12866, section 1(b),
Principles of Regulation. The
Department has determined that this
rule is a significant regulatory action
under section 3(f) of Executive Order
12866.

Executive Order 13132—Federalism

This rule will not have a substantial,
direct effect 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. Therefore, in
accordance with Executive Order 13132,
it is determined that this rule does not
have sufficient federalism implications
to warrant the preparation of a
Federalism Assessment.

Executive Order 12988—Civil Justice
Reform

The rule meets the applicable
standards set forth in sections 3(a) and
3(b)(2) of Executive Order 12988.

Regulatory Flexibility Act

The Attorney General, in accordance
with the Regulatory Flexibility Act (5
U.S.C. 601 et seq.), has reviewed this
rule and, by approving it, certifies that
this rule will not have a significant
economic impact on a substantial
number of small entities (5 U.S.C.
605(b)). This rule imposes minimal
costs on businesses, organizations, or
governmental jurisdictions (whether
large or small).

Unfunded Mandates Reform Act of 1995

This rule will not result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any one year, and it will not
significantly or uniquely affect small
governments. Therefore, no actions were
deemed necessary under the provisions
of the Unfunded Mandates Reform Act
of 1995.
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Small Business Regulatory Enforcement
Fairness Act of 1996

This rule is not a “major rule” as
defined by the Small Business
Regulatory Enforcement Fairness Act of
1996, 5 U.S.C. 804(2). This proposed
rule will not result in an annual effect
on the economy of $100 million or
more, a major increase in costs or prices,
or have significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets.

Paperwork Reduction Act of 1995

The rule does not contain collection
of information requirements. Therefore,
clearance by the Office of Management
and Budget under the Paperwork
Reduction Act, 44 U.S.C. 3501 et seq.,
is not required.

List of Subjects in 28 CFR Part 20

Classified information, Crime,
Intergovernmental relations,
Investigations, Law enforcement,
Privacy.

Accordingly, part 20 of title 28 of the
Code of Federal Regulations is proposed
to be amended as follows:

PART 20—CRIMINAL JUSTICE
INFORMATION SYSTEMS

1. The authority citation for part 20
continues to read as follows:

Authority: 28 U.S.C. 534; Pub. L. 92-544,
86 Stat. 1115; 42 U.S.C. 3711, et seq.; Pub.
L. 99-169, 99 Stat. 1002, 1008-1011, as
amended by Pub. L. 99-569, 100 Stat. 3190,
3196; Pub. L. 101-410, 104 Stat. 890, as
amended by Pub. L. 104-134, 110 Stat. 1321.

2. Section 20.3 is amended by revising
paragraph (b) to read as follows:

§20.3 Definitions.

As used in these regulations:
* * * * *

(b) Administration of criminal justice
means the performance of any of the
following activities: Detection,
apprehension, detention, pretrial
release, post-trial release, prosecution,
adjudication, correctional supervision,
or rehabilitation of accused persons or
criminal offenders. The term “criminal
justice purpose” in 20 CFR 20.33(a)(1)
includes activities defined as the
“administration of criminal justice.”
The administration of criminal justice
also includes

(i) Criminal identification activities
and the collection, storage, and
dissemination of criminal history record
information;

(ii) The screening of employees or
applicants for employment hired by
criminal justice agencies; and

(iii) The issuance of identification
documents to current and retired law
enforcement officers pursuant to Public
Law 108-277.

* * * * *

3. Section § 20.33 is amended by
revising paragraphs (a) introductory text
and (a)(1) to read as follows:

§20.33 Dissemination of criminal history
record information.

(a) Criminal history record
information contained in the III System
and the FIRS may be made available:

(1) To criminal justice agencies for
criminal justice purposes;

* * * * *

Dated: January 2, 2007.
Alberto R. Gonzales,
Attorney General.

[FR Doc. E7-150 Filed 1-22—-07; 8:45 am]
BILLING CODE 4410-02-P

DEPARTMENT OF DEFENSE
Office of the Secretary
[DoD-2006—-0S-0033; 0790-Al10]
32 CFR Part 311

Office of the Secretary Privacy
Program

AGENCY: Department of Defense.
ACTION: Proposed rule.

SUMMARY: This rule proposed updates
and implements policies and
procedures for the Privacy Act Program
in the Office of the Secretary of Defense
and organizations provided
administrative support by the
Washington Headquarters Services.
DATES: Comments must be received by
March 26, 2007.

ADDRESSES: You may submit comments,
identified by docket number and or RIN
number and title, by any of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Mail: Federal Docket Management
System Office, 1160 Defense Pentagon,
Washington, DC 20301-1160.

Instructions: All submissions received
must include the agency name and
docket number or Regulatory
Information Number (RIN) for this
Federal Register document. The general
policy for comments and other
submissions from members of the public
is to make these submissions available
for public viewing on the Internet at

http://regulations.gov as they are
received without change, including any
personal identifiers or contact
information.

FOR FURTHER INFORMATION CONTACT: Ms.
J. Irvin, 703-696—4940.

SUPPLEMENTARY INFORMATION:

Executive Order 12866, “Regulatory
Planning and Review”

It has been determined that 32 CFR
part 311 is not a significant regulatory
action. The rule does not:

(1) Have an annual effect on the
economy of $100 million or more or
adversely affect in a material way the
economy; a section of the economy;
productivity; competition; jobs; the
environment; public health or safety; or
State, local, or tribal governments or
communities;

(2) Create a serious inconsistency or
otherwise interfere with an action taken
or planned by another Agency;

(3) Materially alter the budgetary
impact of entitlements, grants, user fees,
or loan programs, or the rights and
obligations of recipients thereof; or

(4) Raise novel legal or policy issues
arising out of legal mandates, the
President’s priorities, or the principles
set forth in this Executive Order.

Unfunded Mandates Reform Act (Sec.
202, Pub. L. 104-4)

It has been certified that this rule does
not contain a Federal mandate that may
result in the expenditure by State, local
and tribal governments, in aggregate, or
by the private sector, of $100 million or
more in any one year.

Public Law 96-354, ‘‘Regulatory
Flexibility Act” (5 U.S.C. 601)

It has been certified that this rule is
not subject to the Regulatory Flexibility
Act (5 U.S.C. 601) because it would not,
if promulgated, have a significant
economic impact on a substantial
number of small entities. Certification is
required.

Public Law 96-511, ‘Paperwork
Reduction Act” (44 U.S.C. Chapter 35)

It has been certified that this rule does
impose reporting or recordkeeping
requirements under the Paperwork
Reduction Act of 1995. The reporting
and recordkeeping requirements have
been submitted to OMB for review.

Executive Order 13132, “Federalism”

It has been certified that this rule does
not have federalism implications, as set
forth in Executive Order 13132. This
rule does not have substantial direct
effects on:

(1) The States;
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(2) The relationship between the
National Government and the States; or

(3) The distribution of power and
responsibilities among the various
levels of Government.

List of Subjects in 32 CFR Part 311
Privacy.

Accordingly, 32 CFR part 311 is
proposed to be revised to read as
follows:

PART 311—OFFICE OF THE
SECRETARY OF DEFENSE PRIVACY
PROGRAM

Sec.

311.1
311.2
311.3
311.4
311.5

Purpose.

Applicability.
Definitions.

Policy.

Responsibilities.

311.6 Procedures.

311.7 Information requirements.

Authority: Pub. L. 93-579, 88 Stat. 1986 (5
U.S.C. 552a).

§311.1 Purpose.

This part updates and implement the
policies and procedures outlined in 5
U.S.C. 552a, Office of Management and
Budget (OMB) Circular No. A-130, DoD
Directive 5400.11, and DoD 5400.11—
R.2 This part provides guidance and
procedures for implementing the
Privacy Program in the Office of the
Secretary of Defense (OSD) and
organizations receiving administrative
support from the Washington
Headquarters Services (WHS), according
to DoD Directive 5110.4.3

§311.2 Applicability.

This part:

(a) Applies to the OSD, the Chairman
of the Joint Chiefs of Staff, and other
activities receiving administrative
support from the WHS (hereafter
referred to collectively as the “OSD
Components”).

(b) Covers systems of records
maintained by the OSD Components
and governs the maintenance, access,
change, and release of information
contained in those systems of records,
from which information about an
individual is retrieved by a personal
identifier.

§311.3 Definitions.

Access. Any individual’s review of a
record or a copy of a record or parts of
a system of records.

Disclosure. The transfer of any
personal information from a system of

1 Copies may be obtained at http://www.dtic.mil/
whs/directives/.

2 Copies may be obtained at http://www.dtic.mil/
whs/directives/.

3 Copies may be obtained at http://www.dtic.mil/
whs/directives/.

records by any means of oral, written,
electronic, mechanical, or other
communication, to any person, private
entity, or Government Agency, other
than the subject of the record, the
subject’s designated agent, or the
subject’s guardian.

Individual. A living citizen of the
United States or an alien lawfully
admitted to the United States for
permanent residence. The legal
guardian of an individual has the same
rights as the individual and may act on
his or her behalf.

Individual access. Access to personal
information pertaining to the
individual, by the individual, his or her
designated agent, or legal guardian.

Maintain. For the purpose of this part,
includes maintenance, collection, use,
or dissemination.

Matching program. A program that
matches the personal records in
computerized databases of two or more
Federal Agencies using a computer.

Personal information. Information
about an individual that is intimate or
private, as distinguished from
information related solely to the
individual’s official functions or public
life.

Records. Any item, collection, or
grouping of information, whatever the
storage media (e.g., paper or electronic),
about an individual that is maintained
by an OSD Component, including, but
not limited to, his or her education,
financial transactions, medical history,
criminal or employment history, and
that contains his or her name, or the
identifying number, symbol, or other
identifying particular assigned to the
individual, such as a finger or voice
print or photograph.

System manager. An OSD Component
official who is responsible for the
operation and management of a system
of records.

System of records. A group of records
under the control of an OSD Component
from which personal information is
retrieved by the individual’s name or by
some identifying number, symbol, or
other identifying particular assigned to
an individual.

§311.4 Policy.

(a) According to DoD 5400.11-R,* it is
DoD policy to safeguard personal
information contained in any system of
records maintained by any DoD
Component and to permit any
individual to know what existing
records pertain to him or her.

(b) Each office maintaining records
and information about individuals shall

4Copies may be obtained at http://www.dtic.mil/
whs/directives/.

ensure that this data is protected from
unauthorized disclosure. These offices
shall permit individuals to have access
to and have a copy made of all or any
portion of records about them, except as
provided in Chapters 3 and 5 of DoD
5400.11-R. The individuals will also
have an opportunity to request that such
records be amended as provided by 5
U.S.C. 552a and Chapter 3 of DoD
5400.11-R. Individuals requesting
access to their records shall receive
concurrent consideration under 5 U.S.C.
552 and 552a, if appropriate.

(c) The Heads of the OSD Components
shall maintain any necessary record of
a personal nature that is individually
identifiable in a manner that complies
with the law and DoD policy. Any
information collected must be as
accurate, relevant, timely, and complete
as is reasonable to ensure fairness to the
individual. Adequate safeguards must
be provided to prevent misuse or
unauthorized release of such
information.

§311.5 Responsibilities.

(a) The Director, WHS, shall:

(1) Direct and administer the DoD
Privacy Program for the OSD
Components.

(2) Establish standards and
procedures to ensure implementation of
and compliance with 5 U.S.C. 552a,
OMB Circular No. A-130, DoD Directive
5400.11 and DoD 5400.11-R.

(3) Ensure the Records and
Declassification Division, Executive
Services Directorate (ESD), WHS,
implements all aspects of 5 U.S.C. 552a,
except that portion about receiving and
acting on public requests for personal
records. As such, the Records and
Declassification Division shall:

(i) Exercise oversight and
administrative control of the Privacy
Act Program for the OSD Components.

(ii) Provide guidance and training to
the OSD Components as required by 5
U.S.C. 552a and OMB Circular A-130.
Periodic training will be provided to
public affairs officers and others who
may be expected to deal with the news
media or the public.

(iii) Collect and consolidate data from
the OSD Components and submit
reports to the Defense Privacy Office
(DPO), as required by 5 U.S.C. 522a;
OMB Circular A-130, DoD Directive
5400.11, DoD 5400.1-R, and the DPO.

(iv) Coordinate and consolidate
information for reporting all record
systems, as well as changes to approved
systems, to the OMB, the Congress, and
the Federal Register, as required by 5
U.S.C. 552a, OMB Circular A-130, and
DoD 5400.1-R.
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(v) Serve as the appellate authority for
OSD Components when a requester
appeals a denial for access to records
under 5 U.S.C. 552a.

(vi) Serve as the appellate authority
for OSD Components when a requester
appeals a denial for amendment of a
record or initiates legal action to correct
a record.

(vii) Evaluate and decide, in
coordination with the DPO, appeals
resulting from denials of access or
amendments to records by the OSD
Components.

(4) Ensure the Freedom of Information
Division, ESD, WHS, complies with all
aspects of 5 U.S.C. 552a including that
portion about receiving and acting on
public requests for personal records. As
such, the Freedom of Information
Division shall:

(i) Forward requests for information
or access to records to the appropriate
OSD Component having primary
responsibility for any pertinent system
of records under 5 U.S.C. 552a or to the
OSD Components under 5 U.S.C. 552.

(ii) Maintain deadlines to ensure
responses are made within the time
limits prescribed in 5 U.S.C. 552, DoD
Instruction 5400.10° and this part.

(iii) Collect fees charged and assessed
for reproducing requested materials.

(iv) Refer all matters about
amendments of records and general and
specific exemptions under 5 U.S.C. 552a
to the proper OSD Components.

(5) Coordinate with the DoD General
Counsel, or the WHS General Counsel
when appropriate, on OSD Components’
denials of appeals for amending records,
and review actions to confirm denial of
access to records, as appropriate.

(b) The DoD General Council shall
provide advice and assistance to the:

(1) Chief, Records and
Declassification Division, in the
discharge of appellate and review
responsibilities.

(2) Chief, Freedom of Information
Division, on all access matters.

(3) OSD Component on legal matters
pertaining to 5 U.S.C. 552a.

(c) The Heads of the OSD Components
shall:

(1) Designate an individual as the
point of contact for Privacy Act matters;
advise the Chief, Records and
Declassification Division, and the Chief,
Freedom of Information Division, of the
names of officials so designated.

(2) Report any new record system, or
changes to an existing system, to the
Chief, Records and Declassification
Division, at least 90 days before the
intended use of the system.

5Copies may be obtained at http://www.dtic.mil/
whs/directives/.

(3) Review all contracts pertaining to
the maintenance of records systems, by
or on behalf of the OSD Component, to
ensure within his or her authority that
language is included that provides such
systems shall be maintained consistent
with 5 U.S.C. 552a.

(4) Revise procurement guidance to
ensure contracts providing for the
maintenance of a records system, by or
on behalf of the OSD Component,
includes language that such system
shall be maintained in accordance with
5 U.S.C. 552a.

(5) Ensure computer and
telecommunications equipment or
service procurements comply with 5
U.S.C. 552.

(6) Coordinate with the Chief,
Information Officer, for the OSD
Component to ensure a risk analysis is
conducted in compliance with DoD
5400.11-R.

(7) Coordinate with the OSD Chief,
Information Officer, to ensure a Privacy
Impact Assessment is conducted in
compliance with DoD CIO
memorandum dated October 28, 2005 ©
and DoD’s implementing guidance.

(8) Ensure all DoD issuances prepared
by the OSD Component that require
forms or other methods to collect
information about individuals are in
compliance with 5 U.S.C. 552a.

(9) Establish internal administrative
procedures to comply with the
procedures listed in this part and DoD
5400.11-R.

(10) Coordinate with legal counsel on
all proposed denials of access to
records.

(11) Provide justification to the
Freedom of Information Division when
access to a record is denied in whole or
in part.

(12) Provide the record of an initial
denial or access to a record that is
appealed to the Freedom of Information
Division at the time of initial denial.

(13) Maintain an accurate accounting
of the actions resulting in a denial for
access to a record or for the correction
of a record. This accounting should be
maintained so it can be readily certified
as the complete record of proceedings if
litigation occurs in accordance with
DoD 5400.11-R.

(14) Ensure all personnel who either
have access to a system of records, or
who are engaged in developing or
overseeing the procedures for handling
records in a system, are aware of their
responsibilities for protecting personal
information according to 5 U.S.C. 552a
and DoD 5400.11-R.

6 Copies may be obtained from http://
www.dod.mil/privacy/
DoD_PIA_Guidance_Oct_28_2005.pdf.

(15) Forward all requests for access to
records received directly from an
individual to the Freedom of
Information Division for appropriate
suspense control and recording.

(16) Provide the Freedom of
Information Division with a copy of the
requested record when the request is
granted.

(d) The requester shall:

(1) Submit a request for access to
records pertaining to oneself in writing
or in person to the OSD Component’s
custodian of the records. If the requester
is not satisfied with the response, he or
she may file another request in writing
as provided in paragraph 311.1(b)(2).
The requester must provide personal
identification to verify identity
according to Chapter 3 of DoD 5400.11—
R and provide a signed notarized
statement or a sworn declaration in the
format specified by DoD 5400.7-R.?

(2) Describe the record sought and
provide sufficient information to enable
the material to be located (e.g.,
identification of system of records,
approximate date it was initiated,
originating organization, and type of
document).

(3) Comply with the procedures
provided in DoD 5400.11-R for
inspecting and/or obtaining copies of
requested records.

(4) Submit a written request to amend
arecord to the office designated in the
system of records notice.

§311.6 Procedures.

(a) Publication of notice in the
Federal Register. (1) A notice shall be
published in the Federal Register of any
record system meeting the definition of
a system of records in DoD 5400.11-R.

(2) OSD Components shall provide
the Chief, Records and Declassification
Division, with 90 days advance notice of
any anticipated new or revised system
of records. This information shall be
submitted to the OMB and Congress at
least 60 days before use and published
in the Federal Register at least 30 days
before being put into use according to
the procedures in DoD 5400.11-R. This
provides the public with an opportunity
to submit written data, views, or
arguments to the OSD Components for
consideration before a system of records
is established or modified.

(b) Access to systems of records
information. (1) As provided by 5 U.S.C.
552a, records shall be disclosed only to
the individual they pertain to and under
whose individual name or identifier
they are filed, unless exempted by the
provisions in DoD 5400.11-R. If an

7 Copies may be obtained at http://www.dtic.mil/
whs/directives/.
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individual is accompanied by a third
party, the individual shall be required to
furnish a signed access authorization
which grants the third party access
according to Chapter 3 of DoD 5400.11—
R

(2) Individuals may request access to
their records, in person or by mail, in
accordance with the following
procedures:

(i) In person. Submit a request for an
appointment in writing to WHS, ESD,
Freedom of Information Division, 1155
Defense Pentagon, Washington, DC
20301-1155. The individual shall
provide personal identification to the
Freedom of Information Division to
verify the individual’s identity
according to Chapter 3 of DoD 5400.11—
R and provide a signed notarized
statement or a sworn declaration in the
format specified by DoD 5400.7-R.

(ii) By mail. Ad(ifress requests to WHS,
ESD, Freedom of Information Division,
1155 Defense Pentagon, Washington, DC
20301-1155. To verify the identity of
the individual, the request shall include
either a signed notarized statement or a
sworn declaration in the format
specified by DoD 5400.7-R.

(3) There is no requirement that an
individual be given access to records
that are not in a group of records that
meet the definition of a system of
records in 5 U.S.C. 552a.

(4) Granting access to a record
containing personal information shall
not be conditional upon any
requirement that the individual state a
reason or otherwise justify the need to
gain access.

(5) No verification of identity shall be
required of an individual seeking access
to records that are otherwise available to
the public.

(6) Individuals shall not be denied
access to a record in a system of records
about themselves because those records
are exempted from disclosure under 5
U.S.C. 552. Individuals may only be
denied access to a record in a system of
records about themselves when those
records are exempted from the access
provisions of Chapter 5 of DoD 5400.11—
R

(7) Individuals shall not be denied
access to their records for refusing to
disclose their Social Security Number
(SSN), unless disclosure of the SSN is
required by statute, by regulation
adopted before January 1, 1975, or if the
record’s filing identifier and only means
of retrieval is by SSN.

(c) Access to records or information
compiled for law enforcement purposes.
(1) Requests are processed under DoD
Directive 5400.11 and 5 U.S.C. 552 to
give requesters a greater degree of access
to records on themselves.

(2) Records in the custody of law
enforcement activities that have been
incorporated into a system of records or
exempted from the access conditions of
DoD Directive 5400.11 will be processed
in accordance with 5 U.S.C. 552.
Individuals shall not be denied access to
records solely because they are in the
exempt system. They will have the same
access that they would receive under 5
U.S.C. 552. (Also see section A.10.,
Chapter 3, DoD 5400.11-R)

(3) Records exempted from access
conditions will be processed in
accordance with DoD Directive 5400.11
or 5 U.S.C. 552, depending upon which
regulation gives the greater degree of
access. (See also section A.10.1.,
Chapter 3, DoD 5400.11-R)

(4) Records exempted from access
under Section B, Chapter 5 of DoD
5400.11-R, that are temporarily in the
custody of a non-law enforcement
element for adjudicative or personnel
actions, shall be referred to the
originating agency.

(d) Access to illegible, incomplete, or
partially exempt records. (1) An
individual shall not be denied access to
a record or a copy of a record solely
because the physical condition or
format of the record does not make it
readily available (e.g., deteriorated state
or on magnetic tape). The document
will be prepared as an extract, or it will
be recopied exactly as is.

(2) If a portion of the record contains
information that is exempt from access,
an extract or summary containing all
releasable information in the record
shall be prepared.

(3) When the physical condition of
the record makes it necessary to prepare
an extract for release, the extract shall
be prepared so that the requester will
understand it.

(4) The requester shall be informed of
all deletions or changes to records.

(e) Access to medical records. (1)
Medical records shall be disclosed to
the individual and may be transmitted
to a medical doctor named by the
individual concerned.

(2) The individual may be charged
reproduction fees for copies or records
according to DoD 5400.11-R.

(f) Amending and disputing personal
information in systems of records. (1)
The Head of an OSD Component, or a
designated official, shall allow
individuals to request amendment to
their records to the extent that such
records are not accurate, relevant,
timely, or complete. Requests should be
as brief and as simple as possible and
should contain adequate identifying
information to locate the record, a
description of the items to be amended,
and the reason for the change. A request

shall not be rejected nor required to be
resubmitted unless additional
information is essential to process the
request. Requesters shall be required to
provide verification of their identity as
stated in paragraph (b)(2) of this section
to ensure they are seeking to amend
records about themselves.

(2) The appropriate system of records
system manager shall mail a written
acknowledgment of an individual’s
request to amend a record within 10
workdays after receipt. Such
acknowledgment shall identify the
request and may, if necessary, request
any additional information needed to
make a determination. No
acknowledgment is necessary if the
request can be reviewed and processed,
and the individual can be notified of
compliance or denial, within the 10-day
period. Whenever practical, the decision
shall be made within 30 working days.
For requests presented in person,
written acknowledgment may be
provided at the time the request is
presented.

(3) Amending personal information.
The Head of an OSD Component, or
designated official, shall promptly take
one of the following actions on requests
to amend records:

(i) If they agree with any portion or all
of an individual’s request, amend the
records in accordance with existing
statutes, regulations, or internal
administrative procedures, and inform
the requester of the action taken. The
OSD Component shall also notify all
previous holders of the record that the
amendment has been made and shall
explain the substance of the correction,
except for disclosures of the records to
officers or DoD employees, or made as
required by the Freedom of Information
Act, the OSD shall also notify all to
whom the record was disclosed that the
amendment has been made and shall
explain the substance of the correction.

(ii) Notify the requester of the
disapproval to amend a record and the
reason for the disapproval. Notify the
requester of the procedure to submit an
appeal as described in paragraph (f)(5)
of this section. if he or she disagrees
with all or any portion of a request.

(iii) Refer requests to the appropriate
Federal Agency. Advise the requester of
this referral if the request for an
amendment pertains to a record
controlled and maintained by another
Agency.

(4) Disputing personal information.
The Head of an OSD Component or
designated official shall:

(i) Determine whether the requester
has adequately supported his or her
claim that the record is inaccurate,
irrelevant, untimely, or incomplete.



Federal Register/Vol. 72, No. 14/Tuesday, January 23, 2007 /Proposed Rules

2823

(ii) Limit the review of a record to
those items of information that clearly
bear on any determination to amend the
records and ensure that those elements
are reviewed before a determination is
made.

(5) If an individual disagrees with the
initial OSD Component determination,
he or she may file an appeal. The
request should be sent to the Chief,
Records and Declassification Division,
WHS, 1155 Defense Pentagon,
Washington, DC 20301-1155.

(6) If, after review, the Records and
Declassification Division determines the
system of records should not be
amended as requested, the Records and
Declassification Division shall provide a
copy of any statement of disagreement
to the extent that disclosure accounting
is maintained in accordance with
Chapter 4 or DoD 5400.11-R. The
Records and Declassification Division
shall advise the individual:

(i) Of the reason and authority for the
denial.

(ii) Of his or her right to file a
statement of the reason for disagreeing
with the Records and Declassification
Division decision.

(iii) Of the procedures for filing a
statement of disagreements.

(iv) That the statement filed shall be
made available to anyone the record is
disclosed to, together with a brief
statement summarizing reasons for
refusing to amend the records.

(7) If the Records and Declassification
Division determines that the record
should be amended in accordance with
the individual’s request, the OSD
Component shall amend the record, and
advise the individual of the amendment,
in accordance with Chapter 4 of DoD
5400.11-R.

(8) All appeals should be processed
within 30 workdays after receipt. If the
Records and Declassification Division
determines that a fair and equitable
review cannot be made within that time,
the individual shall be informed in
writing of the reasons for the delay and
of the approximate date the review is
expected to be completed.

(g) Disclosure of disputed
information. (1) If the Records and
Declassification Division determines the
record should not be amended and the
individual has filed a statement of
disagreement under paragraph (f)(7) of
this section, the OSD Component shall
annotate the disputed record so it is
apparent under record disclosure that a
statement has been filed. Where
feasible, the notation itself shall be
integral to the record. Where disclosure
accounting has been made, the OSD
Component shall advise previous
recipients that the record has been

disputed and shall provide a copy of the
individual’s statement of disagreement
in accordance with Chapter 4 of DoD
5400.11-R.

(i) This statement shall be maintained
to permit ready retrieval whenever the
disputed portion of the record is
disclosed.

(i1) When information that is the
subject of a statement of disagreement is
subsequently disclosed, the OSD
Component’s designated official shall
note which information is disputed and
provide a copy of the individual’s
statement.

(2) The OSD Component shall include
a brief summary of its reasons for not
making a correction when disclosing
disputed information. Such statements
shall normally be limited to the reasons
given to the individual for not amending
the record.

(3) Copies of the OSD Component’s
summary will be treated as part of the
individual’s record; however, it will not
be subject to the amendment procedure
outlined in paragraph (c)(3) of this
section.

(h) Penalties. (1) Civil action. An
individual may file a civil suit against
the OSD Component or its employees if
the individual feels certain provisions
or the Privacy Act have been violated as
stated in 5 U.S.C. 552a.

(2) Criminal action. (i) Criminal
penalties may be imposed against an
OSD officer or employee for offenses
listed in Section (i) of 5 U.S.C. 552a, as
follows:

(A) Willful unauthorized disclosure of
protected information in the records.

(B) Failure to publish a notice of the
existence of a record system in the
Federal Register.

(C) Requesting or gaining access to the
individual’s record under false
pretenses.

(ii) An OSD officer or employee may
be fined up to $5,000 for a violation as
outlined in paragraph (h)(2)(i) of this
section.

(i) Litigation status sheet. Whenever a
complaint citing 5 U.S.C. 552a is filed
in a U.S. District Court against the
Department of Defense, an OSD
Component, or any OSD employee, the
responsible system manager shall
promptly notify the DPO. The litigation
status sheet in DoD 5400.11-R provides
a standard format for this notification.
(The initial litigation status sheet shall,
as a minimum, provide the information
required by items 1, through 6. of DoD
5400.11-R) A revised litigation status
sheet shall be provided at each stage of
the litigation. When a court renders a
formal opinion or judgment, copies of
the judgment or opinion shall be
provided to the DPO with the litigation

status sheet reporting that judgment or
opinion.

(j) Computer matching programs.
Chapter 11, paragraph B of DoD
5400.11-R, prescribes that all requests
for participation in a matching program
(either as a matching agency or a source
agency) be submitted to the DPO for
review and compliance. The OSD
Components shall submit these requests
through the Records and
Declassification Division.

§311.7 Information requirements.

The DPO shall establish requirements
and deadlines for DoD privacy reports.
These reports shall be licensed in
accordance with DoD Directive 8910.1.8

Dated: January 16, 2007.

L.M. Bynum,

Alternate OSD Federal Register Liaison
Officer, DoD.

[FR Doc. E7-800 Filed 1-22-07; 8:45 am]
BILLING CODE 5001-06-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R05-OAR—-2005-OH—0005; FRL~
8272-9]

Approval and Promulgation of
Implementation Plans; Ohio Particulate
Matter

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

SUMMARY: EPA is re-proposing approval
of Ohio rules concerning equivalent
visible emission limits (EVELs). Ohio’s
rules provide criteria for establishment
of EVELs, and the rules provide that
EVELs established according to these
criteria take effect without formal
review by EPA. EPA proposed to
approve these rules on December 2,
2002, at 67 FR 71515. However, that
proposal did not clearly solicit comment
on the timing by which actions on
EVELs by the State take effect. EPA is
proposing that previous State
modifications to EVELs would become
effective at the federal level
immediately upon the effective date of
any final EPA action approving these
Ohio rules. Similarly, any future action
by the State to establish, modify, or
rescind EVELs in accordance with the
criteria given in these Ohio rules would
become effective at the federal level
immediately upon the effective date of
the State action.

8 Copies may be obtained at http://www.dtic.mil/
whs/directives/
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DATES: Written comments on this
proposed rule must arrive on or before
February 22, 2007.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R05—
OAR-2005—OH—-0005, by one of the
following methods:

o www.regulations.gov: Follow the
on-line instructions for submitting
comments.

e E-mail: mooney.john@epa.gov.

e Fax:(312) 886—5824.

e Mail: John M. Mooney, Chief,
Criteria Pollutant Section, Air Programs
Branch, (AR-18]), U.S. Environmental
Protection Agency, 77 West Jackson
Boulevard, Chicago, Illinois 60604.

e Hand Delivery: John M. Mooney,
Chief, Criteria Pollutant Section, Air
Programs Branch, (AR-18J), U.S.
Environmental Protection Agency, 77
West Jackson Boulevard, Chicago,
Mlinois 60604. Such deliveries are only
accepted during the Regional Office
normal hours of operation, and special
arrangements should be made for
deliveries of boxed information. The
Regional Office official hours of
business are Monday through Friday,
8:30 a.m. to 4:30 p.m. excluding Federal
holidays.

Instructions: Direct your comments to
Docket ID No. EPA-R05-OAR-2005—
OH-0005. 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. For additional instructions
on submitting comments, go to Section
I of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: All documents in the docket
are listed in the www.regulations.gov
index. Although listed in the index,
some information is not publicly
available, e.g., CBI or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, will be publicly
available only in hard copy. Publicly
available docket materials are available
either electronically in
www.regulations.gov or in hard copy at
the Environmental Protection Agency,
Region 5, Air and Radiation Division, 77
West Jackson Boulevard, Chicago,
Illinois 60604. This Facility is open
from 8:30 a.m. to 4:30 p.m., Monday
through Friday, excluding legal
holidays. We recommend that you
telephone John Summerhays,
Environmental Scientist, at (312) 886—
6067 before visiting the Region 5 office.
FOR FURTHER INFORMATION CONTACT: John
Summerhays, Environmental Scientist,
Criteria Pollutant Section, Air Programs
Branch (AR-18]), Environmental
Protection Agency, Region 5, 77 West
Jackson Boulevard, Chicago, [llinois
60604, (312) 886—6067,
summerhays.john@epa.gov.

SUPPLEMENTARY INFORMATION: This
supplementary information section is
arranged as follows:

I. What action is EPA taking today?

II. What Should I Consider as I Prepare My
Comments for EPA?

III. Statutory and Executive Order Reviews

I. What action is EPA taking today?

EPA is re-proposing to approve Ohio
rules providing for State issuance of
equivalent visible emission limits
(EVELSs), rules which were a part of a set
of particulate matter regulations that
Ohio submitted on July 18, 2000. EPA
originally proposed to approve these
rules on December 2, 2002, at 67 FR
71515. However, that proposal did not
clearly explain EPA’s views regarding
the consequences of approval on
historic EVELs that were previously
approved into the State Implementation
Plan (SIP). EPA today is explaining its
views and soliciting comment on this
issue.

The rules that EPA proposes to
approve provide that EVELs issued by
the State in accordance with the
specified criteria take effect without
formal review by EPA. Consequently,
when the State issues an EVEL for a unit
at a source, this EVEL will supersede

any EVEL that may previously have
been issued for that unit, regardless of
whether or not the prior EVEL was part
of the SIP. Similar consequences apply
when the State terminates an EVEL for
a unit at a source, presumably by
issuing a permit or other enforceable
document that re-establishes the
standard opacity limits of OAC 3745—
17-07 (A)(1) as the applicable opacity
limits; that action will terminate the
EVEL for that unit, again regardless of
whether the prior EVEL was part of the
SIP. EPA’s understanding is that the
State will periodically review whether
previously issued EVELs are still
warranted, as part of its management of
the EVELs that apply in the State.

EPA is proposing that, as of the
effective date of EPA finalizing this
proposal, no EVEL shall apply unless
Ohio has issued a currently effective
EVEL in accordance with its Rule 3745—
17-07(C), and the federally enforceable
level of any such EVEL shall reflect the
currently effective EVEL that the State
has thus issued. Therefore, EPA is
proposing to delete provisions of the
Ohio SIP that contain EVELs, in
particular paragraphs (c)(62) and (c)(65)
of 40 CFR 52.1870.

EPA recognizes that the Ohio SIP
contains other EVELs, implicitly
included in SIP-approved permits or
administrative orders that also contain
other limits. For administrative
convenience, EPA proposes not to
modify the text of the SIP codification
given in 40 CFR 52.1870 to discontinue
these EVELs explicitly. Nevertheless,
EPA proposes that when this proposed
rulemaking becomes final and effective,
these EVELs will automatically be
discontinued and replaced by the
opacity limits that Ohio has adopted
more recently in accordance with the
criteria given in Rule 3745-17-07(C).
(The more recent permits or
administrative orders may or may not
have limits matching the prior SIP
limits.) Similarly, EPA proposes that
any future State action to establish,
modify, or rescind opacity limits in
accordance with the criteria in Rule
3745-17-07(C) shall immediately alter
the federal opacity limit accordingly.

II. What Should I Consider as I Prepare
My Comments for EPA?

When submitting comments,
remember to:

1. Identify the rulemaking by docket
number and other identifying
information (subject heading, Federal
Register date and page number).

2. Follow directions—The EPA may
ask you to respond to specific questions
or organize comments by referencing a
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Code of Federal Regulations (CFR) part
or section number.

3. Explain why you agree or disagree;
suggest alternatives and substitute
language for your requested changes.

4. Describe any assumptions and
provide any technical information and/
or data that you used.

5. If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

6. Provide specific examples to
illustrate your concerns, and suggest
alternatives.

7. Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

8. Make sure to submit your
comments by the comment period
deadline identified.

III. Statutory and Executive Order
Reviews

Executive Order 12866; Regulatory
Planning and Review

Under Executive Order 12866 (58 FR
51735, September 30, 1993), this action
is not a “‘significant regulatory action”
and, therefore, is not subject to review
by the Office of Management and
Budget.

Paperwork Reduction Act

This proposed rule does not impose
an information collection burden under
the provisions of the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

Regulatory Flexibility Act

This proposed action merely proposes
to approve state law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
state law. Accordingly, the
Administrator certifies that this
proposed rule will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.).

Unfunded Mandates Reform Act

Because this rule proposes to approve
pre-existing requirements under state
law and does not impose any additional
enforceable duty beyond that required
by state law, it does not contain any
unfunded mandate or significantly or
uniquely affect small governments, as
described in the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4).

Executive Order 13132 Federalism

This action also does not have
Federalism implications because it does
not 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, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
proposes to approve a state rule
implementing a Federal standard, and
does not alter the relationship or the
distribution of power and
responsibilities established in the Clean
Air Act.

Executive Order 13175 Consultation
and Coordination With Indian Tribal
Governments

This proposed rule also does not have
tribal implications because it will not
have a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000).

Executive Order 13045 Protection of
Children From Environmental Health
and Safety Risks

This proposed rule also is not subject
to Executive Order 13045 “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), because it is not
economically significant.

Executive Order 13211 Actions That
Significantly Affect Energy Supply,
Distribution, or Use

Because it is not a “significant
regulatory action” under Executive
Order 12866 or a ‘“‘significant regulatory
action,” this action is also not subject to
Executive Order 13211, “Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001).

National Technology Transfer
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act 0f 1995 (NTTAA), 15 U.S.C. 272,
requires Federal agencies to use
technical standards that are developed
or adopted by voluntary consensus to
carry out policy objectives, so long as
such standards are not inconsistent with
applicable law or otherwise impractical.
In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. Absent a prior
existing requirement for the state to use
voluntary consensus standards, EPA has
no authority to disapprove a SIP
submission for failure to use such

standards, and it would thus be
inconsistent with applicable law for
EPA to use voluntary consensus
standards in place of a program
submission that otherwise satisfies the
provisions of the Clean Air Act.
Therefore, the requirements of section
12(d) of the NTTA do not apply.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Intergovernmental
relations, Particulate matter.

Dated: January 11, 2007.

Mary A. Gade,

Regional Administrator

[FR Doc. E7-923 Filed 1-22-07; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52 and 81
[EPA-R06-OAR-2006-0386; FRL-8272-6]

Approval and Promulgation of
Implementation Plans; Texas; El Paso
County Carbon Monoxide
Redesignation to Attainment, and
Approval of Maintenance Plan

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

SUMMARY: On January 20, 2006, the
Texas Commission on Environmental
Quality (TCEQ) submitted a State
Implementation Plan (SIP) revision to
request redesignation of the El Paso
carbon monoxide (CO) nonattainment
area to attainment for the CO National
Ambient Air Quality Standard
(NAAQS). This submittal also included
a CO maintenance plan for the El Paso
area and associated Motor Vehicle
Emission Budgets (MVEBs). The
maintenance plan was developed to
ensure continued attainment of the CO
NAAQS for a period of 10 years from
the effective date of EPA approval of
redesignation to attainment. In this
action, EPA is proposing to approve the
El Paso CO redesignation request and
the maintenance plan with its
associated MVEBs as satisfying the
requirements of the Federal Clean Air
Act (CAA) as amended in 1990.

DATES: Written comments must be
received by February 22, 2007.
ADDRESSES: Comments may be mailed to
Mr. Thomas Diggs, Chief, Air Planning
Section (6PD-L), Environmental
Protection Agency, 1445 Ross Avenue,
Suite 1200, Dallas, Texas 75202—2733.
Comments may also be submitted
electronically or through hand delivery/
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courier by following the detailed
instructions in the ADDRESSES section of
the direct final rule located in the rules
section of this Federal Register.

FOR FURTHER INFORMATION CONTACT:
Jeffrey Riley, Air Planning Section
(6PD-L), Environmental Protection
Agency, Region 6, 1445 Ross Avenue,
Suite 700, Dallas, Texas 75202—2733,
telephone 214-665-8542; fax number
214-665-7263; e-mail address

riley.jeffrey@epa.gov.
SUPPLEMENTARY INFORMATION:

I. Why Is EPA Issuing This Proposed
Rule?

This document proposes to take
action on SIP revisions pertaining to the
El Paso area. We have published a direct
final rule approving the State’s SIP
revisions in the ‘“Rules and
Regulations” section of this Federal
Register because we view this as a
noncontroversial action and anticipate
no adverse comment. We have
explained our reasons for this action in
the preamble to the direct final rule.

If we receive no adverse comment, we
will not take further action on this
proposed rule. If we receive adverse
comment, we will withdraw the direct
final rule and it will not take effect. We
would address all public comments in
any subsequent final rule based on this
proposed rule.

We do not intend to institute a second
comment period on this action. Any
parties interested in commenting must
do so at this time. For further
information, please see the information
provided in the ADDRESSES section of
this document.

Dated: January 11, 2007.
Richard E. Greene,

Acting Regional Administrator, Region 6.
[FR Doc. E7-925 Filed 1-22-07; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

44 CFR Part 67

[Docket No. FEMA-D-7688]

Proposed Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Proposed rule.

SUMMARY: Technical information or
comments are requested on the
proposed Base (1% annual chance)
Flood Elevations (BFEs) and proposed
BFEs modifications for the communities
listed below. The BFEs are the basis for
the floodplain management measures
that the community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
remain qualified for participation in the
National Flood Insurance Program
(NFIP).

DATES: The comment period is ninety
(90) days following the second
publication of this proposed rule in a
newspaper of local circulation in each
community.

ADDRESSES: The proposed BFEs for each
community are available for inspection
at the office of the Chief Executive
Officer of each community. The
respective addresses are listed in the
table below.

FOR FURTHER INFORMATION CONTACT:
William R. Blanton, Jr., Engineering
Management Section, Mitigation
Division, Federal Emergency
Management Agency, 500 C Street, SW.,
Washington, DC 20472, (202) 646—3151.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
(FEMA) proposes to make
determinations of BFEs and modified
BFEs for each community listed below,
in accordance with section 110 of the
Flood Disaster Protection Act of 1973,
42 U.S.C. 4104, and 44 CFR 67.4(a).
These proposed BFEs and modified
BFEs, together with the floodplain
management criteria required by 44 CFR
60.3, are the minimum that are required.
They should not be construed to mean
that the community must change any
existing ordinances that are more

stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own, or
pursuant to policies established by other
Federal, State or regional entities. These
proposed elevations are used to meet
the floodplain management
requirements of the NFIP and are also
used to calculate the appropriate flood
insurance premium rates for new
buildings built after these elevations are
made final, and for the contents in these
buildings.

National Environmental Policy Act.
This proposed rule is categorically
excluded from the requirements of 44
CFR part 10, Environmental
Consideration. An environmental
impact assessment has not been
prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within
the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Regulatory Classification. This
proposed rule is not a significant
regulatory action under the criteria of
section 3(f) of Executive Order 12866 of
September 30, 1993, Regulatory
Planning and Review, 58 FR 51735.

Executive Order 13132, Federalism.
This proposed rule involves no policies
that have federalism implications under
Executive Order 13132.

Executive Order 12988, Civil Justice
Reform. This proposed rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 67

Administrative practice and
procedure, Flood insurance, Reporting
and recordkeeping requirements.

Accordingly, 44 CFR part 67 is
proposed to be amended as follows:

PART 67—[AMENDED]

1. The authority citation for part 67
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p- 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§67.4 [Amended]

2. The tables published under the
authority of §67.4 are proposed to be
amended as follows:
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Flooding source(s)

Location of referenced elevation

* Elevation in feet (NGVD)
+Elevation in feet (NAVD)
# Depth in feet above
ground

Effective Modified

Communities affected

Camden County, New

Jersey (All Jurisdictions)

Barton Run Tributary 3

Cooper River

Mason Run

Millard Creek

Newton Creek

Nicholson Branch

North Branch

Cooper River

South Branch Newton
Creek.

Tributary No. 1 to Coo-
per River.

Tributary No. 2

Tributary No. 3

Tributary No. 4

Signey Run

Tributary No. 1 to North
Branch Cooper River.
Tributary No. 2

Peter Brook

North Branch Big Tim-
ber.

At State Route 73

Approximately 1,040 feet above Sunset
Avenue.

Approximately 180 feet wupstream of
Kaighns Avenue (County Route 607).

Approximately 155 feet
Gibbsboro Road.

Approximately 50 feet downstream of
Clementon Road County Route 683.

Approximately 125 feet upstream of Coun-
ty Route 534.

At the confluence with Cooper River
Approximately 500 feet upstream of
Gibbsboro Road (County Route 686).
Approximately 10 feet downstream of

White Horse Pike.

upstream  of

Approximately 140 feet upstream of West
End Avenue.

At confluence with Millard Creek ................

Approximately 590 feet upstream of North
Lake Drive.

At confluence with Cooper River ................

Approximately 0.48 mile upstream of
Kresson Road (County Route 671).

Approximately 60 feet upstream of aban-
doned railroad.

Approximately 500 feet upstream of State
Route 168.

At confluence with Cooper River ................

At downstream side of Burnt Mill Road

At confluence with Cooper River

At downstream side of Evesham Road

At confluence with Cooper River

Approximately 500 feet
Evesham Road.

At confluence with Cooper River

At downstream side of Rural Avenue

Approximately 1,100 feet upstream con-
fluence with North Branch Big Timber
Creek.

At downstream side of Warwick Road

At confluence with North Branch Cooper
River.

At downstream side of Kresson Road

At confluence with North Branch Cooper
River.

Approximately 900 feet upstream of con-
fluence with North Branch Cooper River.

At confluence with Newton Creek

upstream  of

At approximately 0.92 mile upstream New-
ton Creek.

At downstream side of East Atlantic Ave-
nue (County Route 727).

+85 +84
None +134
+9 +10
None +73
+23 +25
None +35
+65 +64
None +76
+9 +10
None +47
+65 +67
None +100
+16 +14
None +86
+9 +10
None +11
+39 +38
+41 +40
+40 +38
+59 +60
+43 +42
+54 +55
+53 +52
+53 +52
+15 +16
+43 +42
+71 +76
+101 +100
+77 +82
+81 +82
None +9
None +9
None +41

Township of Voorhees.

City of Camden, Borough of Collingswood,
Township of Cherry Hill, Borough of
Gibbsboro, Township of Haddon, Bor-
ough of Haddonfield, Borough of
Lawnside, Borough of Lindenwold,
Township of Pennsauken, Borough of
Somerdale, Borough of Tavistock, Town-
ship of Voorhees.

Borough of Lindenwold.

Borough of Gibbsboro.

Borough of Audubon, Borough of Collings-
wood, Township of Haddon, Borough of
Haddonfield, Borough of Oaklyn.

Borough of Gibbsboro, Township of Voor-
hees.

Township of Cherry Hill, Township of Voor-
hees.

Borough of Audubon, Township of Had-
don, City of Gloucester, Township of
Mount Ephraim.

Township of Cherry Hill.

Township of Cherry Hill.

Borough of Lawnside, Borough of
Somerdale, Township of Voorhees.

Township of Gloucester, Borough of Hi-

Nella, Borough of Stratford.

Township of Voorhees.

Township of Voorhees.

Borough of Audubon Park, Borough of
Oaklyn.

Borough of Clementon.
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Flooding source(s) Location of referenced elevation # Depthglrr;Jre]gt above Communities affected
Effective Modified
At approximately 1,950 feet upstream of None +41
East Atlantic Avenue (County Route
727).

*National Geodetic Vertical Datum.
# Depth in feet above ground.
+North American Vertical Datum.
ADDRESSES
Borough of Audubon
Maps are available for inspection at the Borough of Audubon, 606 West Nicholson Road, Audubon, New Jersey.
Send comments to The Honorable Anthony M. Pugliese, Mayor of the Borough of Audubon, 606 West Nicholson Road, Audubon, New Jersey
08106.
Borough of Audubon Park
Maps are available for inspection at the Borough of Audubon Park, 20 Road C, Audubon Park, New Jersey.
Send comments to The Honorable Donald M. Pennock, Mayor of the Borough of Audubon Park, 20 Road C, Audubon Park, New Jersey 08106.

City of Camden

Maps are available for inspection at the City of Camden Planning Department, 520 Market Street, Room 422, Camden, New Jersey.

Send comments to The Honorable Gwendolyn A. Faison, Mayor of the City of Camden, P.O. Box 95120, Camden, New Jersey 08101.
Township of Cherry Hill

Maps are available for inspection at the Cherry Hill Township Building, 820 Mercer Street, Cherry Hill, New Jersey.

Send comments to The Honorable Bernie Platt, Mayor of the Township of Cherry Hill, 820 Mercer Street, Cherry Hill, New Jersey 08002.
Borough of Clementon

Maps are available for inspection at the Borough of Clementon, 101 Gibbsboro Road, Clementon, New Jersey.

Send comments to The Honorable Mark E. Armbruster, Mayor of the Borough of Clementon, 101 Gibbsboro Road, Clementon, New Jersey.

Borough of Collingswood
Maps are available for inspection at the Borough of Collingswood, 678 Haddon Avenue, Collingswood, New Jersey.
Send comments to The Honorable Jim Maley, Mayor of the Borough of Collingswood, 678 Haddon Avenue, Collingswood, New Jersey 08108.

Borough of Gibbsboro

Maps are available for inspection at the Gibbsboro Borough Hall, 49 Kirkwood Drive, Gibbsboro, New Jersey.

Send comments to The Honorable Edward G. Campbell, Ill, Mayor of the Borough of Gibbsboro, 49 Kirkwood Drive, Gibbsboro, New Jersey
08026.

City of Gloucester

Maps are available for inspection at the City of Gloucester Municipal Building, 313 Monmouth Street, Gloucester, New Jersey.

Send comments to The Honorable Thomas J. Kilcourse, Mayor of the City of Gloucester, 313 Monmouth Street, Gloucester, New Jersey 08030.

Township of Gloucester

Maps are available for inspection at the Township of Gloucester Municipal Building, 1261 Chews Landing Road, Blackwood, New Jersey.

Send comments to The Honorable Cindy Rau-Hatton, Mayor of the Township of Gloucester, P.O. Box 8, CS #5, Blackwood, New Jersey
08012—-0008.

Township of Haddon

Maps are available for inspection at the Township of Haddon Municipal Building, 135 Haddon Avenue, Westmont, New Jersey.

Send comments to The Honorable William J. Park, Jr., Mayor of the Township of Haddon, 135 Haddon Avenue, Westmont, New Jersey 08108.
Borough of Haddonfield

Maps are available for inspection at the Borough of Haddonfield, 242 Kings Highway East, Haddonfield, New Jersey.

Send comments to The Honorable Leticia Colombi, Mayor of the Borough of Haddonfield, P.O. Box 3005, Haddonfield, New Jersey 08033.

Borough of Hi-Nella

Maps are available for inspection at the Hi-Nella Borough Hall, 100 Wykagl Road, Hi-Nella, New Jersey.

Send comments to The Honorable Ellen Wolica, Mayor of the Borough of Hi-Nella, 100 Wykagl Road, Hi-Nella, New Jersey 08038.

Borough of Lawnside

Maps are available for inspection at the Borough of Lawnside Zoning Department, 4 North Douglas Avenue, Lawnside, New Jersey.

Send comments to The Honorable Mark Bryant, Mayor of the Borough of Lawnside, 4 North Douglas Avenue, Lawnside, New Jersey 08045.

Borough of Lindenwold

Maps are available for inspection at the Borough of Lindenwold Construction Office, 2001 Egg Harbor Road, Lindenwold, New Jersey.

Send comments to The Honorable Frank DelLucca, Jr., Mayor of the Borough of Lindenwold, 2001 Egg Harbor Road, Lindenwold, New Jersey
08021.

Borough of Mount Ephraim

Maps are available for inspection at the Borough of Mt. Ephraim Tax Office, 121 South Black Horse Pike, Mount Ephraim, New Jersey.

Send comments to The Honorable Michael Reader, Mayor of the Borough of Mount Ephraim, 121 South Black Horse Pike, Mount Ephraim,
New Jersey 08059.

Borough of Oaklyn

Maps are available for inspection at the Borough of Oaklyn, 500 White Horse Pike, Oaklyn, New Jersey 08107.

Send comments to The Honorable Michael LaMaina, Mayor of the Borough of Oaklyn, 500 White Horse Pike, Oaklyn, New Jersey.

Township of Pennsauken

Maps are available for inspection at the Pennsauken Municipal Building, Administration Office, 5605 North Crescent Boulevard, Pennsauken,
New Jersey.

Send comments to The Honorable Greg Schofield, Mayor of the Township of Pennsauken, 5605 North Crescent Boulevard, Pennsauken, New
Jersey 08110.
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Borough of Somerdale

Maps are available for inspection at the Somerdale Borough Hall, 105 Kennedy Boulevard, Somerdale, New Jersey.

Send comments to The Honorable Gary Passanante, Mayor of the Borough of Somerdale, 105 Kennedy Boulevard, Somerdale, New Jersey
08083.

Borough of Stratford

Maps are available for inspection at the Borough of Stratford, 307 Union Avenue, Stratford, New Jersey.

Send comments to The Honorable Thomas Angelucci, Mayor of the Borough of Stratford, 307 Union Avenue, Stratford, New Jersey 08084.

Borough of Tavistock

Maps are available for inspection at the Borough of Tavistock, Remington and Vernick Engineering, 232 Kings Highway, Haddonfield, New Jer-
sey.

Send comments to The Honorable George J. Buff, Ill, Mayor of the Borough of Tavistock, P.O. Box 8988, Turnersville, New Jersey 08012.

Township of Voorhees

Maps are available for inspection at the Township of Voorhees, Municipal Clerk’s Office, 620 Berlin Road, Voorhees, New Jersey.

Send comments to The Honorable Michael R. Mignogna, Mayor of the Township of Voorhees, 620 Berlin Road, Voorhees, New Jersey 08043.

Passaic County, New Jersey (All Jurisdictions)

Molly Ann Brook ........... From the downstream side of Sherwood +125 +124 | Borough of Haledon, Borough of Prospect
Avenue. Park, City of Paterson.
Approximately 825 feet upstream of the +184 +185
weir.

*National Geodetic Vertical Datum.
# Depth in feet above ground.
+North American Vertical Datum.
ADDRESSES
Borough of Haledon
Maps are available for inspection at the Haledon Borough Hall, 510 Belmont Avenue, Haledon, New Jersey.
Send comments to The Honorable Ken Pengitore, Mayor of the Borough of Haledon, 510 Belmont Avenue, Haledon, New Jersey 07508.

Borough of Prospect Park

Maps are available for inspection at the Prospect Park Borough Hall, 106 Brown Avenue, Prospect Park, New Jersey.

Send comments to The Honorable Mohamed T. Kahairullah, Mayor of the Borough of Prospect Park, 106 Brown Avenue, Prospect Park, New
Jersey 07508.

City of Paterson

Maps are available for inspection at the Paterson City Hall, 155 Market Street, Passaic, New Jersey.

Send comments to The Honorable Jose Torres, Mayor of the City of Paterson, 155 Market Street, Passaic, New Jersey 07505.

Somerset County, New Jersey (All Jurisdictions)

Chambers Brook #1 ..... At confluence with North Branch Raritan +79 +80 | Township of Bedminster.
River.
Approximately 0.5 mile above the con- +79 +80
fluence with North Branch Raritan River.
H#2 s At confluence with North Branch Raritan +70 +74 | Township of Branchburg.
River.
Approximately 0.4 mile above the con- +73 +74
fluence with North Branch Raritan River.
Cory’s Brook ................ At the confluence with Passaic River ......... +214 +213 | Township of Warren.
Approximately 1,800 feet upstream of None +405
Powder Horn Road.
Cuckels Brook .............. At confluence with Raritan River ................ +37 +39 | Township of Bridgewater.
Approximately 0.92 mile upstream of con- +41 +42
fluence with Raritan River.
Green Brook ................. At confluence with Raritan River ................ +32 +33 | Borough of Bound Brook.
Approximately 200 feet downstream Con- +32 +33
rail.
Harrison Brook Branch At confluence with Harrison Brook ............. +222 +220 | Township of Bernards.
1.
At Lurlin Drive .....cooceeiieiieicceceeeeee +230 +231
Indian Grave Brook ...... At confluence with Passaic River ............... +297 +304 | Township of Bernards, Borough of
Bernardsville.
Approximately 100 feet downstream of +611 +610
County boundary.
Millstone River .............. At confluence with Raritan River ................ +39 +41 | Township of Franklin, Borough of Manville.
At confluence of Royce Brook .................... +40 +41
Moggy Brook ................ At confluence with North Branch ................ None +125 | Borough of Far Hills.
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Approximately 0.55 mile upstream of the +154 +156
confluence with North Branch Raritan
River.
Neshanic River ............. At the confluence with South Branch Rari- +81 +82 | Township of Hillsborough.
tan River.
Approximately 1.73 miles upstream of +103 +102
Montgomery Road.
North Branch Raritan At confluence with North Branch Raritan +196 +197 | Borough of Bernardsville.
River Tributary C. River.
Approximately 400 feet upstream of con- +209 +210
fluence with North Branch Raritan River.
Peters Brook ................. At confluence with Raritan River ............... +46 +48 | Township of Bridgewater.
Approximately 900 feet downstream of +48 +49
North Bridge Street.
Ross Brook ..........cceuee. At confluence with Peter's Brook ................ +46 +48 | Township of Bridgewater, Borough of Som-
erville.
Approximately 45 feet downstream of +47 +48
Spring Street.
Royce Brook ................. At confluence with Millstone River .............. +40 +41 | Borough of Manville.
Approximately 0.4 mile upstream of con- +40 +41
fluence with Millstone River.
Tributary K .....ccoceeenns At confluence with Indian Grave Brook ...... +449 +455 | Borough of Bernardsville.
Approximately 1,670 feet upstream of +562 +564
Washington Corner Road.

*National Geodetic Vertical Datum.
# Depth in feet above ground.
+North American Vertical Datum.
ADDRESSES

Township of Bedminster
Maps are available for inspection at the Bedminster Township Hall, One Miller Lane, Bedminster, New Jersey.
Send comments to The Honorable Robert Holtaway, Mayor of the Township of Bedminster, One Miller Lane, Bedminster, New Jersey 07921.

Township of Bernards

Maps available for inspection at the Township of Bernards Engineering Services Building, 277 South Maple Avenue, Basking Ridge, New Jer-
sey.

Send comments to The Honorable John Malay, Mayor of the Township of Bernards, 1 Collyer Lane, Basking Ridge, New Jersey 07920.

Borough of Bernardsville

Maps available for inspection at the Bernardsville Municipal Building, 166 Mine Brook Road, Bernardsville, New Jersey.

Send comments to The Honorable Jay Parsons, Mayor of the Borough of Bernardsville, 166 Mine Brook Road, Bernardsville, New Jersey
07924.

Borough of Bound Brook
Maps available for inspection at the Bound Brook Borough Office, 230 Hamilton Street, Bound Brook, New Jersey.
Send comments to Mr. John J. Kennedy, Bound Brook Borough Administrator, 230 Hamilton Street, Bound Brook, New Jersey 08805.

Township of Branchburg
Maps available for inspection at the Branchburg Township Engineering Department, 1077 Route 202 North, Branchburg, New Jersey.
Send comments to The Honorable Kate Sarles, Mayor of the Township of Branchburg, 1077 Route 202 North, Branchburg, New Jersey 08876.

Township of Bridgewater

Maps available for inspection at the Bridgewater Township Code Enforcement Office, 700 Garretson Road, Bridgewater, New Jersey.

Send comments to The Honorable Patricia Flannery, Mayor of the Township of Bridgewater, 700 Garretson Road, Bridgewater, New Jersey
08807.

Borough of Far Hills
Maps available for inspection at the Far Hills Borough Municipal Building, 6 Prospect Street, Far Hills, New Jersey.
Send comments to The Honorable Carl J. Torsilieri, Mayor of the Borough of Far Hills, 6 Prospect Street, Far Hills, New Jersey 07931.

Township of Franklin
Maps available for inspection at the Franklin Township Engineering Department, 475 De Mott Lane, Somerset, New Jersey.
Send comments to Mr. Kenneth W. Daly, Franklin Township Manager, 475 De Mott Lane, Somerset, New Jersey 08873.

Township of Hillsborough

Maps available for inspection at the Hillsborough Township Municipal Complex, 379 South Branch Road, Hillsborough, New Jersey.

Send comments to The Honorable Carl Suraci, Mayor of the Township of Hillsborough, Hillsborough Township Municipal Complex, 379 South
Branch Road, Hillsborough, New Jersey 08844.

Borough of Manville

Maps available for inspection at the Manville Borough Municipal Building, 325 North Main Street, Manville, New Jersey.

Send comments to The Honorable Angelo Corradino, Mayor of the Borough of Manville, 325 North Main Street, Manville, New Jersey 08835.

Borough of Somerville

Maps available for inspection at the Somerville Borough Hall, 25 West End Avenue, Somerville, New Jersey.

Send comments to The Honorable Brian G. Gallagher, 25 West End Avenue, Somerville, New Jersey 08876.

Township of Warren
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Maps available for inspection at the Warren Township Engineering Department, 46 Mountain Boulevard, Warren, New Jersey.
Send comments to The Honorable Carolyn Garafola, Mayor of the Township of Warren, 46 Mountain Boulevard, Warren, New Jersey 07059.

Clinton County, New York (All Jurisdictions)

AuSable River .............. Approximately 2.2 miles upstream of None +491 | Town of Ausable, Town of Black Brook.
Lower Road Bridge.
At the confluence with West Branch AuSa- +549 +550
ble River.
Fern Lake ..................... The entire shoreling ..........ccvevvvvevveevievvnnnnnn, None +1,225 | Town of Black Brook.
Salmon River ................ Approximately 2,750 feet upstream of Fox None +306 | Town of Peru.
Farm Road.
Approximately 1.2 miles upstream of None +585
Conners Road.
Saranac River ............... Approximately 5,100 feet upstream of Ore None +1,090 | Town of Black Brook.
Bed Road.
Approximately 170 feet upstream of Union None +1,414
Falls Road.
West Branch ................. At the confluence with AuSable River ........ +551 +550 | Town of Black Brook.
AuSable River Approximately 170 feet upstream of the +552 +551
confluence with AuSable River.

*National Geodetic Vertical Datum.
# Depth in feet above ground.
+North American Vertical Datum.
ADDRESSES
Town of Ausable
Maps are available for inspection at the Ausable Town Office, 111 Ausable Street, Keeseville, New York.
Send comments to Ms. Sandra Senecal, Ausable Town Supervisor, 111 Ausable Street, Keeseville, New York 12944.
Town of Black Brook
Maps are available for inspection at the Black Brook Town Office, 18 North Main Street, Ausable Forks, New York.
Send comments to Mr. Ricky Nolan, Black Brook Town Supervisor, P.O. Box 715, Ausable Forks, New York 12912.
Town of Peru
Maps are available for inspection at the Peru Town Office, 3036 Main Street, Peru, New York.
Send comments to Mr. Donald E. Covel, Peru Town Supervisor, P.O. Box 596, Peru, New York 12792-0596.

Gaston County, North Carolina and Incorporated Areas

Blackwood Creek ......... At the confluence with Crowders Creek ..... +669 +662 | Gaston County (Unincorporated Areas),
City of Gastonia.
Approximately 0.9 mile upstream of the +674 +673
confluence with Crowders Creek.
Muddy Fork ........cccce.. Approximately 700 feet downstream of the None +823 | City of Cherryville, Gaston County (Unin-
Cleveland/Gaston County boundary. corporated Areas).
Approximately 0.6 mile upstream of the None +851
Cleveland/Gaston County boundary.
Tributary B ......cccceeens At the confluence with Tributary A ............. None +719 | Gaston County (Unincorporated Areas),
City of Gastonia.
Approximately 230 feet upstream of the None +784
confluence with Tributary B—1.

*National Geodetic Vertical Datum.
# Depth in feet above ground.
+North American Vertical Datum.
ADDRESSES

Gaston County (Unincorporated Areas)
Maps are available for inspection at Gaston County Administration Office, 128 West Main Street, Gastonia, North Carolina.
Send comments to Mr. Jan Winters, Gaston County Manager, 128 West Main Street, Gastonia, North Carolina 28053.
City of Cherryville
Maps are available for inspection at Cherryville City Hall, 116 South Mountain Street, Cherryville, North Carolina.
Send comments to The Honorable Bob Austell, Mayor of the City of Cherryville, 116 South Mountain Street, Cherryville, North Carolina 28021.
City of Gastonia
Maps are available for inspection at the City of Gastonia Engineering Department, 150 South York Street, Gastonia, North Carolina.
Send comments to The Honorable Jennifer Stulz, Mayor of the City of Gastonia, P.O. Box 1748, Gastonia, North Carolina 28053.

Windham County, Vermont (All Jurisdictions)

Broad Brook ................. At upstream side of State Route 142 ......... ‘ None ‘ +229 ‘ Town of Vernon.
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Connecticut River ......... Approximately 0.81 mile upstream of +226 +227 | Village of Bellows Falls, Town of
Vernon Dam. Brattleboro, Town of Dummerston, Town
of Putney, Town of Rockingham, Town
of Vernon, Town of Westminster.
Approximately 7.42 miles upstream of Bel- +306 +305
lows Falls Dam.
Saxtons River ............... At the confluence with the Connecticut None +257 | Town of Athens, Village of Bellows Falls,
River. Town of Grafton, Town of Westminster.
Approximately 1,950 feet upstream of the None +590
confluence of Weaver Brook.
West River ......ccccceeeees At the confluence with the Connecticut +235 +232 | Town of Brattleboro, Town of Brookline,
River. Town of Dummerston, Town of Jamaica.
Upstream side of Ball Mountain Dam ......... None +1,020

* National Geodetic Vertical Datum.
# Depth in feet above ground.
+North American Vertical Datum.
ADDRESSES
Village of Bellows Falls
Maps are available for inspection at the Bellows Falls Village Hall, 7 Square, 3rd Floor, Bellows Falls, Vermont.
Send comments to Mr. John B. Schempf, Village of Bellows Falls Municipal Manager, P.O. Box 370, Bellows Falls, Vermont 05101.

Town of Brattleboro

Maps are available for inspection at the Brattleboro Planning Services Department, 230 Main Street, Suite 202, Brattleboro, Vermont.

Send comments to Mr. Stephen A. Steidle, Chairman of the Town of Brattleboro Board of Selectmen, 230 Main Street, Suite 208, Brattleboro,
Vermont 05301.

Town of Brookline

Maps are available for inspection at the Brookline Town Office, 736 Grassy Brook Road, Brookline, Vermont.

Send comments to Ms. Joyce Meehl, Chairperson for the Town of Brookline Board of Selectmen, P.O. Box 403, Newfane, Vermont 05345.

Town of Dummerston

Maps are available for inspection at the Dummerston Town Hall, 1523 Middle Road, East Dummerston, Vermont.

Send comments to Ms. Cynthia Jerome, Chairperson for the Town of Dummerston Board of Selectmen, 1523 Middle Road, East Dummerston,
Vermont 05346.

Town of Putney

Maps are available for inspection at the Putney Town Hall, 127 Main Street, Putney, Vermont.

Send comments to Mr. Christopher Ryan, Putney Town Manager and Zoning Administrator, P.O. Box 233, Putney, Vermont 05346.

Town of Vernon

Maps are available for inspection at the Vernon Town Office, 567 Governor Hunt Road, Vernon, Vermont.

Send comments to Mr. Peter Deyo, Chairman of the Town of Vernon Board of Selectmen, 567 Governor Hunt Road, Vernon, Vermont 05354.
Town of Westminster

Maps are available for inspection at the Westminster Town Hall, 3651 U.S. Route 5, Westminster, Vermont.

Send comments to Mr. Paul Harlow, Chairman of the Town of Westminster Board of Selectmen, P.O. Box 147, Westminster, Vermont 05158.

Towns of Weathersfield and Windsor, Windsor County, Vermont

Connecticut River ......... Approximately 1.91 miles downstream of +306 +305 | Town of Harland, Town of Springfield,
confluence of the Black River. Town of Weathersfield, Town of Wind-
sor.
Approximately 2.27 miles upstream of con- +334 +335
fluence of Lulls Brook.

*National Geodetic Vertical Datum.
# Depth in feet above ground.
+North American Vertical Datum.
ADDRESSES
Town of Weathersfield
Maps are available for inspection at the Town of Weathersfield, Martin Memorial Hall, 5259 Route 5, Ascutney, Vermont.
Send comments to Mr. Lawrence Melen, Weathersfield Town Manager, P.O. Box 550, Ascutney, Vermont 05030—-0550.
Town of Windsor
Maps available for inspection at the Windsor Town Office, 29 Union Street, Windsor, Vermont.
Send comments to Mr. Donald Howard, Windsor Town Administrator, 29 Union Street, Windsor, Vermont 05089.
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(Catalog of Federal Domestic Assistance No.
83.100, “Flood Insurance.”)

Dated: January 12, 2007.
David I. Maurstad,
Director, Mitigation Division, Federal
Emergency Management Agency, Department
of Homeland Security.
[FR Doc. E7—887 Filed 1-22—07; 8:45 am]
BILLING CODE 9110-12-P

DEPARTMENT OF TRANSPORTATION

49 CFR Part 39

[Docket OST 2007 26829]

RIN 2105-AB87

Transportation for Individuals With
Disabilities: Passenger Vessels

AGENCY: Department of Transportation,
Office of the Secretary.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Department is proposing
to issue a new Americans with
Disabilities Act (ADA) rule to ensure
nondiscrimination on the basis of
disability by passenger vessels. This
notice of proposed rulemaking (NPRM)
concerns service and policy issues.
Issues concerning physical accessibility
standards will be addressed at a later
time, in conjunction with proposed
passenger vessel accessibility guidelines
drafted by the Access Board.

Comment Closing Date: Comments
should be submitted by April 23, 2007.
Late-filed comments will be considered
to the extent practicable.

ADDRESSES: You may submit comments
identified by the docket number [OST
2007-26829] by any of the following
methods:

e Web site: http://dms.dot.gov.
Follow the instructions for submitting
comments on the DOT electronic docket
site.

e Federal e-Rulemaking Portal:
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:(202) 493—2251.

e Mail: Docket Management System;
U.S. Department of Transportation, 400
Seventh Street, SW., Nassif Building,
Room PL—-401, Washington, DC 20590—
0001.

e Hand Delivery: To the Docket
Management System; Room PL-401 on
the plaza level of the Nassif Building,
400 Seventh Street, SW., Washington,
DG, between 9 a.m. and 5 p.m., Monday

through Friday, except Federal holidays.

Instructions: You must include the
agency name and docket number [OST-
2007-26829] or the Regulatory
Identification Number (RIN) for this
rulemaking at the beginning of your

comment. Note that all comments
received will be posted without change
to http://dms.dot.gov, including any
personal information provided.

Docket: You may view the public
docket through the Internet at http://
dms.dot.gov or in person at the Docket
Management System office at the above
address.

FOR FURTHER INFORMATION CONTACT:
Robert C. Ashby, Deputy Assistant
General Counsel for Regulation and
Enforcement, Department of
Transportation, 400 7th Street, SW.,
Room 10424, Washington, DC 20590—
0001. (202) 366-9306 (voice); (202) 755—
7687 (TDD); bob.ashby@dot.gov (e-mail).
SUPPLEMENTARY INFORMATION: The
Department of Transportation has
issued rules concerning
nondiscrimination on the basis of
disability for almost every mode of
passenger transportation, including
public transportation (bus, subway,
commuter rail), over-the-road buses,
intercity rail, and air transportation. The
only mode on which the Department
has yet to propose rules is
transportation by passenger vessels.
With this NPRM, the Department is
beginning the process of filling this
remaining gap in our coverage of
transportation for individuals with
disabilities.

Background

When the Department issued its first
Americans with Disabilities Act (ADA)
rules in 1991, we explicitly asserted
coverage over passenger vessels. The
Department reserved action on
passenger vessels in the regulatory text
of this final rule, and we made the
following statements on the subject in
the preamble (56 FR 45599-45560;
September 6, 1991):

Ferries and passenger vessels operated by
public entities are covered by the ADA, and
subject at this time to DOJ Title II
requirements as well as § 37.5 of this Part
* * * We anticipate further rulemaking to
create appropriate requirements for passenger
vessels * * *. The reason for this action is
that, at the present time, the Department
lacks sufficient information to determine
what are reasonable accessibility
requirements for various kinds of passenger
vessels. We note that the DOJ has determined
that passenger vessels encompassing places
of public accommodation (e.g., cruise ships,
floating restaurants) are subject to the general
nondiscrimination and policies and practices
portions of its Title III rule (Subparts B and
C of 28 CFR Part 36). The Department of
Transportation anticipates working with the
Access Board and DOJ on further rulemaking
to define requirements for passenger vessels
* * * The Department does want to make
clear its view that the ADA does cover
passenger vessels, including ferries,

excursion vessels, sightseeing vessels,
floating restaurants, cruise ships, and others.
Cruise ships are a particularly interesting
example of vessels subject to ADA coverage.

Cruise ships are a unique mode of
transportation. Cruise ships are self-
contained floating communities. In addition
to transporting passengers, cruise ships
house, feed, and entertain passengers and
thus take on aspects of public
accommodations. Therefore cruise ships
appear to be a hybrid of a transportation
service and a public accommodation. As
noted above, DOJ covers cruise ships as
public accommodations under its Title III
rules.

In addition to being public
accommodations, cruise ships clearly are
within the scope of a “specified public
transportation service.” The ADA prohibits
discrimination in the full and equal
enjoyment of specified public transportation
services provided by a private entity that is
primarily engaged in the business of
transporting people and whose operations
affect commerce (§ 304(a)). “Specified public
transportation” is defined by § 301(10) as
“transportation by bus, rail, or any other
conveyance (other than by aircraft) that
provides the general public with general or
special service (including charter service) on
a regular and continuing basis.”

Cruise ships easily meet the definition of
“specified public transportation.”” Cruise
ships are used almost exclusively for
transporting passengers and no one doubts
that their operations affect commerce. Cruise
ships operate according to set schedules or
for charter and their services are offered to
the general public. Finally, despite some
seasonal variations, their services are offered
on a regular and continuing basis.

Virtually all cruise ships serving U.S. ports
are foreign-flag vessels. International law
clearly allows the U.S. to exercise
jurisdiction over foreign-flag vessels while
they are in U.S. ports, subject to treaty
obligations. A state has complete sovereignty
over its internal waters, including ports.
Therefore, once a commercial ship
voluntarily enters a port, it becomes subject
to the jurisdiction of the coastal state. In
addition, a state may condition the entry of
a foreign ship into its internal waters or ports
on compliance with its laws and regulations.
The United States thus appears to have
jurisdiction to apply ADA requirements to
foreign-flag cruise ships that call in U.S.
ports.

The U.S. Supreme Court recently
affirmed the Department’s long-held
view that the ADA covers passenger
vessels, specifically including foreign-
flag cruise ships. In Spector et al. v.
Norwegian Cruise Lines, 545 U.S. 119
(2005), the Court held that cruise ships
are ‘“‘public accommodations” that
provide “specified public
transportation” within the meaning of
the ADA. The Court said that, while
there may be some limitations on the
coverage of the ADA to matters purely
concerning the internal affairs of a
foreign-flag vessel, matters concerning
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the ship operators’ policies and
conditions relating to transportation of
passengers with disabilities (e.g., higher
fares or surcharges for disabled
passengers, waivers of medical liability,
requirements for attendants) had
nothing to do with a ship’s internal
affairs. Such matters, then, are clearly
subject to ADA jurisdiction. It is issues
of this kind that are the focus of this
NPRM.

The Access Board has been working
for some time on drafting accessibility
guidelines for passenger vessels. On
November 26, 2004, the Access Board
published for comment a notice of
availability of draft guidelines for larger
passenger vessels with a capacity of
over 150 passengers or overnight
accommodations for over 49 passengers.
Since that time, the Access Board has
been reviewing comments it received
and planning work on a Regulatory
Assessment for vessel guidelines. On
July 7, 2006, the Access Board issued a
second notice of availability asking for
comments on a revised draft of vessel
guidelines. Following the review of
comments on that notice, the Access
Board, in cooperation with the
Department of Transportation, would
issue an NPRM and Regulatory
Assessment concerning physical
accessibility requirements for larger
passenger vessels. As we envision it, the
final rule resulting from such a future
NPRM would ultimately be joined with
a final rule resulting from the current
proposed rule in a single,
comprehensive passenger vessel ADA
rule.

On November 29, 2004, the
Department published an advance
notice of proposed rulemaking
(ANPRM) asking questions about the
shape of future ADA requirements for
passenger vessels (69 FR 69247). The
Department received 43 comments to
the ANPRM. Most of these comments
concerned the Access Board’s draft
guidelines and physical accessibility
issues relating to existing and new
vessels, and some of them concerned
physical accessibility issues specific to
very small vessels. The Department is
retaining these comments and will
consider them in context of the
continuing work on the Access Board’s
draft vessel guidelines and the future
NPRM that would propose to
incorporate those guidelines in DOT
rules.

The only comment that concerned the
issues included in this NPRM was from
the International Council of Cruise
Lines (ICCL), a trade association for
entities in the cruise industry. ICCL
recommended that rules exempt
transfers of persons from larger vessels

to tenders; recognize the flexibility of
cabin configurations; exclude from
coverage shore excursions provided by
third-party-vendors, particularly in
foreign countries; have eligibility
criteria and direct threat provisions that
allow operators to establish policies that
will avoid safety risks; permit
requirements for personal attendants;
and permit limitations on the
transportation of service animals. The
Department will discuss these
comments in context of the individual
sections of the proposed rule.

Section-by-Section Analysis
§39.1

This section briefly states the
nondiscrimination-related purposes of
the rule and specifies that
nondiscrimination requirements apply
to operators of foreign-flag as well as
U.S. vessels.

§39.3 What do the terms in this rule
mean?

What is the purpose of this part?

This section proposes definitions of
terms in this rule. Many of the
definitions are based on parallel
definitions in the Department’s ADA
and Air Carrier Access Act (ACAA)
regulations or Department of Justice
rules, adapted to the passenger vessel
context. This preamble discussion
focuses on terms that are specific to the
passenger vessel context. Other terms
would have the same meanings as they
do in other DOT disability rules.

Because this NPRM does not propose
physical accessibility requirements for
vessels, the definition of “‘accessible”
will be fleshed out with proposed
standards based on Access Board
guidelines in a future rulemaking. The
definition of ““‘direct threat,” drawn from
Department of Justice regulations,
concerns only threats to the health and
safety of others. Something that may
threaten only the health or safety of a
passenger with a disability by definition
cannot be a direct threat.

In addition to vessels, “facilities”
include landside facilities that a vessel
operator owns, leases, or controls in the
U.S. (including its territories,
possessions, and commonwealths). A
passenger vessel operator (PVO) would
be viewed as controlling a facility, even
if it did not own or lease it, if the facility
owner, through a contract or other
arrangement, delegated authority over
use of the facility to the passenger vessel
operator during those times in which
the vessel was at the facility. Facilities
in these three categories would be
covered directly by Part 39. The
Department seeks comment on how
responsibilities should be allocated

when there are multiple PVOs who
operate at a given landside facility or
who only use the facility infrequently.

The Department realizes that entities
other than PVOs, such as municipalities
or other private businesses, may own,
lease, or control landside facilities that
passenger vessels use. The obligations of
these entities would be controlled by
Titles II and III of the ADA and, in some
cases, by section 504 of the
Rehabilitation Act of 1973. We envision
the relationship between the facility
owner/controller and the PVO to be
analogous to other situations in which
entities subject to different disability
access rules share responsibility (e.g.,
public entity landlord subject to Title I
leases property to a private entity
subject to Title III). We seek comment
on whether landside facility-specific
language should be added to the
Department’s other ADA or section 504
rules.

The NPRM does not propose making
this requirement applicable to facilities
located outside the U.S. However, we
seek comment on whether the final rule
should apply to facilities outside the
U.S. if a PVO (as distinct from another
foreign entity) owns, leases, or controls
the facility.

The definition of “historic vessel” is
also one that is likely to become more
significant when future rulemakings add
physical accessibility standards to Part
39. Following practice in other portions
of the ADA, it is likely that historic
vessels (e.g., the USS Constellation in
Baltimore harbor) would be exempted
from some accessibility requirements.
“New,” “existing,” and “used”
passenger vessel are also terms that will
be of greater importance once physical
accessibility standards are in place.
They are based on new and used vehicle
definitions in the Department’s ADA
rules for surface transportation modes.

With respect to the definition of ‘“new
passenger vessel,” which will be used in
connection with vessel standards in
Subpart E when they are added to the
regulation, we seek comment on
transition rules. That is, at what point
in the procurement, design,
construction, and delivery of a vessel
should requirements for new vessels
attach?

“Operates” means the provision of
transportation or other service by any
public or private entity on a passenger
vessel. Importantly, it also includes the
provision of transportation or other
service by another party having a
contractual or other arrangement or
relationship with the entity involved.
As in other parts of the Department’s
accessibility rules, a party can contract
out its functions, but cannot contract
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away its responsibilities. By “other
services,” we mean activities that take
place on a vessel other than simply
going from Point A to Point B (e.g., food
service, recreation, entertainment,
gambling). This section would also
cover situations in which a vessel makes
around trip from Point A to Point A,
like some dinner, excursion, and
gambling vessels do.

“Passenger vessel” is meant to be a
broadly encompassing term for any boat,
ship, or other craft that takes on
members of the public for hire or other
activities conducted as a part of the
vessel operators normal operations
(which could include promotional
activities involving use of a vessel by
members of the public for which a fare
is not charged, free shuttle or ferry
service). The only exception is for boats
or other craft that are rented or leased
to consumers and which the consumers
themselves (as distinct from the
passenger vessel operator and its
personnel) operate. The Department
seeks comment on whether there are
any additional situations that the rule
should cover (e.g., the PVO or an
organization to which the PVO makes
the vessel available provides a
charitable or promotional excursion for
which no fee is charged). The
Department also seeks comment on
whether there should be exceptions or
different provisions for vessels that are
not primarily designed or used as
passenger vessels, but may carry
passengers for hire on certain occasions
(e.g., supply vessels, crew boats, school
training or sailing vessels, research
vessels carrying students).

In some cases, such as certain on-the-
water gambling casinos, museums, or
restaurants, an activity takes place on a
structure that floats but is permanently
anchored or tethered to a dock or other
shore facility. On one hand, because it
floats on the water, such a structure
could be regarded as a vessel covered by
this rule. On the other hand, because it
never actually goes anywhere, it could
be regarded as a facility, like an on-
shore building, that is more
appropriately covered by Department of
Justice rules. We seek comment on this
matter.

The ‘‘passenger vessel operator”
(PVQ) is a term that includes both
owners and operators of a passenger
vessel. A PVO may be either a public or
a private entity. Sometimes, ownership
of vessels can be complex, with two or
more different parties involved, and yet
another party responsible for the day-to-
day operation of the vessel. In such
situations, all the parties involved
would be jointly and severally

responsible for compliance with these
rules.

For the most part, “passenger with a
disability” and “qualified individual
with a disability” have the same
meaning for purposes of the proposed
rule. There could be situations in which
a qualified individual with a disability
may not actually be a passenger, or in
which someone is seeking to perform
functions on behalf of a person with a
disability. The “passenger with a
disability” term includes both situations
in which someone buys a ticket to travel
on a vessel and situations (e.g., a
gambling boat) in which members of the
public go on board, without a ticket, to
use the services provided on the vessel,
regardless of whether the vessel leaves
its dock or mooring.

“Terminal”” would be defined
broadly, meaning any property or
facilities adjacent to the means of
boarding a vessel that passengers use to
get to the vessel. A terminal, in this
sense, can be a large complex, a
building, or a very simple facility.
Importantly, terminals are covered
under Part 39 only to the extent that the
PVO owns or leases the terminal or
exercises control over its selection,
design, construction, or alteration (e.g.,
POV 41 selects site for construction of
new facility; or PVO has choice of
docking at existing accessible or
inaccessible facility).

As noted in the discussion of
“facility,” the Department seeks
comment on whether Part 39 should
apply to a terminal located outside the
U.S. if the PVO is involved in one of
these ways. If the PVO does none of
these things, the terminal would not in
any circumstance be covered under Part
39, though other parts of the ADA and
section 504 of the Rehabilitation Act of
1973, as amended, may well apply to
terminals located in the U.S. We also
note that activities that a PVO itself
conducts, regardless of the facility in
which they are conducted, would be
expected to be available to persons with
disabilities.

In other transportation contexts, there
has been considerable discussion of
whether the long-standing definition of
“wheelchair” remains adequate, in light
of the development and use of mobility
devices that may not fit within the
definition. We seek comment on this
question in the context of passenger
vessels. Should there be a definition
that specifically acknowledges mobility
devices that may not literally be
‘“wheelchairs,” or should a more
inclusive term be developed?

§39.5 To whom do the provisions of
this part apply?

The Department proposes that the
provisions of this part apply to all
passenger vessels, regardless of size.
There are two major exceptions to this
general coverage. First, while all U.S.-
flagged vessels would be covered,
coverage of foreign-flag vessels would
be limited to those that pick up or
discharge passengers in the U.S.

For example, suppose a foreign-flag
cruise PVO operates two ships. One of
them sails only among ports in Europe.
Another picks up passengers in Miami
and cruises to several Caribbean ports.
The latter would be covered and the
former would not. The Department
seeks comment on a situation that may
occur, in which tickets are sold to U.S.
passengers for a combined trip that
includes transportation to a non-U.S.
port where they board a ship. For
example, suppose Grand Fenwick
Cruise Lines sells a package to U.S.
passengers including air fare from New
York to the Bahamas, where passengers
board the S.S. Grand Duchess Gloriana
for a Caribbean cruise; should the ship
transportation be covered for purposes
of Part 39 nondiscrimination rules?

The second exception concerns the
future vessel accessibility standards.
The NPRM reserves paragraph (c),
which would state the scope of the
applicability of these standards. The
Department notes that the July 2006
draft Access Board vessel (a2; would
limit their application vessels permitted
to carry over 150 passengers or over 49
overnight passenger capacity categories,
as well as tenders with a capacity of 59
or more and all ferries. The Department
currently anticipates following the
Access Board’s final guidelines, when
they are issued, with respect to
coverage. The Department also seeks
comment on whether there should be
any vessel size or capacity limits on any
of the specific nondiscrimination
provisions that are proposed in this
NPRM with respect to subjects other
than vessel accessibility standards.

§39.7 What other authorities
concerning nondiscrimination on the
basis of disability apply to owners and
operators of passenger vessels?

This section simply points out that
recipients of Federal financial assistance
(e.g., some public ferry operators) are, in
addition to Part 39, subject to section
504 of the Rehabilitation Act and DOT
implementing rules. Department of
Justice (DOJ) ADA regulations, as
applicable, also cover PVOs.
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§39.9 What may a PVO of a foreign-
flag vessel do if it believes that a
provision of a foreign nation’s law
prohibits compliance with a provision of
this part?

§39.11 How may a PVO obtain
approval to use an equivalent
facilitation?

These sections provide means by
which PVOs may obtain DOT
authorization to do something different
from what these regulations would
require. Section 39.9, which parallels
language in the Department’s proposed
Air Carrier Access Act (ACAA) rules for
foreign carriers, provides a waiver
mechanism for situations in which a
PVO for a foreign-flag vessel believes
that a binding legal requirement of a
foreign nation (or of an international
agreement) precludes compliance with a
requirement of Part 39. This provision
concerns binding legal requirements,
not guidance or codes of suggested
practices. It concerns situations in
which such a binding legal requirement
actually precludes compliance with a
Part 39 provision (e.g., Part 39 says
“You must do X,” while a binding
foreign legal requirement says ‘“You
must not do X”’), as opposed to a
situation where foreign law authorizes a
practice that differs from a Part 39
requirement (e.g., Part 39 says “You
must do Y,” while a foreign law says
“You may do Z”). In a situation where
the Department grants a waiver, the
Department would look to the PVO for
a reasonable alternative means of
achieving the purpose of the waived
provision.

To avoid placing PVOs in a situation
in which they potentially were required
to comply with contradictory legal
requirements, the NPRM proposes that
PVOs seeking a waiver would have 90
days from the publication of the final
rule to file a waiver request. If the PVO
filed a complete waiver request within
that period, it could continue to
implement policies that it believes are
consistent with the foreign law in
question pending the Department’s
decision on the waiver request.

Section 39.11, on the other hand,
concerns a potentially wider range of
situations in which a PVO applies to the
Department for authorization to provide
a different means of compliance with a
requirement of the DOT rules than the
rules themselves specify. Equivalent
facilitations can apply to the details of
physical accessibility standards, when
they become part of the rule, but could
also apply to policy and administrative
matters covered by the rule. It is
important to note that to be considered
an equivalent facilitation, the different

means of compliance must provide
equal or greater accessibility than that
required by the regulatory text.

§39.13 When must PVOs comply with
the provisions of this part?

As a general matter, PVOs would have
to begin to comply with the provisions
of this rule as soon as the rule becomes
effective. There is no evident reason
why PVOs should need a lengthy phase-
in period to comply with requirements
pertaining to denials of transportation
on the basis of disability, extra or
special charges, personal or safety
assistants, advance notice, waivers of
liability, etc. The Department would
hope and expect that most PVOs are
already acting in ways that are in
compliance with these
nondiscrimination policy and
administrative practice requirements. If
not, then this NPRM should put PVOs
on notice that changes in their policies
may be necessary in the near future.

There are some provisions of the
proposed rule concerning which it
would be reasonable for PVOs to have
a longer phase-in period, however.
Specific sections on such matters as
modifications to terminals and other
landside facilities and training for
personnel have proposed compliance
dates intended to give PVOs a
reasonable time to meet requirements.
The Department seeks comment on
these proposed compliance dates, as
well as on whether there are other
provisions on which PVOs would need
additional time to comply.

§39.21 What is the general
nondiscrimination requirement of this
part?

The provisions of this section are
parallel to the general
nondiscrimination requirements in the
Department’s other disability-related
rules. We would call attention
particularly to paragraph (b), which
would require modification of PVOs’
otherwise acceptable general policies
where doing so is necessary to
accommodate the needs of a particular
individual or category of individuals
with a disability. Such modification is
required unless it would be unduly
burdensome or require a fundamental
alteration in the nature of the PVO’s
services, programs, or activities.

§39.23 What are the requirements
concerning contractors to owners and
operators of passenger vessels?

As noted above, contractors and other
persons whom the PVO uses to provide
services to passengers ‘‘stand in the
shoes” of the PVO with respect to the
requirements of this rule. The PVO must

ensure, through provisions in the
contracts or other agreements with such
third parties, that the third parties
comply with applicable requirements.
We seek comment on whether, if at all,
contractors outside the United States
should be covered by this requirement.
All new contracts and other agreements
must have this assurance language. The
Department seeks comment on whether
the rule should require the addition of
assurance language to existing contracts
and agreements, and, if so, what the
compliance period for such additions
should be. Since PVOs cannot contract
away their responsibilities, PVOs
remain responsible for the third parties’
actions. This would be true, in the
Department’s view, even with respect to
actions of third parties where the PVO’s
agreements with the third parties did
not yet include assurance language.

§39.25 May PVOs limit the numbers of
passengers with a disability on a
passenger vessel?

The Department views any policy
limiting the number on passengers with
a disability on a vessel as discriminatory
on its face. With respect to the concern
expressed by ICCL about large groups of
passengers with a disability traveling
together, we believe that the provision
of § 39.35 permitting PVOs to ask for
advance notice in this situation (e.g., so
as to be able to make the needed
reconfigurations of the flexible space in
overnight accommodations that ICCL’s
comment mentions) should be helpful.

§39.27 May PVOs refuse to provide
transportation or use of a passenger
vessel on the basis of disability?

The Department views any policy or
action prohibiting a person with a
disability from being transported on or
otherwise using a passenger vessel as
discriminatory on its face. If a PVO says
to a person, literally or in effect, “you
are a person with a disability, therefore
stay off my vessel,” the PVO would
violate this rule. The Department
recognizes that some disabilities may
make other passengers uncomfortable.
That is not a justifiable reason to deny
access to the vessel to persons with
these disabilities (see paragraph (b)).
Only if there is a genuine safety issue,
meeting the stringent direct threat
criteria outlined in paragraph (c), would
the PVO be justified in excluding a
person because the person has a
disability. Even in that case, the PVO
would have to provide a written
explanation to the person within 10
days of the denial (paragraph (d)).

The Department recognizes that,
particularly prior to the adoption of
physical accessibility standards, some
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vessels will not have accommodations
that will permit persons with some
disabilities to travel on or to obtain
some services on the vessels.

For example, an older vessel might
not have any overnight cabins of a size
that could accommodate a person using
a power wheelchair, or might have a
dining area that is on a deck which can
be accessed only by using steps. The
Department would not, in such a
situation, regard a PVO’s statement to a
passenger about the lack of adequate
physical accommodations as equivalent
to a policy denying access on the basis
of disability.

§39.29 May PVOs limit access to
transportation on or use of a vessel on
the basis that a passenger has a
communicable disease or other medical
condition?

§39.31 May PVOs require a passenger
with a disability to provide a medical
certificate?

These related provisions are intended
to limit PVOs’ discretion to impose
requirements or restrictions on
passengers on medical grounds. Most
disabilities are not medical conditions:
A person is not ill because he or she
cannot see, hear, or walk, and applying
a medical model to many disabilities is
inappropriate. On the other hand,
people with a variety of medical
conditions (e.g., heart disease) may have
at least temporary disabilities. If there is
reasonable doubt that a passenger with
a medical condition can complete a
given trip or use a vessel without
requiring extraordinary medical
assistance, then this rule would permit
the PVO to require a medical certificate
from the individual. In applying this
requirement, the Department believes it
is reasonable for the PVO to take into
account the length of the passenger’s
stay aboard the vessel.

With respect to communicable
diseases, the PVO cannot deny or
restrict transportation on or use of a
passenger vessel on the basis that the
passenger has a communicable disease,
unless the PVO makes a direct threat
determination. In the communicable
disease area, the Department believes
that PVOs should consider two factors.
One is the severity of the consequences
of a disease; the other is whether the
disease can readily be communicated by
casual contact. Only if a disease has
severe consequences to the health of
other persons and is readily
communicable by casual contact could
a PVO legitimately determine that there
is a direct threat. For example, HIV/
AIDS has severe consequences, but is
not readily communicable by casual

contact. The common cold is readily
communicable by casual contact but
typically does not have severe health
consequences. Consequently, having a
cold or having AIDS would not be a
basis on which a PVO could limit a
person’s transportation on or use of a
vessel. Probably the best recent example
of a disease that meets both criteria is
Severe Acute Respiratory Syndrome
(SARS), and, in the future, a readily
human-to-human transmissible avian
flu pandemic might well qualify. PVOs
could legitimately take into account
determinations by public health
authorities about the travel of persons
with a certain disease (e.g., if the
Centers for Disease Control or World
Health Organization issued a finding
that persons with a certain disease or
symptoms should not travel).

In any case in which a medical
certificate may be required or a
limitation on a passenger’s travel be
imposed, the limitation should be the
minimum needed to deal with the
medical issue or direct threat to the
health of others. For example, the PVO
would not be authorized to deny
transportation to an individual if a less
drastic alternative, such as the use of a
personal assistant or the passenger’s use
of medical measures that would mitigate
the transmission of an illness is
available.

If a PVO refuses transportation to a
passenger with a disability on grounds
related to a medical condition, the
NPRM proposes that the PVO would
have to permit the passenger to travel or
use the vessel at any time within a year
at the same price as the original trip or,
at the passenger’s discretion, provide a
refund. The Department seeks comment
on whether and how to apply this
concept to situations in which an
equivalent trip is not available within a
year (e.g., Grand Fenwick Cruise Lines
makes only one trip to Tierra del Fuego
every three years, or the S.S. Grand
Duchess Gloriana’s trips are all fully
booked for the next year). The
Department also seeks comment on
how, if at all, the availability of trip
insurance to the individual passenger
should be related to this proposed
provision.

§39.33 May PVOs require a passenger
with a disability to provide advance
notice that he or she is traveling on or
using a passenger vessel?

§39.35 May PVOs require a passenger
with a disability to provide advance
notice in order to obtain certain services
in connection with transportation on or
use of a passenger vessel?

In these related sections, the
Department is saying, first, that it is
never appropriate for a PVO to require
a person to provide advance notice that
he or she is coming, just because he or
she has a disability. The PVO’s
nondiscriminatory policies and
practices should be in place, ready to
deal with whoever shows up. On the
other hand, there may be specific
accommodations for which provision of
advance notice is needed. One that
seems reasonable is when a large
number of people with a disability plan
to travel as a group. The NPRM uses the
ACAA standard of a group of 10 or more
disabled passengers traveling as a group.
We seek comment on whether this
concept should be refined to recognize
the possibility that some groups of
disabled passengers traveling together
may not need any special
accommodations. In such a case, is the
advance notice provision advisable?

A second instance where advance
notice could be helpful concerns a
request for an accessible overnight
cabin. The Department’s proposal on
this subject is intended to grapple with
the reported problem of nondisabled
travelers reserving an accessible cabin
because it is roomier, thus denying its
availability to a disabled passenger who
may subsequently seek the
accommodation. Under the proposal,
everyone reserving an accessible cabin
would be informed that, if a passenger
with a disability made a reservation at
least 72 hours before the vessel’s
scheduled departure and requested an
accessible cabin, any nondisabled
person who had previously reserved the
cabin would be moved to another cabin,
if one were available. The NPRM would
not require any passenger to be bumped
from a voyage as a result, only
reassigned to a different cabin.
Obviously, the operation of this
provision would depend on self-
identification by the passenger with a
disability of his or her need for the
accessible cabin.

The Department seeks comment on
whether the rule should specify in more
detail the kinds of disabilities that
would trigger this provision (e.g.,
should the provision be limited to
persons with mobility impairments?) or
whether the PVO should be permitted,
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or required, to seek documentation of a
disability from a passenger seeking to
reserve such an accommodation. We
also seek suggestions for any alternative
means of addressing this issue. We
recognize that, especially on some
cruise ships, it is commonplace for
travelers to reserve cabins months in
advance. It is also commonplace for
whole voyages to be sold out months in
advance. We seek comment, thus, on
whether a passenger with a disability
who requested an accessible cabin 72
hours before departure could
appropriately bump a nondisabled
passenger from a cabin reserved months
ahead of time. Similarly, we seek
comment on whether a deadline for
requesting an accessible cabin should be
72 hours or another fixed time before
departure or, alternatively, based on
when passengers in general reserve their
cabins. (If the latter, for example, an
accessible cabin might have to be
requested before half of all cabins are
reserved.) Additionally, we seek
comment on whether, as we do in the
ADA rule for over-the-road buses, we
should provide that any cut-off date for
reservations in general should also be
applied to requests for an accessible
cabin.

The Department recognizes that,
pending the development of passenger
vessel physical accessibility standards,
even new vessels are not required to
have a particular number of accessible
cabins. This provision would apply to
the accessible cabins that now exist, as
well as any others that may become
available in the future. We also
recognize that there could be situations
in which an accessible room would not
be available to a passenger with a
disability because another passenger
with a disability had already reserved
the room. Other than treating such
situations as a “first-come first-served”
manner, do commenters have any
suggestions for resolving such a
situation?

The Department also seeks comment
on whether 72 hours would be a
reasonable amount of advance notice in
these situations and on whether there
are other services for which an advance
notice requirement would be
reasonable.

There could be situations in which a
similar principle could arguably apply
to other shipboard activities. For
example, some cruise ships may assign
seats for dinner. If a passenger with a
disability was unable, because of
barriers in the dining area, to get readily
to his or her assigned seat, could it be
viewed as a reasonable modification of
the PVO’s seating policy to shift dining

table assignments of other passengers to
provide accessibility to a dining table?
If so, taking into account any disruption
of the operator’s seating plans or of the
other passengers’ seating arrangements,
would a request for an accessible table
have to be made a specified number of
hours before departure? The Department
seeks comment on this or similar issues
involving on-board activities.

§39.37 May PVOs require a passenger
with a disability to travel with a
personal or safety assistant?

The Department regards requiring a
passenger with a disability to travel
with another person, just because that
person has a disability, as
discriminatory on its face. Such a
requirement is not only an affront to the
independence and dignity of the
passenger, but may sometimes make
travel cost-prohibitive. On the other
hand, there can be situations in which
traveling with another person as a safety
assistant is essential for safety purposes.
Paragraph (b) spells out three situations
in which it would be justifiable to
impose a requirement for a safety
assistant. These situations are drawn
from the similar provision of the
Department’s ACAA rule, and the
Department seeks comment on any
other situations in vessel contexts where
such a requirement could be justified.

As ICCL’s comment noted, because
some passenger voyages are much
longer than airplane flights, there may
be situations in which a personal
assistant is necessary (the ACAA rule
never permits a requirement for
personal assistants, as distinct from
persons needed to assist with an
emergency evacuation, in air travel).
Consequently, the Department proposes
that if a passenger with a disability
needs a personal assistant to help
perform key personal tasks, such as
eating, toileting, and dressing, and the
passenger’s use of the vessel will be
lengthy enough so that the passenger
will need to perform these tasks, the
PVO may require the passenger with a
disability to have a personal assistant.
For shorter voyages akin in length to
airplane flights, the PVO could not
impose such a requirement. However,
for a longer voyage (e.g., a multi-day
cruise), the PVO could do so.

The Department recognizes that there
can be situations in which a passenger
and a PVO disagree about whether a
safety or personal assistant is necessary.
In these situations, the proposed rule
contemplates that the PVO would have
the last word, and could require the
attendant over the passenger’s
objections. However, in such a situation,

the rule would require the PVO to put
its money where its mouth is, and not
charge for the transportation or use of
the vessel by the assistant who the
passenger was involuntarily required to
bring along. As under the ACAA rule
(where a similar provision has been in
effect since 1990 without causing
significant disruptions), the PVO could
designate a member of its own staff or
a passenger volunteer as the assistant, in
order to deter any potential abuse by a
passenger who would, for example,
unreasonably object to the use of an
assistant in order to secure free
transportation for a friend or family
member.

§39.39 May PVOs impose special
charges on passengers with a disability
for providing services and
accommodations required by this rule?

Price discrimination is forbidden.
PVOs may not charge higher fares to
passengers with disabilities than to
other passengers. PVOs cannot impose
surcharges on passengers with
disabilities, or any sort of extra or
special charges for facilities, equipment,
accommodations, or services that must
be provided to passengers because they
have a disability. This prohibition
would apply not only to formal charges
made by the PVO itself, but to informal
charges that PVO personnel might seek
to impose or pressure passengers with a
disability to pay. For example, if a
vessel cannot be boarded by a
wheelchair user without assistance (e.g.,
because the boarding ramp slope is too
steep), it would not be appropriate for
vessel personnel who provide boarding
assistance to ask, pressure, or imply that
the wheelchair users should provide a
tip for the assistance.

One of the important implications of
the prohibition on price discrimination
concerns situations in which an
accommodation for a person with a
disability is available only in a more
expensive type or class of service than
the passenger requests. For example,
suppose a passenger with a disability
tries to make a reservation for an inside
cabin. However, the only accessible
cabins on the vessel are in the more
expensive outside cabins with windows.
The PVO would have to provide the
accessible cabin to the passenger with a
disability at the price of the less
expensive accommodation he or she had
requested. This is consistent with ADA
practice in other contexts, such as
booking of hotel rooms or sleeping
compartments on Amtrak trains.
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§39.41 May PVOs impose restrictions
on passengers with a disability that they
do not impose on other passengers?

§39.43 May PVOs require passengers
with a disability to sign waivers or
releases?

The NPRM would forbid restrictions
on passengers with a disability that are
not imposed on other passengers,
including requirements to sign waivers
or releases either for themselves or their
assistive devices. The kinds of
restrictions these sections address are
restrictions created by PVO policy. The
Department is aware that, particularly
pending the adoption of passenger
vessel physical accessibility standards,
portions of existing vessels may well be
inaccessible to some passengers with a
disability. Inaccessibility of this kind
would not violate these sections, but an
administrative rule declaring certain
portions of a vessel off limits to a
passenger with a disability would, if
that rule did not apply equally to all
passengers.

§39.51 What information must PVOs
provide to passengers with a disability?

The Department recognizes that
vessels and facilities will not be equally
accessible; that some vessels, ports,
services, and facilities may not be
usable by persons with some
disabilities. This section would require
PVOs to inform people with disabilities,
accurately and in detail, about what
they can expect. What features of a
vessel are accessible and what are not?
What limitations, if any, are there
concerning the ability of a vessel to
accommodate persons with a particular
disability? At what ports could
passengers with a disability expect to be
able to get on and off the ship, and by
what means? If third parties are making
tours and excursions available to
passengers, to what extent are these
tours accessible to persons with a
particular disability? With this
information, potential passengers with a
disability can make an informed choice
about whether seeking transportation on
a particular vessel is worth their while.

§39.53 Must information and
reservation services of PVOs be
accessible to individuals with hearing or
vision impairments?

This section would apply to
information and reservation services
made available to consumers in the
United States, regardless of the
nationality of a PVO or where the
personnel or equipment providing the
services are themselves based. The first
proposed requirement is for TTY service
for persons with hearing impairments.

The Department is aware that some deaf
and hard-of-hearing persons now may
use other technologies in preference to
TTYs (e.g., videophones, instant
messaging), and we seek comment on
how, if at all, this development should
be reflected in a final rule.

On-line booking services, as well as
web sites providing information about
passenger vessel availability, schedules,
and services, are very important in
today’s marketplace. Consequently, the
Department views it as very important
for on-line resources to be available to
persons with disabilities. We would
view a web site meeting section 508 or
World Wide Web Consortium standards
as being accessible for this purpose. The
regulatory text does not make a specific
proposal on this subject, but we seek
comment on whether the final rule
based on this NPRM, or a future rule
incorporating vessel accessibility
standards, should include such a
requirement. We also seek comment on
the costs of requiring Web site
accessibility in the passenger vessel
industry, the appropriate standards for
accessible sites, and the timing and
phase-in period appropriate for such a
requirement.

§39.55 Must PVOs make copies of this
rule available to passengers?

The NPRM would propose that PVOs
maintain a copy of the rule on each
vessel and at each U.S. terminal. The
purpose of doing so would be to make
the rule readily available for reference
in case a question occurred about
whether a PVO was acting consistently
with its requirements.

§39.57 What is the general
requirement for PVOs’ communications
with passengers?

This section states the general
effective communication requirement
for PVOs.

§39.61 What requirements must PVOs
meet concerning the accessibility of
terminals and other landside facilities?

This section applies to landside
facilities that the PVO owns, leases, or
controls in the U.S. If the PVO does not
own, lease, or control a facility, then the
requirements of this section do not
apply to it (there may well be situations
in which case a public entity or another
private entity would own or control the
facility, in which the other entity would
have its own ADA and/or 504
obligations). In the case of a foreign
facility, where ADA or section 504 rules
would not apply in their own right,
facility accessibility would then become
a matter of the law of the country in
which the facility is located. As noted

in the discussion of the definition of
“facility,” the Department seeks
comment on whether a PVO covered by
this rule should have accessibility
obligations for a foreign facility that the
PVO itself, as distinct from a separate
foreign entity, owns, controls or leases.

The rule would make a familiar three-
part breakdown of accessibility
responsibilities for covered facilities.
New facilities must meet accessibility
standards from the beginning. In the
case of an alteration, the altered portion
of the existing facility would have to be
brought up to the same accessibility
standards applicable to new facilities.
For existing facilities not otherwise
being altered, the PVO would have to
ensure that the facility is able to be used
by a passenger with a disability to
access the PVO’s vessel. This could be
achieved through a variety of means.

We note that there may be many
situations in which a PVO shares
accessibility responsibilities with
another party. For example, a PVO may
lease a portion of a port facility that is
owned by a private or public entity. The
PVO has responsibilities under this part;
the other entity has responsibilities in
its own right under Title II or III or the
ADA or under section 504. In these
cases, it would be up to the parties
involved to allocate the responsibilities
among themselves, so that they jointly
ensure that accessibility requirements
are met for the facility.

We also recognize that there can be
instances in which a vessel berths at a
floating dock, rather than literally at a
landside facility. We would propose to
treat such a floating dock in the same
way as a landside facility for
accessibility purposes, but we seek
comment on whether any different
treatment would be appropriate.

The Department seeks comment on
whether it would be advisable to add
specific provisions similar to §§ 37.41,
37.43, and 37.45 in the Department’s
existing ADA rule for the new
construction and alteration of passenger
vessel facilities, including provisions for
alterations affecting areas containing a
primary function that are subject to
additional requirements for path of
travel.

§39.63 What accommodations are
required at terminals and other landside
facilities for individuals with hearing or
vision impairments?

This section specifies the effective
communications that would have to be
provided at terminals and other
landside facilities to ensure that persons
with sensory impairments would be
able to receive the information
otherwise available to the public,
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concerning such subjects as ticketing,
fares, and schedules. There would be a
one-year phase-in period for this
requirement, which would apply to
existing as well as new facilities.

Subpart E—Accessibility of Vessels

This subpart would be reserved. It is
a place-holder for the subsequent
inclusion of passenger physical
accessibility standards based on future
Access Board guidelines. We note that,
in connection with any rule
incorporating the guidelines as DOT
standards, DOT would designate an
agency as the “administrative authority”
to make certain determinations. We
anticipate that the Department would
designate the U.S. Coast Guard, with
that agency’s consent, as the
administrative authority for many of
these provisions, for foreign-flag as well
as U.S. vessels. It is not necessary for
this NPRM to propose this designation,
since it logically would be part of a
future NPRM proposing to adopt Access
Board guidelines as DOT regulatory
standards.

There are, however, some facility
accessibility issues that may not be
covered by future Access Board
guidelines. For example, we seek
comment on whether a provision should
be added for accessibility of televisions
and telephones on vessels, similar to
what DOT has proposed for air carriers
pursuant to the Air Carrier Access Act
(see 71 FR 9285 (February 23, 2006)).
The Access Board’s guidelines will not
address televisions and telephones in
passenger rooms since they are not fixed
elements.

It is our understanding that cruise
ships typically provide televisions in
passenger rooms and lounges. The
Television Decoder Circuitry Act
requires televisions with screens 13
inches or greater to contain built-in
circuitry that receives and decodes
closed captions. Cruise ships also
typically provide telephones in
passenger rooms. The Hearing Aid
Compatibility Act and FCC rules require
certain telephones to have volume
controls and to be compatible with
hearing aid technology. We seek
information on whether cruise ships are
currently providing televisions that are
capable of receiving and decoding
closed captions, and hearing aid
compatible telephones with volume
controls.

The Department does not intend to
impose requirements in this area in the
final rule resulting from this NPRM.
Rather, we are seeking comment on this
subject in order to determine whether,
in a future NPRM that would propose

adoption of the Access Board’s final
passenger vessel guidelines, to propose
adding requirements concerning
telephones and televisions as a DOT
modification to the guidelines.

§39.81 What assistance must PVOs
provide to passengers with a disability
in getting to and from a passenger
vessel?

This section does not deal with
boarding a vessel, as such. Rather, it
deals with how people get to the point
of boarding a vessel, in terms of land
transfers (e.g., a bus between the airport
and the terminal) and in actually
moving through the terminal and
boarding process up to the point of
getting onto the vessel. PVOs would be
responsible for making sure that these
services were accessible to people with
disabilities. The Department seeks
comment on the extent, if any, to which
such a requirement should apply to
services provided outside the U.S. (e.g.,
Grand Fenwick Cruise Lines itself
provides, or contracts with a local bus
company to provide, land transportation
between the dock and points of interest
in Barbados).

§39.83 What are PVOs’ obligations for
assisting passengers with a disability in
getting on and off a passenger vessel?

The optimal solution for boarding a
vessel involves a passenger with a
disability being able to board
independently (e.g., via a level-entry
ramp). The Department realizes that
there will be many situations where this
optimal solution does not exist. In these
situations, the PVO is responsible for
providing assistance that enables a
passenger with a disability to get on or
off the vessel. We note that a number of
comments to the ANPRM represented
that these services are already being
provided in many instances, so we
believe it is fair to suggest that this
requirement would not create
significant added burdens for PVOs. We
also note that this provision pertains to
normal boarding and disembarkation
from a vessel: obviously, in the case of
an “abandon ship” or other emergency
situation, crew will use any means
necessary to ensure that all passengers
can safely evacuate.

On some occasions, it may be the
custom on cruise ships or other vessels
with overnight accommodations to
temporarily store luggage in
passageways in preparation for
disembarkation at the end of a voyage.
This may have the effect of preventing
passengers with disabilities from using
otherwise accessible routes. The
Department seeks comment on the
extent of this problem and what

requirements in a final rule, if any,
should be devised to address it.

The Department also seeks comment
on whether a provision should be added
that would require the use of accessible
boarding systems, as described in
§ V412 of the Access Board’s draft
guidelines, for vessels with a certain
passenger capacity at terminals that
have a certain threshold level of annual
embarkations, similar to the provision
in DOT’s Air Carrier Access rule. See 14
CFR 382.40(a). If so, what vessel
passenger capacity and threshold level
of annual embarkations should be used
for requiring accessible boarding
systems? Also, if a provision is added
requiring accessible boarding systems at
certain terminals, would it be advisable
to require the PVO negotiate an
agreement with the terminal operator to
ensure the provision of accessible
boarding systems, similar to the
provision in DOT’s Air Carrier Access
Act and section 504 rules concerning
boarding devices for commuter aircraft?
See 14 CFR 382.40(b) and (c). Such an
approach might also require amendment
of the DOT 504 rule, 49 CFR Part 27.

§39.85 What services must PVOs
provide to passengers with a disability
on board a passenger vessel?

§39.87 What se