>
GPO,

Federal Register/Vol.

67, No. 98/ Tuesday, May 21, 2002/Rules and Regulations

35723

and the users of the airport are to
reimburse that airport/airport authority.
The airport/airport authority agrees to
set and periodically to review its
charges to ensure that they are in accord
with the airport’s expenses.

Pursuant to Treasury Department
Order No. 165, Revised (Treasury
Decision 53564), all the rights,
privileges, powers and duties vested in
the Secretary of the Treasury by the
Tariff Act of 1930, as amended, by the
navigation laws, or by any other laws
administered by Customs, are
transferred to the Commissioner of
Customs. Accordingly, the authority
granted to the Secretary of the Treasury
to designate user fee airports and to
determine appropriate fees is delegated
to the Commissioner of Customs.

Under this authority, Customs has
determined that certain conditions must
be met before an airport can be
designated as a user fee airport. At least
one full-time Customs officer must be
requested, and the airport must be
responsible for providing Customs with
satisfactory office space, equipment and
supplies, at no cost to the Federal
Government.

Thirty-six airports are currently listed
in §122.15, Customs Regulations, as
user fee airports. This document revises
the list of user fee airports. It adds
McKinney Municipal Airport, in Dallas,
Texas, to this listing of designated user
fee airports.

Inapplicability of Public Notice and
Delayed Effective Date Requirements

Because this amendment merely
updates the list of user fee airports
designated by the Commissioner of
Customs in accordance with 19 U.S.C.
58b and neither imposes any additional
burdens on, nor takes away any existing
rights or privileges from, the public,
pursuant to 5 U.S.C. 553 (b)(B), notice
and public procedure are unnecessary,
and for the same reasons, pursuant to 5
U.S.C. 553(d)(3) a delayed effective date
is not required.

Regulatory Flexibility Act and
Executive Order 12866

Because no notice of proposed
rulemaking is required for this final
rule, the provisions of the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.) do
not apply. Agency organization matters
such as this amendment are exempt
from consideration under Executive
Order 12866.

Drafting Information

The principal author of this document
was Janet L. Johnson, Regulations
Branch, Office of Regulations and
Rulings, U.S. Customs Service.

However, personnel from other offices
participated in its development.

List of Subjects in 19 CFR Part 122

Air carriers, Aircraft, Airports,
Customs Duties and Inspection, Freight.

Amendment to the Regulations

Part 122, Customs Regulations (19
CFR part 122) is amended as set forth
below.

PART 122—AIR COMMERCE
REGULATIONS

1. The authority citation for part 122
continues to read as follows:

Authority: 5 U.S.C. 301; 19 U.S.C. 58b, 66,
1433, 1436, 1448, 1459, 1590, 1594, 1623,
1624, 1644, 1644a.

2. The listing of user fee airports in
§122.15(b) is amended by adding, in
alphabetical order, in the “Location”
column, “Dallas, Texas” and by adding
on the same line, in the “Name”
column, “McKinney Municipal
Airport”.

Robert C. Bonner,
Commissioner of Customs.

Approved: May 16, 2002.
Timothy E. Skud,
Deputy Assistant Secretary of the Treasury.
[FR Doc. 02—12645 Filed 5-20-02; 8:45 am]
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SOCIAL SECURITY ADMINISTRATION

20 CFR Part 404

[Regulation No. 4]

RIN 0960-AB01

Revised Medical Criteria for
Determination of Disability,

Musculoskeletal System and Related
Criteria; Correction

AGENCY: Social Security Administration.
ACTION: Correcting amendments.

SUMMARY: This document contains
corrections to the final regulations that
were published in the Federal Register
of Monday, November 19, 2001 (66 FR
58010). The regulations revised the
criteria in our Listing of Impairments
(the listings) that we use to evaluate
musculoskeletal impairments in adults
and children.

DATES: Effective on February 19, 2002.
FOR FURTHER INFORMATION CONTACT:
Suzanne DiMarino, Social Insurance
Specialist, Office of Process and
Innovation Management, Social Security
Administration, 2109 West Low Rise
Building, 6401 Security Boulevard,
Baltimore, Maryland 21235-6401, (410)
965-1769 or TTY (410) 966—-5609.

For information on eligibility or filing
for benefits, call our national toll-free
number, 1-800-772-1213 or TTY 1-
800-325-0778, or visit our Internet web
site, Social Security Online, at
WWW.SSa.gov.

SUPPLEMENTARY INFORMATION:
Background

The final regulations that are the
subject of these corrections affect
disability determinations and decisions
we make for individuals under title II
and title XVI of the Social Security Act.
In addition, to the extent that Medicare
and Medicaid eligibility are based on
entitlement to benefits under title II and
eligibility for benefits under title XVI,
these corrections would also affect the
Medicare and Medicaid programs.

Need for Correction

As published, the final regulations
inadvertently did not update the cross-
references in listings 111.07A and
111.08A of part B of the listings to
reflect the new musculoskeletal listings
criteria. The cross-references in current
listings 111.07A and 111.08A are to
listings 101.03 or 111.06. To reflect the
revised musculoskeletal listings, the
correct cross-references should be to
listings 101.02 or 111.06.

List of Subjects in 20 CFR Part 404

Administrative practice and
procedure, Blind, Disability benefits,
Old-Age, Survivors, and Disability
Insurance, Reporting and recordkeeping
requirements, Social Security.

Accordingly, 20 CFR part 404,
Subpart P, is corrected by making the
following correcting amendments:

PART 404—FEDERAL OLD-AGE,
SURVIVORS AND DISABILITY
INSURANCE (1950-)

1. The authority citation for subpart P
of part 404 continues to read as follows:

Authority: Secs. 202, 205(a), (b), and (d)—
(h), 216(i), 221(a) and (i), 222(c), 223, 225,
and 702(a)(5) of the Social Security Act (42
U.S.C. 402, 405(a), (b), and (d)-(h), 416(i),
421(a) and (i), 422(c), 423, 425, and
902(a)(5)); sec. 211(b), Pub. L. 104-193, 110
Stat. 2105, 2189.

2. Revise the introductory text and
paragraph A. in listings 111.07 and

111.08 of Part B of appendix 1 of
Subpart P of part 404 to read as follows:

Appendix 1 to Subpart P of Part 404—
Listing of Impairments { Amended}

* * * * *
Part B
* * * * *



67, No. 98/ Tuesday, May 21, 2002/Rules and Regulations

35724 Federal Register/Vol.
111.01 Category of Impairments,
Neurological

* * * * *

111.07 Cerebral Palsy. With:

A. Motor dysfunction meeting the
requirements of 101.02 or 111.06; or
* * * * *

111.08 Meningomyelocele (and related
disorders). With one of the following despite
prescribed treatment:

A. Motor dysfunction meeting the
requirements of 101.02 or 111.06; or

* * * * *

Georgia E. Myers,

SSA Regulations Officer.

[FR Doc. 02—12553 Filed 5—-20-02; 8:45 am)]
BILLING CODE 4191-02-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 20, 58, 170, 171, 174, and
179

[Docket No. 99N-5556]

RIN 0910-AB94

Food Additives: Food Contact
Substance Notification System

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
food additive regulations regarding the
premarket notification process for food
contact substances (FCSs) established by
the Food and Drug Administration
Modernization Act (FDAMA) of 1997.
The notification process is the primary
method for authorizing new uses of food
additives that are FCSs. FDA is
codifying regulations that identify the
circumstances under which a food
additive petition (FAP) will be required
to authorize the use of an FCS; specify
the information required in a
notification for an FCS; describe the
administration of the notification
process; and establish the procedure by
which the agency may deem a
notification to be no longer effective.

DATES: This rule is effective June 20,
2002.

FOR FURTHER INFORMATION CONTACT:
Mitchell A. Cheeseman, Center for Food
Safety and Applied Nutrition (HFS-
205), Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740, 202—418-3083.

SUPPLEMENTARY INFORMATION:

I. Background

In 1997, FDAMA amended section
409 of the Federal Food, Drug, and
Cosmetic Act (the act) (21 U.S.C 348) to
establish a premarket notification
process as the primary method for
authorizing new uses of food additives
that are FCSs. In the proposed rule,
published in the Federal Register of
July 13, 2000 (65 FR 43269) (hereinafter
referred to as the July 2000 proposal),
FDA referred to a premarket notification
for a food contact substance as a “PMN”’
and the process of premarket
notification for such substances as the
“PMN process.” This document refers to
a premarket notification for a food
contact substance as an “FCN” and to
the process as the food contact
notification (FCN) process. This change
responds to a request from the
comments (see section II.H of this
document). A “food contact substance”
is defined in section 409(h)(6) of the act
as “‘any substance intended for use as a
component of materials used in
manufacturing, packing, packaging,
transporting, or holding food if such use
is not intended to have any technical
effect in such food.” The FDAMA
amendments and their legislative
history make clear that the FCN process
is to be the preferred process for
authorizing new uses of food additives
that are FCSs. Specifically, section
409(h)(3)(A) of the act states that the
FCN process shall be utilized for
authorizing the marketing of food
additives that are FCSs except where the
Secretary of Health and Human Services
determines that the submission and
review of a FAP is necessary to provide
adequate assurance of safety, or where
FDA and any manufacturer or supplier
agree that a petition may be submitted.
(See S. Rept. No. 105—43, 105th Cong.,
1st sess. 46 (1997); H. Rept. 105-306,
105th Cong., 1st sess. 19 (1997).) FDA
expects most new uses of FCSs that
previously would have been regulated
by issuance of a listing regulation in
response to an FAP or would have been
exempted from the requirement of a
regulation under the threshold of
regulation (TOR) process (21 CFR
170.39) will be the subject of FCNs.

The FCN program began operating on
October 22, 1999, with the signing of
FDA'’s Fiscal Year 2000 budget. This
budget met the requirements under
section 409(h)(5) of the act for funding
the FCN program. On October 25, 1999,
FDA sent letters to trade associations
and persons with pending submissions
(i.e., a food additive petition or a TOR
exemption request) under active review
by the agency to authorize use of an
FCS. The letter stated that FDA

expected to be ready to accept new
FCNs on January 18, 2000, and
requested that those persons with a
pending submission for approval of an
FCS under active review contact FDA
prior to withdrawing such submission
and converting it to an FCN. After
October 25, 1999, FDA began working
with the food packaging industry to
convert these pending submissions
under FDA review to FCNs.!

In the Federal Register of November
12,1999 (64 FR 61648), FDA published
a notice announcing the availability of
a draft guidance on the chemistry and
toxicology information that should be
included in an FCN. In the November
12, 1999, notice FDA requested
comments on the guidance documents
and on the information collection
burden associated with the FCN
program.

In addition, FDA published a direct
final rule in the Federal Register of May
11, 2000 (65 FR 30352), that amended
the agency’s regulations on
environmental impact considerations to
permit manufacturers or suppliers to
claim in FCNs the categorical exclusions
currently applicable to FAPs and TOR
exemption requests. The regulations in
the May 11, 2000, direct final rule
became effective on August 24, 2000.

Finally, in the July 2000 proposal (65
FR 43377), the agency proposed
regulations to implement the FCN
process and announced the availability
of an administrative guidance document
concerning the FCN process.

II. Comments on the Proposed Rule

The agency provided 75 days for
comment on the proposed rule. FDA
received comments from three trade
associations representing the food
packaging industry. In general, the
comments supported the proposal. They
also raised issues specific to the draft
administrative guidance document
announced with the proposed rule in
the July 13, 2000, issue of the Federal
Register (65 FR 43377) and the draft
chemistry and toxicology guidance
documents announced in the Federal
Register of November 12, 1999 (64 FR
61648 ). In accordance with FDA’s good
guidance practice (GGP) regulations (21
CFR 10.115), such comments have been
addressed by modification of the final
toxicology and chemistry guidance
documents announced in the Federal
Register of April 11, 2002 (67 FR
17703), and in FDA’s revised

1Between October 25, 1999, and December 31,
2000, FDA and industry converted 58 FAPs and 19
TOR submissions to FCNs. FDA currently lists
those FCNs that have become effective on its
Internet site at http://www.cfsan.fda.gov/Cdms/opa-
fen.html.



		Superintendent of Documents
	2024-06-07T16:16:29-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




