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Briefings on how to use the Federal Register
For information on a briefing in Washington, DC, see the
announcement on the inside cover of this issue.

Now Available Online

Code of Federal Regulations

via

GPO Access

(Selected Volumes)

Free, easy, online access to selected Code of Federal
Regulations (CFR) volumes is now available via GPO
Access, a service of the United States Government Printing
Office (GPO). CFR titles will be added to GPO Access
incrementally throughout calendar years 1996 and 1997
until a complete set is available. GPO is taking steps so
that the online and printed versions of the CFR will be
released concurrently.

The CFR and Federal Register on GPO Access, are the
officia online editions authorized by the Administrative
Committee of the Federal Register.

New titles and/or volumes will be added to this online
service as they become available.

http://www.access.gpo.gov/naralcfr
For additional information on GPO Access products,

services and access methods, see page |l or contact the
GPO Access User Support Team via:

O Phone: toll-free; 1-888-293-6498

O Email: gpoaccess@gpo.gov
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FEDERAL REGISTER WORKSHOP

THE FEDERAL REGISTER: WHAT IT IS AND
HOW TO USE IT

FOR: Any person who uses the Federal Register and Code of Federal

Regulations.

WHO: Sponsored by the Office of the Federal Register.
WHAT: Free public briefings (approximately 3 hours) to present:

1. The regulatory process, with a focus on the Federal Register
system and the public’s role in the development of
regulations.
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

7 CFR Part 979
[Docket No. FV97-979-1 FIR]

Melons Grown in South Texas;
Assessment Rate

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Final rule.

SUMMARY: The Department of
Agriculture (Department) is adopting as
a final rule, without change, the
provisions of an interim final rule
establishing an assessment rate for the
South Texas Melon Committee
(Committee) under Marketing Order No.
979 for the 199697 and subsequent
fiscal periods. The Committee is
responsible for local administration of
the marketing order which regulates the
handling of melons grown in South
Texas. Authorization to assess Texas
melon handlers enables the Committee
to incur expenses that are reasonable
and necessary to administer the
program.

EFFECTIVE DATE: October 1, 1996.

FOR FURTHER INFORMATION CONTACT:
Belinda G. Garza, Marketing Specialist,
McAllen Marketing Field Office, Fruit
and Vegetable Division, AMS, USDA,
1313 East Hackberry, McAllen, TX
78501, telephone 210-682—-2833, FAX
210-682-5942, or Martha Sue Clark,
Program Assistant, Marketing Order
Administration Branch, Fruit and
Vegetable Division, AMS, USDA, P.O.
Box 96456, room 2525-S, Washington,
DC 20090-6456; telephone 202—-720—
9918; FAX 202-720-5698. Small
businesses may request information on
compliance with this regulation by
contacting Jay Guerber, Marketing Order
Administration Branch, Fruit and
Vegetable Division, AMS, USDA, P.O.
Box 96456, room 2525-S, Washington,

DC 20090-6456; telephone 202—720—
2491; FAX 202-720-5698.
SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
No. 156 and Order No. 979, both as
amended (7 CFR part 979), regulating
the handling of melons grown in South
Texas, hereinafter referred to as the
“order.” The marketing agreement and
order are effective under the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674),
hereinafter referred to as the “Act.”

The Department is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now
in effect, South Texas melon handlers
are subject to assessments. It is intended
that the assessment rate as issued herein
will be applicable to all assessable
melons beginning October 1, 1996, and
continuing until amended, suspended,
or terminated. This rule will not
preempt any State or local laws,
regulations, or policies unless they
present an irreconcilable conflict with
this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with the Secretary a petition stating that
the order, any provision of the order, or
any obligation imposed in connection
with the order is not in accordance with
law and request a modification of the
order or to be exempted therefrom. Such
handler is afforded the opportunity for
a hearing on the petition. After the
hearing the Secretary would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review the Secretary’s ruling on the
petition, provided an action is filed not
later than 20 days after the date of the
entry of the ruling.

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this rule on small entities.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly

or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 32 producers
of South Texas melons in the
production area and approximately 24
handlers subject to regulation under the
marketing order. Small agricultural
producers have been defined by the
Small Business Administration (13 CFR
121.601) as those having annual receipts
less than $500,000 and small
agricultural service firms are defined as
those whose annual receipts are less
than $5,000,000. The majority of South
Texas melon producers and handlers
may be classified as small entities.

The melon marketing order provides
authority for the Committee, with the
approval of the Department, to
formulate an annual budget of expenses
and collect assessments from handlers
to administer the program. The
members of the Committee are
producers and handlers of South Texas
melons. They are familiar with the
Committee’s needs and with the costs
for goods and services in their local area
and are thus in a position to formulate
an appropriate budget and assessment
rate. The assessment rate is formulated
and discussed in a public meeting.
Thus, all directly affected persons have
an opportunity to participate and
provide input.

The Committee, in a telephone vote
on September 25, 1996, unanimously
recommended 1996-97 administrative
expenses of $100,000 for personnel,
office, and the travel portion of the
compliance budget. These expenses
were approved by the Department in
October 1996. The assessment rate and
funding for the research projects and the
road guard station maintenance portion
of the compliance budget were to be
recommended at a later Committee
meeting.

The Committee subsequently met on
December 17, 1996, and unanimously
recommended 1996-97 expenditures of
$308,000 and an assessment rate of
$0.07 per carton of melons. In
comparison, last year’s budgeted
expenditures were $395,159. The
assessment rate of $0.07 is the same as
last year’s established rate. Major



30980

Federal Register / Vol.

62, No. 109 / Friday, June 6, 1997 / Rules and Regulations

expenditures recommended by the
Committee for the 199697 fiscal period
include $84,500 for personnel and
administrative expenses, $115,500 for
compliance, $64,000 for a melon disease
management program, $33,125 for
breeding and variety development, and
$10,875 for melon variety evaluation.
Budgeted expenses for these items in
1995-96 were $95,544, $139,500,
$86,716, $32,674, and $10,875,
respectively.

The assessment rate recommended by
the Committee was derived by dividing
anticipated expenses by expected
shipments of South Texas melons.
Melon shipments for the year are
estimated at 3,870,000 cartons, which
should provide $270,900 in assessment
income. Income derived from handler
assessments, along with interest income
and funds from the Committee’s
authorized reserve, will be adequate to
cover budgeted expenses. Funds in the
reserve will be kept within the
maximum permitted by the order.

An interim final rule regarding this
action was published in the February
20, 1997, issue of the Federal Register
(62 FR 7659). That rule provided a 30-
day comment period. No comments
were received.

While this rule will impose some
additional costs on handlers, the costs
are in the form of uniform assessments
on all handlers. Some of the additional
costs may be passed on to producers.
However, these costs will be offset by
the benefits derived by the operation of
the marketing order. Therefore, the AMS
has determined that this rule will not
have a significant economic impact on
a substantial number of small entities.

The assessment rate established in
this rule will continue in effect
indefinitely unless modified,
suspended, or terminated by the
Secretary upon recommendation and
information submitted by the
Committee or other available
information.

Although this assessment rate is
effective for an indefinite period, the
Committee will continue to meet prior
to or during each fiscal period to
recommend a budget of expenses and
consider recommendations for
modification of the assessment rate. The
dates and times of Committee meetings
are available from the Committee or the
Department. Committee meetings are
open to the public and interested
persons may express their views at these
meetings. The Department will evaluate
Committee recommendations and other
available information to determine
whether modification of the assessment
rate is needed. Further rulemaking will
be undertaken as necessary. The

Committee’s 1996—-97 budget and those
for subsequent fiscal periods will be
reviewed and, as appropriate, approved
by the Department.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the Committee and other
available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

Pursuant to 5 U.S.C. 553, it is also
found and determined that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because: (1) The Committee needs to
have sufficient funds to pay its expenses
which are incurred on a continuous
basis; (2) the 1996-97 fiscal period
began on October 1, 1996, and the
marketing order requires that the rate of
assessment for each fiscal period apply
to all assessable melons handled during
such fiscal period; (3) handlers are
aware of this action which was
unanimously recommended by the
Committee at a public meeting and is
similar to other assessment rate actions
issued in past years; and (4) an interim
final rule was published on this action
and provided for a 30-day comment
period; no comments were received.

List of Subjects in 7 CFR Part 979
Marketing agreements, Melons,

Reporting and recordkeeping
requirements.

PART 979—MELONS GROWN IN
SOUTH TEXAS

Accordingly, the interim final rule
amending 7 CFR part 979 which was
published at 62 FR 7659 on February 20,
1997, is adopted as a final rule without
change.

Dated: June 2, 1997.

Robert C. Keeney,

Director, Fruit and Vegetable Division.

[FR Doc. 97-14877 Filed 6-5-97; 8:45 am]
BILLING CODE 3410-02-P

SOCIAL SECURITY ADMINISTRATION

20 CFR Part 416
RIN 0960-AD89

Supplemental Security Income for the
Aged, Blind, and Disabled; Technical
Changes to Title XVI

AGENCY: Social Security Administration.
ACTION: Final rules.

SUMMARY: We are amending the
supplemental security income (SSI)

regulations by making technical changes
to our rules on income and resources.
These technical changes update lists of
exclusions from income and resources
under the SSI program that are in
statutes other than the Social Security
Act (the Act) and make an additional
technical correction. We are also
reflecting a statutory provision from the
Social Security Independence and
Program Improvements Act (SSIPIA) of
1994 concerning optional State
supplementary payments.

EFFECTIVE DATE: July 7, 1997.

FOR FURTHER INFORMATION CONTACT:
Suzanne DiMarino, 3—A-3 Operations
Building, 6401 Security Boulevard,
Baltimore, MD 21235, (410) 965-1769.
SUPPLEMENTARY INFORMATION: In these
final regulations we are making
technical changes to the SSI regulations
as follows: Updating the appendix at the
end of subpart K which lists exclusions
from income in statutes other than the
Act; updating the lists of statutory
exclusions from resources contained in
subpart L; and making a technical
correction in subpart L for conformity
with prior regulatory changes. In
addition, we are reflecting, in subpart T,
a statutory provision which explains
that some States which have Federal
administration of their optional
supplementary payments may elect to
exclude for pass-along compliance
purposes certain payments made as a
result of the Sullivan v. Zebley, 493 U.S.
521 (1990) class action. The changes
and added provision are described
below.

Subpart K, Appendix, Changes

At the end of part 416, subpart K, we
maintain an appendix which lists types
of income excluded under the SSI
program as provided by Federal laws
other than the Act. We update this list
periodically. However, we apply the law
in effect due to changes to Federal
statutes whether or not the list in the
appendix has been amended to reflect
the statutory changes. We are revising
the appendix to subpart K as follows:

1. Under the heading IV. Native
Americans, we are updating the list to
reflect the exclusion from income for
SSI purposes of additional payments,
funds, distributions, and other income
provided by Federal laws that affect
Alaskan Natives and other Indian
entities. As appropriate, we include a
Note— regarding our treatment of the
income under the deeming of income
from sponsors to aliens provisions.

We are adding 22 types of payments
made to Native American entities to the
list of income exclusions provided by
Federal statutes. We also are making
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some minor clarifications, such as
correcting statutory citations or
renumbering, for some of the exclusions
already listed in section IV.

We are dividing the list of Native
American exclusions into three
subsections for ease of reference. The
first group, in paragraph (a), lists types
of payments that are excluded from
income without regard to specific tribes
or Indian groups. These include
payments of certain Indian judgment
funds; per capita distributions of all
funds held in trust by the Secretary of
the Interior; payments excluded
pursuant to the Alaska Native Claims
Settlement Act; and payments up to
$2,000 each year received by certain
Native Americans that are derived from
individual interests in trust or restricted
lands. Only the latter exclusion, which
was provided by the Omnibus Budget
Reconciliation Act of 1993, Public Law
(Pub. L.) 103-66, is being added to the
appendix. The other three were in the
appendix, but will be renumbered and
grouped together.

The second group, in paragraph (b), of
Native American exclusions lists certain
payments to members of specific Native
American tribes or groups. We are
adding 21 payments to this group, and
renumbering the exclusions already in
the appendix, so that the list will be in
chronological order by public law.

The third group of exclusions, in
paragraph (c), lists receipts from land
held in trust for specific tribes or
groups. We are not adding any
exclusions to that list, but are
renumbering them.

2. Under the heading V. Other we are
adding new paragraph (f) which
excludes from income child care or
reimbursement for child care as
provided under the Child Care and
Development Block Grant Act, as
amended by section 8(b) of Public Law
102-586. We are also adding a new
paragraph (g) to reflect the exclusion
from income of payments made to
individuals because of their status as
victims of Nazi persecution pursuant to
section 1(a) of the Victims of Nazi
Persecution Act of 1994, Public Law
103-286.

Subpart L Changes

We are updating §416.1236(a),
Exclusions from resources; provided by
other statutes which lists exclusions
from resources under the SSI program.
We update the list to show that
resources derived from the conversion
of most payments to Native Americans
that are types of income listed in the
appendix to subpart K of part 416—IV.
Native Americans, are excluded from
resources under the SSI program.

Accordingly, we are revising the
resource exclusions specific to Indian
tribes or groups to reflect the changes
made in appendix K.

We are also adding a new paragraph
(a)(18) to §416.1236 to reflect the
exclusion from resources of payments
made to individuals because of their
status as victims of Nazi persecution
pursuant to section 1(a) of the Victims
of Nazi Persecution Act of 1994, Public
Law 103-286 (108 Stat. 1450).

Additionally, we are amending
§416.1245(b)(3)(ii) to conform with a
change to §416.1242(a) promulgated on
November 15, 1993 at 58 FR 60103.
Under that regulatory change, the Social
Security Administration’s acceptance of
the written agreement for conditional
payments is effective when the
applicant/recipient receives our written
notice. Our change to
§416.1245(b)(3)(ii) states that within 30
days of receiving our notice accepting
the conditional payments agreement
(instead of within 30 days of signing the
agreement), the applicant/recipient
must take certain steps to sell his or her
property.

Subpart T Addition

We are amending § 416.2096(c),
Meeting the passalong requirement—
total expenditures. Exception—, by
adding a new paragraph (6) to place in
regulations the statutory provision of
section 209 of the SSIPIA of 1994 (Pub.
L. 103-296). Section 209 amends
section 1618(b) of the Act. The
amendment provides that for purposes
of determining whether a State’s
expenditures for supplementary
payments in the 12-month period
beginning on the effective date of any
increase in the level of SSI benefits are
not less than the State’s expenditures for
the payments in the preceding 12-month
period, the Commissioner of Social
Security, in computing the State’s
expenditures, shall disregard, pursuant
to a one-time election of the State, all
expenditures by the State for retroactive
supplementary payments that are
required to be made in connection with
the retroactive SSI benefits referred to in
section 5041 of the Omnibus Budget
Reconciliation Act of 1990 (OBRA "90),
Public Law 101-508. This section of
OBRA "90 addresses only those
retroactive SSI benefits paid as a result
of Sullivan v. Zebley, 493 U.S. 521
(1990). To make clear that these
regulations apply only to the retroactive
SSI benefits as a result of Sullivan v.
Zebley, we are including this court case
reference in the regulations.

Regulatory Procedures

When developing our regulations, we
follow the rulemaking procedures
specified in the Administrative
Procedure Act (APA), 5 U.S.C. 553. The
APA provides exceptions to its notice of
proposed rulemaking and public
comment procedures when an agency
finds there is good cause for dispensing
with such procedures on the basis that
they are impracticable, unnecessary, or
contrary to the public interest. We have
determined that, under 5 U.S.C.
553(b)(B), good cause exists for
dispensing with the notice of proposed
rulemaking and public comment
procedures in this case. Good cause
exists because these rules contain only
changes which reflect statutory
exclusions of income and resources in
statutes other than the Act and a
technical change, and reflect a statutory
provision from the SSIPIA of 1994, none
of which involve the setting of policy.
Therefore, opportunity for prior
comment is unnecessary, and we are
issuing these changes to our regulations
as final rules.

Executive Order No. 12866

We have consulted with the Office of
Management and Budget (OMB) and
determined that these rules do not meet
the criteria for a significant regulatory
action under Executive Order 12866.
Thus, they were not subject to OMB
review.

Regulatory Flexibility Act

We certify that these final rules will
not have a significant economic impact
on a substantial number of small entities
since these rules affect only individuals
and States. Therefore, a regulatory
flexibility analysis as provided in Public
Law 96-354, the Regulatory Flexibility
Act, is not required.

Paperwork Reduction Act

These final regulations impose no
additional reporting and recordkeeping
requirements subject to OMB clearance.
(Catalog of Federal Domestic Assistance:

Program No. 96.006—Supplemental Security
Income.)

List of Subjects in 20 CFR Part 416

Administrative practice and
procedure, Aged, Blind, Disability
benefits, Public assistance programs,
Reporting and recordkeeping
requirements, Supplemental Security
Income (SSI).

Dated: May 27, 1997.
John J. Callahan,
Acting Commissioner of Social Security.

For the reasons set out in the
preamble, part 416 of chapter Il of title
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20 of the Code of Federal Regulations is
amended as follows:

PART 416—[AMENDED]

1. The authority citation for subpart K
of part 416 continues to read as follows:

Authority: Secs. 702(a)(5), 1602, 1611,
1612, 1613, 1614(f), 1621, and 1631 of the
Social Security Act (42 U.S.C. 902(a)(5),
1381a, 1382, 1382a, 1382b, 1382c(f), 1382j,
and 1383); sec. 211, Pub. L. 93-66, 87 Stat.
154 (42 U.S.C. 1382 note).

2. In the appendix following subpart
K of part 416, IV. Native Americans is
revised and in V. Other, paragraphs (f)
and (g) are added to read as follows:

Appendix to Subpart K of Part 416—
List of Types of Income Excluded
Under the SSI Program as Provided by
Federal Laws Other Than the Social
Security Act

* * * * *

1V. Native Americans

(a) Types of Payments Excluded Without
Regard to Specific Tribes or Groups—

(1) Indian judgment funds that are held in
trust by the Secretary of the Interior or
distributed per capita pursuant to a plan
prepared by the Secretary of the Interior and
not disapproved by a joint resolution of the
Congress under Public Law 93-134 as
amended by section 4 of Public Law 97-458
(96 Stat. 2513, 25 U.S.C. 1408). Indian
judgment funds include interest and
investment income accrued while such funds
are so held in trust. This exclusion extends
to initial purchases made with Indian
judgment funds. This exclusion does not
apply to sales or conversions of initial
purchases or to subsequent purchases.

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(2) All funds held in trust by the Secretary
of the Interior for an Indian tribe and
distributed per capita to a member of that
tribe are excluded from income under Public
Law 98-64 (97 Stat. 365, 25 U.S.C. 117b).
Funds held by Alaska Native Regional and
Village Corporations (ANRVC) are not held in
trust by the Secretary of the Interior and
therefore ANRVC dividend distributions are
not excluded from countable income under
this exclusion. For ANRVC dividend
distributions, see paragraph 1V.(a)(3) of this
appendix.

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(3) Distributions received by an individual
Alaska Native or descendant of an Alaska
Native from an Alaska Native Regional and
Village Corporation pursuant to the Alaska
Native Claims Settlement Act, as follows:
cash, including cash dividends on stock
received from a Native Corporation, to the
extent that it does not, in the aggregate,
exceed $2,000 per individual each year;
stock, including stock issued or distributed
by a Native Corporation as a dividend or

distribution on stock; a partnership interest;
land or an interest in land, including land or
an interest in land received from a Native
Corporation as a dividend or distribution on
stock; and an interest in a settlement trust.
This exclusion is pursuant to section 15 of
the Alaska Native Claims Settlement Act
Amendments of 1987, Public Law 100-241
(101 stat. 1812, 43 U.S.C. 1626(c)), effective
February 3, 1988.

Note—This exclusion does not apply in
deeming income from sponsors to aliens.

(4) Up to $2,000 per year received by
Indians that is derived from individual
interests in trust or restricted lands under
section 13736 of Public Law 103-66 (107
Stat. 663, 25 U.S.C. 1408, as amended).

(b) Payments to Members of Specific Indian
Tribes and Groups—

(1) Per capita payments to members of the
Red Lake Band of Chippewa Indians from the
proceeds of the sale of timber and lumber on
the Red Lake Reservation under section 3 of
Public Law 85-794 (72 Stat. 958).

(2) Per capita distribution payments by the
Blackfeet and Gros Ventre tribal governments
to members which resulted from judgment
funds to the tribes under section 4 of Public
Law 92—-254 (86 Stat. 65) and under section
6 of Public Law 97-408 (96 Stat. 2036).

(3) Settlement fund payments and the
availability of such funds to members of the
Hopi and Navajo Tribes under section 22 of
Public Law 93-531 (88 Stat. 1722) as
amended by Public Law 96-305 (94 Stat.
929).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(4) Judgment funds distributed per capita
to, or held in trust for, members of the Sac
and Fox Indian Nation, and the availability
of such funds under section 6 of Public Law
94-189 (89 Stat. 1094).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(5) Judgment funds distributed per capita
to, or held in trust for, members of the Grand
River Band of Ottawa Indians, and the
availability of such funds under section 6 of
Public Law 94-540 (90 Stat. 2504).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(6) Any judgment funds distributed per
capita to members of the Confederated Tribes
and Bands of the Yakima Indian Nation or
the Apache Tribe of the Mescalero
Reservation under section 2 of Public Law
95-433 (92 Stat. 1047, 25 U.S.C. 609c-1).

(7) Any judgment funds distributed per
capita or made available for programs for
members of the Delaware Tribe of Indians
and the absentee Delaware Tribe of Western
Oklahoma under section 8 of Public Law 96—
318 (94 Stat. 971).

(8) All funds and distributions to members
of the Passamaquoddy Tribe, the Penobscot
Nation, and the Houlton Band of Maliseet
Indians under the Maine Indian Claims
Settlement Act, and the availability of such
funds under section 9 of Public Law 96-420
(94 Stat. 1795, 25 U.S.C. 1728(c)).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(9) Any distributions of judgment funds to
members of the San Carlos Apache Indian
Tribe of Arizona under section 7 of Public
Law 93-134 (87 Stat. 468) and Public Law
97-95 (95 Stat. 1206).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(10) Any distribution of judgment funds to
members of the Wyandot Tribe of Indians of
Oklahoma under section 6 of Public Law 97—
371 (96 Stat. 1814).

(11) Distributions of judgment funds to
members of the Shawnee Tribe of Indians
(Absentee Shawnee Tribe of Oklahoma, the
Eastern Shawnee Tribe of Oklahoma and the
Cherokee Band of Shawnee descendants)
under section 7 of Public Law 97-372 (96
Stat. 1816).

(12) Judgment funds distributed per capita
or made available for programs for members
of the Miami Tribe of Oklahoma and the
Miami Indians of Indiana under section 7 of
Public Law 97-376 (96 Stat. 1829).

(13) Distributions of judgment funds to
members of the Clallam Tribe of Indians of
the State of Washington (Port Gamble Indian
Community, Lower Elwha Tribal Community
and the Jamestown Band of Clallam Indians)
under section 6 of Public Law 97-402 (96
Stat. 2021).

(14) Judgment funds distributed per capita
or made available for programs for members
of the Pembina Chippewa Indians (Turtle
Mountain Band of Chippewa Indians,
Chippewa Cree Tribe of Rocky Boy’s
Reservation, Minnesota Chippewa Tribe,
Little Shell Band of the Chippewa Indians of
Montana, and the nonmember Pembina
descendants) under section 9 of Public Law
97-403 (96 Stat. 2025).

(15) Per capita distributions of judgment
funds to members of the Assiniboine Tribe of
Fort Belknap Indian Community and the
Papago Tribe of Arizona under sections 6 and
8(d) of Public Law 97-408 (96 Stat. 2036,
2038).

(16) Up to $2,000 of per capita
distributions of judgment funds to members
of the Confederated Tribes of the Warm
Springs Reservation under section 4 of Public
Law 97-436 (96 Stat. 2284).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(17) Judgment funds distributed to the Red
Lake Band of Chippewa Indians under
section 3 of Public Law 98-123 (97 Stat. 816).

(18) Funds distributed per capita or family
interest payments for members of the
Assiniboine Tribe of Fort Belknap Indian
Community of Montana and the Assiniboine
Tribe of the Fort Peck Indian Reservation of
Montana under section 5 of Public Law 98—
124 (97 Stat. 818).

(19) Distributions of judgment funds and
income derived therefrom to members of the
Shoalwater Bay Indian Tribe under section 5
of Public Law 98-432 (98 Stat. 1672).

(20) All distributions to heirs of certain
deceased Indians under section 8 of the Old
Age Assistance Claims Settlement Act, Public
Law 98-500 (98 Stat. 2319).
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Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(21) Judgment funds distributed per capita
or made available for any tribal program for
members of the Wyandotte Tribe of
Oklahoma and the Absentee Wyandottes
under section 106 of Public Law 98-602 (98
Stat. 3151).

(22) Per capita and dividend payment
distributions of judgment funds to members
of the Santee Sioux Tribe of Nebraska, the
Flandreau Santee Sioux Tribe, the Prairie
Island Sioux, Lower Sioux, and Shakopee
Mdewakanton Sioux Communities of
Minnesota under section 8 of Public Law 99—
130 (99 Stat. 552) and section 7 of Public Law
93-134 (87 Stat. 468), as amended by Public
Law 97-458 (96 Stat. 2513; 25 U.S.C. 1407).

(23) Funds distributed per capita or held in
trust for members of the Chippewas of Lake
Superior and the Chippewas of the
Mississippi under section 6 of Public Law
99-146 (99 Stat. 782).

(24) Distributions of claims settlement
funds to members of the White Earth Band
of Chippewa Indians as allottees, or their
heirs, under section 16 of Public Law 99-264
(100 Stat. 70).

(25) Payments or distributions of judgment
funds, and the availability of any amount for
such payments or distributions, to members
of the Saginaw Chippewa Indian Tribe of
Michigan under section 6 of Public Law 99—
346 (100 Stat. 677).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(26) Judgment funds distributed per capita
or held in trust for members of the
Chippewas of Lake Superior and the
Chippewas of the Mississippi under section
4 of Public Law 99-377 (100 Stat. 805).

(27) Judgment funds distributed to
members of the Cow Creek Band of Umpqua
Tribe of Indians under section 4 of Public
Law 100-139 (101 Stat. 822).

(28) Per capita payments of claims
settlement funds to members of the Coushatta
Tribe of Louisiana under section 2 of Public
Law 100-411 (102 Stat. 1097) and section 7
of Public Law 93-134 (87 Stat. 468), as
amended by Public Law 97-458 (96 Stat.
2513; 25 U.S.C. 1407).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(29) Funds distributed per capita for
members of the Hoopa Valley Indian Tribe
and the Yurok Indian Tribe under sections 4,
6 and 7 of Public Law 100-580 (102 Stat.
2929, 2930, 2931) and section 3 of Public
Law 98-64 (97 Stat. 365; 25 U.S.C. 117b).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(30) Judgment funds held in trust by the
United States, including interest and
investment income accruing on such funds,
and judgment funds made available for
programs or distributed to members of the
Wisconsin Band of Potawatomi (Hannahville
Indian Community and Forest County
Potawatomi) under section 503 of Public Law
100-581 (102 Stat. 2945).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(31) All funds, assets, and income from the
trust fund transferred to the members of the
Puyallup Tribe under section 10 of the
Puyallup Tribe of Indians Settlement Act of
1989, Public Law 101-41 (103 Stat. 88, 25
U.S.C. 1773h(c)).

Note—This exclusion does not apply in
deeming income from sponsors to aliens.

(32) Judgment funds distributed per capita,
or held in trust, or made available for
programs, for members of the Seminole
Nation of Oklahoma, the Seminole Tribe of
Florida, the Miccosukee Tribe of Indians of
Florida and the independent Seminole
Indians of Florida under section 8 of Public
Law 101-277 (104 Stat. 145).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(33) Payments, funds, distributions, or
income derived from them to members of the
Seneca Nation of New York under section
8(b) of the Seneca Nation Settlement Act of
1990, Public Law 101-503 (104 Stat. 1297, 25
U.S.C. 1774f).

Note—This exclusion does not apply in
deeming income from sponsors to aliens.

(34) Per capita distributions of settlement
funds under section 102 of the Fallon Paiute
Shoshone Indian Tribes Water Rights
Settlement Act of 1990, Public Law 101-618
(104 stat. 3289) and section 7 of Public Law
93-134 (87 Stat. 468), as amended by Public
Law 97-458 (96 Stat. 2513; 25 U.S.C. 1407).

(35) Settlement funds, assets, income,
payments, or distributions from Trust Funds
to members of the Catawba Indian Tribe of
South Carolina under section 11(m) of Public
Law 103-116 (107 Stat. 1133).

(36) Settlement funds held in trust
(including interest and investment income
accruing on such funds) for, and payments
made to, members of the Confederated Tribes
of the Colville Reservation under section 7(b)
of Public Law 103-436 (108 Stat. 4579).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(c) Receipts from Lands Held in Trust for
Certain Tribes or Groups—

(1) Receipts from land held in trust by the
federal government and distributed to
members of certain Indian tribes under
section 6 of Public Law 94-114 (89 Stat. 579,
25 U.S.C. 45%).

Note—This exclusion applies to the
income of sponsors of aliens only if the alien
lives in the sponsor’s household.

(2) Receipts derived from trust lands
awarded to the Pueblo of Santa Ana and
distributed to members of that tribe under
section 6 of Public Law 95-498 (92 Stat.
1677).

(3) Receipts derived from trust lands
awarded to the Pueblo of Zia of New Mexico
and distributed to members of that tribe
under section 6 of Public Law 95-499 (92
Stat. 1680).

V. Other

* * * * *

(f) The value of any child care provided or
arranged (or any payment for such care or
reimbursement for costs incurred for such
care) under the Child Care and Development
Block Grant Act, as amended by section 8(b)
of Public Law 102-586 (106 Stat. 5035).

(9) Payments made to individuals because
of their status as victims of Nazi persecution
excluded pursuant to section 1(a) of the
Victims of Nazi Persecution Act of 1994,
Public Law 103-286 (108 Stat. 1450).

3. The authority citation for subpart L
of part 416 continues to read as follows:

Authority: Secs. 702(a)(5), 1602, 1611,
1612, 1613, 1614(f), 1621, and 1631 of the
Social Security Act (42 U.S.C. 902(a)(5),
1381a, 1382, 1382a, 1382b, 1382c¢(f), 1382j,
and 1383); sec. 211, Public Law 93-66, 87
Stat. 154 (42 U.S.C. 1382 note).

4.1n 8416.1236, paragraph (a)(2) is
revised; the last sentence of paragraph
(2)(12) is revised; paragraphs (a)(13),
(a)(16), and (a)(19) are removed;
paragraphs (a)(14), (2)(15), (a)(17),
(a)(18), and (a)(20) are redesignated as
paragraph (a)(13), (a)(14), (a)(15), (a)(16),
and (a)(17), respectively; and a new
paragraph (a)(18) is added to read as
follows:

§416.1236 Exclusions from resources;
provided by other statutes.

(a) * * *

(2) Payments made to Native
Americans as listed in paragraphs (b)
and (c) of section IV of the appendix to
subpart K of part 416, as provided by
Federal statutes other than the Social
Security Act.

* * * * *

(12) * * * For the treatment of
ANRVC dividend distributions, see
paragraph (a)(10) of this section.

* * * * *

(18) Payments made to individuals
because of their status as victims of Nazi
persecution excluded pursuant to
section 1(a) of the Victims of Nazi
Persecution Act of 1994, Public Law
103-286 (108 Stat. 1450).

5. In §416.1245, the introductory text
of paragraph (b)(3)(ii), is revised to read
as follows:

§416.1245 Exceptions to required
disposition of real property.
* * * * *

b * X *

Esg * X *

(i) Within 30 days of receiving notice
that we have accepted the individual’s
signed written agreement to dispose of
the property, and absent good cause for
not doing so, the individual must:

* * * * *

6. The authority citation for subpart T

of part 416 continues to read as follows:

Authority: Secs. 702(a)(5), 1616, 1618, and
1631 of the Social Security Act (42 U.S.C.
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902(a)(5), 1382e, 1382g, and 1383); sec. 212,
Public Law 93-66, 87 Stat. 155 (42 U.S.C.
1382 note); sec. 8(a), (b)(1)—(b)(3), Public Law
93-233, 87 Stat. 956 (7 U.S.C. 612c note,
1431 note and 42 U.S.C. 1382¢ note); secs.
1(a)—(c) and 2(a), 2(b)(1), 2(b)(2), Public Law
93-335, 88 Stat. 291 (42 U.S.C. 1382 note,
1382e¢ note).

7. Section 416.2096 is amended by
adding a new paragraph (c)(6) to read as
follows:

§416.2096 Basic pass-along rules.

* * * * *

(C) * * *

(6) To determine whether a State’s
expenditures for supplementary
payments in the 12-month period
beginning on the effective date of any
increase in the level of SSI benefits are
not less than the State’s expenditures for
the payments in the preceding 12-month
period, in computing the State’s
expenditures, we disregard, pursuant to
a one-time election of the State, all
expenditures by the State for the
retroactive supplementary payments
that are required to be made under the
Sullivan v. Zebley, 493 U.S. 521 (1990)
class action.

* * * * *

[FR Doc. 97-14615 Filed 6-5-97; 8:45 am]
BILLING CODE 4190-29-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 172
[Docket No. 91F-0160]

Food Additives Permitted For Direct
Addition to Food For Human
Consumption; Polydextrose

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
food additive regulations to provide for
the safe use of polydextrose as a
formulation aid in film coatings applied
to vitamin and mineral supplement
tablets. This action is in response to a
petition filed by Scientific Services,
Colorcon (Colorcon).

DATES: Effective June 6, 1997; written
objections and requests for a hearing by
July 7, 1997.

ADDRESSES: Submit written objections to
the Dockets Management Branch (HFA-
305), Food and Drug Administration,
12420 Parklawn Dr., rm. 1-23,
Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Rosalie M. Angeles, Center for Food
Safety and Applied Nutrition (HFS—
206), Food and Drug Administration,
200 C St. SW., Washington, DC 20204,
202-418-3107.

SUPPLEMENTARY INFORMATION: In a notice
published in the Federal Register of
May 31, 1991 (56 FR 24821), FDA
announced that a food additive petition
(FAP 1A4258) had been filed by
Colorcon, 415 Moyer Blvd., West Point,
PA 19486, proposing that §172.841
Polydextrose (21 CFR 172.841) be
amended to provide for the safe use of
polydextrose as a formulation aid (film
former/adhesion promoter) in film
coatings applied to vitamin and mineral
supplement tablets.

Film coatings are applied to tableted
food supplements to mask taste and to
facilitate both swallowing and
identification. In the petition, data were
provided by the petitioner to establish
that : (1) Polydextrose provides
substantial improvement in the
adhesion of the coating to tableted food
supplements, and (2) it considerably
improves the stability of colored
coatings. The petitioner also established
that the optimal level of polydextrose in
the coating is 25 percent. With the
coating constituting 5 percent of the
tablet, the polydextrose content in the
final coated product would be about
1.25 percent by weight or a maximum
of 13 milligrams (mg) per tablet. Thus,
even for heavy users of food
supplements (consuming 5 to 10 tablets
per day), the petitioner estimates that
the maximum consumption of
polydextrose from the proposed use of
the additive in vitamin and mineral
supplements would be no more than
130 mg per person per day (Ref. 1).

FDA concurs with the petitioner’s
estimates of consumer exposure to the
additive from the petitioned use.
Further, the agency finds that this
consumption is insignificant compared
to the cumulative intake of polydextrose
from all currently regulated uses of the
additive.

Accordingly, based on its evaluation
of the data in the petition and other
relevant material, FDA concludes that
the proposed food additive use is safe,
that the additive will achieve its
intended technical effect, and that
therefore, the regulations should be
amended as set forth below.

In accordance with §171.1(h) (21 CFR
171.1(h)), the petition and the
documents that FDA considered and
relied upon in reaching its decision to
approve the petition are available for
inspection at the Center for Food Safety
and Applied Nutrition by appointment

with the information contact person
listed above. As provided in §171.1(h),
the agency will delete from the
documents any materials that are not
available for public disclosure before
making the documents available for
inspection.

The agency has carefully considered
the potential environmental effects of
this action. FDA has concluded that the
action will not have a significant impact
on the human environment, and that an
environmental impact statement is not
required. The agency’s finding of no
significant impact and the evidence
supporting that finding, contained in an
environmental assessment, may be seen
in the Dockets Management Branch
(address above) between 9 a.m. and 4
p-m., Monday through Friday.

Any person who will be adversely
affected by this regulation may at any
time on or before July 7, 1997, file with
the Dockets Management Branch
(address above) written objections
thereto. Each objection shall be
separately numbered, and each
numbered objection shall specify with
particularity the provisions of the
regulation to which objection is made
and the grounds for the objection. Each
numbered objection on which a hearing
is requested shall specifically so state.
Failure to request a hearing for any
particular objection shall constitute a
waiver of the right to a hearing on that
objection. Each numbered objection for
which a hearing is requested shall
include a detailed description and
analysis of the specific factual
information intended to be presented in
support of the objection in the event
that a hearing is held. Failure to include
such a description and analysis for any
particular objection shall constitute a
waiver of the right to a hearing on the
objection. Three copies of all documents
shall be submitted and shall be
identified with the docket number
found in brackets in the heading of this
document. Any objections received in
response to the regulation may be seen
in the Dockets Management Branch
between 9 a.m. and 4 p.m., Monday
through Friday.

Reference

The following reference has been
placed on display in the Dockets
Management Branch (address above)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday.

1. Memorandum dated July 31, 1996, from
Z. S.Olempska-Beer, Division of Product
Manufacture and Use, FDA, to R. M. Angeles
concerning review of chemistry data in FAP
1A4258.
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List of Subjects in 21 CFR Part 172

Food additives, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Director, Center for Food Safety and
Applied Nutrition, 21 CFR part 172 is
amended as follows:

PART 172—FOOD ADDITIVES
PERMITTED FOR DIRECT ADDITION
TO FOOD FOR HUMAN
CONSUMPTION

1. The authority citation for 21 CFR
part 172 continues to read as follows:

Authority: Secs. 201, 401, 402, 409, 701,
721 of the Federal Food, Drug and Cosmetic
Act (21 U.S.C. 321, 341, 342, 348, 371, 379¢).

2. Section §172.841 is amended by
revising paragraph (c) to read as follows:

§172.841 Polydextrose.

* * X X *

(c) Polydextrose is used in accordance
with current good manufacturing
practices as a bulking agent, formulation
aid, humectant, and texturizer in the
following foods when standards of
identity established under section 401
of the act do not preclude such use:
Baked goods and baking mixes
(restricted to fruit, custard, and
pudding-filled pies; cakes; cookies; and
similar baked products); chewing gum;
confections and frostings; dressings for
salads; frozen dairy desserts and mixes;
fruit spreads; gelatins, puddings and
fillings; hard and soft candy; peanut
spread; sweet sauces, toppings, and
syrups; film coatings on single and
multiple vitamin and mineral
supplement tablets.

* * * * *

Dated: May 8, 1997.
Fred R. Shank,

Director, Center for Food Safety and Applied
Nutrition.

[FR Doc. 97-14752 Filed 6-5-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 886
[Docket No. 95N-0400]

Ophthalmic Devices: Reclassification
of Rigid Gas Permeable Contact Lens
Solution; Soft (Hydrophilic) Contact
Lens Solution; and Contact Lens Heat
Disinfecting Unit

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule reclassifying from class Il
(premarket approval) to class Il (special
controls) rigid gas permeable contact
lens solution, soft (hydrophilic) contact
lens solution, and the contact lens heat
disinfection unit. Collectively, these
devices are referred to as transitional
contact lens care products, which
include saline solutions; in-eye
lubricating/rewetting drops; disinfecting
and conditioning products; contact lens
cleaners; and heat disinfecting units.
This reclassification is in accordance
with provisions in the Federal Food,
Drug, and Cosmetic Act (the act), as
amended by the Medical Device
Amendments of 1976 (the 1976
amendments) and the Safe Medical
Devices Act of 1990 (the SMDA).
Elsewhere in this issue of the Federal
Register, FDA is announcing the
availability of a guidance describing the
evidence that may demonstrate the
substantial equivalence of new contact
lens care products to legally marketed
predicate lens care products.

EFFECTIVE DATE: July 7, 1997.

FOR FURTHER INFORMATION CONTACT:
James F. Saviola, Center for Devices and
Radiological Health (HFZ-460), Food
and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301-594-1744.

SUPPLEMENTARY INFORMATION:

l. Background
The act (21 U.S.C. 321 et. seq.), as

amended by the 1976 amendments (Pub.

L. 94-295) and the SMDA (Pub. L. 101-
629), established a comprehensive
system for the regulation of medical
devices intended for human use.
Section 513 of the act (21 U.S.C. 360c)
establishes three classes of devices,
depending on the regulatory controls
needed to provide reasonable assurance
of their safety and effectiveness: Class I,
general controls; class Il, special

controls; and class Ill, premarket
approval.

The 1976 amendments broadened the
definition of “‘device” in section 201(h)
of the act (21 U.S.C. 321(h)) to include
certain articles that were once regulated
as drugs. Under the 1976 amendments,
Congress classified into class Il all
transitional devices (i.e., those devices
previously regulated as new drugs). The
legislative history of the SMDA reflects
congressional concern that many
transitional devices were being
overregulated in class Ill (H. Rept. 808,
101st Cong., 2d sess. 26—27 (1990); S.
Rept. 513, 101st Cong., 2d sess. 2627
(1990)). Congress amended section
520(l) of the act (21 U.S.C. 360j(l)) to
direct FDA to collect certain safety and
effectiveness information from the
manufacturers of transitional devices
still remaining in class 1l to determine
whether the devices should be
reclassified into class Il (special
controls) or class | (general controls).
Accordingly, in the Federal Register of
November 14, 1991 (56 FR 57960), FDA
issued an order under section
520(1)(5)(A) of the act, requiring
manufacturers of transitional devices,
including rigid gas permeable contact
lens solution (§886.5918 (21 CFR
886.5918)); soft (hydrophilic) contact
lens solution (8§ 886.5928 (21 CFR
886.5928)); and the contact lens heat
disinfection unit (§ 886.5933 (21 CFR
886.5933)), to submit to FDA a summary
of, and a citation to, any information
known or otherwise available to them
respecting the devices, including
adverse safety or effectiveness
information which had not been
submitted under section 519 of the act
(21 U.S.C. 360i). Manufacturers were to
submit the summaries and citations to
FDA by January 13, 1992. However,
because of misunderstandings and
uncertainties regarding the information
required by the order, and whether the
order applied to certain manufacturers’
devices, many transitional class Il
device manufacturers failed to comply
with the reporting requirement by
January 13, 1992. Consequently, in the
Federal Register of March 10, 1992 (57
FR 8462), FDA extended the reporting
period to March 31, 1992.

Section 520(1)(5)(B) of the act,
provides that, after the issuance of an
order requiring manufacturers to submit
a summary of, and citation to, any
information known or otherwise
available respecting the devices, but
before December 1, 1992, FDA was to
publish regulations either leaving
transitional class Il devices in class Il
or reclassifying them into class | or 1l.
Subsequently, as permitted by section
520(1)(5)(C) of the act, in the Federal
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Register of November 30, 1992 (57 FR
56586), the agency published a notice
extending the period for issuing such
regulations until December 1, 1993. Due
to limited resources, FDA was unable to
publish the regulations before the
December 1, 1993, deadline.

In the Federal Register of April 1,
1996 (61 FR 14277), FDA published a
proposed rule to reclassify from class Ill
(premarket approval) to class Il (special
controls) rigid gas permeable contact
lens solution, soft (hydrophilic) contact
lens solution, and the contact lens heat
disinfecting unit. The proposed rule
contained reasons for the proposed
reclassification, identified the risks to
health presented by the device, and
included a summary of the data upon
which the proposed reclassification was
based. Written comments were
requested by June 17, 1996.

1. Summary and Analysis of Comments
and FDA'’s Responses

Only one person from the public
commented on the proposal. This
comment stated that: (1) The proposed
rule did not provide a rational basis for
reclassification because it did not
summarize, or provide a bibliography
of, supporting safety and effectiveness
information so that interested persons
could challenge the proposal; (2) FDA
was basing its reclassification on
protected information in approved
premarket approval applications
(PMA’s) and on information submitted
in response to the order issued under
section 520(1)(5)(A) of the act; and (3)
the special control document only
addresses safety issues and does not
encompass device effectiveness.

FDA disagrees that the proposed rule
did not provide a rational basis for
reclassification of these devices. Section
520(1)(5)(B) states: “In determining
whether to revise the classification of a
device or to require a device to remain
in class Ill, the Secretary shall apply the
criteria set forth in section 513(a).” In
accordance with those criteria, FDA has
determined that special controls, in the
form of the 510(k) guidance document
would provide reasonable assurance of
the safety and effectiveness of these
devices. FDA made this determination
based on its identification of the risks to
health presented by these devices and
on its review of preclinical and clinical
data and adverse experience reports.
FDA did not use information made
available under section 520(h)(1) or
(h)(2) of the act to “‘establish the safety
or effectiveness of another device’’, as
alleged by the comment.

The SMDA mandates that FDA review
the classification of transitional devices
and reclassify them into class I or class

Il unless FDA can justify requiring them
to remain in class Ill. FDA has
determined that premarket approval is
not necessary for these devices because
a special control entitled, ““Guidance for
Industry; Premarket Notification
(510(k)) Guidance Document for Contact
Lens Care Products,” is sufficient to
provide reasonable assurance of the
safety and effectiveness of the devices.
Consequently, FDA cannot justify
requiring these devices to remain in
class Ill.

FDA believes that it was Congress’
intent that, whenever possible, FDA use
the historical information and expertise
it has obtained in reviewing scientific
data to designate special controls that
can be used as a basis for reclassifying
devices. FDA has had over 25 years of
experience in reviewing and evaluating
preclinical and clinical data contained
in more than 100 PMA'’s; hundreds of
PMA annual reports that include
identification of adverse reactions
reported for the device; the medical
device reporting (MDR) data base within
FDA; information submitted under
section 520(1)(5)(A) of the act; and
volumes of scientific literature for
contact lens care products. FDA did not
publish a bibliography of literature
articles supporting safety and
effectiveness information because of the
voluminous number of literature articles
published for all of the devices included
in this reclassification. FDA is not using
data from PMA’s to support
reclassification of these devices and will
not disclose protected information in
approved PMA’s.

FDA disagrees that the guidance
document does not address
effectiveness issues. Some examples of
recommended testing to address
effectiveness included in the document
are cleaning effectiveness, compatibility
testing, and clinical testing to confirm
results of preclinical testing.

The same comment suggested that the
agency clarify the classification status of
contact lens cases.

At the January 26, 1995, meeting of
the Ophthalmic Devices Panel, members
unanimously recommended that contact
lens cases be classified in class Il. In the
near future, FDA intends to publish a
proposal in the Federal Register
classifying contact lens cases in class Il
and including them under § 886.5928.

In accordance with sections
520(1)(5)(B) and 513(a) of the act, FDA
is reclassifying rigid gas permeable
contact lens solution (8§ 886.5918); soft
(hydrophilic) contact lens solution
(8 886.5928); and the contact lens heat
disinfection unit (8 886.5933) from class
Il (premarket approval) to class Il
(special controls). FDA does not believe

that these devices can be classified into
class | because general controls by
themselves are insufficient to provide
reasonable assurance of the safety and
effectiveness of the devices. However,
FDA does believe that these devices can
be classified into class Il because
sufficient information exists to establish
special controls to provide reasonable
assurance of their safety and
effectiveness. The revised guidance
document entitled, ‘““Guidance for
Industry; Premarket Notification
(510(k)) Guidance Document for Contact
Lens Care Products,” the availability of
which is being announced elsewhere in
this issue of the Federal Register, is the
special control that FDA believes is
necessary to provide such assurance.

I11. Transitional Phase for Pending
PMA's for Contact Lens Care Products

Below, FDA discusses how it will
deal with the pending original and
supplemental PMA'’s involving contact
lens care products currently filed with
the agency. As of today’s date, all
pending PMA applications will need to
be examined to identify: (1) Those that
are no longer subject to PMA review and
can be converted to 510(k)’s or
withdrawn and resubmitted to FDA by
the sponsor to be evaluated through the
510(k) process; and (2) those that can be
withdrawn by the sponsor and are not
required to be resubmitted and
evaluated as a 510(Kk) prior to
implementing the request. FDA will
make all final decisions on converted
PMA’s based on 510(k) regulatory
requirements as elaborated in the
document entitled, ““‘Guidance for
Industry; Premarket Notification
(510(k)) Guidance Document for Contact
Lens Care Products.”

To ensure expeditious conversions,
sponsors should review their pending
PMA’s and advise the agency as to what
administrative action the sponsor
believes needs to be taken regarding
their pending applications affected by
the reclassification. As of the effective
date of this final rule, FDA will suspend
the review of each pending original and
supplemental PMA affected in whole or
in part by this reclassification until the
respective sponsor amends its
application, setting forth the status of
the device and the administrative action
requested.

To convert a pending original or
supplemental PMA to a 510(k), the
sponsor should submit an amendment
to the applicable PMA or supplemental
PMA requesting that it be converted in
total to a 510(k). The amendment
should: (1) Request that the application
be converted in total to a 510(k), (2)
include a claim of substantial
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equivalence to a previously approved
contact lens care product (a product
included in this reclassification), and (3)
provide all 510(k) content requirements
not submitted in the pending PMA or
supplemental PMA, thus making the
application as complete as possible
when converted to a 510(k). Because
preclinical and clinical data formerly
required in a PMA may be necessary to
support a substantial equivalence
determination, a sponsor may provide
references to applicable preclinical and
clinical data contained in the sponsor’s
approved PMA(’s) rather than
duplicating the same data in a 510(k).
When referencing data previously
reviewed by the agency, the sponsor
should clearly identify the relevant
PMA number(s) and section(s) of the
PMA or supplemental PMA. Pending
original or supplemental PMA’s
converted to 510(k)’s will retain their
position in the review queue (if they are
complete), and the review process will
continue without further delay.

To withdraw and resubmit a pending
original or supplemental PMA, the
sponsor should first submit an
amendment to the applicable PMA
requesting that it be withdrawn. The
sponsor should then determine whether
the request should be resubmitted and
evaluated through the 510(k) process or
be implemented without the need for
submission of a 510(k). All original
PMA'’s should be resubmitted as
510(k)’s. However, not all supplemental
PMA requests require the submission of
a 510(k). For example, unlike PMA'’s,
under the 510(k) regulations, sponsors
are not required to submit a 510(k) for
an additional manufacturing site for a
cleared device. To determine whether a
510(k) is required, the sponsor should
consult the 510(k) procedures (21 CFR
part 807) and the “Guidance for
Industry Premarket Notification (510(k))
Guidance Document for Contact Lens
Care Products.” Any required 510(k)
submission should follow the content
and format requirements for 510(k)’s.
However, sponsors may provide
references to preclinical and clinical
data in the pending PMA or in approved
PMA'’s rather than duplicating the data
in a 510(k). When referencing data
previously reviewed by the agency, the
sponsor should clearly identify the
relevant PMA number(s) and sections of
the PMA or supplemental PMA. The
sponsor should include in the 510(k) a
claim of substantial equivalence to an
applicable legally marketed contact lens
care product (a product included in this
reclassification) and a summary of
safety and effectiveness information or a
statement that the sponsor will make the

safety and effectiveness information
available to interested persons upon
request.

To withdraw a pending supplemental
PMA that contains a request that can be
implemented without the need for
submission of a 510(k), the sponsor
should submit an amendment to the
applicable supplemental PMA
requesting that it be withdrawn.

In addition, sponsors should
determine if there is information in the
pending PMA that would not be needed
when resubmitted as a 510(k)
application. In making this
determination, FDA cautions sponsors
to review the regulations pertaining to
releasability of information in PMA’s
and 510(k) submissions since different
disclosure rules apply to PMA’s and
510(k) submissions. For this reason, a
manufacturer may choose not to have a
pending PMA converted to a 510(k)
submission, but instead choose to
withdraw the pending application,
purge it of unnecessary information that
the sponsor might not want released,
and resubmit the relevant data in a new
510(k) submission.

If a sponsor fails to submit an
amendment as outlined above within
180 days of the effective date of
reclassification, FDA will consider the
pending PMA or PMA supplement to be
voluntarily withdrawn. In such cases,
the agency will notify the sponsor by
letter of the withdrawal. All
amendments to pending PMA’s shall
include the PMA or PMA supplement
number and shall be addressed to the
PMA Document Mail Center (HFZ-401),
Center for Devices and Radiological
Health, Office of Device Evaluation,
9200 Corporate Blvd., Rockville, MD
20850. Additional questions regarding
administrative procedures resulting
from this reclassification should be
directed to the PMA Staff (Kathy
Poneleit, 301-594-2186), or to the
Division of Ophthalmic Devices,
Vitreoretinal and Extraocular Devices
Branch (James F. Saviola, or Muriel
Gelles, 301-594-1744.)

IV. Environmental Impact

The agency has determined under 21
CFR 25.24(a)(8) 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.

V. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612). 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). The agency
believes that this final rule is consistent
with the regulatory philosophy and
principles identified in the Executive
Order. In addition, the final rule is not

a significant regulatory action as defined
by the Executive Order and so is not
subject to review under the Executive
Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because this final rule would
reduce the regulatory burdens for all
manufacturers of contact lens care
products covered by this rule, the
Commissioner of Food and Drugs
certifies that the final rule will not have
a significant economic impact on a
substantial number of small entities.
Therefore, under the Regulatory
Flexibility Act, no further analysis is
required.

Accordingly, FDA is amending the
regulations in §8886.5918, 886.5928,
and 886.5933 as set forth below.

List of Subjects in 21 CFR Part 886

Medical devices, Ophthalmic goods
and services.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 886 is
amended as follows:

PART 886—OPHTHALMIC DEVICES

1. The authority citation for 21 CFR
part 886 continues to read as follows:

Authority: Secs. 501, 510, 513, 515, 520,
701 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 351, 360, 360c, 360e, 360j,
371).

2. Section 886.5918 is revised to read
as follows:

§886.5918 Rigid gas permeable contact
lens care products.

(a) ldentification. A rigid gas
permeable contact lens care product is
a device intended for use in the
cleaning, conditioning, rinsing,
lubricating/rewetting, or storing of a
rigid gas permeable contact lens. This
includes all solutions and tablets used
together with rigid gas permeable
contact lenses.

(b) Classification. Class Il (Special
Controls) Guidance Document:
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“Guidance for Industry Premarket
Notification (510(k)) Guidance
Document for Contact Lens Care
Products.”

3. Section 886.5928 is revised to read
as follows:

§886.5928 Soft (hydrophilic) contact lens
care products.

(a) Identification. A soft (hydrophilic)
contact lens care product is a device
intended for use in the cleaning, rinsing,
disinfecting, lubricating/rewetting, or
storing of a soft (hydrophilic) contact
lens. This includes all solutions and
tablets used together with soft
(hydrophilic) contact lenses and heat
disinfecting units intended to disinfect
a soft (hydrophilic) contact lens by
means of heat.

(b) Classification. Class Il (Special
Controls) Guidance Document:
“Guidance for Industry Premarket
Notification (510(k)) Guidance
Document for Contact Lens Care
Products.”

§886.5933 [Removed and Reserved]

4, Section 886.5933 Contact lens heat
disinfection unit is removed and
reserved.

Dated: May 28, 1997.

Joseph A. Levitt,

Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.

[FR Doc. 97-14751 Filed 6-5-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 100
[CGD01-97-009]
RIN 2115-AE46

Special Local Regulation: Fireworks
Displays Within the First Coast Guard
District

AGENCY: Coast Guard, DOT.
ACTION: Final rule.

SUMMARY: The Coast Guard is revising
the special local regulation for annual
fireworks displays in the First Coast
Guard District. The final rule includes
additional fireworks displays and
arranges the events listed in Table 1 by
event date. This regulation is necessary
to control vessel traffic within the
immediate vicinity of the fireworks
launch sites and to ensure the safety of
life and property during each event.
DATE: Effective June 23, 1997.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Commander James B.

Donovan, Office of Search and Rescue,
First Coast Guard District, (617) 223—
8268.

SUPPLEMENTARY INFORMATION:
Regulatory History

A notice of proposed rulemaking
(NPRM) was published on April 21,
1997, (62 FR 19240) in the Federal
Register proposing to update the
permanent special local regulation for
the annually recurring fireworks
displays in the First Coast Guard
District. The Coast Guard received no
comments on the proposed rulemaking.
A public hearing was not requested and
one was not held.

Background and Purpose

Each year, organizations in the First
District sponsor fireworks displays in
the same general location during the
same general time period. The Coast
Guard is updating the special local
regulation at 33 CFR 100.114 which
provides a regulated area surrounding
the launch platform used during each
fireworks display. Table 1 of the
regulation provides dates and locations
for the annual fireworks events. This
final rule updates Table 1 by adding and
deleting several events. Table 1 has also
been revised to list the events in
chronological order to ease
administration by the Coast Guard and
provide better notice to the public.

Each event listed in Table 1 will use
a barge or on-shore site as the fireworks
launch platform. The special local
regulation controls vessel movement
within a 500 yard radius around the
launch platform to ensure the safety of
persons and property at these events. In
the event the fireworks are launched
from shore, the regulated area only
includes navigable waters that fall
within a 500 yard radius of the launch
site. Coast Guard personnel on-scene
may allow persons within the 500 yard
radius should conditions permit. The
Coast Guard publishes notices in the
Federal Register each year which
provide the exact dates and times for
these events.

Good cause exists for this rule to
become effective in less than 30 days.
Due to the need to publish notice in the
Federal Register of the exact dates and
times of each event and the necessity to
have the regulation in effect for events
celebrating the Fourth of July, this final
rule is being made effective in less than
30 days after publication. Any delay
encountered in making this rule
effective would be contrary to the public
interest as the rule is needed to ensure
the safety of the boating public during
these events.

Discussion of Changes

No comments were received. The
Coast Guard has deleted the Museum of
Science Memorial Day Fireworks and
the Yampol Family Fireworks from
Table 1. Both events are no longer held.
Also, the Macys’ July 4th Fireworks
Display has been deleted from Table 1
since it is not an appropriate event for
inclusion in section 100.114.

Regulatory Evaluation

This proposal is not a significant
regulatory action under Executive Order
12866 and does not require an
assessment of potential costs and
benefits under section 6(a)(3) of that
order. It has been reviewed by the Office
of Management and Budget under that
order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979). Due
to the short duration of each fireworks
display, the advance notice provided to
the marine community, and the small
size of each regulated area, the Coast
Guard expects the economic impact of
this proposal to be so minimal that a full
Regulatory Evaluation, under paragraph
10e of the regulatory policies and
procedures of DOT, is unnecessary.

Small Entities

The Coast Guard has considered the
economic impact of this rule on small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.) For the reasons
discussed in the Regulatory Evaluation,
the Coast Guard has determined that
this rule will have no significant
economic impact on small entities. If,
however, you think that your business
or organization qualifies as a small
entity and that this rule will have a
significant economic impact on your
business or organization, please submit
a comment explaining why you think it
qualifies and in what way and to what
degree this rule will economically affect
it.

Collection of Information

This proposal contains no collection
of information requirements under the
Paperwork Reduction Act (44 U.S.C.
3501 et seq.).

Federalism

The Coast Guard has analyzed this
proposal under the principles and
criteria contained in Executive Order
12612 and has determined that this
proposal does not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.
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Environment

The Coast Guard has considered the
environmental impacts of this proposal
and concluded that, under paragraph
2.B.2.e.34(h) of COMDTINST 16475.1B,
(as revised by 61 FR 13564, March 27,
1996) this proposal is a special local
regulation issued in conjunction with
annual regattas or marine parades and is
categorically excluded from further
environmental documentation.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Records and recordkeeping
requirements, Waterways.

Final Regulation

For reasons set out in the preamble,
the Coast Guard amends 33 CFR Part
100 as follows:

PART 100—[AMENDED]

1. The authority citation for Part 100
continues to read as follows:

Authority: 33 USC 1233 through 1236; 49
CFR 1.46; 33 CFR 100.35.

2. In section 100.114 table 1 is revised
to read as follows:

§100.114 First Coast Guard District
Fireworks.
* * * * *

Table 1—Fireworks Displays
December

1. First Night Fireworks

Sponsor: First Night Inc.

Date: December 31

Location: Boston Inner Harbor, Boston,
MA

2. Night Martha’s Vineyard

Sponsor: Town of Martha’s Vineyard
Chamber of Commerce

Date: December 31

Location: Vineyard Haven Harbor,
Martha’s Vineyard, MA

3. First Night Mystic

Sponsor: Mystic Community Center

Date: December 31

Location: Mystic River, Mystic, CT

4. City of New Bedford First Night

Sponsor: City of New Bedford

Date: December 31

Location: New Bedford Harbor, New
Bedford, MA

May

1. Hull Memorial Day Festival

Sponsor: Town of Hull

Date: Memorial Day week or weekend

Location: Nantasket Beach, Hull, MA

2. Ellis Island Medals of Honor
Ceremony Fireworks Display

Sponsor: National Ethnic Coalition of
Organizations

Date: Third Sunday of May

Location: Upper Bay New York Harbor,
New York, NY

June

1. Brick Founders Day Fireworks

Sponsor: Brick Township Chamber of
Commerce

Date: First weekend in June

Location: Metedeconk River, Windward
Beach, Brick Township, NJ

2. Barnum Festival Fireworks

Sponsor: The Barnum Foundation

Date: A date during the last week of
June or first week of July

Location: Location Seaside Park—
Bridgeport Harbor, Bridgeport, CT

July

1. Boston Harborfest Fireworks

Sponsor: Harborfest Committee

Date: A date during late June/early July

Location: Boston Inner Harbor, Boston,
MA

2. American Legion Post 83 Fireworks

Sponsor: Town of Branford American
Legion Post 83

Date: A date during late June/early July

Location: Branford Point, Branford, CT

3. Devon Yacht Club Fireworks

Sponsor: Devon Yacht Club,
Amagansett, NY

Date: A date within the first week of
July

Location: Devon Yacht Club,
Amagansett, NY

4. Hempstead Fireworks

Sponsor: Town of Hempstead, NY

Date: A date within the first week of
July

Location: Point Lookout, Hempstead,
NY

5. Schooner Days Fireworks

Sponsor: Town of Rockland Chamber of
Commerce

Date: A date within the first two weeks
of July

Location: Rockland Harbor, Rockland,
ME

6. Summer Music Fireworks

Sponsor: Summer Music, Inc.

Date: On or about July 3

Location: Niantic River, Harkness Park,
Waterford, CT

7. Bangor Fireworks

Sponsor: Bangor 4th of July Corporation

Date: On or about July 4

Location: Bangor/Brewer waterfront, ME

8. Bar Harbor Fireworks

Sponsor: Bar Harbor Chamber of
Commerce

Date: On or about July 4

Location: Bar Harbor/Bar Island, ME

9. Stewarts 4th of July Fireworks
Display

Sponsor: W. P. Stewart

Date: On or about July 4

Location: Somes Sound, Northeast
Harbor, ME

10. Walsh’s Fireworks

Sponsor: Mr. Patrick Walsh

Date: On or about July 4

Location: Union River Bay, ME

11. Colchester Bay, VT

Sponsor: Town of Colchester Parks and
Recreation Dept.

Date: On or about July 4

Location: Malletts Bay, Lake Champlain,
Colchester, VT

12. Town of Barnstable Fireworks

Sponsor: Town of Barnstable

Date: On or about July 4

Location: Dunbar Point/Kalmus Beach,
Barnstable, MA

13. Fourth of July Celebration

Sponsor: Farms-Pride 4th of July
Committee, Inc.

Date: On or about July 4

Location: West Beach, Manchester Bay,
Beverly Farms, MA

14. Edgartown Fireworks

Sponsor: Edgartown Firefighters
Association

Date: On or about July 4

Location: Edgartown Harbor,
Edgartown, MA

15. Falmouth Fireworks

Sponsor: Falmouth Fireworks
Committee

Date: On or about July 4

Location: Falmouth Harbor, .25 nm east
of buoy #16, Falmouth, MA

16. Gloucester Fireworks

Sponsor: Gloucester Chamber of
Commerce

Date: On or about July 4

Location: Gloucester Harbor, Gloucester,
MA

17. Marion Fireworks

Sponsor: Town of Marion Fireworks
Committee

Date: On or about July 4

Location: Silver Shell Beach, Marion,
MA

18. City of New Bedford Fireworks

Sponsor: City of New Beford

Date: On or about July 4

Location: New Bedford Harbor, New
Bedford, MA

19. Onset Fireworks

Sponsor: Prudential Commerce Onset
Fire District

Date: On or about July 4

Location: Onset Harbor, Onset, MA

20. Plymouth Fireworks Display

Sponsor: July Four Plymouth Inc.

Date: On or about July 4

Location: Plymouth Harbor, Plymouth,
MA

21. Wellfleet Fireworks

Sponsor: Wellfleet Fireworks Committee

Date: On or about July 4

Location: Indian Neck Jetty, Wellfleet,
MA

22. Weymouth 4th of July Fireworks

Sponsor: Town of Weymouth
Harbormaster

Date: On or about July 4

Location: Weymouth Fore River,
Weymouth, MA

23. Yarmouth-Dennis Fireworks
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Sponsor: Yarmouth-Dennis Chamber of
Commerce

Date: On or about July 4

Location: Nautucket Sound, east of
channel entrance to Bass River,
Yarmouth, MA

24. Bristol 4th of July Fireworks

Sponsor: Bristol Fourth of July
Committee

Date: On or about July 4

Location: Bristol Harbor, Bristol, RI

25. Oyster Harbor Club Fourth of July
Festival

Sponsor: Oyster Harbor Club, Inc.

Date: On or about July 4

Location: Tim’s Cove, North Bay,
Osterville, RI

26. Shooters Independence Day

Sponsor: Shooters Waterfront Cafe USA

Date: On or about July 4

Location: Providence River off India
Point Park, Providence, RI

27. Tiverton Waterfront Festival

Sponsor: Tiverton Waterfront Festival
Committee

Date: On or about July 4

Location: Grinnel’s Beach, Sakonnet
River, Tiverton, RI

28. Fairfield Aerial Fireworks

Sponsor: Fairfield Park Commission

Date: On or about July 4

Location: Jennings Beach, Long Island
Sound, Fairfield, CT

29. Subfest Fireworks

Sponsor: U.S. Naval Submarine Base

Date: On or about July 4

Location: Thames River, Groton, CT

30. Middletown Fireworks

Sponsor: City of Middletown

Date: On or about July 4

Location: Connecticut River,
Middletown, CT

31. Hartford Riverfest

Sponsor: July 4th Riverfest, Inc.

Date: On or about July 4

Location: Connecticut River, Hartford,
CT

32. City of Norwalk Fireworks

Sponsor: Norwalk Recreation and Parks
Department

Date: On or about July 4

Location: Calf Pasture Beach, Long
Island Sound, Norwalk, CT

33. Norwich American Wharf Fireworks

Sponsor: American Wharf Marina

Date: On or about July 4

Location: Norwich Harbor, Norwich, CT

34. Old Lyme Fireworks

Sponsor: Mr. James R. Rice

Date: On or about July 4

Location: South View Beach, Long
Island Sound, Old Lyme, CT

35. Stratford Fireworks

Sponsor: Town of Stratford

Date: On or about July 4

Location: Short Beach, Stratford, CT

36. Westport P.A.L. Fireworks

Sponsor: Westport Police Athletic
League

Date: On or about July 4

Location: Compo Beach, Westport, CT

37. Bayville Crescent Club Fireworks

Sponsor: Bayville Crescent Club,
Bayville, NY

Date: On or about July 4

Location: Cooper Bluff, Cove Neck, NY

38. Montauk Independence Day

Sponsor: Montauk Chamber of
Commerce

Date: On or about July 4

Location: Montauk Town Beach,
Montauk, NY

39. Dolan Family Fireworks

Sponsor: Mr. Charles F. Dolan

Date: On or about July 4

Location: Cove Point, Oyster Bay, NY

40. Jones Beach State Park Fireworks

Sponsor: Long Island State Park
Administration Headquarters

Date: On or about July 4

Location: Fishing Pier, Jones Beach
State Park, Wantagh, NY

41. Staten Island’s 4th of July

Sponsor: Borough of Staten Island

Date: On or about July 4

Location: Raritan Bay, vicinity of federal
anchorages 44 and 45, Ward Point
Bend, NY/NJ

42. Fireworks on the Navesink

Sponsor: Red Bank Fireworks
Committee

Date: On or about July 4

Location: Navesink River, 4 nm WSW
Oceanic Bridge, Red Bank, NJ

43. Brick Summerfest Fireworks

Sponsor: Brick Township Chamber of
Commerce

Date: On or about July 4

Location: Metedeconk River, Windward
Beach, Brick Township, NJ

44. Thames River Fireworks

Sponsor: Town of Groton

Date: Weekend following July 4

Location: Thames River, off Electric
Boat, Groton, CT

45. Stamford Fireworks

Sponsor: City of Stamford

Date: A date within first two weeks of
July

Location: Westcott Cove, Stamford, CT

46. Town of Babylon Fireworks

Sponsor: Town of Babylon, NY

Date: A date within the first two weeks
of July

Location: Nezeras Island, Babylon, NY

47. Boys Harbor Fireworks Extravaganza

Sponsor: Boys Harbor Inc.

Date: Second or third weekend in July

Location: Three Mile Harbor, East
Hampton, NY

48. Belfast Fireworks

Sponsor: Belfast Bay Festival Committee

Date: Third Saturday in July

Location: Belfast Bay, ME

August

1. National Night Out Against Crime
Sponsor: 100th Precinct Community
Council

Date: First Tuesday of August

Location: Rockaway Park, Rockaway
Beach, NY

2. Summer Music Fireworks

Sponsor: Summer Music Inc.

Date: On or about August 3

Location: Niantic River, Harkness Park,
Waterford, CT

3. Hartford Riverfront Regatta

Sponsor: Riverfront Recapture Inc.

Date: First or second weekend in August

Location: Connecticut River, Hartford,
CT

4. Fall River Celebrates America
Fireworks

Sponsor: Fall River Chamber of
Commerce

Date: Second Saturday in August

Location: Taunton River, vicinity of
bouy #17, Fall River, MA

5. Summer Music Fireworks

Sponsor: Summer Music Inc.

Date: On or about August 23

Location: Niantic River, Harkness Park,
Waterford, CT

6. Oaks Bluff Fireworks

Sponsor: Oaks Bluff Fireman’s Civic
Association

Date: A date during the last two weeks
in August

Location: Oaks Bluff Beach, Oaks Bluff,
MA

7. Camden Fireworks Display

Sponsor: Town of Camden Chamber of
Commerce

Date: Labor Day weekend

Location: Camden Harbor, Camden, ME

8. Gloucester Fireworks

Sponsor: Gloucester Chamber of
Commerce

Date: Labor Day holiday weekend

Location: Gloucester Harbor, Gloucester,
MA

9. Salute to Summer

Sponsor: Naval Education and Training
Center

Date: Friday of weekend preceding
Labor Day holiday weekend

Location: Narragansett Bay, East
Passage, off Coasters Harbor Island,
Newport, RI

10. Norwich Harbor Day Fireworks

Sponsor: Harbor Day Committee

Date: Last Sunday in August

Location: Norwich Harbor, off American
Wharf Marina, Norwich, CT

September

1. Grand Fiesta Italiana

Sponsor: Sons of Italy, Port Washington,
NY

Date: First Saturday following Labor
Day

Location: Hempstead Harbor,
Hempstead, NY

2. Taste of Italy

Sponsor: Italian Heritage Committee

Date: Weekend following Labor Day
holiday weekend
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Location: Norwich Harbor, off Norwich
Marina, Norwich, CT

3. Norwalk Oyster Festival Fireworks

Sponsor: Norwalk Seaport Association

Date: A date within the first two
weekends of September

Location: Norwalk Harbor, Norwalk, CT

4. Anniversary Fireworks

Sponsor: Town of Chilmark

Date: On or about 14 September

Location: Menemsha Beach, Chilmark,
MA

5. City of Yonkers Fireworks

Sponsor: City of Yonkers

Date: Third Saturday of September

Location: Hudson River, Yonkers, NY

6. City of Yonkers Fireworks

Sponsor: City of Yonkers

Date: A date during the second or third
weekend of September

Location: Hudson River

7. Cow Harbor Day Fireworks

Sponsor: Village of Northport Harbor

Date: A date within last two weekends
of September

Location: Sand Pit, Northport Harbor,
Northport, NY

8. Rensselaer Festival

Sponsor: City of Rensselaer

Date: A date during the second or third
weekend in September

Location: Hudson River, Rensselaer, NY

9. Deepavali Festival

Sponsor: Association of Indians in
America, Inc.

Date: A day during last week of
September or first week of October

Location: East River, Manhattan, NY

* * * * *
Dated: May 22, 1997.
J.L. Linnon,

Rear Admiral, U.S. Coast Guard Commander,
First Coast Guard District.

[FR Doc. 97-14742 Filed 6-5-97; 8:45 am]
BILLING CODE 4910-14-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[AL-044-1 9710a; FRL5829-9]

Approval and Promulgation of
Implementation Plans: Revisions to
Several Chapters and Appendices of
the Alabama Department of
Environmental Management (ADEM)
Administrative Code for the Air
Pollution Control Program

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

SUMMARY: On October 30, 1996, the
State of Alabama through ADEM
submitted a State Implementation Plan

(SIP) revision of the ADEM
Administrative Code for the Air
Pollution Control Program. Revisions
were made to Chapters 335-3-1, -2, -3,
-4, -5, -6, -8, -9, -10, -11, -12, -13,
-14, -15, -16, 17, and —-18, Appendices
C, E, and F. The EPA will not be taking
action in this document on the revisions
made to chapters 335-3-10, —-11, —-16,
—17, and —18 because they are not a part
of the federally approved SIP for
Alabama.

DATES: This action will be effective

August 5, 1997 unless adverse or critical

comments are received by July 7, 1997.

If the effective date is delayed, timely

notice will be published in the Federal

Register.

ADDRESSES: Comments may be mailed to

Kimberly Bingham at the EPA Region 4

address listed below. Copies of the

material submitted by ADEM may be
examined during normal business hours
at the following locations:

Air and Radiation Docket and
Information Center (Air Docket 6102),
U.S. Environmental Protection
Agency, 401 M Street, SW,
Washington DC 20460.

Environmental Protection Agency,
Atlanta Federal Center, Region 4 Air
Planning Branch, Atlanta Federal
Center, 61 Forsyth Street, SW,
Atlanta, Georgia 30303-3104.

Alabama Department of Environmental
Management, 1751 Congressman W.
L. Dickinson Drive, Montgomery,
Alabama 36109.

FOR FURTHER INFORMATION CONTACT:

Kimberly Bingham, Regulatory Planning

Section, Air Planning Branch, Air

Pesticides and Toxics Management

Division, Region 4, Environmental

Protection Agency, Atlanta Federal

Center, 61 Forsyth Street, SW, Atlanta,

Georgia 30303. The telephone number is

(404)562-9038.

SUPPLEMENTARY INFORMATION: On

October 30, 1996, the State of Alabama

through ADEM submitted numerous

changes 