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Rules and Regulations

Federal Register

Vol. 63, No. 137
Friday, July 17, 1998

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 THE TREASURY
Office of Thrift Supervision

12 CFR Part 560

[No. 98-70]

RIN 1550-AB12

Disclosures for Adjustable-Rate
Mortgage Loans

AGENCY: Office of Thrift Supervision,
Treasury.

ACTION: Final rule.

SUMMARY: The Office of Thrift
Supervision (OTS) is issuing a final rule
revising adjustable-rate mortgage loan
(ARM) disclosure requirements for
savings associations. In the interim final
rule, the OTS conformed its ARM
disclosure rule text to recent changes to
related disclosure provisions in
Regulation Z, which was issued by the
Federal Reserve Board (FRB) under the
Truth in Lending Act (TILA). In today’s
final rule, the OTS replaces its existing
rule with a simple cross-reference to the
Regulation Z disclosure provisions. The
rule also makes minor technical
changes. This substitution does not
affect the rule’s function of promoting
safe and sound lending by savings
associations nor OTS’s enforcement of
its provisions.

EFFECTIVE DATE: Effective date: July 17,
1998. Compliance date: Compliance is
optional until October 1, 1998.

FOR FURTHER INFORMATION CONTACT:
Susan Miles, Attorney, (202) 906-6798,
Regulations and Legislation Division,
Chief Counsel’s Office, Office of Thrift
Supervision, 1700 G Street, NW.,
Washington, DC 20552.

SUPPLEMENTARY INFORMATION:

I. Background

To assist borrowers in making
informed decisions on the cost of credit,
the OTS and FRB have issued

regulations imposing disclosure
requirements on creditors issuing
ARMs. The FRB disclosure rules at 12
CFR Part 226 implement TILA 1 and are
commonly referred to as Regulation Z.
Regulation Z applies to all lenders
subject to TILA, including savings
associations. Regulation Z, however,
specifically states that information
provided in accordance with the
variable rate regulations of other federal
agencies, such as the OTS, may be
substituted for the disclosures required
by Regulation Z.2 To this extent,
Regulation Z incorporates the OTS ARM
disclosure rule at 12 CFR 560.210, and
the OTS rule serves as an implementing
regulation of TILA.

Section 560.210 applies to ARMs with
a term of more than one year that are
secured by property occupied by or to
be occupied by the borrower. This rule
was first issued by the OTS’s
predecessor agency, the Federal Home
Loan Bank Board (FHLBB) under the
agency’s authority under the Home
Owners’ Loan Act (HOLA) 3 to ensure
that savings associations operate in a
safe and sound manner. The FHLBB
believed the regulation was necessary
because “‘[s]afe and sound lending using
ARMs requires that the borrower have a
full understanding of the type of
obligation being incurred in order to
make a reasonable and meaningful
decision concerning ability to repay.” 4
The OTS continues to consider
promoting safe and sound lending an
important function of this regulation.

Although the original FHLBB
regulation was more detailed than
Regulation Z, the disclosures required
under OTS regulations have been
identical to those required under
Regulation Z since 1988. Under
Regulation Z, if a variable rate
transaction exceeds a term of one year
and is secured by the consumer’s
principal dwelling, the creditor must
provide various initial disclosures for
each variable rate program in which the
consumer is interested.5 Until recently
amended, Regulation Z required an
institution to provide: (1) A fifteen-year
historical example, based on a $10,000
loan amount, illustrating how payments
and the loan balance would have been

115 U.S.C. 1601 et seq.

212 CFR 226.19(b) n. 45a and 226.20(c) n. 45c.
312 U.S.C. 1463(a) and 1464(a).

450 FR 32005 (Aug. 8, 1985).

512 CFR 226.19(b)(2) (1997).

affected by interest rate changes
implemented according to the terms of
the loan program; and (2) The maximum
interest rate and payment for a $10,000
loan, originated at the most recent
interest rate shown in the historical
example assuming the maximum
periodic increases in rates and
payments under the loan, and the initial
interest rate and payment for that loan.

Section 2105 of the Economic Growth
and Regulatory Paperwork Reduction
Act of 1996 (EGRPRA) 6 amended
section 128(a) of TILA to permit a
creditor to elect to provide a statement
that periodic rates may substantially
increase or decrease (together with the
maximum interest rate and payment
amount based on a $10,000 loan
amount), in lieu of the historical
example. On December 1, 1997, the FRB
published a final rule implementing
section 2105 of EGRPRA.

On January 8, 1998, the OTS
published an interim final rule making
identical amendments to §560.210.7
Under the OTS interim final rule, a
savings association may provide either
the historical example or the maximum
interest rate and payment. If the savings
association chooses the maximum
interest rate and payment option,
however, it must also provide the initial
rate and payment amount and a
statement that the periodic rate may
increase or decrease substantially.

Consistent with the FRB final rule, the
OTS interim rule also modified how the
interest rate is calculated under the
maximum interest rate and payment
option. Before the interim final rule, a
savings association calculated the
maximum interest rate using ‘“the most
recent interest rate shown in the
historical example.” Since a savings
association is not required to provide
the historical example when it elects the
maximum interest rate and payment
option, the interim final rule provided
for the disclosure of “the initial interest
rate (index value plus margin, adjusted
by the amount of any discount or
premium) in effect as of an identified
month and year for the particular loan
program.”

Similarly, before the interim final
rule, the OTS required a savings
association to explain how a customer
could calculate payments for the loan

6Pub. L. 104-208, 110 Stat. 3009 (September 30,
1996).
763 FR 1051.
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amount based on the most recent
payment shown in the historical
example. To allow customers to
understand the relationship between
their transactions and the disclosures
made under the maximum interest rate
and payment option, the interim final
rule permits a savings association to
provide a customer with a similar
explanation using the initial interest
rate. The FRB made a similar change to
Regulation Z.

I1. Discussion of Comments

The OTS received comments from
three commenters: one state-chartered
savings institution, one federal savings
bank, and one law firm. All three
commenters supported the substantive
changes in the interim final rule.
Accordingly, today’s final rule
incorporates the substantive changes to
the ARM disclosure requirements.

The OTS specifically solicited
comment on whether it should delete
the text of the disclosure requirements
in §560.210 and rely on the disclosure
requirements in Regulation Z. All three
commenters urged the OTS to adopt this
approach.

The OTS has deleted the text of the
disclosure requirements from the final
rule and has substituted appropriate
cross-references to Regulation Z. This
approach will permit OTS-regulated
institutions to immediately comply with
all future changes to the Regulation Z
disclosures in this area without waiting
for the OTS to conform its rule through
the rulemaking process.8 Thus, the rule
will ensure that all competing lenders
are subject to similar regulatory
requirements for ARM loans. This
approach is consistent with section 303
of the Community Development
Regulatory Improvement Act of 1994
(CDRIA), which instructs each banking
agency to review their regulations and
remove duplicate requirements and
encourages common interagency
supervisory policies. Finally, this
change more closely conforms OTS
rules to those issued by the Office of the
Comptroller of the Currency and Federal
Deposit Insurance Corporation. These
agencies’ rules do not prescribe any
ARM disclosures and, instead, rely
entirely on Regulation Z.

Rather than delete all references to
ARM disclosure requirements from the
regulations, the OTS has decided to
retain appropriate cross-references to
the disclosure provisions in Regulation
Z. This approach, which two
commenters supported, preserves the

8\We note that the recent FRB final rule was
effective on November 21, 1997. The OTS’s related
interim final rule was effective on January 8, 1998.

OTS’s authority to utilize the full
panoply of enforcement actions
available under the HOLA and section
8 of the Federal Deposit Insurance Act
(FDIA) °® when an institution has
improperly adjusted ARM interest rates.
As noted above, §560.210 implements
both HOLA and TILA. Although TILA
authorizes the OTS to utilize the
standard enforcement remedies under
section 8 of the FDIA, it limits when an
agency may require an institution to
“make dollar adjustments’ for errors.
Under TILA, the agency is authorized to
direct an institution to make dollar
adjustments only where an annual
percentage rate or finance charge was
inaccurately disclosed.10

By contrast, the OTS may seek any
remedy authorized under the HOLA or
section 8 of the FDIA for violations of
regulations adopted pursuant to its
authority under the HOLA.11 As
previously discussed, a long-standing
purpose of the disclosure requirements
of §560.210 and its predecessor
regulations has been promoting safe and
sound lending by savings associations
through ensuring that borrowers have a
full understanding of their obligations
and can therefore make reasonable and
meaningful decisions about their ability
to repay their loans. Thus, when
enforcing §560.210 as a safety and
soundness regulation, the agency has a
wider array of enforcement tools than
would be available if it were solely
enforcing violations of TILA. Section 8
of the FDIA, for example, permits the
OTS to issue cease and desist orders
requiring affirmative corrective actions,
which may include account
adjustments. FDIA also authorizes the
OTS to require an institution to make
restitution if the institution was unjustly
enriched, or acted with reckless
disregard.

Changing the format of the regulation
to incorporate some provisions of
Regulation Z by cross-referencing does
not affect this authority. As with other
OTS regulations that incorporate
regulations of other agencies by cross
referencing (e.g., 12 CFR 560.93,
563.43), OTS has the responsibility of
enforcing the incorporated regulations
as they apply to savings associations.
The OTS will continue to enforce
violations of § 560.210 using the
enforcement remedies provided under
the HOLA and FDIA.12

912 U.S.C. 1818.

1015 U.S.C. 1607(b) & (e)(5).

1112 U.S.C. 1464(d).

120ne commenter noted that borrowers have
additional enforcement remedies under state law
and under RESPA’s mortgage loan servicing
provisions. See 12 U.S.C. 2605(e)(1)(B). The OTS
does not wish to rely on the efforts of the individual

In the preamble to the interim rule,
the OTS observed that §560.210, on its
face, applies to loans secured by a
borrower’s principal dwelling or by a
second home. By contrast, the
applicable Regulation Z disclosure
requirements at 12 CFR 226.19(b) and
226.20(c) apply only when the secured
property serves as the borrower’s
primary dwelling.13 Two commenters
urged the OTS to eliminate coverage for
loans secured by second homes.

In recent years, the OTS has revised
the scope of its ARM disclosure rule to
more closely conform to Regulation Z
requirements. For example, in the recent
Lending and Investment rulemaking,
OTS eliminated coverage of ARM loans
that are primarily for a business,
commercial, or agricultural purpose.
The OTS made this revision to
minimize the differences between its
ARM regulation and Regulation Z and to
ensure parity in coverage for all
lenders.14 To ensure that the scope of
the OTS rule is, and continues to be,
coextensive with Regulation Z, the
cross-reference in the final rule refers to
variable rate transactions as described
under 12 CFR 226.19(b) and 226.20(c).
These transactions are limited to those
involving principal residences.

In addition to the changes discussed
above, the OTS has made minor
technical changes to current § 560.210.
For example, the new cross-references
to variable rate mortgage transactions
under Regulation Z, permit the deletion
of the existing definitions of
“adjustable-rate mortgage loan,”
“applicant,” and ‘““home.”

The OTS has also deleted current
§560.210(e). This paragraph states that
a savings association making a closed-
or open-end ARM loan must comply
with Regulation Z (12 CFR 226.30) by
specifying in their credit contracts the
maximum interest rate that may be
imposed during the term of the
obligation. This section simply
reiterates already applicable
requirements under Regulation Z, and
may be deleted as unnecessary.

plaintiffs to ensure that thrift institutions use safe
and sound banking practices and comply with
applicable laws and regulation. Rather, the OTS has
retained and will exercise the broadest possible
enforcement authority permitted under the existing
statutes.

13See e.g., 12 CFR Part 226, Supp. |. Official Staff
Interpretation, Section 226.19, Paragraph 19(b),
Comment 1.

1461 FR 50951, 50962-63 (Sept. 30, 1996).
Moreover, we note that the FHLBB’s initial ARM
disclosure regulation originally specifically
excluded the coverage of second homes. 50 FR
32010 (August 8, 1985). In 1987, however, the
relevant language was deleted without any
discussion. 52 FR 3668 (February 5, 1987).
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I11. Effective Date

The OTS has determined that there is
good cause to dispense with a 30-day
delayed effective date under 5 U.S.C.
553(d)(3). The revised disclosure
requirements reduce regulatory
confusion by conforming the OTS
disclosure rules under the HOLA more
closely to those of the FRB under TILA.
The changes do not have an adverse
impact on savings associations because
they reduce regulatory burden.
Moreover, the substantive changes to
disclosure requirements were
immediately effective upon publication
of the interim rule in January, 1998 and
many institutions have already adopted
the changes. Accordingly, OTS-
regulated institutions will not require
additional time to adjust their policies
or practices to comply with the rule.

The OTS has also determined, for the
reasons stated in the preceding
paragraph, that good cause exists to
adopt an effective date that is before
date that would otherwise be required
by section 302 of CDRIA (i.e., the first
day of the calendar quarter after the date
of publication).

Accordingly, the final rule is effective
immediately. However, like the FRB
rule, compliance with the OTS rule is
optional until October 1, 1998.

IV. Paperwork Reduction Act of 1995

The collections of information
contained in this final rule were
submitted to and approved by the Office
of Management and Budget in
accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
3507(d)) under OMB Control Number
1550-0078.

Comments on all aspects of this
information collection above should be
sent to the Office of Management and
Budget, Paperwork Reduction Project
(1550-0078), Washington, DC 20503,
with copies to the Office of Thrift
Supervision, 1700 G Street, NW,
Washington, DC 20552.

Under the Paperwork Reduction Act
of 1995, no persons are required to
respond to a collection of information
unless it displays a valid OMB control
number. The valid OMB control number
assigned to the collection of information
in this final rule is displayed at 12 CFR
506.1(b).

The collection of information
requirements in this final rule are found
at 12 CFR 560.210. The OTS needs the
disclosures requirements to ensure that
savings associations comply with a
statutory TILA requirement and to
otherwise supervise safe and sound
lending by savings associations. The
likely respondents/recordkeepers are
OTS-regulated savings associations.

V. Executive Order 12866

The Director of the OTS has
determined that this final rule does not
constitute a “‘significant regulatory
action” for the purposes of Executive
Order 12866.

VI. Regulatory Flexibility Act Analysis

Pursuant to section 605(b) of the
Regulatory Flexibility Act, the OTS
certifies that this final rule will not have
a significant economic impact on a
substantial number of small entities.
The final rule will not impose any
additional burdens or requirements.
Rather, it reduces the disclosures
required for ARMs and eases the
compliance burden on all savings
associations, including small savings
associations. Accordingly, a regulatory
flexibility analysis is not required.

VI1Il. Unfunded Mandates Act of 1995

The OTS has determined that the
requirements of this final rule will not
result in expenditures by State, local,
and tribal governments, or by the
private sector, of more than $100
million in any one year. Accordingly, a
budgetary impact statement is not
required under section 202 of the
Unfunded Mandates Act of 1995, as
codified at 2 U.S.C. 1571(a).

List of Subjects in 12 CFR Part 560

Consumer protection, Investments,
Manufactured homes, Mortgages,
Reporting and recordkeeping
requirements, Savings associations.

Accordingly, the Office of Thrift
Supervision amends title 12, chapter V,
of the Code of Federal Regulations as set
forth below:

PART 560—LENDING AND
INVESTMENT

1. The authority citation for part 560
continues to read as follows:
Authority: 12 U.S.C. 1462, 1462a, 1463,

1464, 1467a, 1701j-3, 1828, 3803, 3806; 42
U.S.C. 4106.

2. Section 560.210 is revised to read
as follows:

§560.210 Disclosures for variable rate
transactions.

A savings association must provide
the initial disclosures described at 12
CFR 226.19(b) and the adjustment
notices described at 12 CFR 226.20(c)
for variable rate transactions, as
described in those regulations. The OTS
administers and enforces those
provisions for savings associations.

Dated: July 14, 1998.

By the Office of Thrift Supervision.

Ellen Seidman,

Director.

[FR Doc. 98-19143 Filed 7-16-98; 8:45 am]
BILLING CODE 6720-01-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 98-NM-133-AD; Amendment
39-10662; AD 98-15-11]

RIN 2120-AA64

Airworthiness Directives; Dornier
Model 328-100 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to certain Dornier Model
328-100 series airplanes, that requires
replacing the existing roll spoiler
control rods with improved parts. This
amendment is prompted by issuance of
mandatory continuing airworthiness
information by a foreign civil
airworthiness authority. The actions
specified by this AD are intended to
prevent bending stress to the fork end of
the roll spoiler, which could result in
failure of the roll spoiler and
consequent reduced controllability of
the airplane.

DATES: Effective August 21, 1998. The
incorporation by reference of certain
publications listed in the regulations is
approved by the Director of the Federal
Register as of August 21, 1998.

ADDRESSES: The service information
referenced in this AD may be obtained
from Fairchild Dornier, Dornier
Luftfahrt GmbH, P.O. Box 1103, D—
82230 Wessling, Germany. This
information may be examined at the
Federal Aviation Administration (FAA),
Transport Airplane Directorate, Rules
Docket, 1601 Lind Avenue, SW.,
Renton, Washington; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT:
Norman B. Martenson, Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
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that is applicable to certain Dornier
Model 328-100 series airplanes was
published in the Federal Register on
May 20, 1998 (63 FR 27690). That action
proposed to require replacing the
existing roll spoiler control rods with
improved parts.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were submitted in response
to the proposal or the FAA’s
determination of the cost to the public.

Conclusion

The FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

The FAA estimates that 50 airplanes
of U.S. registry will be affected by this
AD, that it will take approximately 3
work hours per airplane to accomplish
the required replacement, and that the
average labor rate is $60 per work hour.
Required parts will be provided by the
manufacturer at no cost to the operators.
Based on these figures, the cost impact
of the replacement required by this AD
on U.S. operators is estimated to be
$9,000, or $180 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy

of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

98-15-11 Dornier Luftfahrt GMBH:
Amendment 39-10662. Docket 98—NM—
133-AD.

Applicability: Model 328-100 series
airplanes, serial numbers 3005 through 3047
inclusive; certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent bending stress to the fork end
of the roll spoiler, which could result in
failure of the roll spoiler and consequent
reduced controllability of the airplane,
accomplish the following:

(a) Within 4 months after the effective date
of this AD, replace the existing roll spoiler
control rods on the right and left sides of the
airplane with improved parts, in accordance
with Dornier Service Bulletin SB—328-27—
247, Revision 1, dated February 19, 1998.

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate. Operators
shall submit their request through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then

send it to the Manager, International Branch,
ANM-116.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(d) The replacement shall be done in
accordance with Dornier Service Bulletin
SB-328-27-247, Revision 1, dated February
19, 1998. This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from Fairchild Dornier, Dornier Luftfahrt
GmbH, P.O. Box 1103, D-82230 Wessling,
Germany. Copies may be inspected at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington; or at
the Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

Note 3: The subject of this AD is addressed
in German airworthiness directive 1998-042,
dated January 29, 1998.

(e) This amendment becomes effective on
August 21, 1998.

Issued in Renton, Washington, on July 8,
1998.

S.R. Miller,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 98-18773 Filed 7-16-98; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 98-NM-209—-AD; Amendment
39-10665; AD 98-15-14]

RIN 2120-AA64

Airworthiness Directives; McDonnell
Douglas Model MD-11 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment supersedes
an existing airworthiness directive (AD),
applicable to certain McDonnell
Douglas Model MD-11 series airplanes,
that currently requires a revision of the
Airplane Flight Manual (AFM) to alert
the flightcrew that both flight
management computers (FMC’s) must
be installed and operational. That AD
also requires an inspection to determine
the serial number of the FMC'’s; and
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follow-on corrective actions, if
necessary, which terminate the AFM
revision. That amendment was
prompted by a report indicating that,
due to incorrect multiplexers that were
installed in the FMC’s during
production, certain data busses failed
simultaneously during a ground test.
This amendment removes the
terminating action from the existing AD.
The actions specified in this AD are
intended to prevent loss of airspeed and
altitude indications on both primary
flight displays in the cockpit, and/or
loss or degradation of the autopilot
functionality due to installation of
incorrect multiplexers, and consequent
failure of the data busses.
DATES: Effective August 3, 1998.
Comments for inclusion in the Rules
Docket must be received on or before
September 15, 1998.
ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 98—NM—
209-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.
Information pertaining to this
rulemaking action may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington; or at the FAA,
Transport Airplane Directorate, Los
Angeles Aircraft Certification Office,
3960 Paramount Boulevard, Lakewood,
California.
FOR FURTHER INFORMATION CONTACT:
Brett Portwood, Aerospace Engineer,
Systems and Equipment Branch, ANM-
130L, FAA, Transport Airplane
Directorate, Los Angeles Aircraft
Certification Office, 3960 Paramount
Boulevard, Lakewood, California
90712-4137; telephone (562) 627-5350;
fax (562) 627-5210.
SUPPLEMENTARY INFORMATION: On April
28, 1998, the FAA issued AD 98-10-01,
amendment 39-10512 (63 FR 24742,
May 5, 1998), applicable to certain
McDonnell Douglas Model MD-11
series airplanes. That AD requires a
revision of the Airplane Flight Manual
(AFM) to alert the flightcrew that both
flight management computers (FMC’s)
must be installed and operational. That
AD also requires an inspection to
determine the serial number of the
FMC'’s, and follow-on corrective actions,
if necessary; which terminate the AFM
revision. That action was prompted by
a report indicating that, due to incorrect
multiplexers that were installed in the
FMC’s during production, certain data
busses failed simultaneously during a
ground test. The actions required by that
AD are intended to prevent loss of

airspeed and altitude indications on
both primary flight displays in the
cockpit, and/or loss or degradation of
the autopilot functionality due to
installation of incorrect multiplexers,
and consequent failure of the data
busses.

Actions Since Issuance of Previous Rule

The existing AD requires terminating
action for only a small subgroup of
affected airplanes (those with FMC
multiplexers having certain part
numbers). However, since the issuance
of that AD, additional defective
multiplexers (not previously identified)
have been found.

Airplanes having affected FMC’s that
have been purged of suspected defective
multiplexers, in compliance with AD
98-10-01, would be considered
airworthy. However, FMC’s or
mutliplexes may have been exchanged
or replaced during routine maintenance
subsequent to compliance with AD 98—
10-01, and it would be impossible to
determine whether units inspected in
accordance with that AD may now
contain suspected defective
multiplexers. Therefore, the AFM
revision will continue to be required
until the entire fleet can be
systematically inspected for suspected
defective multiplexers. The AFM
revision requirement will ensure the
continued safe operation of the entire
fleet during this interim period.

The AFM revision currently required
by the existing AD, and retained in this
new action, requires that both FMC’s be
installed and operational. The identified
unsafe condition could not occur unless
both FMC’s fail. Therefore, the FAA
finds that the AFM limitation
adequately addresses the identified
unsafe condition.

Interim Action

This is considered to be interim
action. The FAA may consider further
rulemaking to require inspection of all
MD-11 FMC’s to detect defective
multiplexers. However, the compliance
time under consideration for these
actions is sufficiently long so that notice
and opportunity for prior public
comment will be practicable.

Explanation of Requirements of Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of this same
type design, this AD supersedes AD 98—
10-01 to continue to require an AFM
revision to alert the flightcrew that both
FMC’s must be installed and
operational. In addition, this AD
removes the terminating action required
by AD 98-10-01.

Determination of Rule’s Effective Date

Since a situation exists that requires
the immediate adoption of this
regulation, it is found that notice and
opportunity for prior public comment
hereon are impracticable, and that good
cause exists for making this amendment
effective in less than 30 days.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity
for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.
Communications shall identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before
the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: ‘““Comments to
Docket Number 98—-NM—-209-AD.” The
postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.
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The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and that it is not a “*significant
regulatory action” under Executive
Order 12866. It has been determined
further that this action involves an
emergency regulation under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979). If it is
determined that this emergency
regulation otherwise would be
significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy
of it, if filed, may be obtained from the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
removing amendment 39-10512 (63 FR
24742, May 5, 1998), and by adding a
new airworthiness directive (AD),
amendment 39-10665, to read as
follows:

98-15-14 McDonnell Douglas: Amendment
39-10665. Docket 98—-NM-209—-AD.
Supersedes AD 98-10-01, amendment
39-10512.

Applicability: Model MD-11 series
airplanes, manufacturer’s fuselage numbers
0447 through 0552 inclusive, and 0554
through 0621 inclusive; certificated in any
category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not

been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent loss of airspeed and altitude
indications on both primary flight displays in
the cockpit, and/or loss or degradation of the
autopilot functionality due to installation of
incorrect multiplexers, and consequent
failure of the data busses, accomplish the
following:

(a) Within 5 days after May 20, 1998 (the
effective date of AD 98-10-01, amendment
39-10512), revise Section 1, page 5-1, of the
Limitations Section of the FAA-approved
Airplane Flight Manual (AFM) to include the
following statement. This may be
accomplished by inserting a copy of this AD
into the AFM.

“Prior to dispatch of the airplane, both
Flight Management Computer 1 (FMC-1) and
FMC-2 must be installed and operational.”

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Los
Angeles Aircraft Certification Office (ACO),
FAA, Transport Airplane Directorate.
Operators shall submit their requests through
an appropriate FAA Principal Operations
Inspector, who may add comments and then
send it to the Manager, Los Angeles ACO.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Los Angeles ACO.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(d) This amendment becomes effective on
August 3, 1998.

Issued in Renton, Washington, on July 10,
1998.

Darrell M. Pederson,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 98-19044 Filed 7-16-98; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71
[Airspace Docket No. 98—-AWP-14]

Revision of Class D and Establishment
of Class E Airspace; Yuma MCAS-
Yuma International Airport, AZ;
Correction

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; confirmation of
effective date and correction.

SUMMARY: This document confirms the
effective date of a direct final rule which
amends the Class D airspace area

operating times and establishes a Class
E airspace surface area at Yuma MCAS-
Yuma International Airport, AZ; and
corrects the Class E airspace legal
description, as published in the direct
final rule.

DATES: The direct final rule published in
63 FR 30125 is effective on 0901 UTC,
August 13, 1998. This correction is
effective on August 13, 1998.

FOR FURTHER INFORMATION CONTACT:
Debra Trindle, Air Traffic Division,
Airspace Branch, AWP-520.10, Federal
Aviation Administration, 15000
Aviation Boulevard, Lawndale,
California 90261; telephone: (310) 725—
6613.

SUPPLEMENTARY INFORMATION: On June 3,
1998, the FAA published in the Federal
Register a direct final rule; request for
comments which amended the
operating times of the Class D airspace
area and established a Class E airspace
surface area at Yuma MCAS-Yuma
International Airport, Yuma, AZ. (FR
Document 98-14757, 63 FR 30125,
Airspace Docket No. 98—AWP-14). An
error was subsequently discovered in
the legal description of the Class E
airspace surface area. The Class E
surface area description specifies an
altitude stratum from the surface up to
and including 2,700 feet MSL. Defined
altitudes are not a required or
appropriate definition for Class E
airspace surface areas in accordance
with FAA Order 7400.2D, Procedures
for Handling Airspace Matters and FAA
Order 7400.9E, Airspace Designations
and Reporting Points. After careful
review of all available information
related to the subject present above, the
FAA has determined that air safety and
the public interest require adoption of
the rule. The FAA has determined that
this correction will not change the
meaning of the action nor add any
additional burden on the public beyond
that already published. This action
corrects the error and confirms the
effective date of the direct final rule.

The FAA uses the direct final
rulemaking procedure for a
noncontroversial rule where the FAA
believes that there will be no adverse
public comment. This direct final rule
advised the public that no adverse
comments were anticipated, and that
unless a written adverse comment, or a
written notice of intent to submit such
an adverse comment, were received
within the comment period, the
regulation would become effective on
August 13, 1998. No adverse comments
were received, and thus this document
confirms that this direct final rule will
become effective on that date.
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Correction

In rule FR Doc. 98-14757 published
in the Federal Register on June 3, 1998,
63 FR 30125, make the following
correction to the Yuma MCAS-Yuma
International Airport, Yuma, AZ, Class
E airspace designation incorporated by
reference in 14 CFR 71.1:

§71.1 [Corrected]

AWP AZ E2 Yuma MCAS-Yuma
International Airport, AZ [Corrected]

On page 30126, in the third column,
under Yuma MCAS-Yuma International
Airport, AZ correct “That airspace
extending upward from the surface to
and including 2,700 feet MSL within a
5.2-mile radius of Yuma MCAS/Yuma
International Airport” to read “That
airspace within a 5.2-mile radius of
Yuma MCAS/Yuma International
Airport.”

Issued in Los Angeles, California on July 7,
1998.

Sherry Avery,

Acting Assistant Manager, Air Traffic
Division, Western Pacific Region.

[FR Doc. 98-19097 Filed 7-16-98; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 97

[Docket No. 29280; Amdt. No. 1878]
RIN 2120-AA65

Standard Instrument Approach

Procedures; Miscellaneous
Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This amendment establishes,
amends, suspends, or revokes Standard
Instrument Approach Procedures
(SIAPs) for operations at certain
airports. These regulatory actions are
needed because of the adoption of new
or revised criteria, or because of changes
occurring in the National Airspace
System, such as the commissioning of
new navigational facilities, addition of
new obstacles, or changes in air traffic
requirements. These changes are
designed to provide safe and efficient
use of the navigable airspace and to
promote safe flight operations under
instrument flight rules at the affected
airports.

DATES: An effective date for each SIAP
is specified in the amendatory
provisions.

Incorporation by reference-approved
by the Director of the Federal Register
on December 31, 1980, and reapproved
as of January 1, 1982.

ADDRESSES: Availability of matters
incorporated by reference in the
amendment is as follows:

For Examination—1. FAA Rules
Docket, FAA Headquarters Building,
800 Independence Avenue, SW.,
Washington, DC 20591,

2. The FAA Regional Office of the
region in which the affected airport is
located; or

3. The Flight Inspection Area Office
which originated the SIAP.

For Purchase—Individual SIAP
copies may be obtained from:

1. FAA Public Inquiry Center (APA—
200), FAA Headquarters Building, 800
Independence Avenue, SW.,
Washington, DC 20591; or

2. The FAA Regional Office of the
region in which the affected airport is
located.

By Subscription—Copies of all SIAPs,
mailed once every 2 weeks, are for sale
by the Superintendent of Documents,
U.S. Government Printing Office,
Washington, DC 20402.

FOR FURTHER INFORMATION CONTACT:
Donald P. Pate, Flight Procedure
Standards Branch (AMCAFS-420),
Flight Technologies and Programs
Division, Flight Standards Service,
Federal Aviation Administration, Mike
Monroney Aeronautical Center, 6500
South MacArthur Blvd., Oklahoma City,
OK 73169 (Mail Address: P.O. Box
25082, Oklahoma City, OK 73125)
telephone: (405) 954-4164.
SUPPLEMENTARY INFORMATION: This
amendment to part 97 of the Federal
Aviation Regulations (14 CFR part 97)
establishes, amends, suspends, or
revokes Standard Instrument Approach
Procedures (SIAPs). The complete
regulatory description of each SIAP is
contained in official FAA form
documents which are incorporated by
reference in this amendment under 5
U.S.C. 552(a), 1 CFR part 51, and §97.20
of the Federal Aviation Regulations
(FAR). The applicable FAA Forms are
identified as FAA 8260-3, 8260—4, and
8260-5. Materials incorporated by
reference are available for examination
or purchase as stated above.

The large number of SIAPs, their
complex nature, and the need for a
special format make their verbatim
publication in the Federal Register
expensive and impractical. Further,
airmen do not use the regulatory text of
the SIAPs, but refer to their graphic
depiction on charts printed by
publishers of aeronautical materials.
Thus, the advantages of incorporation

by reference are realized and
publication of the complete description
of each SIAP contained in FAA form
documents is unnecessary. The
provisions of this amendment state the
affected CFR (and FAR) sections, with
the types and effective dates of the
SIAPs. This amendment also identifies
the airport, its location, the procedure
identification and the amendment
number.

The Rule

This amendment to part 97 is effective
upon publication of each separate SIAP
as contained in the transmittal. Some
SIAP amendments may have been
previously issued by the FAA ina
National Flight Data Center (NFDC)
Notice to Airmen (NOTAM) as an
emergency action of immediate flight
safety relating directly to published
aeronautical charts. The circumstances
which created the need for some SIAP
amendments may require making them
effective in less than 30 days. For the
remaining SIAPs, an effective date at
least 30 days after publication is
provided.

Further, the SIAPs contained in this
amendment are based on the criteria
contained in the U.S. Standard for
Terminal Instrument Approach
Procedures (TERPS). In developing
these SIAPs, the TERPS criteria were
applied to the conditions existing or
anticipated at the affected airports.
Because of the close and immediate
relationship between these SIAPs and
safety in air commerce, | find that notice
and public procedure before adopting
these SIAPs are impracticable and
contrary to the public interest and,
where applicable, that good cause exists
for making some SIAPs effective in less
than 30 days.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore—(1) is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 25, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. For the same
reason, the FAA certifies that this
amendment will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 97

Air traffic control, Airports,
Navigation (air).
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Issued in Washington, DC, on July 10,
1998.
Tom E. Stuckey,
Acting Director, Flight Standards Service.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me, part 97 of the
Federal Aviation Regulations (14 CFR
part 97) is amended by establishing,
amending, suspending, or revoking
Standard Instrument Approach
Procedures, effective at 0901 UTC on
the dates specified, as follows:

PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES

1. The authority citation for part 97 is
revised to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120, 44701; and 14 CFR 11.49(b)(2).

2. Part 97 is amended to read as
follows:

8897.23, 97.25, 97.27, 97.29, 97.31, 97.33,
and 97.35 [Amended]

By amending: §97.23 VOR, VOR/
DME, VOR or TACAN, and VOR/DME
or TACAN; §97.25 LOC, LOC/DME,
LDA, LDA/DME, SDF, SDF/DME;
§97.27 NDB, NDB/DME; §97.29 ILS/
DME, ISMLS, MLS, MLS/DME, MLS/
RNAYV; §97.31 RADAR SIAPs; §97.33
RNAYV SIAPs; and §97.35 COPTER
SIAPs, identified as follows:

Effective 13 August, 1998

Fayetteville/Springdale/Rogers, AR,
Northwest Arkansas Regional, ILS/DME
RWY 16, Orig

Fayetteville/Springdale/Rogers, AR,
Northwest Arkansas Regional, ILS/DME
RWY 34, Orig

Fayetteville/Springdale/Rogers, AR,
Northwest Arkansas Regional, GPS RWY
16, Amdt 1

Fayetteville/Springdale/Rogers, AR,
Northwest Arkansas Regional, RWY 34,
Amdt 1

Delano, CA, Delano Muni, VOR RWY 32,
Amdt 7

Delano, CA, Delano Muni, GPS RWY 32, Orig

Porterville, CA, Porterville Muni, GPS RWY
12, Orig

Porterville, CA, Porterville Muni, GPS RWY
30, Orig

Anderson, IN, Anderson Muni-Darlington
Field, ILS RWY 30, Orig

Stevensville, MT, Stevensville, GPS-A, Orig

Effective 10 September, 1998

Le Mars, IA, Le Mars Muni, VOR/DME OR
GPS RWY 36, Amdt 2

Le Mars, IA, Le Mars Muni, NDB RWY 18,
Amdt 10

Le Mars, IA, Le Mars Muni, GPS RWY 18,
Orig

Effective 8 October, 1998

St. EImo, AL, St EImo, GPS RWY 6, Orig
Moultrie, GA, Moultrie Muni, GPS RWY 22,
Amdt 12

Moultrie, GA, Moultrie Muni, VOR RWY 4,
Orig

Moultrie, GA, Moultrie Muni, GPS RWY 22,
Orig

Fitchburg, MA, Fitchburg Muni, GPS RWY
14, Orig

Fitchburg, MA, Fitchburg Muni, GPS RWY

20, Orig

Fitchburg, MA, Fitchburg Muni, GPS RWY
32, Orig

Moorhead, MN, Moorhead Muni, GPS RWY
30, Orig

Berlin, NJ, Camden County, GPS RWY 5, Orig

Berlin, NJ, Camden County, GPS RWY 23,
Orig

Angola, NY, Angola, VOR/DME-A, Amdt 1

Angola, NY, Angola, GPS RWY 1, Orig

Angola, NY, Angola, GPS RWY 19, Orig

Leesburg, VA Leesburg Muni/Godfrey Field,
GPS RWY 17, Amdt 1

Moses Lake, WA, Grant County Intl, GPS
RWY 4, Orig

Moses Lake, WA, Grant County Intl, GPS
RWY 14L, Orig

Moses Lake, WA, Grant County Intl, GPS
RWY 22, Orig

Moses Lake, WA, Grant County Intl, GPS
RWY 32R, Orig

Summersville, WV, Summersville, GPS RWY
4, Amdt 1

Summersville, WV, Summersville, GPS RWY
22, Amdt 1

[FR Doc. 98-19101 Filed 7-16-98; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 97
[Docket No. 29281; Amdt. No. 1879]
[RIN 2120-AA65
Standard Instrument Approach

Procedures; Miscellaneous
Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This amendment establishes,
amends, suspends, or revokes Standard
Instrument Approach Procedures
(SIAPSs) for operations at certain
airports. These regulatory actions are
needed because of changes occurring in
the National Airspace System, such as
the commissioning of new navigational
facilities, addition of new obstacles, or
changes in air traffic requirements.
These changes are designed to provide
safe and efficient use of the navigable
airspace and to promote safe flight
operations under instrument flight rules
at the affected airports.
DATES: An effective date for each SIAP
is specified in the amendatory
provisions.

Incorporation by reference-approved
by the Director of the Federal Register

on December 31, 1980, and reapproved
as of January 1, 1982.

ADDRESSES: Availability of matter
incorporated by reference in the
amendment is as follows:

For Examination—1. FAA Rules
Docket, FAA Headquarters Building,
800 Independence Avenue, SW.,
Washington, DC 20591;

2. The FAA Regional Office of the
region in which affected airport is
located; or

3. The Flight Inspection Area Office
which originated the SIAP.

For Purchase—Individual SIAP
copies may be obtained from:

1. FAA Public Inquiry Center (APA-
200), FAA Headquarters Building, 800
Independence Avenue, SW.,
Washington, DC 20591; or

2. The FAA Regional Office of the
region in which the affected airport is
located.

By Subscription—Copies of all SIAPs,
mailed once every 2 weeks, are for sale
by the Superintendent of Documents,
US Government Printing Office,
Washington, DC 20402.

FOR FURTHER INFORMATION CONTACT:
Donald P. Pate, Flight Procedure
Standards Branch (AMCAFS—420),
Flight Technologies and Programs
Division, Flight Standards Service,
Federal Aviation Administration, Mike
Monroney Aeronautical Center, 6500
South MacArthur Blvd., Oklahoma City,
OK 73169 (Mail Address: P.O. Box
25082, Oklahoma City, OK 73125)
Telephone: (405) 954-4164.
SUPPLEMENTARY INFORMATION: This
amendment to part 97 of the Federal
Aviation Regulations (14 CFR part 97)
establishes, amends, suspends, or
revokes Standard Instrument Approach
Procedures (SIAPs). The complete
regulatory description on each SIAP is
contained in the appropriate FAA Form
8260 and the National Flight Data
Center (FDC)/Permanent (P) Notices to
Airmen (NOTAM) which are
incorporated by reference in the
amendment under 5 U.S.C. 552(a), 1
CFR part 51, and §97.20 of the Federal
Aviation’s Regulations (FAR). Materials
incorporated by reference are available
for examination or purchase as stated
above.

The large number of SIAPs, their
complex nature, and the need for a
special format make their verbatim
publication in the Federal Register
expensive and impractical. Further,
airmen do not use the regulatory text of
the SIAPs, but refer to their graphic
depiction of charts printed by
publishers of aeronautical materials.
Thus, the advantages of incorporation
by reference are realized and
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publication of the complete description
of each SIAP contained in FAA form
documents is unnecessary. The
provisions of this amendment state the
affected CFR (and FAR) sections, with
the types and effective dates of the
SIAPs. This amendment also identifies
the airport, its location, the procedure
identification and the amendment
number.

The Rule

This amendment to part 97 of the
Federal Aviation Regulations (14 CFR
part 97) establishes, amends, suspends,
or revokes SIAPs. For safety and
timeliness of change considerations, this
amendment incorporates only specific
changes contained in the content of the
following FDC/P NOTAM for each
SIAP. The SIAP information in some
previously designated FDC/Temporary
(FDC/T) NOTAMs is of such duration as
to be permanent. With conversion to
FDC/P NOTAMs, the respective FDC/T
NOTAMs have been canceled.

The FDC/P NOTAMs for the SIAPs
contained in this amendment are based
on the criteria contained in the U.S.
Standard for Terminal Instrument
Approach Procedures (TERPS). In
developing these chart changes to SIAPs
by FDC/P NOTAMS, the TERPS criteria
were applied to only these specific
conditions existing at the affected
airports. All SIAP amendments in this
rule have been previously issued by the
FAA in a National Flight Data Center
(FDC) Notice to Airmen (NOTAM) as an
emergency action of immediate flight

safety relating directly to published
aeronautical charts. The circumstances
which created the need for all these
SIAP amendments requires making
them effective in less than 30 days.
Further, the SIAPs contained in this
amendment are based on the criteria
contained in the TERPS. Because of the
close and immediate relationship
between these SIAPs and safety in air
commerce, | find that notice and public
procedure before adopting these SIAPs
are impracticable and contrary to the
public interest and, where applicable,
that good cause exists for making these
SIAPs effective in less than 30 days.

Conclusion

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore—(1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. For the same
reason, the FAA certifies that this
amendment will not have a significant
economic impact on a substantial
number of small entities under the

criteria of the Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 97

Air traffic control, Airports,
Navigation (air).

Issued in Washington, DC on July 10, 1998.
Tom E. Stuckey,
Acting Director, Flight Standards Service.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me, part 97 of the
Federal Aviation Regulations (14 CFR
part 97) is amended by establishing,
amending, suspending, or revoking
Standard Instrument Approach
Procedures, effective at 0901 UTC on
the dates specified, as follows:

PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES

1. The authority citation for part 97 is
revised to read as follows:

Authority: 49 U.S.C. 40103, 40113, 40120,
44701; 49 U.S.C. 106(g); and 14 CFR
11.49(b)(2).

2. Part 97 is amended to read as
follows:

8§8§97.23, 97.25, 97.27, 97.29, 97.31, 97.33
and 97.35 [Amended]

By amending: §97.23 VOR, VOR/
DME, VOR or TACAN, and VOR/DME
or TACAN; §97.25 LOC, LOC/DME,
LDA, LDA/DME, SDF, SDF/DME;
8§97.27 NDB; NDB/DME; §97.29 ILS,
ILS/DME, ISMLS, MLS, MLS/DME,
MLS/RNAYV; §97.31 RADAR SIAPs;
8§97.33 RNAV SIAPs; and §97.35
COPTER SIAPs, identified as follows:

* * * Effective Upon Publication

FDC date State City Airport FDC No. SIAP

06/24/98 ....... KY Louisville .......ccccoviviennnen. Louisville Intl-Standiford Field ............. FDC 8/4237 ILS RWY 35L, ORIG...

06/24/98 ....... OH Youngstown-Warren ....... Youngstown-Warren Regional .... FDC 8/4224 ILS RWY 14, AMDT 6...

06/25/98 ....... KY Frankfort ..........cccceeenne. Frankfort/Capital City .................. FDC 8/4270 GPS RWY 24, ORIG...

06/25/98 ....... KY Frankfort ............. Frankfort/Capital City ........ccccevvivveennns FDC 8/4273 LOC/DME RWY 24, ORIG-A...

06/25/98 ....... KY Mount Sterling .... Mount Sterling-Montgomery County ... | FDC 8/4269 NDB or GPS RWY 3, AMDT 1...

06/25/98 ....... KY Mount Sterling .... Mount Sterling-Montgomery County ... | FDC 8/4271 NDB RWY 21, AMDT 1...

06/25/98 ....... KY Mount Sterling ... Mount Sterling-Montgomery County ... | FDC 8/4272 GPS RWY 21, ORIG...

06/25/98 ....... OH Carrollton .......cccceveveeens Carrollton County-Tolson ..........cccee..... FDC 8/4290 GPS RWY 7, ORIG...

06/26/98 ....... Wi Manitowish Waters ......... Manitowish Waters FDC 8/4313 GPS RWY 32, ORIG-A...

06/26/98 ....... Wi Shell Lake .... Shell Lake Muni ... ... | FDC 8/4316 NDB RWY 32, ORIG-A...

06/29/98 ....... 1A SIbIeY i Sibley MUuNi .......cooiiiiiiiiiee e FDC 8/4383 NDB or GPS RWY 35, AMDT
1.

06/29/98 ....... 1A SIbIeY i Sibley MUuNi .......cooiiiiiiiiiee e FDC 8/4384 NDB or GPS RWY 17, AMDT
1.

06/30/98 ....... OH Cambridge ... Cambridge Muni FDC 8/4425 LOC/DME RWY 22, ORIG...

06/30/98 ....... OH Cambridge ....... Cambridge Muni ... .... | FDC 8/4426 VOR or GPS-A, AMDT 3...

06/30/98 ....... OH Mount County KNOX COUNLY ...eeiieiiiiieiiee e FDC 8/4422 VOR/DME RNAV or GPS RWY
28, AMDT 2...

06/30/98 ....... OH Mount Vernon ................. KNOX COUNLY ...eeiieiiiiieiiee e FDC 8/4423 VOR or GPS-A, AMDT 7...

06/30/98 ....... OH Mount Vernon ................. KNOX COUNLY ...vvvveeiiieecieee e FDC 8/4424 VOR/DME RNAV or GPS RWY
10, AMDT 2...

06/30/98 ....... Wi Manitowish Waters ......... Manitowish Waters .........ccccccoeveivennen. FDC 8/4404 NDB RWY 32, ORIG...

07/01/98 ....... NY Saranac Lake Adirondack Regional ... FDC 8/4455 ILS RWY 23 AMDT 7...

07/01/98 ....... NY Saranac Lake Adirondack Regional FDC 8/4465 VOR/DME or GPS RWY 5
AMDT 2...

07/01/98 ....... NY Saranac Lake ................. Adirondack Regional ..........cccccceeviinnnn. FDC 8/4467 VOR or GPS RWY 9 ORIG...

07/06/98 ....... 1A Atlantic Atlantic Muni FDC 8/4630 NDB RWY 12, AMDT 9...

07/06/98 ....... 1A Chariton ........cccceevvviieeens Chariton Muni .......cccovvvviienieieenee FDC 8/4627 NDB RWY 17, AMDT 3...
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07/06/98 ....... 1A Chariton ......cccoceiviiennns Chariton Muni ........ccccoeviiiiiiiieiieee FDC 8/4628 GPS RWY 10, ORIG...

07/06/98 ....... 1A Chariton ......ccccecvveverennen. Chariton Muni ........ocoevvviciiieee, FDC 8/4629 VOR or GPS RWY 17, AMDT
1.

07/06/98 ....... MA BOStoN ....oooiiiiiiiiee General Edward Lawrence Logan Intl | FDC 8/4621 VOR/DME or GPS RWY 15R
AMDT 1...

07/06/98 ....... NY Plattsburgh ... Clinton County FDC 8/4610 VOR or GPS RWY 19 AMDT 3...

07/06/98 ....... NY Plattsburgh ... Clinton County FDC 8/4612 VOR/DME or GPS-A AMDT 2...

07/06/98 ....... NY Plattsburgh ... Clinton County FDC 8/4615 ILSRWY 1 AMDT 4...

07/06/98 ....... RI Newport .......ccccceeeeenenen. Newport State FDC 8/4623 VOR/DME or GPS RWY 16
ORIG...

07/06/98 ....... RI Newport ......ccccceeveveniinnnns Newport State .......ooevvevieeeeiiiiieeeen, FDC 8/4624 LOC RWY 22 AMDT 7...

07/07/98 ....... 1A Newport .... Newton Muni FDC 8/4663 ILS RWY 32, AMDT 1B...

07/07/98 ....... MN COOK e COOK MUNI e FDC 8/4641 NDB or GPS RWY 31, AMDT
1.

07/07/98 ....... MN Park Rapids ........cccccc..... Park Rapids Muni .........ccccoeeeriiiieenne FDC 8/4652 NDB or GPS RWY 31, AMDT
1.

07/07/98 ....... MN Park Rapids Park Rapids Muni .........ccccoeeeriiiieenne FDC 8/4653 VOR/DME RWY 13, AMDT 8...

07/07/98 ....... MN Park Rapids Park Rapids Muni .... ... | FDC 8/4654 ILS RWY 31 AMDT 1...

07/07/98 ....... MN Park Rapids Park Rapids Muni .........ccccoeeeeriiiieeenns FDC 8/4658 VOR RWY 31, AMDT 13...

07/07/98 ....... MN St. Cloud ..cccvvvvieiiiiiins St. Cloud Regional .........cccocveeniernnnnn. FDC 8/4642 GPS RWY 23, ORIG...

07/07/98 ....... MN St. Cloud ...... St. Cloud Regional ................ FDC 8/4643 GPS RWY 5, ORIG...

07/07/98 ....... NE Grant Island . Central Nebraska Regional ... .... | FDC 8/4659 ILS RWY 35, AMDT 9...

07/07/98 ....... NE Omaha .....ccccoveeeiiiiienene Millard ... FDC 8/4680 VOR/DME RNAV RWY 12,
AMDT 6...

07/07/98 ....... NE Omaha .....ccccoveeeiiiiienene Millard ... FDC 8/4681 NDB RWY 12, AMDT 10...

07/07/98 ....... NE Oomaha .....ccccoceevvvvernennn. MiIllard ....oooveiiii e FDC 8/4682 GSP RWY 13, ORIG...

[FR Doc. 98-19100 Filed 7-16-98; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 97

[Docket No. 29282; Amdt. No. 1880]

RIN 2120-AA65

Standard Instrument Approach
Procedures; Miscellaneous
Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This amendment establishes,
amends, suspends, or revokes Standard
Instrument Approach Procedures
(SIAP’s) for operations at certain
airports. These regulatory actions are
needed because of the adoption of new
or revised criteria, or because of changes
occurring in the National Airspace
System, such as the commissioning of
new navigational facilities, addition of
new obstacles, or changes in air traffic
requirements. These changes are
designed to provide safe and efficient
use of the navigable airspace and to
promote safe flight operations under
instrument flight rules at the affected
airports.

DATES: An effective date for each SIAP
is specified in the amendatory
provisions.

Incorporation by reference-approved
by the Director of the Federal Register
on December 31, 1980, and reapproved
as of January 1, 1982.

ADDRESSES: Availability of matters
incorporated by reference in the
amendment is as follows:

For Examination—1. FAA Rules
Docket, FAA Headquarters Building,
800 Independence Avenue, SW.,
Washington, DC 20591;

2. The FAA Regional Office of the
region in which the affected airport is
located; or

3. The Flight Inspection Area Office
which originated the SIAP.

For Purchase—Individual SIAP
copies may be obtained from:

1. FAA Public Inquiry Center (APA—
200), FAA Headquarters Building, 800
Independence Avenue, SW.,
Washington, DC 20591; or

2. The FAA Regional Office of the
region in which the affected airport is
located.

By Subscription—Copies of all SIAP’s,
mailed once every 2 weeks, are for sale
by the Superintendent of Documents,
U.S. Government Printing Office,
Washington, DC 20402.

FOR FURTHER INFORMATION CONTACT:
Donald P. Pate, Flight Procedure
Standards Branch (AMCAFS-420),
Flight Technologies and Programs
Division, Flight Standards Service,
Federal Aviation Administration, Mike
Monroney Aeronautical Center, 6500
South MacArthur Blvd. Oklahoma City,
OK 73169 (Mail Address: P.O. Box
25082 Oklahoma City, OK 73125)
Telephone: (405) 954-4164.

SUPPLEMENTARY INFORMATION: This
amendment to part 97 of the Federal
Aviation Regulations (14 CFR part 97)
establishes, amends, suspends, or
revokes SIAP’s. The complete regulatory
description of each SIAP is contained in
official FAA form documents which are
incorporated by reference in this
amendment under 5 U.S.C. 552(a), 1
CFR part 51, and § 14 CFR 97.20 of the
Federal Aviation Regulations (FAR).
The applicable FAA Forms are
identified as FAA Form 8260-5.
Materials incorporated by reference are
available for examination or purchase as
stated above.

The large number of SIAP’s, their
complex nature, and the need for a
special format make their verbatim
publication in the Federal Register
expensive and impractical. Further,
airmen do not use the regulatory text of
the SIAPs, but refer to their graphic
depiction on charts printed by
publishers of aeronautical materials.
Thus, the advantages of incorporation
by reference are realized and
publication of the complete description
of each SIAP contained in FAA form
documents is unnecessary. The
provisions of this amendment state the
affected CFR sections, with the types
and effective dates of the SIAPs. This
amendment also identifies the airport,
its location, the procedure identification
and the amendment number.

This amendment to part 97 is effective
upon publication of each separate SIAP
as contained in the transmittal. The
SIAP’s contained in this amendment are
based on the criteria contained in the
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United States Standard for Terminal
Instrument Approach Procedures
(TERPS). In developing these SIAPs, the
TERPS criteria were applied to the
conditions existing or anticipated at the
affected airports.

The FAA has determined through
testing that current non-localizer type,
non-precision instrument approaches
developed using the TERPS criteria can
be flown by aircraft equipped with a
Global Positioning System (GPS) and or
Flight Management System (FMS)
equipment. In consideration of the
above, the applicable SIAP’s will be
altered to include “‘or GPS or FMS” in
the title without otherwise reviewing or
modifying the procedure. (Once a stand
alone GPS or FMS procedure is
developed, the procedure title will be
altered to remove “‘or GPS or FMS” from
these non-localizer, non-precision
instrument approach procedure titles.)

The FAA has determined through
extensive analysis that current SIAP’s
intended for use by Area Navigation
(RNAV) equipped aircraft can be flown
by aircraft utilizing various other types
of navigational equipment. In
consideration of the above, those SIAP’s
currently designated as “RNAV’’ will be
redesignated as “VOR/DME RNAV”’
without otherwise reviewing or
modifying the SIAP’s.

Because of the close and immediate
relationship between these SIAP’s and
safety in air commerce, | find that notice
and public procedure before adopting
these SIAPs are, impracticable and
contrary to the public interest and,
where applicable, that good cause exists
for making some SIAPs effective in less
than 30 days.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore—(1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“significant rule”” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. For the same
reason, the FAA certifies that this
amendment will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 97

Air traffic control, Airports,
Navigation (air).

Issued in Washington, DC on July 10, 1998.

Tom E. Stuckey,
Acting Director, Flight Standards Service.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me, part 97 of the
Federal Aviation Regulations (14 CFR
part 97) is amended as follows:

PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES

1. The authority citation for part 97
continues to read:

Authority: 49 U.S.C. 106(g), 40103, 40106,
40113-40114, 40120, 44502, 44514, 44701,
44719, 44721-44722.

2. Amend 97.23, 97.27, 97.33 and
97.35, as appropriate, by adding,
revising, or removing the following
SIAP’s, effective at 0901 UTC on the
dates specified:

Effective August 13, 1998

Selma, AL, Selma/Craig Field, VOR RWY 15,
Orig
CANCELLED
Selma, AL, Selma/Craig Field, VOR or GPS
RWY 15, Orig
Selawik, AK, Selawik, VOR RWY 3, Orig
CANCELLED
Selawik, AK, Selawik, VOR or GPS RWY 3,
Orig
Selawik, AK, Selawik, VOR RWY 21, Orig
CANCELLED
Selawik, AK, Selawik, VOR or GPS RWY 21,
Orig
Benton, AR, Benton/Saline County, VOR or
GPS-A, Amdt 6
CANCELLED
Benton, AR, Benton/Saline County, VOR-A,
Amdt 6

Bentonville, AR, Bentonville Muni/Louise M.

Thaden Field, VOR/DME or GPS-B,
Amdt 4
CANCELLED

Bentonville, AR, Bentonville Muni/Louise M.

Thaden Field, VOR/DME-B, Amdt 4

Bentonville, AR, Bentonville Muni/Louise M.

Thaden Field, VOR, or GPS-A, Amdt 11
CANCELLED

Bentonville, AR, Bentonville Muni/Louise M.

Thaden Field, VOR-A, Amdt 11
Clarksville, AR, Clarksville Muni, NDB or
GPS-A, Amdt 5
CANCELLED
Clarksville, AR, Clarksville Muni, NDB-A,
Amdt5
Corning, AR, Corning Muni, VOR/DME or
GPS-A, Amdt 1B
CANCELLED
Corning, AR, Corning Muni, VOR/DME-A,
Amdt 1B
Lake Village, AR, Lake Village Muni, VOR/
DME or GPS-B, Amdt 5
CANCELLED
Lake Village, AR, Lake Village Muni, VOR/
DME-B, Amdt 5
Lake Village, AR, Lake Village Muni, VOR or
GPS-A, Amdt 7

CANCELLED
Lake Village, AR, Lake Village Muni, VOR-
A, Amdt 7
Mountain Home, AR, Mountain Home/Baxter
County Regional, VOR or GPS-A, Amdt
9A

CANCELLED
Mountain Home, AR, Mountain Home/Baxter
County Regional, VOR-A, Amdt 9A
Stuttgart, AR, Stuttgart Muni, VOR/DME or
GPS-A, Amdt 1
CANCELLED
Stuttgart, AR, Stuttgart Muni, VOR/DME-A,
Amdt 1
West Memphis, AR, West Memphis Muni,
VOR/DME-A, Amdt 6
CANCELLED
West Memphis, AR, West Memphis Muni,
VOR/DME-A, Amdt 6
West Memphis, AR, West Memphis Muni,
NDB or GPS-B, Amdt 3
CANCELLED
West Memphis, AR, West Memphis Muni,
NDB-B, Amdt 3
Grand Canyon, AZ, Grand Canyon/Valle,
VOR RWY 3, Orig
CANCELLED
Grand Canyon, AZ, Grand Canyon/Valle,
VOR or GPS RWY 3, Orig
Santa Ana, CA, Santa Ana/John Wayne
Airport-Orange County, NDB RWY 19R,
Amdt 1
CANCELLED
Santa Ana, CA, Santa Ana/John Wayne
Airport-Orange County, NDB RWY 19R,
Amdt 1
Punta Gorda, FL, Punta Gorda/Charlotte
County, VOR/DME RNAV, RWY 27, Orig
CANCELLED
Punta Gorda, FL, Punta Gorda/Charlotte
County, VOR/DME RNAYV or GPS RWY
27, Orig
Jasper, GA, Jasper/Pickens County, NDB or
GPS RWY 34, Amdt 1
CANCELLED
Jasper, GA, Jasper/Pickens County, NDB or
GPS RWY 34, Amdt 1
Hampton, IA, Hampton Muni, NDB RWY 17,
Amdt 4
CANCELLED
Hampton, IA, Hampton Muni, NDB RWY 17,
Amdt 4
Shenandoah, IA, Shenandoah Muni, NDB
RWY 4, Orig
CANCELLED
Shenandoah, IA, Shenandoah Muni, NDB or
GPS RWY 4, Orig
Hugoton, KS, Hugoton Muni, NDB RWY 2,
Amdt 2
CANCELLED
Hugoton, KS, Hugoton Muni, NDB or GPS
RWY 2, Amdt 2
lola, KS, lola/Allen County, NDB RWY 1,
Amdt 1
CANCELLED
lola, KS, lola/Allen County, NDB or GPS
RWY 1, Amdt 1
Liberal, KS, Liberal Muni, VOR/DME RWY
17, Amdt 2
CANCELLED
Liberal, KS, Liberal Muni, VOR/DME RWY
17, Amdt 2
Scott City, KS, Scott City Muni, NDB or GPS
RWY 35, Amdt 1
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CANCELLED
Scott City, KS, Scott City Muni, NDB or GPS
RWY 35, Amdt 1
Eunice, LA, Eunice, NDB RWY 16, Orig
CANCELLED
Eunice, LA, Eunice, NDB or GPS RWY 16,
Orig
Tallullah/Vicksburg, LA, Tallulah/Vicksburg
Tallulah Regional, NDB RWY 36, Orig—
B
CANCELLED
Tallulah/Vicksburg, LA, Tallulah/Vicksburg
Tallulah Regional, NDB or GPS RWY 36,
Orig-B
CANCELLED
Appleton, MN, Appleton Muni, NDB RWY
13, Orig-A
CANCELLED
Appleton, MN, Appleton Muni, NDB or GPS
RWY 13, Orig-A
Brainerd, MN, Brainerd-Crow Wing County
Regional, VOR/DME RWY 12, Amdt 9
CANCELLED
Brainerd, MN, Brainerd-Crow Wing County
Regional, VOR/DME or GPS RWY 12,
Amdt 9
Park Rapids, MN, Park Rapids Muni, VOR/
DME RWY 13, Amdt 13
CANCELLED
Park Rapids, MN, Park Rapids Muni, VOR/
DME or GPS RWY 13, Amdt 13
Rochester, MN, Rochester Intl, VOR/DME
RWY 20, Amdt 13
CANCELLED
Rochester, MN, Rochester Intl, VOR/DME or
GPS RWY 20, Amdt 13
Macon, MO, Macon-Fower Memorial, VOR/
DME RWY 20, Orig-A
CANCELLED
Macon, MO, Macon-Fower Memorial, VOR/
DME or GPS RWY 20, Orig-A
Monett, MO, Monett Muni, VOR/DME RNAV
RWY 18, Orig
CANCELLED
Monett, MO, Monett Muni, VOR/DME RNAV
or GPS RWY 18, Orig Rolla, MO, Rolla
Downtown, VOR/DME-A, Amdt 2A
CANCELLED
Rolla, MO, Rolla Downtown, VOR/DME or
GPS-A, Amdt 2A
Bowman, ND, Bowman Muni, NDB RWY 29,
Amdt 2A
CANCELLED
Bowman, ND, Bowman Muni, NDB or GPS
RWY 29, Amdt 2A
Fairmont, NE, Fairmont State Airfield, NDB
RWY 17, Orig
CANCELLED
Fairmont, NE, Fairmont State Airfield, NDB
or GPS RWY 17, Orig
Millville, NJ, Millville Muni, VOR/DME
RNAV RWY 28, Amdt 1
CANCELLED
Millville, NJ, Millville Muni, VOR/DME
RNAYV or GPS RWY 28, Amdt 1
Millville, NJ, Millville Muni, VOR-A, Orig
CANCELLED
Millville, NJ, Millville Muni, VOR or GPS—
A, Orig
Charlotte, NC, Charlotte/Douglas Intl, VOR/
DME RWY 18R, Amdt 6
CANCELLED
Charlotte, NC, Charlotte/Douglas Intl, VOR/
DME or GPS RWY 18R, Amdt 6
Wadsworth, OH, Wadsworth Muni, VOR/
DME-A, Amdt 1A

CANCELLED
Wadsworth, OH, Wadsworth Muni, VOR/
DME or GPS-A, Amdt 1A
Wapokoneta, OH, Wapokoneta/Neil
Armstrong, VOR/DME RNAV RWY 26,
Amdt 5B
CANCELLED
Wapokoneta, OH, Wapokoneta/Neil
Armstrong, VOR/DME RNAYV or GPS
RWY 26, Amdt 5B
Ada, OK, Ada Muni, VOR/DME-A, Orig-A
CANCELLED
Ada, OK, Ada Muni, VOR/DME or GPS-A,
Orig-A
Newport, OR, Newport Muni, VOR/DME
RWY 34, Orig
CANCELLED
Newport, OR, Newport Muni, VOR/DME or
GPS RWY 34, Orig
Redmond, OR, Redmond/Roberts Field, NDB
RWY 22, Amdt 1
CANCELLED
Redmond, OR, Redmond/Roberts Field, NDB
or GPS RWY 22, Amdt 1
Clarion, PA, Clarion County, VOR/DME
RNAV RWY 6, Orig-A
CANCELLED
Clarion, PA, Clarion County, VOR/DME
RNAV or GPS RWY 6, Orig-A
Clarion, PA, Clarion County, VOR/DME
RNAV RWY 24, Orig
CANCELLED
Clarion, PA, Clarion County, VOR/DME
RNAYV or GPS RWY 24, Orig
Easton, PA, Easton, VOR-C, Amdt 2
CANCELLED
Easton, PA, Easton, VOR or GPS-C, Amdt 2
Latrobe, PA, Latrobe/Westmoreland County,
VOR/DME RNAV RWY 5, Amdt 1
CANCELLED
Latrobe, PA, Latrobe/Westmoreland County,
VOR/DME RNAV or GPS RWY 5, Amdt
1
Philadelphia, PA, Philadelphia/Wings Field,
NDB RWY 6, Amdt 8
CANCELLED
Philadelphia, PA, Philadelphia/Wings Field,
NDB or GPS RWY 6, Amdt 8
Pittsburgh, PA, Pittsburgh Intl, VOR RWY
28L/C, Amdt 5
CANCELLED
Pittsburg, PA, Pittsburgh Intl, VOR or GPS
RWY 28L/C, Amdt 5
Myrtle Beach, SC, Myrtle Beach Intl, VOR/
DME-A, Orig-A
CANCELLED
Myrtle Beach, SC, Myrtle Beach Intl, VOR/
DME or GPS-A, Orig-A
Mitchell, SD, Mitchell Muni, VOR RWY 30,
Amdt 4
CANCELLED
Mitchell, SD, Mitchell Muni, VOR or GPS
RWY 30, Amdt 4
Harlingen, TX, Harlingen/Valley Intl, NDB
RWY 17L, Amdt 5
CANCELLED
Harlingen, TX, Harlingen/Valley Intl, NDB or
GPS RWY 17L, Amdt 5
Houston, TX, Houston/Sugar Land Muni/
Hull Field, NDB RWY 17, Amdt 8
CANCELLED
Houston, TX, Houston/Sugar Land Muni/
Hull Field, NDB or GPS RWY 17, Amdt
8
Norfolk, VA, Norfolk Intl, NDB/DME RWY
23, Orig

CANCELLED
Norfolk, VA, Norfolk Intl, NDB/DME or GPS
RWY 23, Orig
Orange, VA, Orange County, VOR/DME-A,
Amdt 2
CANCELLED
Orange, VA, Orange County, VOR/DME or
GPS-A, Amdt 2
Washington, DC, Washington National, NDB
RWY 36, Amdt 9
CANCELLED
Washington, DC, Washington National, NDB
or GPS RWY 36, Amdt 9
Washington, DC, Washington National, VOR/
DME RNAV-A, Amdt 6
CANCELLED
Washington, DC, Washington National, VOR/
DME RNAV or GPS-A, Amdt 6
Oshkosh, WI, Oshkosh/Wittman Regional,
VOR RWY 9, Amdt 8B
CANCELLED
Oshkosh, WI, Oshkosh/Wittman Regional,
VOR or GPS RWY 9, Amdt 8B

[FR Doc. 98-19099 Filed 7-16-98; 8:45 am]
BILLING CODE 4910-13-M

FEDERAL TRADE COMMISSION
16 CFR Part 4

Access to Records by Foreign
Governments

AGENCY: Federal Trade Commission.
ACTION: Final rule.

SUMMARY: The Federal Trade
Commission is amending Rules 4.10(d)
and (e) of its Rules of Practice, which
describe confidentiality protections for
materials that the agency obtains
pursuant to process in a law
enforcement investigation, materials
that the agency obtains voluntarily in
lieu of such process that are designated
confidential by their submitters, and
other materials designated as
confidential. These amendments
conform the agency’s rules to its
disclosure authority under the
International Antitrust Enforcement
Assistance Act.

DATES: The amendments are effective
July 17, 1998.

FOR FURTHER INFORMATION CONTACT:
Marc Winerman, Office of the General
Counsel, (202) 326-2451.
SUPPLEMENTARY INFORMATION: The
Commission is amending Rule 4.10(d) of
its Rules of Practice, 16 C.F.R. 4.10(d),
which applies to materials submitted
pursuant to compulsory process in a law
enforcement investigation and to
materials designated confidential and
submitted voluntarily in lieu of such
process. That rule provides that covered
materials shall not be made available,
except as provided therein, to anyone
other than Commission officers,
employees, contractors or consultants.
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The Commission is also amending Rule
4.10(e) of its Rules, 16 C.F.R. 4.10(e),
which provides that other materials that
are designated confidential by their
submitters may not be disclosed, except
as provided therein, unless the
Commission: (1) determines that they
are neither trade secrets nor confidential
commercial information; and (2)
provides ten days’ pre-disclosure notice
to the submitter. These provisions
implement and expand upon
protections in sections 6(f) and 21 of the
FTC Act, 15 U.S.C. 46(f), 57b-2. The
amendments adopted herein conform
the Commission’s rules to its authority
and obligations under agreements
entered pursuant to the International
Antitrust Enforcement Assistance Act
(“IAEAA™), 15 U.S.C 6201 et. seq.

The IAEAA authorizes the
Commission and the Department of
Justice (“‘the agencies”) to enter into
mutual assistance agreements with
foreign antitrust authorities for the
purpose of providing reciprocal
assistance in antitrust investigations. In
accordance with the IAEAA’s terms, 15
U.S.C. 6206, the agencies have
published for comment the first
proposed IAEAA agreement.t

Pursuant to requests under IAEAA
agreements, the agencies may collect
information on behalf of foreign
antitrust authorities. 15 U.S.C. 6202.
The agencies may also share
information with those authorities,
including both information collected at
their behest and certain information
already in the agencies’ files. As
reflected in these amendments, the
IAEAA expressly authorizes disclosures
of materials notwithstanding sections
6(f) and 21 of the FTC Act. 15 U.S.C.
6205.

The amendments adopted herein will
reconcile the Commission’s rules with
the agency’s obligations to provide
assistance under IAEAA agreements.
Because failure to make these
amendments could impair the
Commission’s ability to meet its
obligations, the amendments are exempt
from notice and comment under the
Administrative Procedure Act by virtue
of the foreign affairs exemption to the
Act. 5 U.S.C. 553(a)(1). They are also
exempt from the notice and comment
requirements of the APA and the
Commission’s rules by virtue of the
good cause exemptions in 5 U.S.C.
553(b)(3) and 16 CFR 1.26(b),
respectively. Except for non-substantive

1“Request for Comments on Proposed Agreement
Between the Government of the United States of
America and the Government of Australia on
Mutual Antitrust Enforcement Assistance,” 62 FR
20022 (Apr. 24, 1997) (comment period closed June
9, 1997).

stylistic changes, the amendments
merely implement agreements that are
themselves subject to public comment,
and comment on the amendments is
therefore unnecessary.2

This action does not entail a
collection of information for purposes of
the Paperwork Reduction Act of 1980,
44 U.S.C. 3501 et seq. It is not subject
to the requirements of the Regulatory
Flexibility Act because it concerns a
foreign affairs function of the United
States. See 5 U.S.C. 601(2), Section
1(a)(2) of E.O. 12291, 46 FR 13193
(1981).

List of Subjects in 16 CFR Part 4

Administrative practice and
procedure, Freedom of Information Act,
Privacy Act, Sunshine Act.

For the reasons set forth in the
preamble, the Federal Trade
Commission amends Title 16, Chapter 1,
Subchapter A of the Code of Federal
Regulations, as follows:

PART 4—MISCELLANEOUS RULES

1. The authority citation for Part 4
continues to read as follows:

Authority: Sec. 6, 38 Stat. 721; 15 U.S.C.
46.

2. Amend §4.10 by revising
paragraphs (d) and (e) to read as follows:

§4.10 Nonpublic material.
* * * * *

(d) Except as provided in paragraphs
(f) or (g) of this section, in §4.11(b), (),
or (d), or as contemplated by agreements
under the International Antitrust
Enforcement Assistance Act (15 U.S.C.
6201 et seq.), no material that is marked
or otherwise identified as confidential
and that is within the scope of
§4.10(a)(8), and no material within the
scope of §4.10(a)(9) that is not
otherwise public, will be made
available, without the consent of the
person who produced the material, to
any individual other than a duly
authorized officer or employee of the
Commission or a consultant or
contractor retained by the Commission
who has agreed in writing not to
disclose the information. All other
Commission records may be made
available to a requester under the
procedures set forth in §4.11 or may be
disclosed by the Commission except
where prohibited by law.

(e) Except as provided in paragraphs
(f) or (g) of this section, in §4.11(b), (c),

2See International Brotherhood of Teamsters v.
Pefa, 17 F.3d 1478, 1486 (D.C. Cir. 1994) (APA
foreign affairs exemption and good cause exception
of agency rule); WBEN v. United States, 396 F.2d
601, 616 (2d Cir. 1968) (APA foreign affairs
exemption).

or (d), or as contemplated by agreements
under the International Antitrust
Enforcement Assistance Act (15 U.S.C.
6201 et seq.), material not within the
scope of §4.10(a)(8) or §4.10(a)(9) that
is received by the Commission and is
marked or otherwise identified as
confidential may be disclosed only if it
is determined that the material is not
within the scope of §4.10(a)(2), and the
submitter is provided at least ten days’
notice of the intent to disclose the
material.
* * * * *

By direction of the Commission.
Donald S. Clark,
Secretary.
[FR Doc. 98-19213 Filed 7-16-98; 8:45 am]
BILLING CODE 6750-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 520

Oral Dosage Form New Animal Drugs;
Ivermectin Liquid

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of an abbreviated new animal
drug application (ANADA) filed by
Phoenix Scientific, Inc. The ANADA
provides for veterinary prescription use
of ivermectin oral liquid in horses to
treat and control parasites and parasitic
conditions.

EFFECTIVE DATE: July 17, 1998.

FOR FURTHER INFORMATION CONTACT:
Lonnie W. Luther, Center for Veterinary
Medicine (HFV-102), Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-827-0209.

SUPPLEMENTARY INFORMATION: Phoenix
Scientific, Inc., 3915 South 48th St.
Terrace, P.O. Box 6457, St. Joseph, MO
64506-0457, filed ANADA 200-202 that
provides for veterinary prescription use
of Phoenectin™ Liquid (10 milligram
per milliliter (mg/mL) ivermectin oral
liquid) for horses for the treatment and
control of infections of large strongyles
(adult) (Strongylus equinus), (adult and
arterial larval stages) (S. vulgaris), (adult
and migrating tissue stages) (S.
endentatus), (adult) (Triodontophorus
spp.); small strongyles, including those
resistant to some benzimidizole class
compounds (adults and fourth-stage
larvae) (Cyathostomum spp.,
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Cylicocyclus spp., Cylicodontophorus
spp., (Cylicostephanus spp.), pinworms
(adult and fourth-stage larvae) (Oxyuris
equi); ascarids (third- and fourth-stage
larvae and adults) (Parascaris equorum);
hairworms (adult) (Trichostrongylus
axei); large-mouth stomach worms
(adult) (Habronema muscae); stomach
bots (oral and gastric stages)
(Gastrophilus spp.); lungworms (adults
and forth-stage larvae) (Dictyocaulus
arnfieldi); intestinal threadworms
(adults) (Strongyloides westeri); summer
sores caused by Habronema and
Draschia spp. cutaneous third-stage
larvae; and dermatitis caused by neck
threadworm microfilariae (Onchocerca
spp.).

Approval of ANADA 200-202 for
Phoenix Scientific, Inc.’s, ivermectin
oral liquid is as a generic copy of Merial
Ltd.’s, NADA 140-439 Eqvalan O
(ivermectin) liquid for horses. The
ANADA is approved as of June 5, 1998,
and the regulations are amended in 21
CFR 520.1195(b) to reflect the approval.
The basis of approval is discussed in the
freedom of information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and §514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

The agency has determined under 21
CFR 25.33(a)(1) 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.

List of Subjects in 21 CFR Part 520

Animal drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 520 is amended as follows:

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

1. The authority citation for 21 CFR
part 520 continues to read as follows:
Authority: 21 U.S.C. 360b.

§520.1195 [Amended]

2. Section 520.1195 Ivermectin liquid
is amended in paragraph (b) by

removing ““No. 050604” and adding in

its place ““Nos. 050604 and 059130".
Dated: July 9, 1998.

Stephen F. Sundlof,

Director, Center for Veterinary Medicine.

[FR Doc. 98-19028 Filed 7-16-98; 8:45 am]

BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 520

Oral Dosage Form New Animal Drugs;
Bacitracin Methylene Disalicylate
Soluble

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by
Alpharma Inc. The supplemental NADA
provides for using soluble bacitracin
methylene disalicylate (BMD) powder to
make a medicated drinking water for
growing quail for prevention of
ulcerative enteritis.

EFFECTIVE DATE: July 17, 1998.

FOR FURTHER INFORMATION CONTACT:
William T. Flynn, Center for Veterinary
Medicine (HFV-133), Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-594-1644.
SUPPLEMENTARY INFORMATION: Alpharma
Inc., One Executive Dr., P.O. Box 1399,
Fort Lee, NJ 07024, filed supplemental
NADA 65-470 that provides for use of
BMDO Soluble (BMD soluble powder)
to make a medicated drinking water for
growing quail containing the equivalent
of 400 milligrams of bacitracin per
gallon used for prevention of ulcerative
enteritis due to Clostridium colinum
susceptible to BMD. The supplemental
NADA is approved as of May 27, 1998,
and the regulations in 21 CFR 520.154a
are amended to reflect the approval. The
basis for approval is discussed in the
freedom of information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

The agency has determined under 21
CFR 25.33(d)(4) 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.

List of Subjects in 21 CFR Part 520

Animal drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 520 is amended as follows:

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

1. The authority citation for 21 CFR
part 520 continues to read as follows:

Authority: 21 U.S.C. 360b.

2. Section 520.154a is amended in
paragraph (a) by removing the phrase
“paragraph (d)(3)"” and by adding in its
place the phrase “paragraphs (d)(3) and
(d)(4)” and by adding paragraph (d)(4)
to read as follows:

§520.154a Soluble bacitracin methylene
disalicylate.
* * * * *

(d) * x *

(4) Growing quail—(i) Amount. 400
milligrams per gallon in drinking water.

(ii) Indications for use. For prevention
of ulcerative enteritis due to Clostridium
colinum susceptible to bacitracin
methylene disalicylate.

(iii) Limitations. Prepare fresh
solution daily. Use as sole source of
drinking water.

Dated: July 9, 1998.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 98-19026 Filed 7-16-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 558

New Animal Drugs For Use In Animal
Feeds; Bacitracin Methylene
Disalicylate, Decoquinate, and
Roxarsone

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
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animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Alpharma
Inc. The NADA provides for using
approved bacitracin methylene
disalicylate, decoquinate, and roxarsone
Type A medicated articles to make
combination drug Type C medicated
broiler chicken feeds.

EFFECTIVE DATE: July 17, 1998.

FOR FURTHER INFORMATION CONTACT:
Charles J. Andres, Center for Veterinary
Medicine (HFV-128), Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-594-1638.

SUPPLEMENTARY INFORMATION: Alpharma
Inc., One Executive Dr., P.O. Box 1399,
Fort Lee, NJ 07024, is sponsor of NADA
141-100 that provides for combining
approved Type A medicated articles
containing BMDUO (10, 25, 30, 40, 50, 60,
or 75 grams per pound (g/Ib) bacitracin
methylene disalicylate) with Deccox (6
percent or 27.2 g/lb decoquinate), and 3-
Nitrod (45.4, 90, or 227 g/lb roxarsone)
to make Type C medicated broiler feeds
containing 50 g/ton (g/t) bacitracin
methylene disalicylate, 27.2 g/t
decoquinate, and 22.7 to 45.4 g/t
roxarsone. The Type C medicated
broiler feeds are used as an aid in the
prevention of necrotic enteritis, for the
prevention of coccidiosis, and for
increased rate of weight gain, improved
feed efficiency, and improved
pigmentation in broiler chickens. The

CFR 558.76(d)(3) and 558.195(d) by
adding new entries, and 558.530(d)(5)(x)
is revised to reflect the approval. The
basis for approval is discussed in the
freedom of information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

This approval is for use of single
ingredient Type A medicated articles to
make combination drug Type C
medicated feeds. One ingredient,
roxarsone, is a Category Il drug as
defined in 21 CFR 558.3(b)(1)(ii). Prior
to enactment of the Animal Drug
Availability Act of 1996 (Pub. L. 104—
250) (ADAA), an approved medicated
feed application (MFA) was required for
feed mills to make Type C medicated
feeds from Type A medicated articles
containing Category Il drugs. The ADAA
revised the Federal Food, Drug, and
Cosmetic Act to replace the requirement
for MFA’s with a requirement for feed
mill licenses.

The agency has determined under 21
CFR 25.33(a)(2) that this action is of a
type that does not individually or

neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

2. Section 558.76 is amended by
adding paragraph (d)(3)(xv) to read as
follows:

§558.76 Bacitracin methylene disalicylate.
* * * * *

(d) * X *

(3) * X *

(xv) Decoquinate and roxarsone as in
§558.195.

3. Section 558.195 is amended in the
table in paragraph (d) by adding an
entry for ““27.2 (0.003 pct)”” following
the entry for “Bacitracin 10 to 50"’ and
before the entry for ““Chlortetracycline
100 to 200" to read as follows:

§558.195 Decoquinate.

NADA is approved as of June 2, 1998, cumulatively have a significant effecton * * * * *
and the regulations are amended in 21 the human environment. Therefore, d) ** *

Decoquinate in grams per ton Combinatio?oir? grams per Indications for use Limitations Sponsor
27.2 (0.003 PCt) .eovvvvviiiriieiins Bacitracin methylene disalicy- | Broiler chickens; for preven- | Feed continuously as sole ra- | 046573

late 50 and roxarsone
22.7-45.4.

tion of coccidiosis caused
by Eimeria tenella, E.
necatrix, E. mivati, E.
acervulina, E. maxima, E.
brunetti; as an aid in the
prevention of necrotic en-
teritis caused or com-
plicated by Clostridium
spp. or other organisms
susceptible to bacitracin;
for increased rate of weight
gain, improved feed effi-
ciency, and improved pig-
mentation.

tion. Withdraw 5 days be-
fore slaughter. Do not feed
to laying chickens. Not for
use in breeder chickens.
Use as sole source of or-
ganic arsenic. Poultry
should have access to
drinking water at all times.
Drug overdosage or lack of
drinking water may result
in leg weakness or paral-
ysis. Decoquinate, baci-
tracin methylene disalicy-
late, and roxarsone, as
provided by No. 046573 in
§510.600(c) of this chapter.
*

3. Section 558.530 is amended by
removing and reserving paragraph (c),

and by revising paragraph (d)(5)(x) to
read as follows:

§ 558.530 Roxarsone.

* * * * *
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(c) [Reserved]

(d) * * X

(5) * * *

(x) Decoquinate alone or in
combination as in §558.195.

* * * * *

Dated: July 9, 1998.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 98-19025 Filed 7-16-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 165

[CGD07-98-006]

RIN 2115-AE46

Security Zone; Coast Waters Adjacent
to Florida

AGENCY: Coast Guard, DOT.
ACTION: Temporary final rule.

SUMMARY: Pursuant to Presidential
Proclamation No. 6867, declaring a
national emergency, the Coast Guard,
after consultation with the Department
of Justice, established a security zone,
restricting the operation of certain
vessels within the internal waters and
territorial seas of the United States,
adjacent to or within the coastal waters
around southern Florida. The Coast
Guard is revising the security zone to
encompass all of the internal waters and
territorial seas of the United States
adjacent to or within the State of Florida
and within the boundaries of the
Seventh Coast Guard District (defined in
33 CFR 3.35-1); that is, all the described
waters in and off Florida with the
exception of those waters west of 083—
50 W. The Coast Guard Captain of the
Port (COTP) may exercise complete
control over all vessel operations and
movements within the security zone.
Non-public vessels of less than 50
meters (165 feet) in length, may not get
underway in or depart the security zone
with the intent to enter Cuban territorial
waters, absent express authorization
from the COTP. These vessels control
measures are necessary to provide for
the safety of the United States citizens
and residents and to prevent threatened
disturbances of the international
relations of the United States.

DATES: This rule is effective July 14,
1998 and will terminate when the
National Emergency as declared by the
President in Presidential Proclamation
No. 6867 terminates. The Coast Guard
will publish a separate document in the

Federal Register announcing
termination of this rule.

ADDRESSES: Permission of a Captain of
the Port (COTP) to depart the security
zone with the intent of entering Cuban
territorial waters may be obtained from
the following U.S. Coast Guard units:
Marine Safety Office Miami, 51 S.W.
First Avenue, Miami, FL 33130, ph.
(305) 536-5693; Marine Safety Office
Tampa, 155 Columbia Drive, Tampa, FL
33603, ph. (813) 228-2195; Marine
Safety Office Jacksonville, 7802
Arlington Expy., Suite 400, Jacksonville,
FL 32211-7445; Station Miami Beach,
100 MacArthur Causeway, Miami
Beach, FL 33139, ph. (305) 535-4368;
Station Fort Lauderdale, 7000 N. Ocean
Dr., FL 33004, ph. (305) 927-1611;
Station Marathon, 1800 Overseas
Highway, Marathon, FL 33050, ph. (305)
743-1945; Station Islamorada, PO Box
547, 183 Palermo Dr., Islamorada, FL
33036, ph. (305) 292—-8862; Station Key
West, Key West, FL 33040, ph. (305)
292-8862; Station Fort Myers Beach,
719 San Carlos Drive, Fort Myers Beach,
FL 33931, ph. (813) 463-5754.
Additional locations may be
established.

FOR FURTHER INFORMATION CONTACT:
Chief, Marine Safety Division, Seventh
Coast Guard District, 909 SE First
Avenue, Brickell Plaza Federal
Building, Miami, FL 33931, Phone (305)
536-5651.

SUPPLEMENTARY INFORMATION:
Background and Purpose

Regulatory History

On March 1, 1996, the President of
the United States signed Proclamation
No. 6867 declaring a national
emergency following the February 24
1996, shooting down of two Brothers to
the Rescue aircraft by Cuban armed
forces. The Proclamation, which
addressed the disturbances or
threatened disturbances of United States
international relations, the President
authorized the Secretary of
Transportation to regulate the anchorage
and movement of domestic and foreign
vessels. Order No. 96—-3-7, signed by the
Secretary of Transportation delegated
this authority to the Commandant,
United States Coast Guard. This
authority has been further delegated to
the Commander, Seventh Coast Guard
District and appropriate Captains of the
Port. To secure the rights and
obligations of the United States and to
protect its citizens and residents from
the use of excessive force upon them by
foreign powers, the Coast Guard on
March 8, 1996 (61 FR 9348), pursuant to
its regulatory authority in 50 U.S.C. 191
and as supplemented by the authority

delegated to the Secretary of
Transportation in the Presidential
Proclamation, established a security
zone.

This security zone established on
March 1, 1996, restricted the operation
of vessels within the internal waters and
territorial seas of the United States,
adjacent to or within the coastal waters
around southern Florida. The security
zone prohibits private, noncommercial
vessels less than 50 meters in length
from departing the security zone with
the intent to enter Cuban territorial
waters, absent express authorization
from the Captain of the Port (COTP).

On May 14, 1997 (62 FR 26390) the
Coast Guard published a temporary rule
revising the security zone by additional
security measures that prohibit a similar
class of vessels from getting underway
in or departing the security zone with
the intent to enter Cuban territorial
waters without express authorization
from the COTP. Additionally, under the
revised security zone, commercial
vessels less than 50 meters in length
became subject to the same restrictions
as private, noncommercial vessels less
than 50 meters in length.

Discussion of Rule

This temporary rule further amends
the security zone by expanding its
geographic scope of the Florida
peninsula. During the Pope’s visit to
Cuba in January, 1998, several boaters
asserted that they had evaded the
requirements of the security zone by
departing for Cuba from a port north of
Fort Lauderdale, outside the geographic
limits of the prior security zone.
Expansion of the geographic limits of
the security zone around Florida will
cure this potential enforcement
problem, thereby enhancing boater
safety and better preventing a possible
disturbance of the foreign relations of
the United States.

The Coast Guard has determined that
control of the movement of non-public
vessels less than 50 meters in length in
the security zone, or departure of such
vessels from the security zone, with the
intent to enter Cuban territorial waters
(hereinafter “‘subject vessels™), is
necessary to protect the safety of United
States citizens and residents and
prevent threatened disturbance of the
international relations of the United
States. These controls do not apply to
foreign flag vessels in innocent passage
in the territorial sea of the United States.
Maintaining such control of vessel
movement will necessitate some
temporary limitations on traditional
freedoms of navigation. Efforts will be
made to keep these limitations to a
minimum.
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A COTP may issue appropriate orders
to control the launching, anchorage,
docking, mooring, operation, and
movement of all subject vessels within
the security zone. Additionally, the
COTP may remove all persons not
specifically authorized to go or remain
on board the subject vessel, may place
guards on the subject vessel and may
take full or partial possession or control
of any such vessel or part thereof. Such
actions to be taken are in the discretion
of the COTP as deemed necessary to
ensure compliance with the provisions
of the security zone or any other order
issued under the authority of the COTP.

Under the special regulations
included in this rule, subject vessels
may not get underway in or depart from
the security zone without express
authorization from the COTP.
Authorization may be requested in
person or in writing. If the request is
approved, the COTP will issue a written
authorization. As a condition of getting
underway in or departing from the
security zone, the COTP has the
discretion, where there is an articulable
basis to believe that a vessel intends to
enter Cuban territorial waters, to require
the owner, master or person in charge to
provide verbal assurance to the COTP
that the vessel will not enter Cuban
territorial waters and require that the
COTP be informed of the identity of all
persons on board the vessel.

Vessels 50 meters or greater in length
and foreign flagged vessels in innocent
passage in the territorial sea of the
United States are exempt from these
security zone control regulations. Past
experiences, including flotillas on July
13, 1995, September 2, 1995, March 2,
1996, July 13, 1996, May 17, 1997, July
13, 1997, November 1, 1997, and
January 23-24, 1998, did not involve
vessels outside the subject class of
vessels. This temporary rule expands
the geographic scope of the security
zone to the Florida peninsula.

Any non-public vessel less than 50
meters in length getting underway from
a berth, pier, mooring, or anchorage in
the security zone or departing from the
security zone, with the intent to enter
Cuban territorial waters, without having
express authorization from the COTP
will be in violation of the security zone.
Failure to comply with the regulations
or orders issued under the authority of
the COTP may result in seizure and
forfeiture of the vessel, suspension or
revocation of Coast Guard licenses, and
criminal fines and imprisonment.
Making a false statement to any agency
of the United States may result in
additional penalties pursuant to 18 USC
§1001.

This rule is published as a final rule,
which is effective upon the signing of
this rule. It is based upon a Presidential
declaration of a national emergency.
Because of recent events discussed in
the preamble above, immediate action is
needed to protect the safety of lives and
property at sea and to prevent
threatened disturbance of the
international relations of the United
States. For this reason, the Coast Guard
finds good cause, under 5 USC 553(B)
and (d), that notice and public comment
on the rule before the effective date of
this rule are, impractical, unnecessary,
contrary to the public interest and this
rule should be made effective in less
than 30 days after publication. Further,
because this temporary rule involves the
foreign affairs of the United States it is
excepted from rulemaking procedures in
accordance with 5 USC 553(a)(1).

Regulatory Process Matters

This final rule, designed under the
emergency conditions, is not a
significant regulatory action under
section 3(f) of Executive Order 12866
and does not require an assessment of
potential cost and benefits under section
6(a)(3) of that order. Therefore, a
regulatory evaluation is not required. It
is not significant under the regulatory
policies and procedures of the
Department of Transportation (DOT) (44
FR 11040; February 26, 1979). For the
reasons stated above, the USCG certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.
This rule does not impose unfunded
mandates or contain reporting or record
keeping requirements that require new
approval under the Paperwork
Reduction Act.

Environment

The Coast Guard considered the
environmental impact of this rule and
concluded that under figure 2-1 of
Commandant Instruction M16475.1C,
this proposal is categorically excluded
from further environmental
documentation. A categorical exclusion
determination and an environmental
analysis checklist have been completed
and are available in the docket.

Federalism Assessment

This action has been analyzed in
accordance with the principles and
criteria contained in Executive Order
12612, and it has been determined that
this rule will not have sufficient
federalism implication to warrant
preparation of a Federalism Assessment.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Security measures and
waterways.

In consideration of the foregoing, Part
165 of Title 33, Code of Federal
Regulations, is amended as follows:

1. The authority citation for part 165
continues to read as follows:

Authority: 33 USC 1231; 50 USC 191; 33
CFR 1.05-1(g), 6.04-1, 6.04-6, and 160.5; 49
CFR 1.46.

2. In 8165.T07-013 revise the heading
and paragraph (a) to read as set forth
below, and republish paragraphs (b)
through (d) to read as follows:

§165.T07-013 Security Zone: Internal
waters and territorial seas adjacent to the
Florida peninsula.

(a) Location. The following area is
established as a security zone: All U.S.
internal waters and territorial seas
adjacent to the State of Florida south of
the Florida-Georgia border and
extending seaward three nautical miles
from the baseline from which the
territorial sea is measured around the
Florida peninsula to the extent where
the Florida panhandle and adjacent
internal waters and territorial sea
intersect with longitude 83°50' West. In
general these are the U.S. internal
waters and territorial seas adjacent to
the Florida peninsula.

(b) Applicability. This section applies
to non-public vessels less than 50
meters (165 feet) in length and all
associated auxiliary vessels within the
security zone, but shall not apply to
foreign flagged vessels in innocent
passage in the territorial sea of the
United States. For the purpose of this
section, an “‘auxiliary vessel’’ includes
every description of watercraft or other
artificial contrivance used or capable of
being used as a means of transportation
on water attached to, or embarked in,
another vessel to which this section
applies.

(c) Regulations. (1) The general
regulations in § 165.33 of this part do
not apply to this security zone.

(2) Non-public vessels less than 50
meters (165 feet) in length and persons
on board those vessels may not get
underway from a berth, pier, mooring or
anchorage in the security zone, or
depart from the security zone, with the
intent to enter Cuban territorial waters
without express written authorization
from one of the following officials or
their designees; Commander, Seventh
Coast Guard District; the Captain of the
Port Miami; or the Captain of the Port
Tampa. The aforementioned officials
may issue orders to control the
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movement of vessels to which this
section applies.

(3) Where there is an articulable basis
to believe a vessel to which this section
applies intends to enter Cuban
territorial waters, an official referenced
in paragraph (c)(2) of this section may
require the master, owner, or person in
charge of a vessel within the security
zone, including all auxiliary vessels, to
provide verbal assurance that the vessel
will not enter Cuban territorial waters as
a condition for a vessel to get underway
from a berth, pier, mooring, or
anchorage in the security zone, or
depart from the security zone. In
addition, an official referenced in
paragraph (c)(2) may require the master,
owner, or person in charge of the vessel
to identify all persons on board the
vessel and provide verbal assurances
that all persons on board have received
actual notice of the regulations in this
section.

(4) The owner or person in charge of
the vessel shall maintain the express
written authorization for the vessel on
board the vessel.

(d) Enforcement. (1) Vessels or
persons violating this section may be
subject to:

(i) Seizure and forfeiture of the vessel,

(ii) A monetary penalty of not more
than $10,000; and

(iii) Imprisonment for not more than
10 years.

(2) Violation of 18 U.S.C. 1001 may
result in imprisonment for not more
than five years or a fine, or both.

(e) This section implements
Presidential Proclamation No. 6867.
This section is issued under the
authority delegated in Department of
Transportation Order No. 96—-3-7.

Dated: July 14, 1998.
R.C. Olsen, Jr.,

Captain, U.S. Coast Guard, Commander,
Seventh Coast Guard District Acting

[FR Doc. 98-19265 Filed 7-15-98; 3:37 pm]
BILLING CODE 4910-15-M

POSTAL SERVICE
39 CFR Part 20

Stay of Interim Rule for Global
Package Link to Germany and France

AGENCY: Postal Service.
ACTION: Stay of interim rule.

SUMMARY: The Postal Service is staying
its recently published interim rule on
Global Package Link which added a
merchandise return service for
customers utilizing the GPL service to
Germany and France.

DATES: The amendment to the
International Mail Manual published in
the Federal Register on July 10, 1998
(63 FR 37251-37254), is stayed until
further notice as of 12:01 a.m. on July
17, 1998.

ADDRESSES: Any written comments
should be mailed or delivered to the
International Business Unit, U.S. Postal
Service, 475 L’Enfant Plaza SW, room
370-1BU, Washington, DC 20260-6500.
Copies of all written comments will be
available for public inspection and
photocopying between 9 a.m. and 4
p.m., Monday through Friday, at the
above address.

FOR FURTHER INFORMATION CONTACT: Bill
Brandt (202) 314-7165.

SUPPLEMENTARY INFORMATION: Pending
further internal review, the Postal
Service is staying an interim rule in the
Federal Register on July 10, 1998 (63 FR
37251-37254), concerning the
establishment of a GPL return service in
Germany and France. This stay will be
effective immediately, and the
contemplated service will not be
available until the internal review has
been completed and a further notice
published.

List of Subjects in 39 CFR Part 20

International postal service, Foreign
relations.

The Postal Service hereby stays its
amendment of July 10, 1998, to the
International Mail Manual, which is
incorporated by reference in the Code of
Federal Regulations. See 39 CFR 20.1.

PART 20—[AMENDED]

1. The authority citation for 39 CFR
part 20 continues to read as follows:

Authority: 5 U.S.C. 552(a); 39 U.S.C. 401,
404, 407, 408.

I. Subchapter 620 of the International
Mail Manual, Issue 20, sections 626.24
and 626.25, are stayed until further
notice.

Stanley F. Mires,

Chief Counsel, Legislative.

[FR Doc. 98-19170 Filed 7-15-98; 10:40 am]
BILLING CODE 7710-12-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 63
[FRL-6123-4]

Delegation of National Emission
Standards for Hazardous Air Pollutants
for Source Categories; State of
Arizona; Arizona Department of
Environmental Quality

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

SUMMARY: EPA is taking direct final
action to delegate the authority to
implement and enforce specific national
emission standards for hazardous air
pollutants (NESHAPS) to the Arizona
Department of Environmental Quality
(ADEQ) in Arizona. The preamble
outlines the process that ADEQ will use
to receive delegation of any future
NESHAP, and identifies the NESHAP
categories to be delegated by today’s
action. EPA has reviewed ADEQ’s
request for delegation and has found
that this request satisfies all of the
requirements necessary to qualify for
approval. Thus, EPA is hereby granting
ADEQ the authority to implement and
enforce the unchanged NESHAP
categories listed in this rule.

DATES: This rule is effective on
September 15, 1998, without further
notice, unless EPA receives relevant
adverse comments by August 17, 1998.
If EPA receives such comment, then it
will publish a timely withdrawal in the
Federal Register informing the public
that this rule will not take effect.
ADDRESSES: Comments must be
submitted to Andrew Steckel at the
Region IX office listed below. Copies of
the request for delegation and other
supporting documentation are available
for public inspection (docket number
A-96-25) at the following location: U.S.
Environmental Protection Agency,
Region IX, Rulemaking Office (AIR-4),
Air Division, 75 Hawthorne Street, San
Francisco, California 94105-3901.

FOR FURTHER INFORMATION CONTACT: Mae
Wang, Rulemaking Office (AIR—4), Air
Division, U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, California 94105—-
3901, (415) 744-1200.

SUPPLEMENTARY INFORMATION:

l. Background

Section 112(l) of the Clean Air Act, as
amended in 1990 (CAA), authorizes
EPA to delegate to state or local air
pollution control agencies the authority
to implement and enforce the standards
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set out in 40 CFR Part 63, National
Emission Standards for Hazardous Air
Pollutants for Source Categories. On
November 26, 1993, EPA promulgated
regulations, codified at 40 CFR Part 63,
Subpart E (hereinafter referred to as
“Subpart E”’), establishing procedures
for EPA’s approval of state rules or
programs under section 112(l) (see 58
FR 62262).

Any request for approval under CAA
section 112(I) must meet the approval
criteria in 112(1)(5) and 40 CFR Part 63,
Subpart E. To streamline the approval
process for future applications, a state or
local agency may submit a one-time
demonstration that it has adequate
authorities and resources to implement
and enforce any CAA section 112
standards. If such demonstration is
approved, then the state or local agency
would no longer need to resubmit a
demonstration of these same authorities
and resources for every subsequent
request for delegation of CAA section
112 standards. However, EPA maintains
the authority to withdraw its approval if
the State does not adequately
implement or enforce an approved rule
or program.

On October 30, 1996, EPA approved
the Arizona Department of
Environmental Quality’s (ADEQ’s)
program for accepting delegation of
section 112 standards that are
unchanged from Federal standards as
promulgated (see 61 FR 55910). The
approved program reflects an adequate
demonstration by ADEQ of general
resources and authorities to implement
and enforce section 112 standards.
However, formal delegation for an
individual standard does not occur until
ADEQ obtains the necessary regulatory
authority to implement and enforce that
particular standard, and EPA approves
ADEQ’s formal delegation request for
that standard.

ADEQ informed EPA that it intends to
obtain the regulatory authority
necessary to accept delegation of section
112 standards by incorporating section
112 standards into the Arizona
Administrative Code. The details of this
delegation mechanism are set forth in a
Memorandum of Agreement (MOA)
between ADEQ and EPA, and are
available for public inspection at the
U.S. EPA Region IX office (docket No.
A-96-25).

On May 29, 1998, ADEQ requested
delegation for several individual section
112 standards that have been
incorporated by reference into the
Arizona Administrative Code. The
standards that are being delegated by
today’s action are listed in a table at the
end of this rule.

1. EPA Action

A. Delegation for Specific Standards

After reviewing ADEQ’s request for
delegation of various national emissions
standards for hazardous air pollutants
(NESHAPSs), EPA has determined that
this request meets all the requirements
necessary to qualify for approval under
CAA section 112(l) and 40 CFR 63.91.
Accordingly, ADEQ is granted the
authority to implement and enforce the
requested NESHAPs. These delegations
will be effective on September 15, 1998.
A table of the NESHAP categories that
will be delegated to ADEQ is shown at
the end of this rule. Although ADEQ
will have primary implementation and
enforcement responsibility, EPA retains
the right, pursuant to CAA section
112(1)(7), to enforce any applicable
emission standard or requirement under
CAA section 112. In addition, EPA does
not delegate any authorities that require
implementation through rulemaking in
the Federal Register, or where Federal
overview is the only way to ensure
national consistency in the application
of the standards or requirements of CAA
section 112.

After a state or local agency has been
delegated the authority to implement
and enforce a NESHAP, the delegated
agency becomes the primary point of
contact with respect to that NESHAP.
Pursuant to 40 CFR 63.9(a)(4)(ii) and
63.10(a)(4)(ii), EPA Region I1X waives
the requirement that notifications and
reports for delegated standards be
submitted to EPA as well as to ADEQ.

In its May 29, 1998 request, ADEQ
included a request for delegation of the
regulations implementing CAA section
112(i)(5), codified at 40 CFR Part 63,
Subpart D. These requirements apply to
state or local agencies that have a permit
program approved under title V of the
Act (see 40 CFR 63.70). ADEQ received
final interim approval of its title V
operating permits program on October
30, 1996 (see 61 FR 55910). State or
local agencies implementing the
requirements under Subpart D do not
need approval under section 112(1).
Therefore, EPA is not taking action to
delegate 40 CFR Part 63, Subpart D to
ADEQ.

ADEQ also included a request for
delegation of the regulations
implementing CAA sections 112(g) and
112(j), codified at 40 CFR Part 63,
Subpart B. These requirements apply to
major sources only, and need not be
delegated under the section 112(l)
approval process. When promulgating
the regulations implementing section
112(g), EPA stated its view that “the Act
directly confers on the permitting
authority the obligation to implement

section 112(g) and to adopt a program
which conforms to the requirements of
this rule. Therefore, the permitting
authority need not apply for approval
under section 112(1) in order to use its
own program to implement section
112(g)” (see 61 FR 68397). Similarly,
when promulgating the regulations
implementing section 112(j), EPA stated
its belief that “‘section 112(l) approvals
do not have a great deal of overlap with
the section 112(j) provision, because
section 112(j) is designed to use the title
V permit process as the primary vehicle
for establishing requirements” (see 59
FR 26447). Therefore, state or local
agencies implementing the requirements
under sections 112(g) and 112(j) do not
need approval under section 112(l). As
a result, EPA is not taking action to
delegate 40 CFR Part 63, Subpart B to
ADEQ.

B. Delegation Mechanism for Future
Standards

Today’s document serves to notify the
public of the details of ADEQ’s
procedure for receiving delegation of
future NESHAPSs. As set forth in the
MOA, ADEQ intends to incorporate by
reference, into the Arizona
Administrative Code, each newly
promulgated NESHAP for which it
intends to seek delegation. ADEQ will
then submit a letter to EPA Region IX,
along with proof of regulatory authority,
requesting delegation for each
individual NESHAP. Region IX will
respond in writing that delegation is
either granted or denied. If a request is
approved, the delegation of authorities
will be considered effective upon the
date of the response letter from Region
IX. Periodically, EPA will publish in the
Federal Register a listing of the
standards that have been delegated.
Although EPA reserves its right,
pursuant to 40 CFR 63.96, to review the
appropriateness of any future delegation
request, EPA will not institute any
additional comment periods on these
future delegation actions. Any parties
interested in commenting on this
procedure for delegating future
unchanged NESHAPs should do so at
this time.

C. Opportunity for Public Comment

EPA is publishing this rule without
prior proposal because the Agency
views this as a noncontroversial action
and anticipates no adverse comments.
However, in the Proposed Rules section
of this Federal Register publication,
EPA is publishing a separate document
that will serve as the proposal for this
action should relevant adverse
comments be filed. This action will be
effective September 15, 1998, without
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further notice unless the Agency
receives relevant adverse comments by
August 17, 1998.

If EPA receives such comments, then
EPA will publish a document
withdrawing this final rule and
informing the public that the rule will
not take effect. All public comments
received will then be addressed in a
subsequent final rule based on the
proposed rule. EPA will not institute a
second comment period on this action.
Any parties interested in commenting
on this action is advised that this rule
will be effective on September 15, 1998,
and no further action will be taken on
the proposed rule.

I11. Administrative Requirements
A. Executive Orders 12866 and 13045

The Office of Management and Budget
has exempted this regulatory action
from review under Executive Order
(E.O.) 12866.

This final rule is not subject to E.O.
13045, entitled ‘‘Protection of Children
from Environmental Health Risks and
Safety Risks,” because it is not an
“economically significant’”” action under
E.O. 12866.

B. Regulatory Flexibility Act

Under the Regulatory Flexibility Act,
5 U.S.C. 600 et seq., EPA must prepare
a regulatory flexibility analysis
assessing the impact of any proposed or
final rule on small entities. 5 U.S.C. 603
and 604. Alternatively, EPA may certify
that the rule will not have a significant
economic impact on a substantial
number of small entities. Small entities
include small businesses, small not-for-
profit enterprises, and government
entities with jurisdiction over
populations of less than 50,000.

Delegations of authority to implement
and enforce unchanged Federal
standards under section 112(l) of the
Clean Air Act do not create any new
requirements but simply transfer
primary implementation authorities to
the State. Therefore, because this action
does not impose any new requirements,
the Administrator certifies that it does
not have a significant impact on any
small entities affected.

C. Unfunded Mandates

Under section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated costs to state,
local, or tribal governments in the
aggregate, or to private sector, of $100
million or more. Under section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and
advising any small governments that
may be significantly or uniquely
impacted by the rule.

EPA has determined that the
delegation action promulgated does not
include a Federal mandate that may
result in estimated costs of $100 million
or more to either state, local, or tribal
governments in the aggregate, or to the
private sector. This Federal action
approves pre-existing requirements
under state or local law, and imposes no
new Federal requirements. Accordingly,
no additional costs to state, local, or
tribal governments, or to the private
sector, result from this action.

D. Submission to Congress and the
General Accounting Office

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major”’ rule as defined by 5 U.S.C.
804(2).

E. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of

this action must be filed in the United
States Court of Appeals for the
appropriate circuit by September 15,
1998. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this rule for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements (see section
307(b)(2)).

List of Subjects in 40 CFR Part 63

Environmental protection,
Administrative practice and procedure,
Air pollution control, Hazardous
substances, Intergovernmental relations,
Reporting and recordkeeping
requirements.

Authority: This action is issued under the
authority of Section 112 of the Clean Air Act,
as amended, 42 U.S.C. 7412.

Dated: June 26, 1998.

David P. Howekamp,
Director, Air Division, Region IX.

Title 40, chapter I, part 63 of the Code
of Federal Regulations is amended as
follows:

PART 63—[AMENDED]

1. The authority citation for part 63
continues to read as follows:

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

Subpart E—Approval of State
Programs and Delegation of Federal
Authorities

2. Section 63.99 is amended by
adding paragraph (a)(3) to read as
follows:

§63.99 Delegated federal authorities.
(a) * X %

(3) Arizona. The following table lists
the specific Part 63 standards that have
been delegated unchanged to the air
pollution control agencies in the State of
Arizona. The (X) symbol is used to
indicate each category that has been
delegated.

DELEGATION STATUS FOR PART 63 STANDARDS—ARIZONA

Subpart Description ADEQ?® MCESD 2 PDEQ?3 PCAQCD*4
A General PrOVISIONS .......cioiiiiiiieiieeiie ittt X
F o, Synthetic Organic Chemical Manufacturing INdUStry .........cccceceeevineenne X
[T Synthetic Organic Chemical Manufacturing Industry: Process Vents, X
Storage Vessels, Transfer Operations, and Wastewater.
H o Organic Hazardous Air Pollutants: Equipment Leaks ...........cccccoeveeninen. X
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DELEGATION STATUS FOR PART 63 STANDARDS—ARIZONA—Continued

Subpart

Description

ADEQ1

MCESD 2 PDEQ?3 PCAQCD4

Lo, Coke Oven Batteries .................
M s Perchloroethylene Dry Cleaning
N

ing Tanks.

Secondary Lead Smelting
Petroleum Refineries

Tanks—Level 1
Containers
Surface Impoundments ...
Individual Drain Systems

Group IV Polymers and Resins

Hard and Decorative Chromium Electroplating and Chromium Anodiz-

Ethylene Oxide Sterilization Facilities
Industrial Process Cooling Towers
Gasoline Distribution Facilities ..
Halogenated Solvent Cleaning ..
Group | Polymers and Resins ...
Epoxy Resins Production and Non-Nylon Polyamides Production

Off-Site Waste and Recovery Operations ....
Magnetic Tape Manufacturing Operations
Aerospace Manufacturing and Rework Facilities ...
Wood Furniture Manufacturing Operations
Printing and Publishing Industry

Oil-Water Separators and Organic-Water Separators

Organic Hazardous Air Pollutants: Certain Processes Subject to the X
Negotiated Regulation for Equipment Leaks.

HXXXXXXXXXXXXXXXXXXX XXX

1 Arizona Department of Environmental Quality.
2Maricopa County Environmental Services Department.
3 Pima County Department of Environmental Quality.

4Pinal County Air Quality Control District.

* * * * *

[FR Doc. 98-19136 Filed 7-16-98; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-300682; FRL—6016-8]

RIN 2070-AB78

Myclobutanil; Extension of Tolerance
for Emergency Exemptions

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

SUMMARY: This rule extends a time-
limited tolerance for residues of the
fungicide myclobutanil and its
metabolites in or on mint (peppermint
and spearmint) at 2.5 part per million
(ppm) for an additional eighteen
months, to January 31, 2000. This action
is in response to EPA’s granting of an
emergency exemption under section 18
of the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA)
authorizing use of the pesticide on mint
(peppermint and spearmint). Section
408(1)(6) of the Federal Food, Drug, and
Cosmetic Act (FFDCA) requires EPA to
establish a time-limited tolerance or
exemption from the requirement for a
tolerance for pesticide chemical

residues in food that will result from the
use of a pesticide under an emergency
exemption granted by EPA under
section 18 of FIFRA.

DATES: This regulation becomes
effective July 17, 1998. Objections and
requests for hearings must be received
by EPA, on or before September 15,
1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300682],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300682], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to:
OPP—-docket@epamail.epa.gov. Follow
the instructions in Unit Il. of this
preamble. No Confidential Business
Information (CBI) should be submitted
through e-mail.

FOR FURTHER INFORMATION CONTACT: By
mail: David Deegan, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location , telephone
number, and e-mail address: Rm. 280,
CM #2, 1921 Jefferson Davis Hwy.,
Arlington, VA 22202, (703)-308-9358; e-
mail: deegan.dave@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA
issued a final rule, published in the
Federal Register of July 9, 1997 (62 FR
36671) (FRL-5729-3), which announced
that on its own initiative and under
section 408(e) of the FFDCA, 21 U.S.C.
346a(e) and (1)(6), it established a time-
limited tolerance for the residues of
myclobutanil and its metabolites in or
on mint (peppermint and spearmint) at
2.5 ppm, with an expiration date of July
1, 1998. EPA established the tolerance
because section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
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result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

EPA received a request to extend the
use of myclobutanil on mint for this
year’s growing season due to the
recurrence of emergency levels of
powdery mildew on mint grown in the
states of Idaho and Washington. After
having reviewed the submission, EPA
concurs that emergency conditions exist
for these states. EPA has authorized
under FIFRA section 18 the use of
myclobutanil on mint for control of
powdery mildew in Idaho and
Washington.

EPA assessed the potential risks
presented by residues of myclobutanil
in or on mint (peppermint and
spearmint). In doing so, EPA considered
the new safety standard in FFDCA
section 408(b)(2), and decided that the
necessary tolerance under FFDCA
section 408(1)(6) would be consistent
with the new safety standard and with
FIFRA section 18. The data and other
relevant material have been evaluated
and discussed in the final rule of July
9, 1997 (62 FR 36671). Based on that
data and information considered, the
Agency reaffirms that extension of the
time-limited tolerance will continue to
meet the requirements of section
408(1)(6). Therefore, the time-limited
tolerance is extended for an additional
eighteen month period. Although this
tolerance will expire and is revoked on
January 31, 2000, under FFDCA section
408(1)(5), residues of the pesticide not in
excess of the amounts specified in the
tolerance remaining in or on mint
(peppermint and spearmint) after that
date will not be unlawful, provided the
pesticide is applied in a manner that
was lawful under FIFRA and the
application occurred prior to the
revocation of the tolerance. EPA will
take action to revoke this tolerance
earlier if any experience with, scientific
data on, or other relevant information
on this pesticide indicate that the
residues are not safe.

l. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require

some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by September 15,
1998, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

I1. Public Record and Electronic
Submissions

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments

submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document

Electronic comments may be sent
directly to EPA at:
OPP—docket@epamail.epa.gov.

Electronic objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.
Objections and hearing requests will
also be accepted on disks in
WordPerfect 51/6.1 or ASCII file format.
All copies of objections and hearing
requests in electronic form must be
identified by the docket control number
[OPP-300682]. No CBI should be
submitted through e-mail. Electronic
copies of objections and hearing
requests on this rule may be filed online
at many Federal Depository Libraries.

I11. Regulatory Assessment
Requirements

This final rule extends a time-limited
tolerancethat was previously extended
by EPA under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). In addition, this final
rule does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA), 44 U.S.C. 3501 et seq., or impose
any enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

Since this extension of an existing
time-limited tolerance does not require
the issuance of a proposed rule, the
requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
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or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

IV. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, EPA
submitted a report containing this rule
and other required information to the
U.S. Senate, the U.S. House of
Representatives, and the Comptroller
General of the General Accounting
Office prior to publication of this rule in
today’s Federal Register. This is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 30, 1998.
Peter Caulkins,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180— [AMENDED]

1. The authority citation for part 180
continues to read as follows:
Authority: 21 U.S.C. 346a and 371.

§180.443 [Amended]

2.1n §180.443, by amending
paragraph (b) in the table, for the
commodities “Peppermint’” and
“Spearmint’ by changing the date “‘July
1, 1998” to read *“1/31/00".

[FR Doc. 98-18988 Filed 7-16-98; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300612; FRL-5768-3]
RIN 2070-AB78

Fipronil; Pesticide Tolerance

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

SUMMARY: This regulation establishes
new tolerances for combined residues of
fipronil, its metabolites MB46136 and
MB45950, and its photodegradate
MB46513, in or on rice grain and rice
straw. In pesticide petition (PP) 7F4832,
Rhone Poulenc AG, Inc. requested these
tolerances under the Federal Food, Drug
and Cosmetic Act (FFDCA), as amended
by the Food Quality Protection Act of
1966 (FQPA).

DATES: This regulation is effective July
17, 1998. Objections and requests for
hearings must be received by EPA on or
before September 15, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, OPP-300612,
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, OPP—
300612, must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of objections
and hearing requests must be submitted
as an ASCII file avoiding the use of
special characters and any form of
encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number OPP-300612.
No Confidential Business Information
(CBI) should be submitted through e-
mail. Electronic copies of objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Ann Sibold, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.

Office location, telephone number, and
e-mail address: Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 305-6788, e-mail:
sibold.ann@epa.gov.

SUPPLEMENTARY INFORMATION: In the
Federal Register of June 20, 1997 (62 FR
33641) (FRL-5723-7), EPA issued a
notice pursuant to section 408 of the
FFDCA, 21 U.S.C. 346a(e), announcing
the filing of a pesticide petition for a
tolerance (PP 7F4832) by Rhone Poulenc
AG, Inc., P.O. Box 12014, 2 T.W.
Alexander Drive, Research Triangle
Park, NC 27709. This notice included a
summary of the petition prepared by
Rhone Poulenc AG, Inc., the registrant.
There were 11 comments received in
response to the notice of filing and all
supported establishing the tolerance.

The petition proposed to use a 56%
flowable solid (FS) formulation (Product
name: ICON 6.2 FS Insecticide) to treat
rice seed to control the pests rice water
weevil and chinch bugs.

The petition further requested that 40
CFR 180.517 be amended by
establishing new tolerances for
combined residues of the insecticide
fipronil, its metabolites MB46136 and
MB45950, and its photodegradate
MB46513 in or on rice grain at 0.04
parts per million (ppm) and rice straw
at 0.10 ppm. Tolerances for residues of
fipronil (expressed as fipronil and its
metabolites MB45950 and MB46136) in
or on animal commodities have recently
been established (40 CFR 180.517(a)).

Fipronil is registered in the United
States for use on field corn, on golf
course and commercial turf, on pets,
and in roach and ant bait stations.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.”” Section 408(b)(2)(A)(ii) of the
FFDCA defines “‘safe’” to mean that
“there is a reasonable certainty that no
harm will result from aggregate
exposure to the pesticide chemical
residue, including all anticipated
dietary exposures and all other
exposures for which there is reliable
information.” This includes exposure
through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to ““ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
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exposure to the pesticide chemical
residue. . ..”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no-observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For
shorter-term risks, EPA uses a RfD
approach or calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential-human
carcinogen, different types of risk
assessments (e.g., linear low-dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide-exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” ““short-term,” “‘intermediate-
term,” and “‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single-
oral exposure to the pesticide residues.
High-end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very-low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure

can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure.

In examining aggregate exposure,
section 408 of the FFDCA requires that
EPA take into account available and
reliable information concerning
exposure from the pesticide residue in
the food in question, residues in other
foods for which there are tolerances,
residues in groundwater or surface
water that is consumed as drinking
water, and other non-occupational
exposures through pesticide use in
gardens, lawns, or buildings (residential
and other indoor uses). Dietary exposure
to residues of a pesticide in a food
commodity are estimated by
multiplying the average daily
consumption of the food forms of that
commodity by the tolerance level or the
anticipated pesticide residue level. The
Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
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greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

I1. Aggregate Risk Assessment and
Determination of Safety

The toxicology data base for fipronil
has previously been evaluated and was
considered adequate to support
registration for use on corn (62 FR
62970) (FRL-5757—-4). Since that time,
MB46513 has been identified. It appears
to have greater toxicity than the parent,
fipronil. MB46513 is not an animal or
plant metabolite. Rather, it forms when
the parent compound fipronil is
exposed to sunlight. It is not present on
corn, but is potentially present on rice
due to the foliar application (to
germinated rice seed).

Consistent with section 408(b)(2)(D)
of the FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action, EPA has sufficient data to assess
the hazards of fipronil and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of the
FFDCA, for tolerances for combined
residues of fipronil, its metabolites
MB46136 and MB45950, and its
photodegradate MB46513 in or on rice
grain at 0.04 ppm and rice straw at 0.10
ppm.

A. Toxicology Data Base

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by fipronil and its
photodegradate MB46513 are discussed
in this unit.

1. Acute studies—i. Technical
fipronil. A battery of acceptable acute
toxicity studies place technical fipronil
in toxicity Categories Il and Ill. It is
classified as a non-sensitizer.

ii. Icon 6.2 FS (56% fipronil). A
battery of acute toxicity studies
submitted for Icon 6.2 FS places it in
toxicity categories Il and IlI. This
formulation is classified as a sensitizer.

iii. MB46513. Based on acute oral and
acute dermal studies, MB46513 is
classified in toxicity category I. No

studies were submitted for acute
inhalation, primary eye, primary
dermal, and dermal sensitization.

2. Subchronic toxicity testing. The
data base for subchronic toxicity is
considered complete. No additional
studies are required at this time.

i. Fipronil. a. An acceptable
subchronic oral toxicity feeding study in
the rat established the lowest observed-
effect level (LOEL) to be 30 ppm for
males (1.93 milligram (mg)/kilogram
(kg)/day) and females (2.28 mg/kg/day)
based on alterations in serum-protein
values and increased weight of the liver
and thyroid. The NOEL was 5 ppm for
males (0.33 mg/kg/day) and females
(0.37 mg/kg/day).

b. An acceptable subchronic oral
toxicity feeding study in the mouse
established the LOEL at 25 ppm (3.2 and
4.53 mg/kg/day, for males and females,
respectively) based on a possible
decreased body-weight gain. The no-
observed adverse-effect level (NOAEL)
was 10 ppm (1.27 and 1.72 mg/kg/day,
for males and females, respectively).
The NOEL is less than or equal to 1 ppm
(0.13 and 0.17 mg/kg/day for males and
females, respectively) based on hepatic
hypertrophy at all doses.

¢. An acceptable subchronic oral
toxicity [capsule] study in the dog
established that the LOEL is 10.0 mg/kg/
day for males (based on clinical signs of
toxicity) and 2.0 mg/kg/day for females
(based on clinical signs of toxicity and
decreased body-weight gain). The NOEL
is 2.0 mg/kg/day for males and 0.5 mg/
kg/day for females.

d. An acceptable repeated dose
dermal study using the rat found that
the systemic LOEL was 10 mg/kg/day
based on decreased body-weight gain
and food consumption; the dermal
irritation LOEL is greater than 10.0 mg/
kg/day. The systemic NOEL was 5.0 mg/
kg/day; the dermal irritation NOEL was
greater than or equal to 10.0 mg/kg/day.

ii. MB46513. a. An acceptable
subchronic oral toxicity feeding study
using the rat found that the LOEL was
3 ppm (0.177 and 0.210 mg/kg/day for
males and females, respectively) based
on the occurrence of aggressivity,
irritability to touch and increased motor
activity in one male (these signs are also
observed in the mouse). The NOEL was
0.5 ppm (0.029 and 0.035 mg/kg/day for
males and females, respectively). The
study demonstrates that the metabolite
is more toxic than the parent chemical
fipronil when administered to rats for
90 days.

b. An acceptable subchronic oral
toxicity feeding study using the mouse
found that the LOEL is 2 ppm (0.32 mg/
kg/day), based on the aggressive and
irritable behavior with increased motor

activity in males. The NOEL is 0.5 ppm
(0.08 mg/kg/day).

c¢. An acceptable subchronic oral
toxicity feeding study using the dog
established that the LOEL is 35 ppm
(1.05 mg/kg/day), based on behavioral
changes in 2 out of 5 females. The NOEL
is 9.5 ppm (0.29 mg/kg/day).

3. Chronic toxicity studies. The data
base for chronic toxicity is considered
complete. No additional studies are
required at this time.

i. An acceptable chronic feeding study
in the rat using fipronil found that the
LOEL is 1.5 ppm for males (0.059 mg/
kg/day) and females (0.078 mg/kg/day)
based on an increased incidence of
clinical signs and alterations in clinical
chemistry and thyroid parameters. The
NOEL is 0.5 ppm for males (0.019 mg/
kg/day) and females (0.025 mg/kg/day).
The study demonstrated that fipronil is
carcinogenic to rats at doses of 300 ppm
in males (12.68 mg/kg/day) and females
(16.75 mg/kg/day).

ii. An acceptable chronic oral toxicity
[capsule] study in the dog using fipronil
established a LOEL at 2.0 mg/kg/day
based on clinical signs of neurotoxicity
and abnormal neurological
examinations. The NOEL is 0.2 mg/kg/
day.

4)1/. Carcinogenicity studies. The data
base for carcinogenicity is considered
complete. No additional studies are
required at this time.

i. The results of a carcinogenicity
study in the rat using fipronil is
described in Unit 11.A.3.i of this
preamble.

ii. A acceptable carcinogenicity
[feeding] study in the mouse using
fipronil found that the LOEL is 10 ppm
(1.181 mg/kg/day for males and 1.230
mg/kg/day for females) based on
decreased body-weight gain, decreased
food conversion efficiency (males),
increased liver weights and increased
incidence of hepatic histopathological
changes. The NOEL is 0.5 ppm (0.055
mg/kg/day for males and 0.063 mg/kg/
day for females). The study
demonstrated that fipronil is not
carcinogenic to CD-1 mice when
administered at doses of 30 ppm.

5. Developmental toxicity studies. The
data base for developmental toxicity is
considered complete. No additional
studies are required at this time.

i. Fipronil. a. An acceptable prenatal
developmental study in the rat found
that the maternal toxicity LOEL was 20
mg/kg/day based on reduced body-
weight gain, increased water
consumption, reduced food
consumption, and reduced food
efficiency. The maternal toxicity NOEL
was 4 mg/kg/day. The developmental
toxicity LOEL was greater than 20 mg/
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kg/day. Developmental toxicity NOEL
was 20 mg/kg/day or higher.

b. An acceptable prenatal
developmental study in the rabbit found
that the maternal toxicity LOEL was 0.1
mg/kg/day or lower, based on reduced
body-weight gain, reduced food
consumption and efficiency. Maternal
toxicity NOEL was less than 0.1 mg/kg/
day. The developmental toxicity LOEL
was greater than 1.0 mg/kg/day. The
developmental toxicity NOEL was 1.0
mg/kg/day or higher.

ii. MB46513. An acceptable prenatal
developmental study using the rat found
that the maternal toxicity LOEL was 2.5
mg/kg/day and the NOEL was 1.0 mg/
kg/day based an increase in clinical
signs of toxicity (reduced body-weight
gain, food consumption and food
efficiency). The Developmental Toxicity
LOEL was 2.5 mg/kg/day and the NOEL
was 1.0 mg/kg/day based on the slight
increase in fetal and litter incidence of
reduced ossification of several bones.

6. Reproduction toxicity studies. The
data base for reproductive toxicity is
considered complete. No additional
studies are required at this time.

An acceptable two-generation
reproduction study in the rat using
fipronil concluded that the LOEL for
parental (systemic) toxicity was 30 ppm
(2.54 mg/kg/day for males and 2.74 mg/
kg/day for females) based on increased
weight of the thyroid glands and liver in
males and females; decreased weight of
the pituitary gland in females; and an
increased incidence of follicular
epithelial hypertrophy in the females.
The NOEL for parental (systemic)
toxicity was 3 ppm (0.25 mg/kg/day for
males and 0.27 mg/kg/day for females).

The LOEL for reproductive toxicity
was 300 ppm (26.03 mg/kg/day for
males and 28.40 mg/kg/day for females)
based on clinical signs of toxicity in the
F1 and F; offspring; decreased litter size
in the F1 and F;, litters; decreased body
weights in the F; and F; litters; decrease
in the percentage of F;1 parental animals
mating; reduction in fertility index in F;
parental animals; reduced post-
implantation survival and offspring
postnatal survivability in the F2 litters;
and delay in physical development in
the F1 and F; offspring. The NOEL for
reproductive toxicity was 30 ppm (2.54
mg/kg/day for males and 2.74 mg/kg/
day for females).

7. Neurotoxicity. The data base for
neurotoxicity is considered complete.
No additional studies are required at
this time.

i. Fipronil. a.An acceptable acute
neurotoxicity study in the rat concluded
the following: The NOEL was 0.5 mg/kg
for males and females. The LOEL was
5.0 mg/kg for males and females based

on decreased hind-leg splay at the 7
hour post-treatment evaluation in males
and females.

b. An acceptable acute neurotoxicity
study in the rat concluded that the
NOEL was 2.5 mg/kg. The LOEL is 7.5
mg/kg, based on decreased body-weight
gains, food consumption and feed
efficiency in females, decreased
hindlimb splay in males (at 7-hours post
test) and decreased grooming in females
(14-days post test).

c¢. An acceptable subchronic
neurotoxicity screening battery in the
rat concluded the LOEL was 150 ppm
(8.89 mg/kg/day, males; 10.8 mg/kg/day,
females) based on the results of the
functional observational battery (FOB);
the NOEL was 5.0 ppm (0.301 mg/kg/
day, males; 0.351 mg/kg/day, females).

d. In a developmental neurotoxicity
study, fipronil was administered to 30
female rats/group in the diet at dose
levels of 0, 0.5, 10, or 200 ppm (0.05,
0.90, or 15 mg/kg/day, respectively)
from gestation day 6 to lactation day 10.
This study found that the maternal
LOEL was 200 ppm (15 mg/kg/day),
based on decreased body weight, body-
weight gain, and food consumption. The
maternal NOEL was 10 ppm (0.90 mg/
kg/day). The developmental toxicity
LOEL is 10 ppm (0.9 mg/kg/day), based
on a marginal but statistically
significant decrease in group mean pup
weights during lactation and significant
increase in time of preputial separation
in males. The NOEL for developmental
toxicity is 0.5 ppm (0.05 mg/kg/day).
The developmental neurotoxicity LOEL
is 200 ppm (15 mg/kg/day) based on:
Decreased auditory startle response;
reduced swimming direction scores,
group mean angle measurements, and
water ‘Y’ maze times trails; and
decreased absolute-brain weights. The
NOEL for developmental neurotoxicity
is 10 ppm (0.90 mg/kg/day).

It is noted that developmental toxicity
occurred at a dose lower than the
maternal-toxicity NOEL in this study.
However, EPA did not consider this to
indicate increased susceptibility to
infants and children. See Unit Il.F.1.ii.d
of this preamble for a detailed
discussion of this point.

ii. MB46513. An acceptable acute
neurotoxicity study in the rat concluded
that the neurobehavioral LOEL for rats
is 12 mg/kg based on decreases in body-
weight gains and food consumption for
males and females during the week
following treatment, significant
decreases in locomotor activity 6-hours
post dosing for both males and females,
decreases in hind-limb splay and rectal
temperature at 6-hours post dose in
males and females, decreases in the
proportion of high-dose males with an

immediate righting reflex on days 7 and
14. Decreased forelimb grip strength in
males on day 7 and increased forelimb
grip strength in high-dose females at 6-
hours post dosing was possibly related
to the treatment, because there were also
slight increases in forelimb grip strength
in high-dose males at 6 hours and slight
decreases in forelimb grip strength in
high dose females at 7 days and in high-
dose males and females at 14 days.. The
NOEL is 2 mg/kg.

8. Mutagenicity. The available studies
indicate that fipronil and MB46513 are
not mutagenic in bacteria and are not
clastogenic in vitro or in vivo up to
doses that showed clear test material
interaction with the target cells. Based
on these considerations, EPA concluded
that there is no concern for
mutagenicity. The submitted test battery
for both compounds satisfy the new
mutagenicity initial testing battery
guidelines. No further studies are
required at this time.

i. Fipronil. a. An acceptable gene
mutation/bacteria test using salmonella
typhimurium concluded that fipronil
was not mutagenic.

b. An acceptable in vitro gene
mutation assay in mammalian cells/
Chinese hamster V79 cells concluded as
follows: Fipronil was negative for
inducing forward gene mutations at the
HGPRT locus in cultured Chinese
hamster V79 cells.

c. An acceptable cytogenetic in vivo
micronucleus assay in the mouse
concluded as follows: There was no
evidence of a clastogenic or aneugenic
effect at any dose or at any harvest time.

d. An acceptable cytogenetic assay in
human lymphocytes concluded as
follows: There was no evidence of a
clastogenic effect when human
lymphocytes were exposed in vitro to
fipronil.

ii. MB46513. a. An acceptable gene
mutation/bacteria test using salmonella
typhimurium showed that there was no
evidence of a mutagenic response at any
dose.

b. An acceptable gene mutation/in
vitro assay in mammalian cells
considering the HPRT locus in Chinese
Hamster Ovary (CHO) cells showed that
MB46513 did not induce forward
mutations at the HPRT locus in CHO
cells at any dose level tested.

c. An acceptable cytogenetics/in vivo
mouse bone marrow micronucleus assay
showed that there was no significant
increase in the frequency of MPCEs in
bone marrow after any MB46513
treatment time; therefore, the test article
is considered negative in this
micronucleus assay.

9. Metabolism study. The data base for
metabolism is considered to be
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complete. No additional studies are
required at this time.

i. Fipronil. An acceptable metabolism
study in the rat using 14—C labeled and
unlabeled fipronil showed the
following: With oral dosing, the rate and
extent of absorption appeared similar
among all dose groups, but may have
been decreased at the high dose. There
were no significant sex-related
differences in excretion. Feces appeared
to be the major route of excretion for
fipronil derived radioactivity, where
45-75% of an administered dose was
excreted. Excretion in urine was
between 5-25%. Major metabolites in
urine included two ring-opened
products of the metabolite MB45897,
two oxidation products (MB46136 and
RPA200766), and the parent chemical.
In feces, the parent was detected as a
significant fraction of the sample
radioactivity as well as the oxidation
product MB46136 and MB45950. Since
MB46513 is not an animal metabolite
but a photodegradate, it was not found
in this study.

ii. MB46513. In a acceptable rat
metabolism study, 14C labeled MB46513
was administered to rats by gavage as a
single dose or as a single dose following
a 14—day pretreatment with unlabeled
MB46513. Unchanged MB46513 in
urine accounted for less than 0.1% of
the dose. Fecal excretion of unchanged
MB46513 is the principal pathway for
elimination of MB46513 from rats. The
high levels of radioactivity in fat
compared to blood and the prolonged
elimination half-life indicate that there
is a potential for bioaccumulation of
MB46513 in fatty tissues.

10. Dermal absorption—i. Fipronil.
An acceptable study using the rat found
that the quantity of fipronil absorbed
was less than 1% at all doses. The
system was saturated at 3.88 mg/cm2.
The dermal absorption rat was
calculated to be less than 1% at 24
hours.

ii. MB46513. An acceptable study in
the rat using [14C] labeled MB46513
found that after 24 hours of exposure,
dermal absorption of MB46513 was
minimal. For all dose groups, the
majority of the dose was not absorbed
(90.2-102.3%), and only trace amounts
(equal to or less than 0.1%) of
radioactivity were excreted in the urine
and feces. There was 2.35% adhered to
the skin and absorbed at the 10 hour
time point with the lowest dose applied
(0.006 mg/cm2).

11. Special studies—i. Fipronil. a. A
supplemental thyroid function study in
the rat showed the following: The
treatment with fipronil or Noxyflex
appeared to result in stimulation of the
thyroid glands as evidenced by

increased accumulation of 125] in the
thyroid glands and by increases in the
ratios of radioactive distribution
between the blood and thyroid. These
changes were accompanied by increases
in thyroid weight. Treatment with
propylthiouracil (PTU) produced
decreases in the amount of 125
incorporated in the thyroid and in the
blood: Thyroid ratios along with
elevated levels of 1231 in the blood.
However, the weights of the thyroids
from these animals were increased by
over 2.5 fold compared to the controls
and therefore, the ratio of 125 in the
blood to thyroid weight was reduced.
The administration of perchlorate
produced further reductions in the 125]
content in the thyroids and in the blood:
Thyroid 23] radioactivity ratio. There
was no evidence of an inhibition of
iodide incorporation by either fipronil
or noxyflex.

b. A supplemental thyroxine
clearance study in the rat using
technical fipronil showed the following:
Fipronil had no effect on mortality or
other ante mortem parameters.
Phenobarbital-treated animals were
observed to have collapsed posture,
lethargy and shallow breathing on the
first day of treatment. There was no
effect of fipronil on clearance after 1 day
of treatment. However, after 14 days,
there was a decrease in terminal half life
(52% of control level) and increases in
clearance and volume of distribution
(261% and 137% of control level,
respectively). The effects seen with
phenobarbital treatment were similar,
although quantitatively not as severe
and were evident on day one of
treatment.

c. An acceptable 28—day dietary study
in the rat concluded that the LOEL is 25
ppm or lower (3.4 mg/kg/day in males;
3.5 mg/kg/day in females), based on
clinical laboratory changes, increased
absolute liver weights in females and
histopathological alterations in the
thyroid glands. The NOEL is less than
25 ppm.

ii. MB46513. An acceptable 28—day
dietary range-finding study in the rat
measured thyroid hormone levels as
well as standard study parameters. It
found that the LOEL is 30 ppm (2.20
and 2.32 mg/kg/day for males and
females, respectively), based on clinical
signs including piloerection, curling up
and thin appearance; and decreased
body weights in both sexes. The NOEL
is 3 ppm (0.23 and 0.24 mg/kg/day for
males and females, respectively).

B. Toxicology Endpoints

The toxicology endpoints for fipronil
and MB46513 are presented in this unit.

1. Fipronil—i. RfD. The RfD for
fipronil is 0.0002 mg/kg/day using a
NOEL of 0.019 mg/kg/day (0.5 ppm)
established from a combined chronic
toxicity/carcinogenicity study in rats
and an uncertainty factor of 100. The
LOEL=1.5 ppm (male (M): 0.059 mg/kg/
day; female (F): 0.078 mg/kg/day), based
on an increased incidence of clinical
signs (seizures and death) and
alterations in clinical chemistry
(protein) and thyroid parameters.

ii. Carcinogenic classification and risk
guantification. EPA has classified this
chemical as a Group C—Possible
Human Carcinogen, based on increases
in thyroid follicular-cell tumors in both
sexes of the rat, which were statistically
significant by both pair-wise and trend
analyses. EPA has used the RfD
methodology to estimate human risk
because the thyroid tumors are due to a
disruption in the thyroid-pituitary
status. There was no apparent concern
for mutagenicity.

iii. Dermal absorption. The percent
absorbed was less than 1% at 24 hours
based on a dermal absorption study.

iv. Other toxicological endpoints—a.
Acute dietary (1 day). In an acute
neurotoxicity study in rats the NOEL
was 2.5 mg/kg/day based on decreased
body-weight gains, food consumption
and feed efficiency in females, and
decreased hind-limb splay in males at 7-
hours post dosing at 7.5 mg/kg/day
LOEL. Although a developmental
neurotoxicity study with the parent
compound fipronil had a lower NOEL,
EPA determined that the effects from
that study are not attributable to a single
exposure (dose) and therefore are not
appropriate for acute dietary-risk
assessments.

b. Short- and intermediate-term
residential (dermal). In a 21-day dermal
study the NOEL was 5 mg/kg/day based
on decreased body-weight gain and food
consumption in male and female rabbits
observed at the LOEL of 10 mg/kg/day.
The dermal NOEL is supported by the
oral NOEL of 0.05 mg/kg/day
established in a developmental
neurotoxicity study when used in
conjunction with a dermal absorption
factor of 1%. This yields an equivalent-
dermal dose of 5 mg/kg/day.

c. Chronic residential (non-cancer). In
a combined chronic toxicity/
carcinogenicity study in the rat, the
NOEL is 0.5 ppm (M: 0.019 mg/kg/day;
F: 0.025 mg/kg/day), based on an
increased incidence of clinical signs
(seizures and death) and alterations in
clinical chemistry (protein) and thyroid
parameters (increased TSH, decreased
T4) at 1.5 ppm (M: 0.059 mg/kg/day; F:
0.078 mg/kg/day). Since the NOEL
identified is from an oral study, a
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dermal absorption factor of less than 1%
was used in risk calculations. (This
study/dose was also used to establish
the chronic RfD).

2. MB46513—i. RfD. There is no long-
term (chronic or carcinogenicity) studies
are available for MB46513. However, the
toxicity profile of MB46513 indicate this
material to be approximately 10 times
more potent than the parent compound
when the NOELs/LOELs are compared
(with the exception of the acute toxicity
tests). See table 1 in this preamble.

TABLE 1.—A  COMPARISON OF
TOXICITIES OF PHOTODEGRADATE
MB46513 AND FIPRONIL

Study Ph?\}%ileeggellgate Fipronil
Acute LDso= 16 mg/kg | LDso= 92 mg/
Oral. kg
Acute NOEL/LOEL= 2/ | NOEL/LOEL=
Neuro- 12 mg/kg 2.5/7.5 mg/
toxicity. kg
NOEL/LOEL=
0.5/5.0 mg/
kg
28-Day NOEL/LOEL= NOEL/LOEL=
Oral— 0.23/2.2 mg/ 3.4 mg/kg/
Rat. kg/day day lowest
dose tested
(LDT)
90-Day NOEL/LOEL= NOEL/LOEL=
Oral— 0.08/0.32 mg/ 1.7/3.2 mg/
Mouse. kg/day kg/day
90-Day NOEL/LOEL= NOEL= 0.33/
Oral— 0.029/0.18 1.9 mg/kg/
Rat. mg/kg/day day
Develop- | Maternal NOEL/ | Maternal
men- LOEL=1/2.5 NOEL/
tal— mg/kg/day LOEL= 4/20
Rat. Developmental mg/kg/day
NOEL/LOEL= | Developmental
1/2.5 mg/kg/ NOEL/
day LOEL= 20
mg/kg/day
highest dose
tested (HDT)

As shown in table 1 of this preamble,
the 28-day and 90-day subchronic oral
studies and oral developmental studies
consistently demonstrated an
approximately 10-fold greater potency
of MB46513 as compared to the parent
compound, fipronil. In the acute oral
tests, the difference between the LDsg
values for MB46513 and fipronil is not
considered significant due to the
insensitivities inherent in this test.

EPA concluded that there is sufficient
experimental evidence to warrant the
application of a 10-fold Potency
Adjustment Factor (PAF) to the chronic
NOEL for the parent compound to
calculate a chronic NOEL for MB46513
in the absence of test data on the
chemical. An adjusted NOEL was
established at 0.0019 mg/kg/day for
MB46513.

An Uncertainty Factor (UF) of 100
was applied to account for inter (10 x)-
and intra-(10x) species variation.

ii. Carcinogenic classification and risk
quantification. No carcinogenicity
studies are available with MB46513.
Fipronil, the parent compound, was
classified as a Group C Carcinogen
(Possible Human Carcinogen). This
classification is based on increased
incidence of thyroid follicular-cell
tumors in rats. EPA used the RfD
methodology for the quantification of
human risk because the thyroid tumors
are related to a disruption in the
thyroid-pituitary status and there was
no apparent concern for mutagenicity or
available information from structurally
related analogs. EPA has no reason to
believe MB46513 is more carcinogenic
than the parent. EPA determined that it
was appropriate to use the RfD
methodology to quantify chronic risk for
MB46513. The NOEL used for the
chronic RfD has been adjusted by the
PAF to account for the fact that
MB46513 is about 10 times more toxic
than the parent (except for acute
toxicity).

iii. Dermal absorption. The percent
absorbed is estimated at approximately
2% at 10 hours based on a dermal
absorption study with MB46513.

iv. Other toxicological endpoints—a.
Acute dietary. The NOEL is 2 mg/kg in
an acute neurotoxicity study in rats
(with MB46513) based on significant
decreases in locomotor activity in both
sexes during the first 30 minutes as well
as decreases in hind-limb splay and
rectal temperature in both sexes at 6-
hours post dosing at 12 mg/kg/day
LOEL. Effects were seen on the day of
treatment after a single-oral exposure
(dose) and thus is appropriate for this
risk assessment. For reasons noted in
Unit 11.B.1.iv of this preamble, EPA did
not use a developmental neurotoxicity
study with the parent compound
fipronil for this risk assessment.

b. Short- and intermediate-term
dermal exposure (1 to 7 days) (1 week
to several months). The adjusted dose of
0.5 mg/kg/day was derived by dividing
the study NOEL of 5 mg/kg/day by the
PAF of 10 (5/10= 0.5 mg/kg/day). The
LOEL was based on decreases in body-
weight gain and food consumption. The
dose and endpoint from the 21-day
dermal study with the parent compound
was used for the following reasons:

(1) A 21—dermal toxicity study with
MB46513 is not available.

(2) There is low potential for risk from
dermal exposure due to minimal dermal
absorption as indicated for both the
parent (< 1%) and the MB46513 (2%)
materials.

(3) The developmental/developmental
neurotoxicity NOEL of 0.05 mg/kg/day
for fipronil (established in the
developmental neurotoxicity study),
adjusted for 1% dermal absorption (DA),
results in a comparable dermal dose of
5 mg/kg/day (i.e., 0.05 mg/kg/day ' 1%
DA= 5 mg/kg/day) which essentially is
the same as the NOEL for fipronil in the
21-day dermal toxicity study.

Residential exposure to MB46513 is
not expected while spraying or handling
a recently treated pet as these are brief
periods usually occurring indoors, and
MB46513 forms upon exposure to
sunlight. Post-application exposure to
the degradate is also not expected due
to the products reportedly strong
affinity to the sebum and epidermis of
pets.

c¢. Chronic dermal exposure (several
months to lifetime). Based on the
current use pattern for MB46513 (i.e., 1
application/year at planting), long-term
exposure via the dermal route is not
expected. Residential exposures are not
chronic in nature as label uses for pets
indicate treatment every 1 to 3 months.

d. Recommendation for aggregate
exposure risk assessments. An aggregate
systemic (oral) and dermal exposure-
risk assessment is not appropriate due
to differences in the toxicity endpoints
observed between the oral
(neurotoxicity and alterations in clinical
chemistry and thyroid parameters) and
dermal (decreases in body-weight gain
and food consumption) routes. An
aggregate oral and inhalation risk
assessment is not required due to the
lack of exposure potential via the
inhalation route based on the current
use pattern.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.517) for the combined residues
of fipronil in or on on corn, eggs, meat,
milk, and poultry. Risk assessments
were conducted by EPA to assess
dietary exposures and risks from
fipronil and MB46513 as follows:

i. Acute dietary risk. An acute dietary
risk assessment is required for fipronil
and its metabolites and degradate. The
NOEL of 2.5 mg/kg was selected as the
endpoint to be used for fipronil,
MB46136, MB45950, and MB46513.
Since MB46513 does not appear to be
significantly more acutely toxic than the
parent, it was incorporated into the
acute dietary risk evaluation system
(DRES) run for rice. If further
refinements in the acute dietary risk
assessment are required in the future, a
separate DRES run for MB46513 only
will be performed.
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TABLE 2.—ACUTE RISK FOR FIPRONIL,
ITS METABOLITES, AND DEGRADATE

TABLE 2.—ACUTE RISK FOR FIPRONIL,
ITS METABOLITES, AND
DEGRADATE—Continued

metabolites is 0.0002 mg/kg/day. The
RfD used for MB46513 is 0.00002 mg/
kg/day. The analysis evaluates

RfD Expo- | Per- individual food consumption as
Subgroup (mg/ | Level of | sure cent RD Expo- | Per- reported by respondents in the United
kgl | concern | (mg/kg/ | of = | (mg/ |Levelof  sure | cent States Department of Agriculture
day) day) | RfD group kgl | concem | (mglkg/ | of \ (USDA) 1977-78 Nationwide Food
General | 0.025 | 100% | 0.0018 |7 i i Consumption Survey (NFCS) and
U.S. RfD Males 0.025 | 100% |0.0014 |6 accumulates exposure to the chemical
Popu- (13+ RfD for each commodity.
lation. years). Chronic DRES for fipronil, MB46136,
Infants (< | 0.025 | 100% 0.003 12 MB45950, and MB46513 are
1 year). RfD EPA does not consider the acute summarized in Table 3 of this preamble.
Children | 0.025 | 100% | 0.003 12 dietary risks to exceed the level of The DRES analysis utilized the
(1-6 RfD concern. anticipated residues calculated from
years). ii. Chronic dietary risk. A chronic field-trial data for all animal, corn, and
Females | 0.025 | 100% |0.0012 |5 dietary risk assessment is required for  rice commodities. The proposed fipronil
&e?;s) RID fipronil, MB46136, and MB45950. The uses result in an Anticipated Residue
' RfD used for the chronic dietary Contribution (ARC) that is equivalent to
analysis for parent fipronil and 2 the following percent of the RfD:
TABLE 3.—CHRONIC DIETARY RISK
Subgroups F|pron|kﬂg254§51036, and Photodegradate MB46513 Total
U.S. Population (48 states) .........c.cccecee... 4.8% 1.7% 6.5%
HISPanNICs .....ccoevviieeiiiiieiieeee 6.2% 2.9% 8.1%
Non-Hispanic Others .................... 5.8% 3.9% 9.7%
Nursing Infants (< 1 year old) .......... 2.8% 2.3% 5.1%
Non-Nursing Infants (< 1 year old) ... 11.2% 5.5% 16.7%
Females (13+ years, pregnant) ........ 3.3% 1.2% 4.5%
Females (13+ years, nursing) ...... 4.2% 1.6% 5.8%
Children (1-6 years old) ............... 11.4% 3.8% 15.2%
Children (7-12 years old) .........c.cccevvennee. 7.6% 2.3% 9.9%
Females (20+ years, not pregnant, not | 3.0% 1.2% 4.2%
nursing).

EPA does not consider the chronic
dietary risk to exceed the level of
concern.

Anticipated residues. Section
408(b)(2)(E) of the FFDCA authorizes
EPA to consider available data and
information on the anticipated residue
levels of pesticide residues in food and
the actual levels of pesticide chemicals
that have been measured in food. If EPA
relies on such information, EPA must
require that data be provided 5 years
after the tolerance is established,
modified, or left in effect, demonstrating
that the levels in food are not above the
levels anticipated. Following the initial
data submission, EPA is authorized to
require similar data on a time frame it
deems appropriate.

Percent crop treated. Section
408(b)(2)(F) of the FFDCA states that the
Agency may use data on the actual
percent of food treated for assessing
chronic dietary risk onl if the Agency
can make the following findings:

(1) That the data used are reliable and
provide a valid basis to show what
percentage of the food derived from
such crop is likely to contain such
pesticide residue.

(2) That the exposure estimate does
not underestimate exposue for any
significant subpopulation group.

(3) If data are available on pesticide
use and food consumption in a
particular area, the exposure estimate
does not understate exposue for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of percent crop treated as
required by the section 408 (b)(2)(F) of
the FFDCA, EPA may require registrants
to submit data on percent crop treated.

Anticipated residues, based on
average field trial values, and percent
crop treated information were used to
estimate dietary risk for the chronic
dietary risk assessment. For the acute
dietary risk assessment, anticipated
residues in blended commodities (such
as corn and rice processed commodities)
were used, without the adjustment for
percent crop treated. However, tolerance
level residues were used for fat; meat
by-products; meat of cattle, goats, hogs,
horses, sheep, and poultry; and eggs.
Since milk is a blended commodity, an
anticipated residue value was used. As
required by the FQPA, EPA will issue a

data call-in under section 408(f) of the
FFDCA to all fipronil registrants for data
on anticipated residues, to be submitted
no later than 5 years from the date of
issuance of these tolerances.

The percent of crop treated estimates
for fipronil and MB46513 were based on
an estimate of percent crop treated by
existing products used to control rice
water weevil and chinch bugs. In
addition, as set forth in 62 FR 62970,
market share estimates were used for
corn. They were based on an estimate of
percent crop treated by other
insecticides to control corn rootworm,
wireworm, and corn borer. EPA
considers these data reliable. A range of
estimates are supplied by this data and
the upper end of this range was used for
the exposure assessment. By using this
upper end estimate of percent crop
treated, the Agency is reasonably certain
that exposure is not underestimated for
any significant subpopulation. Further,
regional consumption information is
taken into account through EPA’s
computer-based model for evaluating
the exposure of significant
subpopulations including several
regional groups. Review of this regional
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data allows the Agency to be reasonably
certain that no regional population is
exposed to residue levels higher than
those estimated by the Agency.

To provide for the periodic evaluation
of these estimates of percent crop
treated and to meet the requirement for
data on anticipated residues, EPA may
require fipronil registrants to submit
data on percent crop treated.

2. Dietary exposure (drinking water
source). EPA does not have monitoring
data available to perform a quantitative
drinking water risk assessment for
fipronil at this time. Using
environmental fate data, EPA developed
ground and surface water exposure
estimates for use on corn and rice.

i. Ground water (tiered assessment).
The environmental fate data for fipronil
indicate a moderate to high persistence
and relatively low mobility in terrestrial
environments. Based on the SCI-GRO
model, acute drinking water
concentrations in shallow ground water
on highly vulnerable sites are not likely
to exceed the values set forth in tables
4-7 of this preamble:

TABLE 4 —ESTIMATED GROUND
WATER RESIDUES OF FIPRONIL AND
ITS METABOLITES

Corn parts per :
billion (ppb) Rice (ppb)
Fipronil ..... 0.055 0.00804
MB46136 0.001 0.00038
MB45950 | 0.00036 0.000685
Total: | 0.05636 0.009105
TABLE 5.—ESTIMATED GROUND
WATER RESIDUES OF
PHOTODEGRADATE MB46513
Corn .
(ppb) Rice (ppb)
Photodegradate 0.00026 0.004138
MB46513.

Chronic concentrations are not
expected to be higher than acute values.
Highly vulnerable sites are those with
low-organic matter, coarse textured soils
(e.g., sands and loamy sands) and

shallow-ground water. The fate data for
fipronil and its degradates indicate a
higher potential mobility on coarse-
textured soils (sand or loamy sands).

ii. Surface water (tiered assessment).
Based on the environmental fate
assessment, fipronil, MB46513,
MB46136, and MB45950 can potentially
move into surface waters. Since fipronil
is used as an in-furrow application on
field corn, the runoff potential of
fipronil residues is expected to be lower
than for unincorporated surface
application techniques. Since
photodegradation is a major route of
degradation for fipronil, its dissipation
is expected to be dependent on physical
components of the water (i.e. sediment
loading) which affect sunlight
penetration. The maximum fipronil
concentration for acute (peak
concentration) and chronic (56—day
average ) based on the Tier 1 GENEEC
surface water modeling is shown in the
table 6 of this preamble:

TABLE 6.—SURFACE WATER CONCENTRATIONS FOR FIPRONIL AND ITS METABOLITES BASED ON GENEEC MODELING

Corn Rice
Acute Peak Esti-
mated Environ- . Acute Peak EEC Chronic 56—day EEC
mental Concentra- Chronic 56-day EEC (ppb) (ppb)
tion (EEC)
FIPronil .o..ocoviiic e 2.05 0.78 145 0.40
MB46136 .... 0.168 0.062 0.061 0.004
MBA5950 ....ooviiiiiiiiieiieiee e 0.039 0.019 0.1296 0.013
TOtAl oo 2.257 0.861 1.6406 0.417

TABLE 7.—SURFACE WATER CONCENTRATIONS FOR PHOTODEGRADATE MB46513 BASED ON GENEEC MODELING

Corn

Rice

Acute Peak EEC

Chronic 56—day EEC

Acute Peak EEC
(ppb)

Chronic 56—day EEC
(ppb)

Photodegradate MB46513

0.014 0.009

0.359 0.066

iii. Drinking water risk (acute and
chronic). To calculate the Drinking
Water Level of Concern (DWLOC) for
acute exposure relative to an acute
toxicity endpoint, the acute dietary food
exposure (from the DRES analysis) was
subtracted from acute RfD to obtain the
acute exposure to fipronil (plus
MB45950 and MB46136) in drinking
water. To calculate the DWLOC for
chronic (non-cancer, cancer) exposure
relative to a chronic toxicity endpoint,
the chronic dietary food exposure (from
DRES) was subtracted from the chronic
RfD to obtain the acceptable chronic
(non-cancer) exposure to fipronil,

MB45950, and MB46136 in drinking
water. DWLOCSs were then calculated
using default body weights and drinking
water consumption figures.

a. Acute risk. EPA has calculated
DWLOCs for acute exposure to fipronil,
MB45950, MB46136, and MB46513 in
surface and ground water for the U.S.
population and children (1-6 yrs ). They
are 810 and 220 ppb, respectively.

b. Chronic risk. For chronic (non-
cancer) exposure to fipronil (plus
MB45950 and MB46136) in surface and
ground water, the drinking water levels
of concern are 6.67 and 1.77 ppb for
U.S. population and children (1-6 years
old), respectively.

¢. Maximum and Average
concentrations. Estimated maximum
concentrations of fipronil, MB45950,
MB46136, and MB46513 in surface and
ground water are 2.271 and 0.05662 ppb
(with 0.00026 ppb from MB46513
included), respectively. The estimated
average concentration of fipronil,
MB45950, and MB46136 in surface
water is 0.861 ppb. Chronic
concentrations in ground water are not
expected to be higher than the acute
concentrations. For the purposes of the
screening-level assessment, the
maximum and average concentrations in



Federal Register/Vol.

63, No. 137/Friday, July 17, 1998/Rules and Regulations

38491

ground water are not believed to vary
significantly.

The maximum estimated
concentrations of fipronil, MB45950,
and MB46136 in surface and ground
water are less than EPA’s levels of
concern for fipronil, MB45950, and
MB46136 in drinking water as a
contribution to acute aggregate
exposure.

The estimated average concentrations
of fipronil, MB45950, and MB46136 in
surface and ground water are less than
EPA'’s levels of concern for fipronil,
MB45950, and MB46136 in drinking
water as a contribution to chronic
aggregate exposure. Therefore, taking
into account the present uses and uses
proposed in this action, EPA concludes
with reasonable certainty that residues
of fipronil, MB45950, and MB46136 in
drinking water (when considered along
with other sources of exposure for
which EPA has reliable data) would not
result in unacceptable levels of
aggregate human health risk at this time.

d. MB46513 (chronic only). For
chronic (non-cancer) exposure to
MB46513 in surface and ground water,
the drinking water levels of concern are
0.69 and 0.19 ppb for U.S. population,
children (non-nursing infants, < 1 year
old), respectively. To calculate the
DWLOC for chronic (non-cancer,
cancer) exposure relative to a chronic
toxicity endpoint, the chronic dietary
food exposure (from DRES) was
subtracted from the RfD to obtain the
acceptable chronic (non-cancer)
exposure to MB46513 in drinking water.
DWLOCs were then calculated using
default body weights and drinking water
consumption figures.

Estimated maximum concentrations
of MB46513 in ground water is 0.00026
ppb. The estimated average
concentration of MB46513 in surface
water is 0.009 ppb. Chronic
concentrations in ground water are not
expected to be higher than the acute
concentrations. For the purposes of the
screening-level assessment, the
maximum and average concentrations in
ground water are not believed to vary
significantly. The estimated average
concentrations of MB46513 in surface
and ground water are less than EPA’s
levels of concern for MB46513 in
drinking water as a contribution to
chronic aggregate exposure. Therefore,
taking into account the present uses and
uses proposed in this action, EPA
concludes with reasonable certainty that
residues of MB46513 in drinking water
(when considered along with other
sources of exposure for which EPA has
reliable data) would not result in
unacceptable levels of aggregate human
health risk at this time.

3. From non-dietary exposure. The
residential uses of fipronil include the
use of ant and cockroach bait traps
ranging from 0.01 to 0.05 percent active
ingredient. In addition, three fipronil
products are registered to control fleas
and ticks on dogs and cats. These
products are applied to the fur of the
animal as a ready-to-use pump spray or
as a ready-to-use, pour-on, spot
treatment made along the back of the
animal between the shoulder blades.

i. Ant and roach baits. Exposure from
the use of fipronil in self contained bait
stations is expected to result in low
exposures since there is no contact with
the pesticide.

ii. Pet care. For purposes of setting a
tolerance, an aggregate short-term and
intermediate-term systemic (oral) and
dermal exposure risk assessment which
includes the pet care products is not
appropriate due to differences in the
toxicity endpoints observed between the
oral (neurotoxicity and alterations in
clinical chemistry and thyroid
parameters) and dermal (decreases in
body-weight gain and food
consumption) routes. Further, though
fipronil is currently registered for
residential uses, no chronic residential
exposure is anticipated.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Fipronil is structurally similar to other
members of the pyrazole class of
pesticides (i.e., tebufenpyrad,
pyrazolynate, benzofenap, etc.). Further,
other pesticides may have common
toxicity endpoints with fipronil.

Section 408(b)(2)(D)(v) of the FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information’ concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.” The Agency
believes that ““available information” in
this context might include not only
toxicity, chemistry, and exposure data,
but also scientific policies and
methodologies for understanding
common mechanisms of toxicity and
conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular

classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency'’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
fipronil has a common mechanism of
toxicity with other substances or how to
include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity, fipronil
does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that fipronil has a common
mechanism of toxicity with other
substances.

5. Endocrine disruption. EPA is
required to develop a screening program
to determine whether certain substances
(including all pesticides and inerts)
“may have an effect in humans that is
similar to an effect produced by a
naturally occurring estrogen, or such
other endocrine effect...”. The Agency is
currently working with interested
stakeholders, including other
government agencies, public interest
groups, industry, and research scientists
in developing a screening and testing
program and a priority setting scheme to
implement this program. Congress has
allowed 3 years from the passage of
FQPA (August 3, 1999) to implement
this program. At that time, EPA may
require further testing of this active
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ingredient and end use products for
endocrine disrupter effects.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute aggregate exposure and risk.
Using refined exposure assumptions
(anticipated residues for blended
commodities), a high-end exposure
estimate (food only) was calculated for
these subgroups: females 13+ years, for
the general U.S. population, infants (< 1
year), children (1-6 years), and males
13+. These risk estimates are the same
as those displayed in table 2 of this
preamble.

The maximum estimated
concentrations of fipronil in surface and
ground water are less than EPA’s levels
of concern for fipronil in drinking water
as a contribution to acute aggregate
exposure.

2. Short- and intermediate-term
aggregate exposure and risk. An
aggregate systemic (oral) and dermal
exposure risk assessment is not
appropriate due to differences in the
toxicity endpoints observed between the
oral (neurotoxicity and alterations in
clinical chemistry and thyroid
parameters) and dermal (decreases in
body-weight gain and food
consumption) routes.

3. Chronic aggregate exposure and
risk. Chronic dietary exposure estimates
for fipronil, MB46136, MB45950, and
MB46513 utilized anticipated residues
and a projected market share and are
thus highly refined. For the U.S.
population, 6.5% of the RfD is occupied
by dietary (food) exposure. Though
fipronil is currently registered for
residential uses, no chronic residential
exposure is anticipated. The estimated
average concentrations of fipronil in
surface and ground water are less than
EPA’s levels of concern for fipronil in
drinking water as a contribution to
chronic aggregate exposure.

4. Aggregate cancer risk for U.S.
population. For fipronil plus MB46136
and MB45950, EPA finds that the
dietary risk concerns due to long-term
consumption of fipronil residues are
adequately addressed by the DRES
chronic exposure analysis using the
RfD. For MB46513, EPA finds that the
dietary risk concerns due to long-term
consumption of MB46513 residues are
adequately addressed by the DRES
chronic exposure analysis using the
RfD.

5. Safety finding. Based on Unit II.C.
of this preamble, EPA concludes that
there is a reasonable certainty of no
harm from aggregate exposure to
fipronil.

F. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
fipronil, EPA considered data from
developmental toxicity studies in the rat
and rabbit, a two-generation
reproduction study in the rat, and a
developmental neurotoxicity study in
the rat. The developmental toxicity
studies are designed to evaluate adverse
effects on the developing organism
resulting from pesticide exposure
during prenatal development to one or
both parents. Reproduction studies
provide information relating to effects
from exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.
Growth, survival and general toxicity
are evaluated for two generations of
offspring. Developmental Neurotoxicity
studies are designed to evaluate adverse
effects on the nervous system of the
developing organism resulting from
pesticide exposure of the pregnant and
nursing mother during several critical
stages of prenatal and postnatal
development.

Section 408 of the FFDCA provides
that EPA shall apply an additional 10-
fold margin of safety for infants and
children in the case of threshold effects
to account for pre-and post-natal
toxicity and the completeness of the
database unless EPA determines that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. EPA
believes that reliable data support using
the standard MOE and uncertainty
factor (usually 100 for combined inter-
and intra-species variability)) and not
the additional tenfold MOE/uncertainty
factor when EPA has a complete data
base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

ii. Data on Susceptibility—a.
Neurotoxicity. Fipronil has
demonstrated neurotoxicity in the acute
and subchronic rat neurotoxicity studies
as well as in the rat chronic/
oncogenicity and chronic dog studies.

b. Developmental toxicity. There are
acceptable rat and rabbit developmental
toxicity studies with fipronil. There is
no evidence of developmental toxicity

in either study. EPA also considered a
developmental study conducted for
MB46513. In that study, pregnant rats
received oral administration of
MB46513 (99.2%). For maternal
toxicity, the NOEL was 1.0 mg/kg/day
and the LOEL was 2.5 mg/kg/day based
on an increase in clinical signs of
toxicity (hair loss) and on reduced body-
weight gain, food consumption, and
food efficiency. For developmental
toxicity, the NOEL was 1.0 mg/kg/day
and the LOEL was 2.5 mg/kg/day based
on a slight increase in fetal and litter
incidence of reduced ossification of
several bones (hyoid, 5th/6th sternebrae,
1st thoracic vertebral body, pubic bone,
and one or two metatarsi). Most of the
reduced ossification is weak evidence of
a developmental effect. Although the
minor decrement in fetal weight at 2.5
mg/kg/day has questionable biological
relevance, the decrement is supported
by the delayed ossification.

c. Reproductive toxicity. There is an
acceptable two-generation reproduction
study in the rat with fipronil. Toxicity
to the offspring (clinical signs of
toxicity, decreased litter size, decreased
body weights, decreased pre- and
postnatal survival, and delays in
physical development.) occurred only at
levels where there was maternal toxicity
(including maternal mortality).

d. Developmental neurotoxicity. In an
acceptable study with fipronil,
developmental neurotoxicity
(behavioral changes and decreased
absolute brain weights) was seen only at
levels where there was maternal toxicity
(decreased body weight, body-weight
gain and food consumption). However,
developmental toxicity (including
marginal but statistically significant
decrease in group mean pup weights
during lactation, and significant
increase in time of preputial separation
in males) was seen at levels below levels
of maternal toxicity.

e. Adequacy of data. An acceptable
two-generation reproduction study in
rats and acceptable prenatal
developmental toxicity studies in rats
and rabbits have been submitted to the
Agency, meeting basic data
requirements, as defined for a food-use
chemical. In addition, an acceptable
developmental neurotoxicity study was
conducted with fipronil and reviewed
by the Agency. Further, EPA has a
developmental toxicity study for
MB46513. Where specific data on
MB46513 are not available, the toxicity
of the photodegradate can be reliably
estimated by comparing the fipronil and
MB46513 data bases and taking into
consideration the PAF. Therefore,
additional data on MB46513 are not
required at this time. There are no data
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gaps for the assessment of the effects of
fipronil on developing animals
following in utero and/or early postnatal
exposure.

f. Determination of susceptibility.
Although there is no evidence of
enhanced pre or post natal
susceptibility in infants and children in
the developmental and reproduction
studies for fipronil and MB46513, the
developmental neurotoxicity study for
fipronil identified a developmental
NOEL (0.05 mg/kg/day) which is less
than the maternal NOEL of 0.9 mg/kg/
day indicating an apparent
susceptibility issue. However, EPA
determined that the evidence regarding
susceptibility was not convincing due to
the equivocal nature of the findings. Of
principal importance were the following
conclusions:

(1) The effects observed in the
offspring at the LOEL of 0.9 mg/kg/day,
although statistically significant, were
marginal and appeared to define a
threshold response level for this study.

(2) The body weight findings of this
study are not supported by results of the
two-generation reproduction study in
rats at similar treatment levels.

EPA concluded that the apparent
increased susceptibility in the
developmental neurotoxicity study was
not supported by the overall weight-of-
the-evidence (including no evidence for
increased susceptibility in the
developmental and reproduction
studies) from the fipronil data base.

iii. Determination of the FQPA safety
factor. There is a complete toxicity data
base for fipronil and exposure data is
complete or is estimated based on data
that reasonably accounts for potential
exposures. Further, as discussed in Unit
I1.F.1.f of this preamble, EPA has
concluded that the studies do not show
that there is an increased susceptibility
for developmental effects. Accordingly,
EPA believes reliable data are available
to remove the additional 10-fold safety
factor for the protection of infants and
children.

2. Acute risk. The total dietary (food
only) percents of the acute RfD for these
population subgroups females 13+
years, for the general U.S. population,
infants (< 1 year), children (1-6 years),
and males 13+ ranged from 6-12%. This
calculation was based on an acute
neurotoxicity study NOEL in rats of 2.5
mg/kg/day for fipronil and 2.0 mg/kg/
day for MB46513. Despite the potential
for exposure to fipronil in drinking
water, EPA does not expect the acute
aggregate exposure to exceed EPA’s
level of concern. The small percent of
the acute dietary RfD calculated for
females 13+ years old provides
assurance that there is a reasonable

certainty of no harm for both females
13+ years and the pre-natal
development of infants.

3. Chronic risk. EPA has concluded
that the percentage of the RfD that will
be utilized by chronic dietary (food
only) exposure to residues of fipronil
ranges from 5.1% for nursing infants
less than 1 year old, up to 16.7% for
non-nursing infants less than 1 year old.
Despite the potential for exposure to
fipronil in drinking water, EPA does not
expect the chronic aggregate exposure to
exceed 100% of the RfD. There are uses
of fipronil that result in residential
exposure, but is not expected to result
in chronic exposure. EPA concludes
that there is a reasonable certainty that
no harm will result to infants and
children from acute, short- and
intermediate-term, or chronic aggregate
exposure to fipronil residues. That data
call-in [will] require such data to be
submitted every 5 years as long as the
tolerances remain in force.

I11. Other Considerations

A. Metabolism In Plants and Animals

1. Rhone Poulenc AG, Inc. has
submitted data from a study
investigating the metabolism of fipronil
in rice. The qualitative nature of the
residue in rice is adequately understood
based on this metabolism study.
Fipronil was detected in all rice
commodities. MB46513 was also
detected in all commodities. MB45950
and MB46136, among other metabolites,
were also identified. EPA determined
that the fipronil residues of concern for
the tolerance expression and dietary risk
assessment in plants animals are the
parent and its metabolites MB46136 and
MB45950 and photodegradate
MB46513. The Agency, therefore, has
determined that the residues of concern
for the proposed tolerances are fipronil,
MB45950, MB46136, and MB46513.

2. Residues in eggs, meat, milk, and
poultry. Rice bran, grain, hulls, and
straws are animal feed items.

i. Fipronil. The maximum theoretical
dietary burden of fipronil to beef and
dairy cattle, based on the required
tolerances of 0.04 ppm for rice and 0.10
ppm for rice straw, is 0.04 ppm. The
maximum theoretical dietary burden of
fipronil to poultry, based on the
proposed tolerances of 0.04 ppm for rice
and 0.10 ppm for rice straw, is 0.04
ppm. Acceptable cow and poultry
feeding studies were submitted and
reviewed in conjunction with the
pesticide petition for corn. Based on
these studies, the Agency has already
established appropriate tolerance levels
for fipronil residues in/on animal
commodities.

ii. MB46513. Based on low potential
for residues in eggs, meat, and milk,
EPA will not require animal feeding
studies to be conducted with MB46513.

B. Analytical Enforcement Methodology

1. Plants. In conjunction with the
cotton petition, gas chromatography/
electron capture detector (GC/ECD)
method EC-95-303 has been proposed
for enforcement of tolerances for
residues of fipronil and its metabolites
MB45950, MB46136, and
photodegradate MB46513, and
RPA200766 in/on plant commodities.
The GC methods used for the analyses
of samples collected from the rice crop
field trials and processing study analyze
for each compound separately and are
adequate for collection of residue data.
Adequate method validation and
concurrent method recovery have been
submitted for these methods. These
methods are similar to the GC method
proposed for cottonseed which has
undergone a successful pesticide
method validation (PMV). The registrant
has been notified that all directions
pertaining to RPA200766 should also be
removed as this metabolite has been
determined to not be of regulatory
concern.

2. Animals. A method for the
determination of residues of fipronil,
MB45950, and MB46136 in animal
commodities was previously reviewed
in conjunction with a petition for corn
and animal raw agricultural
commodities (RACs), and has
undergone a successful PMV.

3. Multiresidue methods. A report on
multiresidue testing of fipronil,
MB45950, and MB46136 has been
received and forwarded to the Food and
Drug Administration (FDA). Acceptable
recoveries of fipronil, MB45950, and
MB46136 were obtained in corn grain.
A report on multiresidue testing of
MB46513 has been received and
forwarded to FDA. Acceptable
recoveries of MB46513 were obtained in
corn forage and cottonseed.

C. Magnitude of Residues

1. Plants. The submitted data indicate
that the combined residues of fipronil,
MB45950, MB46136, and MB46513 will
not exceed the proposed tolerance for
rice straw (0.10 ppm), or the proposed
tolerance for rice grain (0.04 ppm) in/on
samples harvested at maturity following
either a preplant incorporated (PPI)
broadcast application of the 80% water
dispersable granular (WDG) formulation
or seed treatment with a 10% liquid
formulation at about 0.05 Ib active
ingredient (ai)/acre (A) (1 x the
proposed maximum rate).
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Based on the highest residue value
obtained from samples harvested
following the proposed PPI or seed
treatments at the proposed maximum
use rate, the proposed tolerance level of
0.10 ppm for rice straw is appropriate.
No residues of fipronil or MB46136,
MB45950, or MB46513 were detected in
rice grain, so the proposed tolerance
level for rice grain at the combined
limits of quantitation for fipronil,
MB46136, MB45950, and MB46513
(0.04 ppm) is appropriate.

2. Processed food/feed. Rhone
Poulenc AG, Inc. submitted data
depicting the potential for concentration
of fipronil residues in the processed
commodities of rice. The submitted rice
processing data are adequate. The data
indicate that total residues of fipronil,
MB45950, MB46136, and MB46513, and
RPA200766 are less than the limit of
guantitation (LOQ) (0.01 ppm) in/on
rice grain harvested at maturity
following PPI broadcast application of
the 80% Because treatment at 5-6 x the
label application rate did not result in
quantifiable levels of fipronil residues of
concern in rice grain, all further
requirements for the processing study
are waived, and no tolerances are
required for the processed commodities
of rice. As a result of this use, residues
of fipronil are not expected to exceed
the proposed or existing tolerances.

D. International Residue Limits

There are no CODEX, Canadian, or
Mexican MRLs established for fipronil
in/on rice RACs. Therefore, no
compatibility problems exist.

E. Rotational Crop Restrictions

An acceptable confined rotational
crop study with grain, grain sorghum,
lettuce, radishes, and wheat was
submitted and reviewed in conjunction
with the corn petition.

The rotational crop restrictions
specified on the labels (1 month for
leafy vegetables, 5 months for root
crops, and 12 months for small grains
and all other crops) are supported by the
results of the confined rotational crop
study.

IV. Conclusion

Therefore, the tolerances established
at 40 CFR 180.517 are amended to
include combined residues of the
insecticide fipronil, MB46136,
MB45950, and MB46513 in or on rice
grain at 0.04 ppm and rice straw at 0.10

ppm.
V. Objections and Hearing Requests.

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance

regulation issued by EPA under new
section 408(e) and (1)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by September 15,
1998, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33. If a hearing is requested,
the objections must include a statement
of the factual issues on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VI. Public Record

EPA has established a record for this
rulemaking under docket control

number OPP-300612 (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall 12, 1921 Jefferson Davis
Hwy., Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in ADDRESSES at the beginning
of this document.

VII. Regulatory Assessment
Requirements

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title 11 of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
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1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), such as the tolerances in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

VIII. Submission to Congress and the
General Accounting Office

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: July 2, 1998.

Peter Caulkins,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:
Authority: 21 U.S.C. 346a and 371.

2.1n §180.517 by revising the
introductory text of paragraph (a) and

adding the following entries to the table
in paragraph (a) to read as follows:

§180.517 Fipronil; tolerances for residues.

(a) General. Therefore, tolerances are
established for combined residues of the
insecticide fipronil (5-amino-1-[2,6-
dichloro-4-(trifluoromethyl)phenyl]-4-
[(1R,S)-(trifluoromethyl)sulfinyl]-1H-
pyrazole-3-carbonitrile) and its
metabolites 5-amino-1-[2,6-dichloro-4-
(trifluoromethyl)phenyl]-4-
[(trifluoromethyl) sulfonyl]-1H-
pyrazole-3-carbonitrile and 5-amino-1-
[2,6-dichloro-4-(trifluoromethyl)
phenyl]-4-[(trifluoromethyl)thio]-1H-
pyrazole-3-carbonitrile and its
photodegradate 5-amino-1-(2,6-dichloro-
4-(trifluoromethyl)phenyl]-4-[(1R,S)-
(trifluoromethyl)]-1H-pyrazole-3-
carbonitrile in or on the following items
at the levels specified:

: Parts per mil-
Commodity lion (ppm)
* * % *
Rice grain .......ccccocevvvveniennnn. 0.04
Rice straw .........ccccoveeveennne. 0.10

* *x * * %

[FR Doc. 98-18987 Filed 7-16-98; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-300681; FRL-6016-7]

RIN 2070-AB78

Pseudomonas Fluorescens Strain

PRA-25; Temporary Exemption From
the Requirement of a Tolerance

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

SUMMARY: This rule establishes a
temporary exemption from the
requirement of a tolerance for residues
of the microbial pest control agent
pseudomonas fluorescens strain PRA-25
on peas, snap beans, sweet corn,
supersweet corn when applied/used on
vegetable seeds in the planter box
immediately before planting to reduce
seed rot and damping-off disease cause
by Pythium spp. and root rot caused by
Aphanomyces euteiches. Good Bugs,
Inc. submitted a petition to EPA under
the Federal Food, Drug, and Cosmetic
Act (FFDCA) as amended by the Food

Quality Protection Act of 1996 (FQPA)
(Pub. L. 104-170) requesting the
temporary/time-limited tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of pseudomonas
fluorescens strain PRA-25. The
tolerance will expire on July 31, 2001.
DATES: This regulation is effective July
17, 1998. Objections and requests for
hearings must be received by EPA on or
before September 15, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300681],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees) and
forwarded to: EPA Headquarters
Accounting Operations Branch, OPP
(Tolerance Fees), P.O. Box 360277M,
Pittsburgh, PA 15251. A copy of any
objections and hearing requests filed
with the Hearing Clerk identified by the
docket control number, [OPP-300681],
must also be submitted to: Public
Information and Records Integrity
Branch, Information Resources and
Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
electronic objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of electronic objections and hearing
requests must be identified by the
docket number [OPP-300681]. No
Confidential Business Information (CBI)
should be submitted through e-mail.
Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Linda A. Hollis, c/o Product
Manager (PM) 90, Biopesticides and
Pollution Prevention Division (7511C),
Environmental Protection Agency, 401
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M St., SW, Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. , 9th fl., CM #2 1921
Jefferson Davis Hwy., Arlington, VA
22202, (703) 308-8733, e-mail:
hollis.linda@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of February 26, 1997
(62 FR 8735) (FRL-5589-1), EPA issued
a notice pursuant to section 408 of the
FFDCA, 21 U.S.C. 346a(e) announcing
the filing of a pesticide tolerance
petition (PP 7G4803) Good Bugs, Inc.
P.O. Box 939, New Glarus, WI 53574.
This notice included a summary of the
petition prepared by the petitioner and
this summary contained conclusions
and arguments to support its conclusion
that the petition complied with the
FQPA of 1996. The petition requested
that 40 CFR part 180 be amended by
establishing a temporary/time-limited
tolerance for residues of pseudomonas
fluorescens strain PRA-25.

There were no comments received in
response to the notice of filing The data
submitted in the petition and all other
relevant material have been evaluated.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish an
exemption from the requirement for a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“*safe.” Section 408(b)(2)(A)(ii) defines
‘“safe’” to mean that “‘there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to ““ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue...” EPA performs a number of
analyses to determine the risks from
aggregate exposure to pesticide residues.
First, EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide us in residential settings.

I1. Toxicological Profile

Consistent with section 408(b)(2)(D)
of the FFDCA, EPA has reviewed the

available scientific data and other
relevant information in support of this
action and considered its validity,
completeness and reliability and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

All available information indicates
that there is a reasonable certainty that
no harm will result from residues of
pseudomonas fluorescens strain PRA-25
on the treated vegetables because of the
ubiquitous nature of this bacterium
commonly associated with roots, stems,
leaves and bolossoms of a tremendous
variety of plants, soil, freshwater, raw
and refrigerated milk, meat, fish and
cheese and readily isolated from
foodstuff and its low toxicity to humans.
The toxicological data submitted with
this petition demonstrate a lack of
human health issues and fully support
a temporary exemption from the
requirement of a tolererance for
psuedomonas fluorescens strain PRA-
25.

1. Acute Mammalian Toxicity/
Pathogenicity/Infectivity Testing- no
acute toxicity/pathogenicity effects were
observed when rats were given a
maximum dose of >1.75 x 108 cfu.

2. Nontarget Organism Testing of
Microbial Pest Control Agent - waivers
were submitted for all data requirements
for nontarget avian, freshwater fish and
aquatic inveterbrate, insects and
honeybees. No additional nontarget Tier
| studies required for intended MPCA
use as a pre-plant seed treatment.

3. Acute Oral Limit Toxicity- no acute
toxicity was observed when rats were
administered an acute oral dose of 1.75
x 108 cfu.

I11. Aggregate Exposures

In examining aggregate exposure,
section 408 of the FFDCA directs EPA
to consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from groundwater or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

A. Dietary Exposure

Food. Pseudomonas fluorescens strain
PRA-25 is a ubiquitous bacterium that is
commonly associated with soil, water,
plant roots and leaves, meat, fish, and
dairy products. Therefore, no aditional
exposure to food or drinking water is
anticipated by using psuedomonas
fluorescens strain PRA-25.

B. Other Non-Occupational Exposure

Non-dietary exposure such as lawn
care, topical insect repellents, etc. is not
anticipated since this microbial
pesticide does not have these uses.
Occupational exposure will be mitigated
sthrough the use of proper personal
protective equipment

IVV. Cumulative Exposure to Substances
with Common Mechanisms of Toxicity

Pseudomonas fluorescens strain PRA-
25 does not exhibit a particular
mechanixm of toxicity in common with
other agents, therefore, cumulative
effects with any other substance are not
considered.

V. Determination of Safety for U.S.
Population, Infants and Children

For the U.S. population, including
infants and children, pseudomonas
fluorescens strain PRA-25, EPA
concludes that there is reasonable
certainty that no harm will result from
aggregate exposure to the U.S.
population, including infants and
children, to residues of psuedomonas
fluorescens starin PRA-25. This
includes all anticipated dietary
exposures and all other exposures for
which there is reliable information. The
Agency has arrive at this conclusion
because as discussed above, no toxicity
to mammals has been observed for
pseudomonas fluorescens strain PRA-25
and under reasonable foreseeable
cirucumstances it does not pose a risk.
Thus, a temporary tolerance for
pseudomonas fluorescens strain PRA-25
is not necessary to ensure the saftey of
consumers. Therefore, 40 CFR part 180
is amended as set forth below.

FFDCA section 408 provides that EPA
shall apply an additional ten-fold
margin of exposure (MOE)(safety) for
infants and children in the case of
threshold effects to account for pre-and
post natal toxicity and the completeness
of the database, unless EPA determines
that a different MOE will be safe for
infants and children. MOEs are often
referred to as uncertainty (safety)
factors. In this microbial agency is
practically non-toxic to mammals,
including infancts and children, and,
thus, there are no threshold effects;
therefore, EPA has not used a MOE
approach to assess the safety of
pseudomonas fluorescens strain PRA-
25. As aresult, EPA concludes that this
temporary exemption will be safe
without use of an additional margin of
safety.
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V1. Other Considerations

A. Endocrine Disruptors

The Agency has no information to
suggest the pseudomonas fluorescens
strain PRA-25 will have an effect on the
immune and endocrine systems. The
Agency is not requiring information on
the endocrine effects of this biological
pesticide at this time; Congress has
allowed 3 years after August 3, 1996, for
the Agency to implement a screening
program with respect to endocrine
effects.

B. Analytical Method(s)

The Agency proposes to establish a
temporary exemption from the
requirement of a tolerance without any
numerical limitation; therefore, the
Agency has concluded that an analytical
method is not required for enforcement
purposes for pseudomonas fluorescens
strain PRA-25.

VII. Objections and Hearing Requests

The new section 408(g) of the FFDCA
provides essentially the same process
for persons to *“‘object” to a regulation
for an exemption from the requirement
of a tolerance issued by EPA under new
section 408(d)and as was provided in
the old section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which governs the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.
However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.

Any person may, by September 15,
1998, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the hearing clerk, at the
address given under the ADDRESSES
section (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the hearing clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues(s) on
which a hearing is requested, the
requestor’s contentions on such issues,
and a summary of any evidence relied
upon by the objector (40 CFR 178.27). A
request for a hearing will be granted if

the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VIII. Public Record and Electronic
Submissions

A record has been established for this
rulemaking under docket control
number [OPP-300681]. A public version
of this record, which does not include
any information claimed as CBI, is
available for inspection from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The public
record is located in Room 119 of the
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA 22202.

Electronic comments can be sent
directly to EPA at:
opp-docket@epamail.epa.gov

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above, is kept in
paper form. Accordingly, in the event
there are objections and hearing request,
EPA will transfer any copies of
objections and hearing requests received
electronically into printed, paper form
as they are received and will place the
paper copies in the official rulemaking
record. The official rulemaking record is
the paper record maintained at the
Virginia address in ADDRESSES at the
beginning of this document.

IX. Regulatory Assessment
Requirements

This final rule establishes an
exemption from the tolerance
requirement under section 408(d) of the
FFDCA in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., or impose any enforceable duty or
contain any unfunded mandate as
described under Title Il of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(Pub.L. 104-4). Nor does it require and
prior consultation as specified by
Executive Order 12875, entitled
Enhancing the Intergovernmental
Partnership (58 FR 58093, October 28,
1993), or special considerations as
required by Executive Order 12898,
entitled Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations (59 FR 7629), February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997). In
additions, since tolerance exemptions
that are established on the basis of a
petition under FFDCA section 408(d),
such as the exemption in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

X. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
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Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: July 8,1998.
Stephen L. Johnson,

Deputy Director, Office of Pesticide Programs.
Therefore, 40 CFR chapter | is
amended as follows:

PART 180— [AMENDED]

1. The authority citation for part 180
continues to read as follows:
Authority: 21 U.S.C. 346a and 371.

2. Section 180.1200 is added to
subpart D to read as follows:

§180.1200 Pseudomonas fluorescens
strain PRA-25; temporary exemption from
the requirement of a tolerance.

A temporary exemption from the
requirement of a tolerance is established
for residues of the microbial pesticide,
pseudomonas fluorescens strain PRA-25
when used on peas, snap beans and
sweet corn and will expire July 31,
2001.

[FR Doc. 98-18986 Filed 7-16-98; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 282

[FRL—6118-1]

Underground Storage Tank Program:
Approved State Program for Nevada

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

SUMMARY: The Resource Conservation
and Recovery Act of 1976, as amended
(RCRA), authorizes the Environmental
Protection Agency (EPA) to grant
approval to states to operate their
underground storage tank programs in
lieu of the federal program. 40 CFR part
282 codifies EPA’s decision to approve
state programs and incorporates by
reference those provisions of the state

statutes and regulations that will be
subject to EPA’s inspection and
enforcement authorities under sections
9005 and 9006 of RCRA Subtitle | and
other applicable statutory and
regulatory provisions (42 U.S.C. 6991d
and 6991e). This rule codifies in part
282 the prior approval of Nevada’s
underground storage tank program and
incorporates by reference appropriate
provisions of state statutes and
regulations.

DATES: The regulation is effective
September 15, 1998, unless EPA
publishes a prior Federal Register
document withdrawing this immediate
final rule. All comments on the
codification of Nevada’s underground
storage tank program must be received
by the close of business on August 17,
1998. The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register, as of September
15, 1998, in accordance with 5 U.S.C.
552 (a).

ADDRESSES: Comments may be mailed to
the U.S. EPA Office of Underground
Storage Tanks (WST-8), Waste
Management Division, U.S. EPA Region
9, 75 Hawthorne Street, San Francisco,
California, 94105-3901. Comments
received by EPA may be inspected in
the public docket, located in the Office
of Underground Storage Tanks, at the
above address, from 9 a.m. to 4 p.m.,
Monday through Friday, excluding
federal holidays.

Copies of Nevada’s underground
storage tank program may be obtained
from the Nevada State Office Library,
Board Room, 100 Stewart Street, Carson
City, Nevada, 89710; the U.S. EPA
Region 9 Library, 13th Floor, 75
Hawthorne Street, San Francisco,
California, 94105-3901; and the U.S.
EPA Underground Storage Tank docket
office and the U.S. EPA Office of
Underground Storage Tanks, both
located at 401 M. Street SW,
Washington, D.C., 20460.

FOR FURTHER INFORMATION CONTACT: John
Thayer, Nevada Program Manager,
Office of Underground Storage Tanks
(WST-8), U.S.EPA Region 9, 75
Hawthorne Street, San Francisco,
California 94105-3901, Phone: (415)
744-2092.

SUPPLEMENTARY INFORMATION:

Background

Section 9004 of the Resource
Conservation and Recovery Act of 1976,
as amended, (RCRA), 42 U.S.C. 6991c,
allows the U.S. Environmental
Protection Agency (EPA) to approve
state underground storage tank
programs to operate in the state in lieu

of the federal underground storage tank
program. On December 24, 1992, EPA
published a Federal Register notice
announcing its tentative decision to
grant approval to Nevada. (See 57 FR
248,61376, December 24, 1992.)
Approval was effective on March 30,
1993.

EPA codifies its approval of state
programs in Part 282 of Title 40, Code
of Federal Regulations (CFR) and
incorporates by reference therein the
state statutes and regulations that will
be subject to EPA’s inspection and
enforcement authorities under sections
9005 and 9006 of Subtitle | of RCRA, 42
U.S.C. 6991d and 6991e, and other
applicable statutory and regulatory
provisions. Today'’s rulemaking codifies
EPA’s approval of the Nevada
underground storage tank program. This
codification reflects the state program in
effect at the time EPA granted Nevada
approval under section 9004(a), 42
U.S.C. 6991c(a) for its underground
storage tank program. Notice and
opportunity for comment were provided
earlier on the Agency’s decision to
approve the Nevada program, and EPA
is not now reopening that decision nor
requesting comment on it.

This effort provides clear notice to the
public of the scope of the approved
program in each state. By codifying the
approved Nevada program and by
amending the Code of Federal
Regulations whenever a new or different
set of requirements is approved in
Nevada, the status of federally approved
requirements of the Nevada program
will be readily discernible. Only those
provisions of the Nevada underground
storage tank program for which approval
has been granted by EPA will be
incorporated by reference for
enforcement purposes.

To codify EPA’s approval of Nevada’s
underground storage tank program, EPA
has added section 282.78 to Title 40 of
the Code of Federal Regulation. Section
282.78 incorporates by reference for
enforcement purposes the state’s
statutes and regulations. Section 282.78
also references the Attorney General’s
Statement, Demonstration of Adequate
Enforcement Procedures, the Program
Description, and the Memorandum of
Agreement, which are approved as part
of the underground storage tank
program under subtitle | of RCRA.

The Agency retains the authority
under sections 9005 and 9006 of
Subtitle | of RCRA, 42 U.S.C. 6991d and
6991e, and other applicable statutory
and regulatory provisions to undertake
inspections and enforcement actions in
approved states. With respect to such an
enforcement action, the Agency will
rely on federal sanctions, federal
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inspection authorities, and federal
procedures, rather than the state
authorized analogues to these
provisions. Therefore, the approved
Nevada enforcement authorities will not
be incorporated by reference. Section
282.78 lists those approved Nevada
authorities that would fall into this
category.

The public also needs to be aware that
some provisions of the State’s
underground storage tank program are
not part of the federally approved state
program. These non-approved
provisions are not part of the RCRA
Subtitle | program because they are
“broader in scope’ than Subtitle | of
RCRA. (See 40 CFR 281.12(a)(3)(ii).) As
a result, state provisions, which are
“broader in scope’ than the federal
program, are not incorporated by
reference for purposes of enforcement in
part 282. Section 282.78 of the
codification simply lists for reference
and clarity the Nevada statutory and
regulatory provisions, which are
“broader in scope’ than the federal
program and which are not, therefore,
part of the approved program being
codified today. “‘Broader in scope”
provisions cannot be enforced by EPA,;
the state, however, will continue to
enforce such provisions.

Compliance With Executive Order
12866

The Office of Management and Budget
has exempted this rule from the
requirements of Section 6 of Executive
Order 12866.

Unfunded Mandates Reform Act

Title 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 104—4, establishes requirements for
federal agencies to assess the effects of
certain regulatory actions on state, local,
and tribal governments and the private
sector. Under sections 202 and 205 of
the UMRA, EPA generally must prepare
a written statement of economic and
regulatory alternatives analyses for
proposed and final rules with federal
mandates, as defined by the UMRA, that
may result in expenditures to state,
local, and tribal governments, or to the
private sector, of $100 million or more
in the aggregate in any one year. The
section 202 and 205 requirements do
not apply to today’s action, because it is
not a “‘federal mandate” and because it
does not impose annual costs of $100
million or more.

Today’s rule contains no federal
mandates for state, local or tribal
governments or the private sector for
two reasons. First, today’s action does
not impose new or additional
enforceable duties on any state, local or

tribal governments or the private sector,
because it merely makes federally
enforceable existing requirements with
which regulated entities must already
comply under state law. Second, the Act
also generally excludes from the
definition of a ““federal mandate” duties
that arise from participation in a
voluntary federal program. The
requirements being codified today are
the result of Nevada’s voluntary
participation in accordance with RCRA
Subtitle I.

Even if today’s rule did contain a
federal mandate, this rule will not result
in annual expenditures of $100 million
or more in the aggregate for state, local,
and/or tribal governments, or the private
sector, because today’s action merely
codifies an existing state program that
EPA previously approved. Thus, today’s
rule is not subject to the requirements
of sections 202 and 205 of the UMRA.

The requirements of section 203 of
UMRA also do not apply to today’s
action. Before EPA establishes any
regulatory requirements that may
significantly or uniquely affect small
governments, section 203 of UMRA
requires EPA to develop a small
government agency plan. This rule
contains no regulatory requirements that
might significantly or uniquely affect
small governments. The Agency
recognizes that although small
governments may own and/or operate
USTs, this codification incorporates into
the Code of Federal Regulations
Nevada’s requirements which have
already been approved by EPA under 40
CFR Part 281 and, thus, small
governments are not subject to any
additional significant or unique
requirements by virtue of this
codification.

Certification Under the Regulatory
Flexibility Act

EPA has determined that this
codification will not have a significant
economic impact on a substantial
number of small entities. Such small
entities which own and/or operate USTs
are already subject to the state
requirements authorized by EPA under
40 CFR Part 281. EPA’s codification
does not impose any additional burdens
on these small entities. This is because
EPA’s codification would simply result
in an administrative change, rather than
a change in the substantive
requirements imposed on small entities.

Therefore, EPA provides the following
certification under the Regulatory
Flexibility Act, as amended by the
Small Business Regulatory Enforcement
Fairness Act. Pursuant to the provision
at 5 U.S.C. 605(b), | hereby certify that
this codification will not have a

significant economic impact on a
substantial number of small entities.
This codification incorporates Nevada’s
requirements, which have been
approved by EPA under 40 CFR Part
281, into the Code of Federal
Regulations. It does not impose any new
burdens on small entities. This rule,
therefore, does not require a regulatory
flexibility analysis.

Submission to Congress and the
General Accounting Office

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each house of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
today’s Federal Register. This rule is
not a “‘major rule” as defined by 5
U.S.C. 804(2).

Compliance With Executive Order
13045

Executive Order 13045 applies to any
rule that the Office of Management and
Budget determines is ‘““economically
significant” as defined under Executive
Order 12866, and that EPA determines
that the environmental health or safety
risk addressed by the rule has a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

The Agency has determined that the
final rule is not a covered regulatory
action as defined in the Executive Order
because it is not economically
significant and does not address
environmental health and safety risks.
As such, the final rule is not subject to
the requirements of Executive Order
13045.

Paperwork Reduction Act

Under the Paperwork Reduction Act,
44 U.S.C. 3501 et seq., federal agencies
must consider the paperwork burden
imposed by any information request
contained in a proposed or final rule.
This rule will not impose any
information requirements upon the
regulated community.
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List of Subjects In 40 CFR Part 282

Environmental protection, Hazardous
substances, Incorporation by reference,
Intergovernmental relations, State
program approval, Underground storage
tanks, Water pollution control.

Dated: May 25, 1998.
Felicia Marcus,
Regional Administrator, Region 9.

For the reasons set forth in the
preamble, 40 CFR Part 282 is amended
as follows:

PART 282—APPROVED
UNDERGROUND STORAGE TANK
PROGRAMS

1. The authority citation for part 282
continues to read as follows:

Authority: 42 U.S.C. 6912, 6991(c),
6991(d), and 6991(e).

Subpart B—Approved State Programs

2. Subpart B is amended by adding
§282.78 to read as follows:

§282.78 Nevada State—Administered
Program.

(a) The State of Nevada is approved to
administer and enforce an underground
storage tank program in lieu of the
federal program under Subtitle | of the
Resource Conservation and Recovery
Act of 1976 (RCRA), as amended, 42
U.S.C. 6991 et seq. The state’s program,
as administered by the Nevada Division
of Environmental Protection was
approved by EPA pursuant to 42 U.S.C.
6991c and part 281 of this chapter. EPA
approved the Nevada program on
December 24, 1992 and it was effective
March 30, 1993.

(b) Nevada has primary responsibility
for enforcing its underground storage
tank program. However, EPA retains the
authority to exercise its inspection and
enforcement authorities under sections
9005 and 9006 of Subtitle | of RCRA, 42
U.S.C. 6991d and 6991e, as well as
under other statutory and regulatory
provisions.

(c) To retain program approval,
Nevada must revise its approved
program to adopt new changes to the
federal Subtitle | program, which makes
it more stringent in accordance with
section 9004 of RCRA, 42 U.S.C. 6991c,
and 40 CFR part 281, subpart E. If
Nevada obtains approval for the revised
requirements pursuant to section 9004
of RCRA, 42 U.S.C. 6991c, the newly
approved statutory and regulatory
provisions will be added to this subpart
and notice of any change will be
published in the Federal Register.

(d) Nevada has final approval for the
following elements submitted to EPA in
Nevada’s program application for final

approval and approved by EPA on
December 24, 1992. Copies may be
obtained from the Nevada State Office
Library, Board Room, 100 Stewart
Street, Carson City, Nevada 89710.

(1) State statutes and regulations. (i)
The provisions cited in this paragraph
are incorporated by reference as part of
the underground storage tank program
under Subtitle | of RCRA, 42. U.S.C.
6991 et seq.

(A) Nevada Statutory Requirements
Applicable to the Underground Storage
Tank Program, 1992.

(B) Nevada Regulatory Requirements
Applicable to the Underground Storage
Tank Program, 1992.

(ii) The following statutes and
regulations are part of the approved
state program, although not
incorporated by reference herein for
enforcement purposes.

(A) The statutory provisions include:
Nevada Revised Statutes 459
Underground Storage Tank Program
(1992) Sections 459.826, 459.830,
459.832, 459.834, 459.844, 459.846,
459.848, 459.850, 459.852, 459.854, and
459.856.

(B) The regulatory provisions include:
none.

(iii) The following statutory and
regulatory provisions are broader in
scope than the federal program, are not
part of the approved program, and are
not incorporated by reference herein for
enforcement purposes: none.

(2) Statement of legal authority. (i)
“Attorney General’s Statement of Final
Approval,” signed by the Attorney
General of Nevada on December 1, 1992,
though not incorporated by reference, is
referenced as part of the approved
underground storage tank program
under Subtitle | of RCRA, 42 U.S.C.
6991 et seq.

(ii) Letter from the Attorney General
of Nevada to EPA, dated December 1,
1992, though not incorporated by
reference, is referenced as part of the
approved underground storage tank
program under Subtitle | of RCRA, 42
U.S.C. 6991 et seq.

(3) Demonstration of procedures for
adequate enforcement. The
“Demonstration of Procedures for
Adequate Enforcement’ submitted as
part of the original application of
October 1, 1992, though not
incorporated by reference, is referenced
as part of the approved underground
storage tank program under Subtitle | of
RCRA, 42 U.S.C. 6991 et seq.

(4) Program description. The program
description and any other material
submitted as part of the original
application in October 1992, though not
incorporated by reference, are
referenced as part of the approved

underground storage tank program
under Subtitle | of RCRA, 42 U.S.C.
6991 et seq.

(5) Memorandum of Agreement. The
Memorandum of Agreement between
EPA Region 9 and the Nevada Division
of Environmental Protection, signed by
the EPA Regional Administrator on
December 17, 1992, though not
incorporated by reference, is referenced
as part of the approved underground
storage tank program under Subtitle | of
RCRA, 42 U.S.C. 6991 et seq.

3. Appendix A to Part 282 is amended
by adding in alphabetical order
“Nevada” and its listing.

Appendix A to Part 282—State
Requirements Incorporated by Reference in
Part 282 of the Code of Federal Regulations

* * * * *

Nevada

(a) The statutory provisions include:

(1) Nevada Revised Statute Chapter 459,
Underground Storage Tank Program (1992),
Nevada Revised Statue 590, Petroleum Fund
(1991).

(2) Nevada Revised Statute Chapter 459,
Underground Storage Tank Program (1992):

Section 459.810 “Operator’” defined.

Section 459.814 ““Person” defined.

Section 459.816 ““Regulated Substance”
defined.

Section 459.818 ““Release’ defined.

Section 459.820 ““Storage Tanks” defined.

Section 459.822 Department designated as
state agency for regulation of storage
tanks.

Section 459.828 Owner or operator of
storage tank to provide department with
certain information.

Section 459.838 Fund for the management
of storage tanks: Creation: Sources:
Claims.

Section 459.840 Fund for the management
of storage tanks: Use; reimbursement;
recovery by attorney general.

(3) Nevada Revised Statue 590, Petroleum
Fund (1991):

Section 590.700 Definitions.

Section 590.710 “Board” defined.

Section 590.720 ““Department’” defined.

Section 590.725 “Diesel fuel of grade
number 1"’ defined.

Section 590.726 ““Diesel fuel of grade
number 2"’ defined.

Section 590.730 ““Discharge” defined.

Section 590.740 ““Division” defined.

Section 590.750 “Fund” defined.

Section 590.760 ‘‘Heating oil’’ defined.

Section 590.765 ““Motor vehicle fuel”
defined.

Section 590.770 “Operator’” defined.

Section 590.780 ‘““Person” defined.

Section 590.790 ““Petroleum’” defined.

Section 590.800 “‘Storage tank’” defined.

Section 590.810 Legislative findings.

Section 590.820 Board to review claims:
Creation; members; chairman;
administrative Assistance; compensation
of members.

Section 590.830 Fund for cleaning up
discharges of petroleum: Creation;
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administration by division; claims;
interest.

Section 590.840 Collection of fee for
certain fuels and heating coil; exempt
products; payment of expenses of
department.

Section 590.850 Registration of storage
tanks: Collection of annual fee; exempt
tanks; liability for noncompliance.

Section 590.860 Balance in fund to
determine collection of fees by
department.

Section 590.870 Report of discharge from
tank required; division to clean up
discharge; expectation; test of tank
required for coverage.

Section 590.880 Allocation of costs
resulting from discharge from certain
storage tanks for heating oil.

Section 590.890 Allocation of costs
resulting from discharge from other
storage tanks.

Section 590.900 Liability for costs to clean
up discharge caused by willful or
wanton misconduct, gross negligence or
violation of statute or regulation.

Section 590.910 Pro rata reduction
required, if balance in fund insufficient
for full payment.

Section 590.920 Tanks exempted from
provisions of Sections 590.850 to
590.910 inclusive; optional coverage of
exempted tank.

(4) Nevada Civil Procedure, Rule 24 (1971):

Nevada Civil Procedure, Rule 24 .

(b) The regulatory provisions includes:

(1) Nevada Administrative Code 459, UST

Program (1990):

Section 459.9929 “‘Storage Tank’ defined.

Section 459.993 Compliance with federal
regulations.

Section 459.995 Financial responsibility of
owners and operators.

Section 459.996 Releases: Reporting.

(2) Nevada Administrative Code 590,

Petroleum Fund (1991):

Section 590.720 Adoption by reference of
provisions of Code of Federal
Regulations.

(3) Nevada Administrative Code,

Reportable Quantities (1989):

Section 445.240 Notice required.

[FR Doc. 98-19133 Filed 7-16-98; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 980402084-8166—02; 1.D.
032398B]

RIN 0648—-AJ51

Fisheries of the Exclusive Economic
Zone Off Alaska; Scallop Fishery off
Alaska; Amendment 3

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and

Atmospheric Administration (NOAA),
Commerce.
ACTION: Final rule.

SUMMARY: NMFS issues a final rule to
implement Amendment 3 to the Fishery
Management Plan for the Scallop
Fishery off Alaska (FMP), which
delegates to the State of Alaska (State)
the authority to manage all aspects of
the scallop fishery, except limited
access. This final rule repeals all
Federal regulations governing the
scallop fishery off Alaska, except for the
scallop vessel moratorium program.
This action is necessary to eliminate
duplicative regulations and
management programs at the State and
Federal levels and is intended to further
the goals and objectives of the FMP.
DATES: Effective July 14, 1998.
ADDRESSES: Copies of Amendment 3
and the Environmental Assessment/
Regulatory Impact Review (EA/RIR)
prepared for Amendment 3 are available
from the NMFS Alaska Region, P.O. Box
21668, Juneau, AK 99802, Attn: Lori J.
Gravel, or by calling the Alaska Region,
NMFS, at 907-586-7228.

FOR FURTHER INFORMATION CONTACT: Kent
Lind, 907-586-7228 or
kent.lind@noaa.gov.

SUPPLEMENTARY INFORMATION: NMFS and
the State of Alaska manage the scallop
fishery off Alaska pursuant to the FMP.
The North Pacific Fishery Management
Council (Council) prepared the FMP
pursuant to the Magnuson-Stevens
Fishery Conservation and Management
Act (Magnuson-Stevens Act). Federal
regulations governing the scallop fishery
appear at 50 CFR parts 600 and 679.
State regulations governing the scallop
fishery appear in the Alaska
Administrative Code (AAC) at 5 AAC
Chapter 38--Miscellaneous Shellfish.

The Council submitted Amendment 3
for Secretarial review on March 26,
1998, and a Notice of Availability of the
amendment was published March 31,
1998 (63 FR 15376), with comments on
the FMP amendment invited through
June 1, 1998. NMFS published a
proposed rule to implement
Amendment 3 on April 16, 1998 (63 FR
18863), with comments on the proposed
rule invited until June 1. No comments
were received on the FMP amendment
or the proposed rule by the end of the
comment periods.

Based on a review of the FMP
amendment, proposed rule, EA/RIR, and
applicable State laws, the
Administrator, Alaska Region, NMFS,
determined that Amendment 3 is
necessary for the conservation and
management of the scallop fishery off
Alaska and that it is consistent with the

Magnuson-Stevens Act and other
applicable laws.

Management Background and Need for
Action

The history of the scallop fishery off
Alaska and the events leading up to the
development of the joint State-Federal
management regime under Amendment
1 to the FMP are discussed in detail in
the proposed rule (63 FR 18863, April
16, 1998) and in the EA/RIR prepared
for this action (see ADDRESSES).
Amendment 1 established a joint State-
Federal management regime under
which NMFS implemented Federal
scallop regulations that duplicate most
State scallop regulations, including
definitions of scallop registration areas
and districts, scallop fishing seasons,
closed waters, gear restrictions,
efficiency limits, crab bycatch limits,
scallop catch limits, inseason
adjustments, and observer coverage
requirements. This joint State-Federal
management regime was designed as a
temporary measure to prevent
unregulated fishing in Federal waters
until changes in the Magnuson-Stevens
Act would enable the Council to
delegate management of the fishery to
the State.

While the joint State-Federal
management regime established under
Amendment 1 has enabled NMFS to
reopen the Exclusive Economic Zone to
fishing for scallops, it has proven to be
cumbersome in practice. Every
management action, including inseason
openings and closures, must be
coordinated so that State and Federal
actions are simultaneously effective.
NMFS must draft and publish in the
Federal Register inseason actions that
duplicate every State inseason scallop
action. State scallop managers are now
constrained in their ability to
implement management decisions
rapidly because they must coordinate
each action with NMFS and provide
sufficient lead-time for publication of
the action in the Federal Register.

The only purpose of maintaining
duplicate regulations at the State and
Federal level is to prevent unregulated
fishing by vessels not registered under
the laws of the State. The State-Federal
management regime established under
Amendment 1 is no longer necessary to
prevent unregulated fishing for scallops
in Federal waters because the
Sustainable Fisheries Act of 1996,
which amended the Magnuson-Stevens
Act, now provides authority for the
Council to delegate to the State
management responsibility for the
scallop fishery in Federal waters off
Alaska. The statutory requirements for
delegation of fisheries management
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authority to a state were presented in
the preamble to the proposed rule (63
FR 18863, April 16, 1998).

Repeal of Federal Scallop Regulations
Under Amendment 3

Amendment 3, adopted by the
Council by a 10 to 1 vote, delegates to
the State the authority to manage all
aspects of the scallop fishery in Federal
waters, except limited access, including
the authority to regulate vessels not
registered under the laws of the State.
Section 306(a)(3)(B) of the Magnuson-
Stevens Act, as amended, requires that
such a delegation of authority be made
through an FMP amendment and be
approved by a three-quarters majority
vote of the Council.

This final rule to implement
Amendment 3 removes subpart F of 50
CFR part 679. Subpart F contains all the
Federal regulations specific to the
scallop fishery off Alaska, with the
exception of the scallop vessel
moratorium program, which is set out
under permit requirements at June 26,
1998, §679.4(g). Amendment 3 and this
final rule change the Federal scallop
vessel moratorium program established
under Amendment 2 to the FMP by
simplifying scallop management in the
Federal waters off Alaska through the
elimination of unnecessary duplication
of regulations at the State and Federal
levels.

This final rule also makes minor
changes to §679.1(h) to accommodate
the delegation of management authority
to the State and adds a definition of
Scallop Registration Area H (Cook Inlet)
to the definitions at § 679.2 because this
definition, previously set out in subpart
F, is necessary for the scallop vessel
moratorium program.

Changes Made From the Proposed Rule

This final rule removes definitions for
“Dive” and “‘Scallop dredge’ under the
definition of “Authorized fishing gear”
at §679.2 because these definitions are
no longer required. In addition, the final
rule eliminates cross references to
scallop regulations at §679.7(h) and
§679.22(g). No additional changes were
made from the proposed rule.

Classification

This action repeals duplicative
Federal regulations that serve no
Federal management purpose and have
the potential to confuse the regulated
community. In addition, this action
does not significantly revise

management measures for the regulated
community in a manner that would
require time to plan or prepare for those
revisions. For these reasons, the
Assistant Administrator for Fisheries,
NOAA, finds that good cause exists to
waive the 30-day delayed effectiveness
period for this action under 5 U.S.C.
553(d).

The Assistant General Counsel for
Legislation and Regulation of the
Department of Commerce certified to
the Chief Counsel for Advocacy of the
Small Business Administration that this
rule would not have a significant
economic impact on a substantial
number of small entities. No comments
were received regarding this
certification. As a result, a regulatory
flexibility analysis was not prepared.

This final rule has been determined to
be not significant for the purposes of
E.O. 12866.

The Administrator, Alaska Region,
NMFS determined that fishing activities
conducted under this rule would not
affect endangered and threatened
species listed or critical habitat
designated pursuant to the Endangered
Species Act in any manner not
considered in prior consultations on the
scallop fisheries off Alaska.

List of Subjects in 50 CFR Part 679

Alaska, Fisheries, Reporting and
recordkeeping requirements.

Dated: July 13, 1998.
David L. Evans,
Deputy Assistant Administrator for Fisheries,
National Marine Fisheries Service.

For the reasons set out in the
preamble, 50 CFR part 679 is amended
as follows:

PART 679—FISHERIES OF THE
EXCLUSIVE ECONOMIC ZONE OFF
ALASKA

1. The authority citation for 50 CFR
part 679 continues to read as follows:

Authority: 16 U.S.C. 773 et seq., 1801 et
seq., and 3631 et seq.

2.1n 8679.1, paragraph (h) is revised
to read as follows:

§679.1 Purpose and scope.

* * * * *

(h) Fishery Management Plan for the
Scallop Fishery off Alaska. (1)
Regulations in this part govern
commercial fishing for scallops in the
Federal waters off Alaska by vessels of

the United States (see subpart A of this
part).

(2) state of Alaska laws and
regulations that are consistent with the
FMP and with the regulations in this
part apply to vessels of the United
States that are fishing for scallops in the
Federal waters off Alaska.

* * * * *

3.In 8679.2, the definition of
“Authorized fishing gear,” is amended
by revising the introductory paragraph,
removing the paragraphs (1) Dive and
(11) Scallop dredge, and renumbering
paragraphs (2) through (10) and (12)
through (14) as paragraphs (1) through
(12), respectively; and a definition
“Scallop Registration Area H Cook
Inlet” is added, in alphabetical order, to
read as follows:

8§679.2 Definitions.

* * * * *

Authorized fishing gear means, fixed
gear, hook-and-line, jig, longline,
longline pot, nonpelagic trawl,
nontrawl, pelagic trawl, pot-and-line,
trawl, hand troll gear, and power troll
gear:

* * * * *

Scallop Registration Area H (Cook
Inlet) means all Federal waters of the
GOA west of the longit