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Presidential Documents

Title 3—

The President

[FR Doc. 01-19498
Filed 8-1-01; 8:45 am]
Billing code 4710-10-M

Presidential Determination No. 2001-22 of July 26, 2001

Determination Pursuant to Section 2(c)(1) of the Migration
and Refugee Assistance Act of 1962, as Amended

Memorandum for the Secretary of State

Pursuant to section 2(c)(1) of the Migration and Refugee Assistance Act
of 1962, as amended, 22 U.S.C. 2601(c)(1), I hereby determine that it is
important to the national interest that up to $27 million be made available
from the U.S. Emergency Refugee and Migration Assistance Fund to meet
unexpected urgent refugee and migration needs, including those of refugees,
displaced persons, conflict victims, and other persons at risk due to the
situations in Guinea, Sierra Leone, Eritrea, and Afghanistan. These funds
may be used, as appropriate, to provide contributions to international, govern-
mental, and nongovernmental organizations, and as necessary, for administra-
tive expenses of the Bureau of Population, Refugees, and Migration. Of
the $27 million hereby determined, not more than $5 million shall be
reserved on a contingency basis in order to allow for immediate United
States response to unexpected urgent refugee and migration needs.

You are authorized and directed to inform the appropriate committees of
the Congress of this determination and the obligation of funds under this
authority, and to arrange for the publication of this memorandum in the
Federal Register.

THE WHITE HOUSE,
Washington, July 26, 2001.
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

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

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2001-SW-03-AD; Amendment
39-12354; AD 2001-15-19]

RIN 2120-AA64

Airworthiness Directives; Eurocopter
France Model AS-365N3 Helicopters

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) for
Eurocopter France (ECF) Model AS—
365N3 helicopters that requires
modifying the Full Authority Digital
Engine Control (FADEC) software
within 90 days after the effective date of
this AD. This amendment is prompted
by a design problem in the FADEC
“power loss printed circuit board”
software found during laboratory
testing. The actions specified by this AD
are intended to prevent loss of the
FADEC one-engine-inoperative power
and subsequent loss of control of the
helicopter.

DATES: Effective September 6, 2001.
The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of September
6, 2001.
ADDRESSES: The service information
referenced in this AD may be obtained
from American Eurocopter Corporation,
2701 Forum Drive, Grand Prairie, Texas
75053—4005, telephone (972) 641-3460,
fax (972) 641-3527. This information
may be examined at the FAA, Office of
the Regional Counsel, Southwest
Region, 2601 Meacham Blvd., Room
663, Fort Worth, Texas; or at the Office
of the Federal Register, 800 North

Capitol Street, NW., suite 700,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Carroll Wright, Aviation Safety
Engineer, FAA, Rotorcraft Directorate,
Regulations Group, Fort Worth, Texas
76193-0111, telephone (817) 222-5120,
fax (817) 222-5961.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an AD for ECF Model AS-
365N3 helicopters was published in the
Federal Register on May 9, 2001 (66 FR
23632). That action proposed to require
modifying the FADEC software and
wiring within 90 days after the effective
date of the AD.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposal or the FAA’s determination of
the cost to the public. The FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed.

The FAA estimates that 1 helicopter
of U.S. registry will be affected by this
AD and that it will take approximately
17 work hours per helicopter to modify
the wiring. The average labor rate is $60
per work hour. The FADEC software
modification has an estimated
turbomeca labor charge of $1200. The
manufacturer has stated that the wiring
kits will be furnished at no cost. Based
on these figures, the total cost impact of
the proposed AD on U.S. operators is
estimated to be $2220.

The regulations adopted herein will
not have a substantial direct effect on
the States, on the relationship between
the national Government and the States,
or on the distribution of power and
responsibilities among the various
levels of government. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
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 a new airworthiness directive to
read as follows:

2001-15-19 Eurocopter France:
Amendment 39-12354. Docket No. 2001—
SW-03-AD.
Applicability: Model AS—-365N3
helicopters, certificated in any category.

Note 1: This AD applies to each helicopter
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For helicopters 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: Within 90 days after the
effective date of this AD, unless previously
accomplished.

To prevent loss of the Full Authority
Digital Engine Control (FADEC) one-engine-
inoperative power and subsequent loss of
control of the helicopter, accomplish the
following:

(a) Modity the FADEC software in
accordance with the Accomplishment
Instructions of Eurocopter France Service
Bulletin No. 71.00.13, Revision 1, dated
October 17, 2000 (except this AD does not



40110

Federal Register/Vol. 66, No. 149/ Thursday, August 2, 2001/Rules and Regulations

require contact with the manufacturer as
specified in the caution statement in
paragraph 2.B. and the Note I in paragraph
2.B.2.).

(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, Regulations
Group, Rotorcraft Directorate, FAA.
Operators shall submit their requests through
an FAA Principal Maintenance Inspector,
who may concur or comment and then send
it to the Manager, Regulations Group.

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

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

(d) The modification shall be done in
accordance with the Accomplishment
Instructions of Eurocopter France Service
Bulletin No. 71.00.13, Revision 1, dated
October 17, 2000. 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 American Eurocopter
Corporation, 2701 Forum Drive, Grand
Prairie, Texas 75053—4005, telephone (972)
641-3460, fax (972) 641-3527. Copies may be
inspected at the FAA, Office of the Regional
Counsel, Southwest Region, 2601 Meacham
Blvd., Room 663, Fort Worth, Texas; or at the
Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

(e) This amendment becomes effective on
September 6, 2001.

Note 3: The subject of this AD is addressed
in Direction Generale De L’Aviation Civile
(France) AD Nos. 2000-517—-051(A) and
1998-517-048(A) R2, both dated December
13, 2000; 1998-517—-048(A) R1, dated April 5,
2000; and 1998-517—048(A), dated January
13, 1999.

Issued in Fort Worth, Texas, on July 23,
2001.

Eric Bries,

Acting Manager, Rotorcraft Directorate,
Aircraft Certification Service.

[FR Doc. 01-18972 Filed 8—1-01; 8:45 am]
BILLING CODE 4910-13-U

FEDERAL TRADE COMMISSION
16 CFR Part 305

Rule Concerning Disclosures
Regarding Energy Consumption and
Water Use of Certain Home Appliances
and Other Products Required Under
the Energy Policy and Conservation
Act (“Appliance Labeling Rule™)

AGENCY: Federal Trade Commission.
ACTION: Final rule.

SUMMARY: The Federal Trade
Commission (Commission) announces

that the current ranges of comparability
required by the Appliance Labeling Rule
(Rule) for room air conditioners, heat
pump water heaters, storage-type water
heaters, gas-fired instantaneous water
heaters, furnaces, boilers, and pool
heaters will remain in effect until
further notice.
EFFECTIVE DATE: October 31, 2001.
FOR FURTHER INFORMATION CONTACT:
Hampton Newsome, Attorney, Division
of Enforcement, Federal Trade
Commission, Washington, DC 20580
(202—-326-2889);hnewsome@ftc.gov.
SUPPLEMENTARY INFORMATION: The Rule
was issued by the Commission in 1979,
44 FR 66466 (Nov. 19, 1979), in
response to a directive in the Energy
Policy and Conservation Act of 1975.1
The Rule covers eight categories of
major household appliances:
refrigerators and refrigerator-freezers,
freezers, dishwashers, clothes washers,
water heaters (this category includes
storage-type water heaters, gas-fired
instantaneous water heaters, and heat
pump water heaters), room air
conditioners, furnaces (this category
includes boilers), and central air
conditioners (this category includes heat
pumps). The Rule also covers pool
heaters, 59 FR 49556 (Sept. 28, 1994),
and contains requirements that pertain
to fluorescent lamp ballasts, 54 FR
28031 (July 5, 1989), certain plumbing
products, 58 FR 54955 (Oct. 25, 1993),
and certain lighting products, 59 FR
25176 (May 13, 1994, eff. May 15, 1995).
The Rule requires manufacturers of all
covered appliances and pool heaters to
disclose specific energy consumption or
efficiency (derived from the DOE test
procedures) at the point of sale in the
form of an “Energy Guide” label and in
catalogs. It also requires manufacturers
of furnaces, central air conditioners, and
heat pumps either to provide fact sheets
showing additional cost information, or
to be listed in industry directory
showing the cost information for their
products. The Rule requires
manufacturers to include, on labels and
fact sheets, an energy consumption or
efficiency figure and a “range of
comparability.” This range shows the
highest and lowest energy consumption
or efficiencies for all comparable
appliance models so consumers can
compare the energy consumption or
efficiency of other models (perhaps
competing brands) similar to the label
model. The Rule also requires

142 U.S.C. 6294. The status also requires the

Department of Energy (DOE) to develop test
procedures that measure how much energy the
appliances use, and to determine the representative
average cost a consumer pays for the different types
of energy available.

manufacturers to include, on labels for
some products, a secondary energy
usage disclosure in the form of an
estimated annual operating cost based
on a specified DOE national average cost
for fuel the applicance uses.

Section 305.8(b) of the Rule requires
manufactures, after filing an initial
report, to report certain information
annually to the Commission by
specified dates for each product type.2
These reports, which are to assist the
Commission in preparing the ranges of
comparability, contain the estimated
annual energy consumption or energy
efficiency ratings for the appliances
derived from tests performed pursuant
to the DOE test procedures. Because
manufacturers regularly add new
models to their lines, improve existing
models, and drop others, the data base
from which the range of comparability
are calculated is constantly changing.
To keep the required information
consistent with these changes, under
Section 305.10 of the Rule, the
Commission will publish new ranges if
an analysis of the new information
indicates that the upper or lower limits
of the ranges have changed by more
than 15%. Otherwise, the Commission
will publish a statement that the prior
ranges remain in effect for the next year.

Manufacturers have submitted data
for room air conditioners, water heaters
(including storage-type, gas-fired
instantaneous, and heat pump water
heaters), furnaces, boilers, and pool
heaters. The ranges of comparability for
room air conditioners, heat pump water
heaters, storage-type water heaters, gas-
fired instantaneous water heaters,
furnaces, boilers, and pool heaters have
not changed by more than 15% from the
current ranges for these products.
Therefore, the current ranges for these
products will remain in effect until
further notice.

This means that manufacturers of
storage-type water heaters, furnaces, and
boilers must continue to use the ranges
that were published on September 23,
1994 (59 FR 48796). These
manufacturers must continue to base the
disclosures of estimated annual
operating cost required at the bottom of
EnergyGuides for these products on the
1994 Representative Average Unit Costs
of Energy for electricity (8.41 cents per
kilo Watt-hour), natural gas (60.4 cents
per therm), propane (98 cents per
gallon), and/or heating oil ($1.05 per
gallon) that were published by DOE on
December 29, 1993 (58 FR 68901), and

2Reports from room air conditioners, heat pump
water heaters, storage-type water heaters, gas-fired
instantaneous water heaters, furnaces, boilers, and
pool heaters are due May 1.
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by the Commission on February 8, 1994
(59 FR 5699).

Manufacturers of heat pump water
heaters must continue to use the ranges
that were published on September 1,
2000 (65 FR 53163). Manufacturers of
heat pump water heaters must continue
to base the disclosures of estimated
annual operating cost required at the
bottom of EnergyGuides for these
products on the 2000 Representative
Average Unit Costs of Energy for
electricity (8.03 cents per kiloWatt-hour)
that were published by DOE on March
8, 2001 (66 FR 27856), and by the
Commission on May 21, 2001 (66 FR
27856).

Manufacturers of gas-fired
instantaneous water heaters must
continue to use the ranges of
comparability that were published on
December 20, 1999 (64 FR 71019). They
must continue to base the disclosures of
estimated annual operating cost
required at the bottom of EnergyGuides
for these products on the 1999
Representative Average Unit Cost of
Energy for natural gas (68.8 cents per
therm) and propane (77 cents per
gallon) that were published by DOE on
January 5, 1999 (64 FR 487) and by the
Commission on February 17, 1999 (64
FR 7783).

Manufacturers of pool heaters must
continue to use the ranges that were
published on August 21, 1995 (60 FR
43367). Manufacturers of room air
conditioners must continue to use the
corrected ranges for room air
conditioners that were published on
November 13, 1995 (60 FR 56945, at
56949). Manufacturers of pool heaters
and room air conditioners must
continue to base the disclosures of
estimated annual operating cost
required at the bottom of EnergyGuides
for these products on the 1995
Representative Average Unit Costs of
Energy for electricity (8.67 cents per
kiloWatt-hour), natural gas (63 cents per
therm), propane (98.5 cents per gallon),
and/or heating oil ($1.008 per gallon)
that were published by DOE on January
5, 1995 (60 FR 1773), and by the
Commission on February 17, 1995 (60
FR 9295).

For up-to-date tables showing current
range and cost information for all
covered appliances, see the
Commission’s Appliance Labeling Rule
web page at www.ftc.gov/appliances.

List of Subjects in 16 CFR Part 305

Advertising, Energy conservation,
Household appliances, Labeling,
Reporting and recordkeeping
requirements.

The authority citation for Part 305
continues to read as follows:

Authority: 42 U.S.C. 6294.

By direction of the Commission.
Donald S. Clark,
Secretary.
[FR Doc. 01-19339 Filed 8—1-01; 8:45 am)]
BILLING CODE 6750-01-M

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Part 1700

Child-Resistant Packaging for Certain
Over-The-Counter Drug Products

AGENCY: Consumer Product Safety
Commission.

ACTION: Final rule.

SUMMARY: Pursuant to its 3—0 vote to do
so, the Consumer Product Safety
Commission (CPSC or Commission) is
issuing a rule to require child-resistant
(CR) packaging on drugs (OTC switched
drugs) approved by the Food and Drug
Administration (FDA) for over-the-
counter (OTC) sale that contain active
ingredients previously available only in
prescription drugs. Current Commission
regulations require CR packaging for
most oral drug products containing
prescription-only active ingredients.
However, prior to issuance of this rule
there was no general requirement to
maintain CR packaging of such drug
products in forms subsequently
approved by the FDA for OTC sale.

The Commission is also revoking the
current prohibition on granting a
petition for an exemption from a CR
packaging requirement prior to FDA
approval of the drug product in
question.

The Commission takes these actions
under authority of the Poison
Prevention Packaging Act of 1970, as
amended.

DATES: The rule will become effective
on January 29, 2002, and applies only to
products for which the new drug
application (NDA) or abbreviated new
drug application (ANDA) for the OTC
switch is submitted to the FDA on or
after that date.

FOR FURTHER INFORMATION CONTACT:
Suzanne Barone, Ph.D., Directorate for
Health Sciences, Consumer Product
Safety Commission, Washington, D.C.
20207; telephone (301) 504—0477 ext.
1196 or Geri Smith, Office of
Compliance, Consumer Product Safety
Commission, Washington, D.C. 20207;
telephone (301) 504—0608 ext. 1160.

SUPPLEMENTARY INFORMATION:
A. Background
1. Prior Regulatory Approach

The Poison Prevention Packaging Act
of 1970 (PPPA), 15 U.S.C. 1471-1476,
was established to protect children from
serious personal injury or serious illness
resulting from handling, using, or
ingesting hazardous substances. Under
the PPPA, the CPSC can require child-
resistant packaging of hazardous
household chemicals, including drugs.
The CPSC currently requires child-
resistant packaging of oral prescription
medications, unless they have been
specifically exempted from the
packaging requirements. 16 CFR
1700.14(a)(10). In contrast, OTC drugs,
which are also called nonprescription
drugs because they can be sold to
consumers without prescription by a
licensed medical practitioner, have not
previously been regulated as a class
under the PPPA.

Regulations have been issued to
require child-resistant packaging of
several individual OTC products
including diphenhydramine, ibuprofen,
loperamide, naproxen, and ketoprofen.
These oral drugs were available
originally only by prescription and
therefore required child-resistant
packaging under the oral prescription
drug regulation. The FDA subsequently
granted OTC status to these drugs, thus
removing them from the scope of the
child-resistant packaging requirements
of the oral prescription drug regulation.
After each of these substances was
granted OTC status, the Commission
promulgated a separate regulation to
require the child-resistant packaging of
the drug.

2. Relevant Statutory and Regulatory
Provisions

The PPPA authorizes the Commission
to establish standards for the “‘special
packaging” of any household substance
if: (1) The degree or nature of the hazard
to children in the availability of such
substance, by reason of its packaging, is
such that special packaging is required
to protect children from serious
personal injury or serious illness
resulting from handling, using, or
ingesting such substance; and (2) the
special packaging is technically feasible,
practicable, and appropriate for such
substance. 15 U.S.C. 1472(a).

CR or “special” packaging must be
designed or constructed to be: (1)
Significantly difficult for children under
5 years of age to open or obtain a toxic
or harmful amount of the substance
contained therein within a reasonable
time; and (2) not difficult for “normal
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adults” to use properly. 15 U.S.C.
1471(4). Household substances for
which the Commission may require CR
packaging include (among other
categories) foods, drugs, or cosmetics as
these terms are defined in the Federal
Food, Drug, and Cosmetic Act, 21 U.S.C.
321. 15 U.S.C. 1471(2)(B). The
Commission has promulgated
performance requirements for special
packaging. 16 CFR 1700.15 and 1700.20.

Section 4(a) of the PPPA, 15 U.S.C.
1473(a), allows the manufacturer or
packer to package a nonprescription
product subject to special packaging
standards in one size of non-CR
packaging only if the manufacturer (or
packer) also supplies the product in a
CR package of a popular size, and the
non-CR package bears conspicuous
labeling stating “This package for
households without young children.” 15
U.S.C. 1473(a), 16 CFR 1700.5.

3. The Proposed Rule

On August 30, 2000, the Commission
issued a notice of proposed rulemaking
(NPR) that would require that CR
packaging requirements applicable to an
oral prescription drug product continue
to apply when that drug product or any
other drug product containing an active
ingredient of that product is granted
OTC status by the FDA. 65 FR 52678.
The proposed rule would require that
the new use or new dose be sold in CR
packaging even if the new use or dose
was not approved when the drug
product was only available by
prescription. This is consistent with the
current regulatory approach for a new
use for an oral OTC product that is
already subject to a CR packaging
requirement.

The proposed rule would not extend
CR packaging requirements to OTC-
switched products that are not oral
formulations, even if they contain any of
the same active ingredients as an oral
preparation.

The proposed rule would require CR
packaging for any OTC oral drug
product containing an active ingredient
that was available by prescription even
if the OTC dosage is lower than the
prescription strength. This recognizes
the reality that absent CR packaging, the
“dose” potentially available to a child is
the entire package contents.

4. Exemptions

An exemption procedure exists for
PPPA-regulated products that do not
pose a risk of serious injury or illness
to children or for which CR packaging
is not technically feasible, practicable,
or appropriate. 16 CFR part 1702. Under
the proposed rule, this exemption
procedure would remain available to

manufacturers of OTC-switched
products.

The proposed rule would revoke 16
CFR 1702.16(b) so that exemption
petitions can be submitted and
considered by the Commission earlier in
the process, i.e., before FDA approval.
This would enable manufacturers to
seek an exemption from the CR
packaging requirements and have a
Commission decision prior to
submitting an application to the FDA for
approval of an OTC or prescription drug
product.

To assist consumers and industry in
identifying which OTC-switched drug
products require CR packaging, the
preamble to the proposal indicated that
the Commission intended to maintain a
list of OTC-switched drug products
subject to the regulation as an appendix
to the regulations at 16 CFR 1700.14.

B. Response to Comments

Five comments were received in
response to the NPR. Three of the five
comments received supported the rule
as proposed (CP01-1, 2, 5).

Comment: Several commenters
questioned whether the PPPA permits
imposing child-resistant packaging
requirements on a category of drugs and
then placing the burden on a
manufacturer to seek exemption of
individual drugs. (CP01-1-3, 4)

Response: The PPPA authorizes
regulation of a category of substances
where the required findings can be
made for that category. In fact, a number
of entries under the CPSC regulation
imposing the PPPA child-resistant
packaging requirement, 16 CFR
1700.14(a), are defined as broad
categories. (See, for example: controlled
drugs—‘‘any preparation for human use
that consists in whole or in part of any
substance subject to control under the
Comprehensive Drug Abuse Prevention
and Control Act * * *,” (16 CFR
1700.14(a)(4); prescription drugs—"“any
drug for human use that is in a dosage
form intended for oral administration
* * *» (16 CFR 1700.14(a)(10)).

All members of the class that would
be required to be in child-resistant
packaging by an OTC-switch rulemaking
were previously covered by the PPPA
child-resistant packaging requirement
for oral prescription drugs (16 CFR
1700.14(a)(10)). The statutory findings
for that class were made by the FDA in
the 1972-1973 rulemaking that imposed
child-resistant packaging on oral
prescription drugs. 38 FR 9431 (April
16, 1973).

The ability of a drug to cause serious
injury to a child does not change when
it is sold OTC. Child-resistant packaging
remains technically feasible,

practicable, and appropriate for the OTC
version, just as was the case when it was
required for the prescription
formulation. Furthermore, the
continued need for child-resistant
packaging is not a factor considered by
the FDA when making its decision to
approve the switch of a drug from
prescription to OTC status. Under the
OTC-switch rule as proposed, and as
issued in final form today, the
responsibility/burden on a manufacturer
to justify an exemption for an OTC-
switched drug via the procedures of 16
CFR 1702 is the same as it was before
the drug was switched.

The courts have typically approved
the validity of regulatory schemes where
arule addresses a general situation that
is too complex for the rule to be
appropriate in every instance, but where
an exemption procedure is established
to deal with special situations. See, e.g.,
United States v. Allegheny-Ludlum Steel
Corp., 406 U.S. 742 (1972); see also
Phillips Petroleum Co. v. EPA, 803 F.2d
545, 562 (10th Cir. 1986)(upholding a
regulation applying a “generic
streamlined approach or procedure” on
the grounds of ““feasibility and
practicality” where the plaintiff argued
that the statute required a case-by-case
review).

In a case that addressed the
Commission’s Flammable Fabrics Act
regulatory authority, which is analogous
to that under the PPPA, the First Circuit
affirmed the categorical approach to
regulation. Bunny Bear v. Peterson, 473
F.2d 1002 (1st Cir. 1973). The Bunny
Bear court also addressed the “burden”
issue by stating that when the regulatory
agency ‘“‘plausibly opts for the inclusion
of a particular product [in a regulatory
schemel], it is not unreasonable to
require affected manufacturers to point
out with particularity those features
which make special treatment [i.e.,
exemption] necessary.” Bunny Bear at
1007.

Comment: One commenter requested
that OTC products be available in both
child-resistant packaging and non child-
resistant packaging for the elderly and
disabled (CP01-1).

Response: The PPPA provides for the
use of both child-resistant and non
child-resistant packaging. Section 4 of
the Act allows manufacturers to package
a product in one size that does not meet
the child-resistant packaging standards.
15 U.S.C. 1473. A product so packaged
must carry a labeling statement warning
that it is not recommended for use in
households with young children. There
is no requirement that manufacturers
have a non child-resistant size.

It is the manufacturer’s decision
whether or not to market a
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noncomplying size. Manufacturers who
market one size of their product in non
child-resistant packaging must also
supply the product in popular-sized
packages that are child-resistant. If the
manufacturer does not comply with this
provision, the Commission can require
that the product be packaged
exclusively in child-resistant packaging.
15 U.S.C. 1473(c).

Child-resistant packaging has also
become more “adult-friendly.” In 1995
the Commission issued a revised test
method that tests participants aged 50 to
70, rather than 18 to 45 years of age, to
ensure that most adults can use child
resistant packaging properly. 16 CFR
§1700.20(a)(3)(i).

Comment: One commenter requested
that manufacturers and sellers have 18-
months advance notice of the effective
date of these packaging changes and that
they only be implemented for newly
manufactured packages (CP01-2).

Response: T}?e packaglng regulation
as proposed and as issued in final form
applies only to a drug granted OTC
status as a result of a new drug
applications (NDA) or abbreviated new
drug application (ANDA) submitted to
the FDA on or after the effective date of
the final OTC-switch rule. The rule does
not affect any product that is approved
for OTC sale before that date. The rule
does not impact the current production
or sale of previously switched products.
Therefore the effective date of 180 days
after issuance of a final rule should be
adequate for companies currently
preparing NDA or ANDA submissions
requesting OTC status for oral
prescriptions.

Comment: One commenter requested
that a comprehensive list of affected
products and ingredients be made
available in advance of the effective date
(CP01-2).

Response: The CPSC will publish a
list of drugs that are affected by the rule
as soon as the Agency becomes aware of
them. CPSC will work with the FDA to
obtain timely notification of approval of
oral prescription drugs that are granted
OTC status. No oral prescription drug
approved for OTC sale (or for which the
NDA or ANDA for an OTC switch was
submitted) before the effective date is
affected by the rule. The list will
include only OTC switched drugs for
which the NDA or ANDA was submitted
on or after the effective date of the final
rule.

Comment: One commenter questioned
the efficiency of the proposed rule in
saving staff resources because of the
resources potentially needed to consider
requests for exemptions. The
commenter stated that it may be just as
efficient to continue the practice of

considering the need for child-resistant
packaging on a case-by-case basis
(CP01-3).

Response: The primary goal of this
rulemaking is not to save staff resources
but to continue to protect children from
serious injury from ingesting oral
prescription drugs that are granted OTC
status and become widely available.
This rule eliminates the potential for
newly switched oral OTC drugs to be
packaged and sold without child-
resistant packaging before a decision
concerning the continued need for
child-resistant packaging is made by the
Commission. Furthermore, these drugs
were already required to be in child-
resistant packaging in their prior,
prescription-only form. Finally, it is
worth noting that some companies
already voluntarily use child-resistant
packaging for their “OTC switched”
products.

The staff cannot estimate how many
petitions for exemption from the child-
resistant packaging requirements the
Commission will receive.

Comment: Two commenters requested
revisions to the Commission’s PPPA
regulations that define child-resistant
unit packaging (CP01-3, 4).

Response: The child-resistant unit
packaging regulations are not part of
this rulemaking. Therefore the comment
is beyond the scope of this rulemaking.
Accordingly, the Commission is not
required to respond to it. See, e.g.,
American Iron & Steel Institute v. EPA,
886 F.2d 390, 398 (D.C. Cir. 1989), cert.
denied, 497 U.S. 1003 (1990).

Comment: One commenter requested
clarification that the Commission will
accept and act on a petition for
exemption early in the process, before a
NDA or ANDA is submitted to the FDA.

Response: In the preamble to the
proposed rule, the Commission stated
that, “* * * the Commission is
proposing to revoke 16 CFR 1702.16(b)
so that exemption petitions can be
submitted and considered by the
Commission earlier in the process, i.e.,
before FDA approval. This would enable
manufacturers to seek an exemption
from the child-resistant packaging
requirements and have a Commission
decision prior to submitting an
application to the FDA for approval of
an OTC or prescription drug product.”
65 FR 52682. Since 16 CFR 1702.16(b)
is revoked by today’s rule, there is no
longer any restriction on the timing of
Commission consideration of a petition
for exemption from an otherwise
applicable child-resistant packaging
requirement.

The exemption process involves
rulemaking. This process can be
expedited if the manufacturer meets

with the CPSC staff to discuss the
process before filing a petition for
exemption with the Commission as
outlined in 16 CFR part 1702.

Comment: One commenter expressed
a concern that if a petition is submitted
before the NDA is submitted, it could
prematurely signal a company’s
business plans. They believed that a
confidential exemption procedure might
be necessary but stated the concern that
it would not be compatible with the
current rulemaking approach to
exemptions. (CP01-3)

Response: The commenter is correct
that the child-resistant packaging
exemption procedure involves public
notice and comment. A petitioner must
be willing to make toxicity and safety
information available for Commission
and public review.

There are many factors that a
company considers when deciding to
pursue OTC status for an oral
prescription drug. These may include
safety of use and potential misuse,
ability of a consumer to self-treat using
the medication, or a new market for a
drug at the end of its patent, etc. There
is much speculation in the press about
drugs that may be “switched’” based
upon these factors. The commenter
(Consumer Healthcare Products
Association) publishes a list of potential
switches that have been named in the
trade or popular press.! The FDA
requested comments and held a public
meeting last year to discuss potential
OTC drugs.2 Much of the discussion at
the public hearing focused on classes of
drugs that may or may not be
appropriate for OTC sale.

A manufacturer of an oral
prescription drug that is contemplating
seeking approval for an OTC switch
could request an exemption for the
prescription drug. It is the active
ingredient itself at a defined level that
would then be exempted. Under the rule
as proposed, an exempted oral
prescription drug would remain
exempted from child-resistant
packaging when it is granted OTC
status. For example, if an oral
contraceptive or colestipol were made
available OTC, it would not require
child-resistant packaging if the OTC
preparation met the same conditions as
the exempted oral prescription form. (16
CFR 1700.14(a)(10)(iv) and (xv)). A
manufacturer would still have the
option of petitioning the Commission
for exemption after the drug is approved
for OTC sale.

1 Available on the CHPA website: www.chpa-
info.org
265 FR 24704
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C. Statutory Considerations
1. Hazard to Children

Before issuing a rule requiring CR
packaging, the Commission must find
that the degree or nature of the hazard
to children in the availability of OTC-
switched drug products by reason of
their packaging is such that special
packaging is required to protect children
from serious injury or illness from
handling, using, or ingesting the drug
products. 15 U.S.C. 1472(a)(1). These
statutory findings were made when the
rule requiring CR packaging for oral
prescription drug products was
promulgated in 1973. 38 Fed. Reg. 9431
(April 16, 1973).

OTC-switches did not begin to occur
until several years after the 1973 rule
requiring CR packaging for oral
prescription drug products was
promulgated. The first such switches
were carried out in response to
recommendations resulting from an
FDA Advisory Panel’s review of over-
the-counter drug products.

The need to continue to protect
children remains when oral prescription
drug products are granted OTC status.
As noted previously, a decision by the
FDA to grant OTC status for a
prescription drug product is not a
determination that there is no toxicity to
a child if the drug product is
accidentally ingested. The active
ingredient(s) contained in the drug
product have the same toxicity whether
in prescription or OTC form. The issue
is whether drug products switched to
OTC status at a lower dosage than was
available by prescription are still
hazardous to young children. This is the
case since absent CR packaging, the
“dose” available to a child can be the
entire contents of the OTC product
package. The Commission’s experiences
with ibuprofen and naproxen
demonstrate that toxic amounts of the
active ingredients are available even
when lower dosages are approved for
OTC product sale.

Another important consideration is
that OTC drug products are more readily
available to consumers and therefore
more accessible to children than
prescription products containing the
same active ingredient(s). The
Commission concludes that the
available data support the finding that
maintaining CR packaging is necessary
to protect children from serious injury
or illness from ingesting oral
prescription drug products that have
been granted OTC status.

2. Technical Feasibility, Practicability,
and Appropriateness

As a prerequisite to a CR packaging
rule, the Commission must also find
that the special packaging is
“technically feasible, practicable, and
appropriate.” 15 U.S.C. 1472(a)(2).
Technical feasibility may be found
when technology exists or can be
readily developed and implemented by
the effective date to produce packaging
that conforms to the standards.
Practicability means that special
packaging complying with the standards
can utilize modern mass production and
assembly line techniques. Packaging is
appropriate when complying packaging
will adequately protect the integrity of
the active ingredient(s) in the product
and not interfere with its intended
storage or use. See S. Rep. No. 91-845,
at 10 (1970).

In some cases the same packaging can
be used for the OTC product as for the
prescription product. However,
companies must modify the labels since
FDA labeling requirements for OTC
drug products differ from the labeling
requirements for prescription drugs.
Also, most companies develop new
packaging specifically for the OTC
market. Unit dose packaging is popular
for the OTC market, especially for drug
products such as antihistamines that are
sold in limited quantities. Other
products containing active ingredients
such as the anti-inflammatory
compounds ibuprofen and naproxen are
sold in bottles. CR designs of this sort
of unit and reclosable packaging are
commercially available. The change in
status of the drug from prescription-only
to OTC does not change the availability
of the CR packaging in mass-produced
quantities, or detract from its ability to
maintain the shelf life of switched drug
products. Therefore, the Commission
concludes that CR packaging for OTC-
switched drug products is technically
feasible, practicable, and appropriate.

3. Other Considerations

Section 3(b) of the PPPA requires that
the Commission consider the following
in establishing a special packaging
standard:

a. The reasonableness of the standard;

b. Available scientific, medical, and
engineering data concerning special
packaging and concerning childhood
accidental ingestions, illness, and injury
caused by household substances;

c¢. The manufacturing practices of
industries affected by the PPPA; and

d. The nature and use of the
household substance. 15 U.S.C. 1472(b).

The Commission has considered these
factors with respect to the various

determinations made in this
rulemaking, and finds no reason to
conclude that the rule is unreasonable
or otherwise inappropriate.
D. Applicability

The packaging configuration for a
drug product to be switched is
determined before a company submits
the NDA or the ANDA for the OTC-
switch to the FDA. Accordingly, this
rule applies prospectively to drug
products for which the application for
the OTC-switch is submitted to the FDA
on or after the effective date of the final
rule (180 days after publication).

E. Effective Date

The PPPA provides that no regulation
shall take effect sooner than 180 days or
later than one year after the date such
final regulation is issued, except that,
for good cause, the Commission may
establish an earlier effective date if it
determines an earlier date to be in the
public interest. 15 U.S.C. 1471n. The
NPR proposed an effective date of 180
days after publication of the final rule.
The commenter suggesting a further
delayed effective date seemed to believe
that the proposed rule might apply to an
oral prescription drug for which an
NDA or ANDA had been submitted to
the FDA prior to the effective date or for
which the OTC switch had been
approved by the FDA prior to the
effective date. This is not the case. The
rule as proposed and as issued today
applies only to drugs for which the NDA
or ANDA for the OTC switch is
submitted on or after the effective date.
Thus the final rule takes effect 180 days
after publication.

F. Regulatory Flexibility Act
Certification

When an agency undertakes a
rulemaking proceeding, the Regulatory
Flexibility Act (RFA), as amended by
the Small Business Regulatory
Enforcement Fairness Act of 1996, 5
U.S.C. 601 et seq., generally requires the
agency to prepare initial and final
regulatory flexibility analyses describing
the impact of the rule on small
businesses and other small entities.
Section 605 of the RFA provides that an
agency is not required to prepare a
regulatory flexibility analysis if the head
of the agency certifies that the rule will
not have a significant economic impact
on a substantial number of small
entities.

The Commission’s Directorate for
Economic Analysis prepared an
assessment of the impact of a rule to
maintain CR packaging for OTC-
switched drug products. A copy of the
analysis is available for inspection in
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the docket for this rulemaking. The
assessment reports that the incremental
cost of providing basic CR packaging is
usually small ($0.005-$0.02/per
package). The assessment notes that the
incremental cost may be somewhat
higher if the marketer elects to provide
more elaborate packaging in an effort to
create “‘shelf appeal” to attract
consumers and compete with other OTC
products in the same therapeutic
category.

Because these costs (if any) are likely
to be passed on to consumers, it is
unlikely that the rule will have a
substantial effect on a significant
number of small businesses.

Many previously OTC-switched drug
products are already sold in CR
packaging. In some instances, for
example with certain oral dosage
formulations of acetaminophen,
ibuprofen and loperamide, this is
because the Commission has
affirmatively required CR packaging. In
other cases, the marketer has elected
voluntarily to use CR packaging.

This rule revokes the existing
requirement at 16 CFR 1702.16(b) that
new drug approval be obtained from the
FDA prior to Commission approval of a
petition seeking exemption from a CR
packaging requirement. Allowing for
advance consideration and approval of
any legitimate CR packaging exemption
petition should minimize or eliminate
any unwarranted economic impact that
would otherwise result from
maintaining the CR packaging
requirement on OTC-switched oral
prescription drug products or from
requiring a change to CR packaging
post-marketing.

Based on the foregoing assessment,
the Commission certifies that this rule
to maintain CR packaging for OTC-
switched drug products does not have a
significant impact on a substantial
number of small businesses or other
small entities.

G. Environmental Considerations

Pursuant to the National
Environmental Policy Act, and in
accordance with Council on
Environmental Quality regulations and
CPSC procedures for environmental
review, the Commission has assessed
the possible environmental effects
associated with the proposed PPPA
requirements for OTC-switched drug
products.

The Commission’s regulations state
that rules requiring special packaging
for consumer products normally have
little or no potential for affecting the
human environment. 16 CFR
1021.5(c)(3). Nothing in this rule alters
that expectation. Therefore, because the

rule would have no adverse effect on the
environment, neither an environmental
assessment nor an environmental
impact statement is required.

H. Executive Order No. 12,988

As provided for in Executive Order
No. 12,988 the CPSC states the
preemptive effect of this proposed
regulation as follows.

The PPPA provides that, generally,
when a special packaging standard
issued under the PPPA is in effect, “no
State or political subdivision thereof
shall have any authority either to
establish or continue in effect, with
respect to such household substance,
any standard for special packaging (and
any exemption therefrom and
requirement related thereto) which is
not identical to the [PPPA] standard.”
15 U.S.C. 1476(a). A State or local
standard may be excepted from this
preemptive effect if (1) the State or local
standard provides a higher degree of
protection from the risk of injury or
illness than the PPPA standard; and (2)
the State or political subdivision applies
to the Commission for an exemption
from the PPPA’s preemption clause and
the Commission grants the exemption
through procedures specified at 16 CFR
part 1061. 15 U.S.C. 1476(c)(1). In
addition, the Federal government, or a
State or local government, may establish
and continue in effect a non-identical
special packaging requirement that
provides a higher degree of protection
than the PPPA requirement for a
household substance for the Federal,
State or local government’s own use. 15
U.S.C. 1476(b).

Thus, with the exceptions noted
above, this rule preempts non-identical
state or local special packaging
standards for such drug products.

List of Subjects in 16 CFR Part 1700

Consumer protection, Drugs, Infants
and children, Packaging and containers,
Poison prevention, Toxic substances,
Reporting and recordkeeping
requirements.

For the reasons set forth above, the
Commission amends 16 CFR part 1700
as follows:

PART 1700—POISON PREVENTION
PACKAGING ACT OF 1970
REGULATIONS

1. The authority citation for part 1700
continues to read as follows:

Authority: 15 U.S.C. 1471-76. Secs. 1700.1
and 1700.14 also issued under 15 U.S.C.
2079(a).

2. Section 1700.14 is amended by
republishing paragraph (a) introductory

text and by adding new paragraph
(a)(30) to read as follows:

§1700.14 Substances requiring special
packaging.

(a) Substances. The Commission has
determined that the degree or nature of
the hazard to children in the availability
of the following substances, by reason of
their packaging, is such that special
packaging meeting the requirements of
§ 1700.20(a) is required to protect
children from serious personal injury or
serious illness resulting from handling,
using, or ingesting such substances, and
the special packaging herein required is
technically feasible, practicable, and

appropriate for these substances:
* * * * *

(30) Over-the-Counter Drug Products.
(i) Any over-the-counter drug product in
a dosage form intended for oral
administration that contains an active
ingredient also contained in a drug
product that is or was a prescription
drug product required by paragraph
(a)(10) to be in special packaging shall
be packaged in accordance with the
provisions of § 1700.15(a),(b), and (c).
This requirement applies whether or not
the amount of the active ingredient in
the over-the-counter drug product is
different from the amount of that active
ingredient in the prescription drug
product. This requirement does not
apply to a drug product for which an
application for over-the-counter
marketing has been submitted to the
FDA before January 29, 2002 or which
has been granted over-the-counter status
by the FDA before January 29, 2002.
Notwithstanding the foregoing, any
special packaging requirement under
this section 1700.14 otherwise
applicable to an over-the-counter drug
product remains in effect.

(ii) For purposes of this paragraph
(30), active ingredient means any
component that is intended to furnish
pharmacological activity or other direct
effect in the diagnosis, cure, mitigation,
treatment, or prevention of disease or to
affect the structure or any function of
the body of humans; and drug product
means a finished dosage form, for
example, tablet, capsule, or solution,
that contains a drug substance (active
ingredient), generally, but not
necessarily, in association with one or
more other ingredients. (These terms are
intended to have the meanings assigned
to them in the regulations of the Food
and Drug Administration appearing at
21 CFR 201.66 (2001) and 21 CFR 314.3
(2000), respectively.)

3. Section 1702.16 is amended by

removing paragraph (b) thereof in its
entirety.
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Dated: July 27, 2001.
Todd A. Stevenson,

Acting Secretary, Consumer Product Safety
Commission.

List of Relevant Documents

1. Briefing memorandum from Suzanne
Barone, Ph.D., EH, to the Commission, ‘“Final
Rule to Require Special Packaging for Oral
Prescription Drugs that are Granted Over-the-
Counter Status by the Food and Drug
Administration,” July 2, 2001.

2. Letter from Debra L. Bowen, M.D.,
Acting Director, Division of Over-the-Counter
Drug Products, Food and Drug
Administration, to Jeffrey S. Bromme, Esq.,
General Counsel, Consumer Product Safety
Commission, October 7, 1998.

3. Memorandum from Robert L. Franklin,
EC, to Suzanne Barone, Ph.D., EH,
“Economic Considerations Related to the
Rule to Maintain Child-Resistant Packaging
Requirements for Oral Prescription Drugs
that Have Been Granted OTC Status by the
FDA,” May 31, 2001.

4. Memorandum from Suzanne Barone,
Ph.D., Project manager for Poison prevention,
Directorate for health Sciences, to Sadye E.
Dunn, Secretary, Consumer Product Safety
Commission, ‘“Responses to Questions from
Commissioner Moore on Over-the-Counter
Switches,” June 23, 2000.

[FR Doc. 01-19225 Filed 8—1-01; 8:45 am]
BILLING CODE 6355-01-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 117

[CGD01-01-108]

RIN 2115-AE47

Drawbridge Operation Regulations:

Jamaica Bay and Connecting
Waterways, NY

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

SUMMARY: The Coast Guard is
establishing a temporary final rule
governing the operation of the Belt
Parkway Bridge, at mile 0.8, across Mill
Basin at Brooklyn, New York. This rule
allows the bridge owner to require a
one-hour advance notice for bridge
openings from 10 p.m. through 5 a.m.,
Sunday through Thursday, from July 29,
2001 through December 31, 2001. This
action is necessary to facilitate
structural maintenance at the bridge.

DATES: This temporary final rule is
effective from July 29, 2001 through
December 31, 2001.

ADDRESSES: Material received from the
public, as well as documents indicated
in this preamble as being available in
the docket, are part of docket (CGD01—

01-108) and are available for inspection
or copying at the First Coast Guard
District, Bridge Branch Office, 408
Atlantic Avenue, Boston,
Massachusetts, 02110, 6:30 a.m. to 3
p-m., Monday through Friday, except
Federal holidays.

FOR FURTHER INFORMATION CONTACT: MTr.
Joseph Schmied, Project Officer, First
Coast Guard District, (212) 668—7165.
SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard has determined that
good cause exists under the
Administrative Procedure Act (5 U.S.C.
553) for not publishing a NPRM with
comment and for making this regulation
effective in less than 30 days after
publication in the Federal Register. The
Coast Guard believes notice and
comment are unnecessary because our
review of the bridge logs for the past
two years shows that there have been no
bridge openings requested at night
during the time period this rule will be
in effect. Making this rule effective less
than thirty days after publication is
necessary because the bridge owner
advised the Coast Guard that emergency
structural maintenance must be
performed to insure safe operation of
the bridge. In view of the historic
absence of night time bridge opening
requests and the demonstrated need to
perform structural maintenance, any
delay encountered in this regulation’s
effective date would be unnecessary and
contrary to the public interest.

Background

The Belt Parkway Bridge, at mile 0.8,
across the Mill Basin, has a vertical
clearance of 34 feet at mean high water,
and 39 feet at mean low water in the
closed position. The existing
drawbridge operating regulations are
listed at 33 CFR 117.795(b).

The bridge owner, New York City
Department of Transportation
(NYCDOT), requested a temporary
regulation to facilitate structural
maintenance to replace the deteriorated
roadway deck at the bridge.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866 and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not “‘significant” under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979). This
conclusion is based on the fact that
there have been no requests to open the

bridge during the time period the bridge
owner has requested an advance notice
requirement.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612) we considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
“Small entities” comprises small
businesses, not-for profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This conclusion is based on the fact that
there have been no requests to open the
bridge during the time period the bridge
owner has requested an advance notice
requirement.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking
process. Small businesses may send
comments on the actions of Federal
employees who enforce, or otherwise
determine compliance with, Federal
regulations to the Small Business and
Agriculture Regulatory Enforcement
Ombudsman and the Regional Small
Business Regulatory Fairness Boards.
The Ombudsman evaluates these
actions annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG—FAIR (1-888-734—-3247).

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

We have analyzed this rule under
Executive Order 13132 and have
determined that this rule does not have
implications for federalism under that
Order.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) governs
the issuance of Federal regulations that
require unfunded mandates. An
unfunded mandate is a regulation that
requires a State, local, or tribal
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government or the private sector to
incur direct costs without the Federal
Government’s having first provided the
funds to pay those unfunded mandate
costs. This rule will not impose an
unfunded mandate.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not concern an environmental risk
to health or risk to safety that may
disproportionately affect children.

Environment

The Coast Guard considered the
environmental impact of this rule and
concluded that under figure 2—1,
paragraph (32)(e) of Commandant
Instruction M16475.1C, this rule is
categorically excluded from further
environmental documentation because
promulgation of changes to drawbridge
regulations have been found to not have
a significant effect on the environment.
A written “Categorical Exclusion
Determination” is not required for the
temporary final rule.

Indian Tribal Governments

This final rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a ““significant regulatory action”

under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. It has not been designated by the
Administrator of the Office of
Information and Regulatory Affairs as a
significant energy action. Therefore, it
does not require a Statement of Energy
Effects under Executive Order 13211.

List of Subjects in 33 CFR Part 117
Bridges.

Regulations

For the reasons set out in the
preamble, the Coast Guard amends 33
CFR part 117 as follows:

PART 117—DRAWBRIDGE
OPERATION REGULATIONS

1. The authority citation for part 117
continues to read as follows:

Authority: 33 U.S.C. 499; 49 CFR 1.46; 33
CFR 1.05-1(g); section 117.255 also issued
under the authority of Pub. L. 102-587, 106
Stat. 5039.

2. From July 29, 2001 through
December 31, 2001, §117.795 is
temporarily amended by suspending
paragraph (b) and adding a new
paragraph (d) to read as follows:

§117.795 Jamaica Bay and connecting
waterways.
* * * * *

(d)(1) The draws of the New York City
highway bridge, mile 0.8, across Mill
Basin on Belt Parkway, need not be
opened for the passage of vessels from
noon to 9 p.m. on Sundays from July 29,
2001 to December 31, 2001 and on
Labor Day. However, on these days,
from two hours before to one hour after
predicted high tide, the draw shall open
on signal. For the purposes of this
section, predicted high tide occurs 15
minutes later than that predicted for
Sandy Hook, as given in the tide tables
published by the National Oceanic and
Atmospheric Administration.

(2) From 10 p.m. to 5 a.m., Sunday
through Thursday, from July 29, 2001
through December 31, 2001, the draw
shall open on signal after at least a one-
hour advance notice is given by calling
the number posted at the bridge.

(3) At all times, public vessels of the
United States and state or local vessels
used for public safety shall be passed as
soon as possible.

Dated: July 20, 2001.
G.N. Naccara,

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

[FR Doc. 01-18921 Filed 8—1-01; 8:45 am]
BILLING CODE 4910-15-U

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 117

[CGD08-01-019]

Drawbridge Operating Regulation;
Quachita River, LA
AGENCY: Coast Guard, DOT.

ACTION: Notice of temporary deviation
from regulations.

SUMMARY: The Commander, Eighth
Coast Guard District has issued a
temporary deviation from the regulation
in 33 CFR 117.5 governing the operation
of the Kansas City Southern Railroad
swing span bridge across the Ouachita
River, mile 167.1, at Monroe, Ouachita
Parish, Louisiana. This deviation allows
the bridge owner to close the bridge to
navigation from noon on Sunday,
August 19, 2001 until noon on Tuesday,
August 21, 2001. Presently, the draw is
required to open on signal for the
passage of vessels. This temporary
deviation was issued to allow for repairs
to the turn span of the bridge.

DATES: This deviation is effective from
noon on August 19, 2001 until noon on
August 21, 2001.

ADDRESSES: Unless otherwise indicated,
documents referred to in this notice are
available for inspection or copying at
the office of the Eighth Coast Guard
District, Bridge Administration Branch,
Commander (ob), 501 Magazine Street,
New Orleans, Louisiana, 70130-3396.
The Bridge Administration Branch
maintains the public docket for this
temporary deviation.

FOR FURTHER INFORMATION CONTACT:
David Frank, Bridge Administration
Branch, telephone (504) 589-2965.

SUPPLEMENTARY INFORMATION: The
Kansas City Southern Railroad swing
span bridge across the Ouachita River,
mile 167.1, at Monroe, Ouachita Parish,
Louisiana has a vertical clearance of 2
feet above high water in the closed-to-
navigation position and 52 feet above
high water in the open-to-navigation
position. Navigation on the waterway
consists primarily of tugs with tows.
Modjeski and Masters, consulting
engineers for the Kansas City Southern
Railroad requested a temporary
deviation from the normal operation of
the drawbridge in order to accommodate
the jacking of the swing span at the
center and ends (bridge in the closed
position) sufficient to raise the center
circular turning track several inches to
improve the opening and closing of the
swing span. This maintenance is
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necessary for the continued operation of
the bridge.

This deviation allows the draw of
Kansas City Southern Railroad swing
span bridge across the Ouachita River,
mile 167.1, to remain closed to
navigation from noon on August 19,
2001 until noon on August 21, 2001.

Dated: July 26, 2001.
Roy J. Casto,
RADM, USCG, Commander, 8th CG District.
[FR Doc. 01-19333 Filed 8-1-01; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 117
[CGD05-01-001]

RIN 2115-AE47

Drawbridge Operation Regulation;
Beaufort Channel, Beaufort, NC

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

SUMMARY: The Coast Guard is changing
the regulations that govern the operation
of the Graydon Paul Drawbridge on US
70 across Beaufort Channel, also known
as Gallant’s Channel mile 0.1, located in
Beaufort, North Carolina, at the request
of the North Carolina Department of
Transportation.

The final rule reduces the number of
bridge openings during times of peak
highway traffic. This final rule is
intended to reduce motor vehicular
delays and congestion related to
commuter traffic going to and from work
in the mornings and evenings, while
still providing for the reasonable needs
of navigation.

DATES: This final rule is effective on
September 4, 2001.

ADDRESSES: Comments and material
received from the public, as well as
documents indicated in this preamble as
being available in the docket are part of
docket CGD05-01-001, and are
available for inspection or copying at
the office of the Commander (Aowb),
Fifth Coast Guard District, Federal
Building, 4th Floor, 431 Crawford
Street, Portsmouth, Virginia 23704—
5004, between 8 a.m. and 4:30 p.m.,
Monday through Friday, except Federal
holidays. The telephone number is (757)
398-6222.

FOR FURTHER INFORMATION CONTACT: Ann

Deaton, Bridge Administrator, Fifth
Coast Guard District, (757) 398—6222.

SUPPLEMENTARY INFORMATION:

Regulatory History

On April 13, 2001, the Coast Guard
published a Notice of Proposed
Rulemaking (NPRM) entitled
“Drawbridge Operation Regulations;
Beaufort Channel, Beaufort, NC” in the
Federal Register (66 FR 19105). The
Coast Guard received 5 letters
commenting on the proposed
rulemaking. No public hearing was
requested and none was held.

Background and Purpose

The Graydon Paul Drawbridge across
Beaufort Channel, located in Beaufort,
North Carolina, is owned and operated
by the North Carolina Department of
Transportation (NCDOT). The current
regulation at 33 CFR 117.822 requires
the bridge to open on signal, except that
from 6 a.m. to 10 p.m., the draw opens
on signal for all vessels waiting to pass
every hour on the hour, twenty minutes
past the hour and forty minutes past the
hour; except that on weekdays the
bridge need not open at 7:40 a.m., 8:40
a.m., 4:40 p.m. and 5:40 p.m.

NCDOT requested that openings of
the Graydon Paul Drawbridge be further
restricted by limiting drawbridge
openings to on the hour and half hour
seven days a week and rush hour
restrictions from 6:30 a.m. to 8 a.m. and
4:30 p.m. to 6 p.m. during weekday
morning and evening rush hours. This
request to change the current regulation
is based on heavy vehicular commuter
traffic traveling to and from the Town of
Beaufort during peak rush hour periods.
The Graydon Paul Drawbridge is located
on US Highway 70, which is the only
corridor entering and exiting the town
of Beaufort from Morehead City, North
Carolina. Drawbridge openings create
long traffic backups often extending for
6 to 7 miles. The heavy congestion often
results in vehicular accidents. NCDOT
contends that openings on the hour and
half hour and extending rush hour
restrictions will allow the bridge to clear
the traffic before another opening
occurred. Vehicular traffic congestion
on US Highway 70 will be reduced and
highway safety will be increased
without placing undue hardship on
vessel traffic.

NCDOT provided the Coast Guard
with statistical data which shows that
12-13000 vehicles cross the drawbridge
each day. When drawbridge openings
occur every twenty minutes, traffic
backups extend for several miles and
cannot clear before the next opening.
One mile South of the Graydon Paul
Drawbridge on the same route is the
Morehead City US 70 Bridge, which is
a fixed 65 ft vertical clearance bridge on

the Atlantic Intracoastal Waterway
(AICWW). It is an alternate route for
boaters to go around through the
AICWW by Morehead City back to
Beaufort. Motorist do not have an
alternate route on US 70 back and forth
to and from Beaufort to Morehead City.
In reviewing the recent draw logs and
traffic counts, the Coast Guard has
determined that the current regulations
do not allow traffic to clear especially
during rush hour periods and there was
minimal vessel traffic at these times,
therefore, a reduction in the number of
openings will not substantially impact
navigational traffic, but will provide a
positive offsetting benefit to vehicular
traffic.

The Coast Guard is amending
§117.822 by changing drawbridge
openings from 6 a.m. to 10 p.m. to
opening on the hour and half hour and
eliminating openings from 6:30 a.m. to
8 a.m. and 4:30 p.m. to 6 p.m. on
weekdays only, year round. All other
provisions of the existing regulation will
remain the same.

Discussion of Comments and Changes

The Coast Guard received 5 letters on
the NPRM in support of the proposed
changes to the regulation. The
comments applauded the change and
went further in asking that the bridge be
welded shut. Since all of the comments
favorably addressed the proposed
change for which comments were being
solicited, and the Coast Guard has
determined permanently closing the
bridge to all vessel traffic would
interfere with navigation, the final rule
is being implemented without change.

Regulatory Evaluation

This final rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
order. The Office of Management and
Budget has not reviewed it, under that
order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979).

The Coast Guard expects the
economic impact of this final rule to be
so minimal that a full Regulatory
Evaluation under paragraph 10e of the
regulatory policies and procedures of
DOT is unnecessary.

The Coast Guard reached this
conclusion based on the fact that the
final rule will not prevent mariners from
transiting the bridge, but merely require
them to plan their transits in accordance
with the scheduled bridge openings.
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Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), the Coast Guard has
considered whether this final rule will
have a significant economic impact on
a substantial number of small entities.
The term ““Small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000. The
Coast Guard certifies under 5 U.S.C.
605(b) that this final rule will not have
a significant economic impact on a
substantial number of small entities.
This is based on the fact that we
contacted the local commercial facilities
affected by this change to the
regulations and received no adverse
comments. The proposed regulation will
still provide for the reasonable needs of
navigation while improving highway
conditions by restricting the vessel
openings of the bridge from every
twenty minutes to on the hour and half
hour.

Collection of Information

This final rule would call for no new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Public Law 104—
121), we offered to assist small entities
in understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking
process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—-
888—REG—FAIR (1-888-734—-3247).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have

determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by
the State, local, or tribal government, in
the aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in the
preamble.

Taking of Private Property

This rule will not effect the taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmentally
significant rule and does not create an
environmental risk to health or risk to
safety that may disproportionately affect
children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that is not a ““significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect

on the supply, distribution, or use of
energy. It has not been designated by the
Administrator of the Office of
Information and Regulatory Affairs as a
significant energy action. Therefore, it
does not require a Statement of Energy
Effects under Executive Order 13211.

Environment

The Coast Guard considered the
environmental impact of this final rule
and concluded that under figure 21,
paragraph (32)(e) of COMDTINST
M16475.1C, this final rule is
categorically excluded from further
environmental documentation based on
the fact that it is a promulgation of the
operating regulations for a drawbridge.
A Categorical Exclusion Determination
statement has been prepared and placed
in the rulemaking docket.

List of Subjects in 33 CFR Part 117
Bridges.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 117 as follows:

PART 117—DRAWBRIDGE
OPERATION REGULATIONS

1. The authority citation for part 117
continues to read as follows:

Authority: 33 U.S.C. 499; 49 CFR 1.46; 33
CFR 1.05-1(g); Section 117.255 also issued
under the authority of Pub. L. 102-587, 106
Stat. 5039.

2. Section 117.822 is revised to read
as follows:

§117.822 Beaufort Channel, NC.

The draw of the US 70 bridge, mile
0.1, at Beaufort, shall open as follows:

(a) From 6 a.m. to 10 p.m., the draw
need only open every hour on the hour
and on the half hour; except that
Monday through Friday the bridge need
not open between the hours of 6:30 a.m.
to 8 a.m. and 4:30 p.m. to 6 p.m.

(b) From 10 p.m. to 6 a.m., the bridge
shall open on signal.

Dated: July 24, 2001.
Thad W. Allen,

Vice Admiral, U.S. Coast Guard, Commander,
Fifth Coast Guard District.

[FR Doc. 01-19334 Filed 8-1-01; 8:45 am]
BILLING CODE 4910-15-P
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DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 165

[CGD09-01-099]

RIN 2115-AA97

Safety Zone; Blue Water Offshore
Classic, St. Clair River, Ml

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

SUMMARY: The Coast Guard is
establishing a temporary moving safety
zone 1000 yards ahead, 1000 yards
astern, and 50 yards to each side of any
deep draft vessel that can safely
navigate only within the channel of St.
Clair River, during the Blue Water
Offshore Classic on August 3, 4 and 5,
2001. The moving safety zone is
necessary to prevent damage or injury to
the deep draft vessels or personnel
involved in the Blue Water Offshore
Power Boat Race. Only authorized
vessels are permitted to enter or remain
within the safety zone.

DATES: This temporary final rule is
effective from 8 a.m. on August 3, 2001,
through 6 p.m. on August 5, 2001.
ADDRESSES: Comments and material
received from the public, as well as
documents indicated in this preamble as
being available in the docket, are part of
docket CGD09-01-099 and are available
for inspection or copying at: U.S. Coast
Guard Marine Safety Office Detroit, 110
Mt. Elliott St. Detroit, MI 48207,
between 8 a.m. and 4 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: ENS
Brandon Sullivan, U.S. Coast Guard
Marine Safety Office Detroit, telephone
number (313) 568-9558.
SUPPLEMENTARY INFORMATION:

Regulatory Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
regulation. Under 5 U.S.C. 553(b)(B), the
Coast Guard finds that good cause exists
for not publishing an NPRM. Under 5
U.S.C. 553(d)(3), the Coast Guard finds
that good cause exists for making this
rule effective less than 30 days after
publication in the Federal Register. The
permit application was not received in
time to publish an NPRM followed by
a final rule before the effective date.
Delaying this rule would be contrary to
the public interest of ensuring the safety
of spectators and vessels during this
event and immediate action is necessary
to prevent possible loss of life or

property.

Background and Purpose

A temporary moving safety zone is
necessary to ensure the safety of
commercial vessels and race
participants from the hazards associated
with high-speed powerboat racing. The
likely combination of large numbers of
recreational vessels, congested
waterways, high-speed watercraft, and
deep draft commercial vessels could
easily result in serious injuries or
fatalities. Establishing a moving safety
zone to control vessel movement around
the commercial vessels while transiting
through the racecourse will help ensure
the safety of persons and property at
this event and help minimize the
associated risk.

The moving safety zone will
encompass all waters within 1000 yards
ahead, 1000 yards behind, and 50 yards
on either side of any deep draft vessel
that can only safely navigate within the
channel of St. Clair River.

The moving safety zone will be
enforced to the South, 500 yards East of
the Newman and River Road
Intersection at position
42°51'54" N, 082°28'00" W. These
coordinates are based upon North
American Datum 1983 (NAD 83). To the
North, the moving safety zone will be
enforced 300 yards East of the St. Clair
Michigan State Police Docks at position
42°28'54" N, 082°28'48" W (NAD 83).

All persons and vessels shall comply
with the instructions of the Coast Guard
Captain of the Port or the designated on
scene patrol representative. Entry into,
transiting, or anchoring within the
safety zone is prohibited unless
authorized by the Captain of the Port
Detroit or his designated on scene
representative. The Captain of the Port
or his designated on scene
representative may be contacted via
VHF Channel 16.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866 and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
order. The Office of Management and
Budget has not reviewed this rule under
that order. It is not “significant”” under
the regulatory policies and procedures
of the Department of Transportation
(DOT) (44 FR 11040, February 26, 1979).
We expect the economic impact of this
rule to be so minimal that a full
Regulatory Evaluation under paragraph
10(e) of the regulatory policies and
procedures of DOT is unnecessary.

This determination is based on the
minimal time that vessels will be
restricted from the zone, and therefore
minor if any impacts to Mariners.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we considered
whether this rule would have a
significant impact on a substantial
number of small entities. The term
“small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule would not
have a significant economic impact on
a substantial number of small entities.

This rule would affect the following
entities, some of which might be small
entities: The owners or operators of
commercial vessels intending to transit
or anchor in a portion of the activated
safety zone.

This moving safety zone will not have
a significant economic impact on a
substantial number of small entities for
the following reasons: The safety zone is
only in effect from 6 a.m. until 8 p.m.
on the days of the event; commercial
vessel traffic will not be impeded in any
way by this moving safety zone and
traffic may be allowed to pass through
the safety zone under Coast Guard
escort with the permission of the
Captain of the Port Detroit or his
designated on-scene representative.
Before the effective period, we will
issue maritime advisories widely
available to users of the St. Clair River
by the Ninth Coast Guard District Local
Notice to Mariners, and Marine
Information Broadcasts. Facsimile
broadcasts may also be made.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule so that they can
better evaluate its effects and participate
in the rulemaking process. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact Marine
Safety Office Detroit (see ADDRESSES).

Small businesses may send comments
on the actions of Federal employees
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who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—-
888—REG—FAIR (1-888-734—-3247).

Collection of Information

This rule would call for no new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

Federalism

We have analyzed this rule under
Executive Order 13132 and have
determined that this rule does not have
implications for federalism under that
Order.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule would not affect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

The Coast Guard has analyzed this
rule under Executive Order 13045,
Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and does not concern an
environmental risk to health or risk to
safety that may disproportionately affect
children.

Environment

We have considered the
environmental impact of this rule and

concluded that, under figure 2-1,
paragraph 34(g) of Commandant
Instruction M16475.1C, this rule is
categorically excluded from further
environmental documentation. A
written categorical exclusion
determination is available in the docket
for inspection or copying where
indicated under ADDRESSES.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

List of Subjects in 33 CFR Part 165

Harbors, Marine Safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

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

2. A new temporary § 165.T09-980 is
added to read as follows:

§165.T09-980 Safety Zone; Blue Water
Offshore Classic, St. Clair River, M.

(a) Location. This moving safety zone
encompasses all waters within 1000
yards ahead, 1000 yards behind, and 50
yards on either side of any deep draft
vessel that can only safely navigate
within the channel of the St. Clair River.
The moving safety zone will be enforced
to the South, starting 500 yards East of
the Newman and River Road
Intersection at position 42°51'54" N,
082°28'00" W. To the North, the moving
safety zone will be enforced starting 300
yards East of the St. Clair Michigan
State Police Docks at position 42°28'54"
N, 082°28'48" W. These coordinates are
based upon North American Datum
1983 (NAD 83).

(b) Enforcement times and dates. This
section will be enforced 8 a.m. until 6
p-m. on August 3, 4 and 5, 2001. The
designated on-scene Patrol Commander
may be contacted via VHF Channel 16.

(c) Regulations. In accordance with
the general regulations in § 165.23 of

this part, entry into the safety zone is
prohibited unless authorized by the
Coast Guard Captain of the Port Detroit,
or his designated on-scene
representative.

Dated: July 25, 2001.
S.P. Garrity,

Captain, U.S. Coast Guard, Captain of the
Port Detroit.

[FR Doc. 01-19314 Filed 8-1-01; 8:45 am]
BILLING CODE 4910-15-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 9 and 63
[FRL=7020-3]
RIN 2060-AE83

National Emission Standards for
Pharmaceuticals Production

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule and direct final rule;
corrections and amendments.

SUMMARY: The EPA is taking direct final
action to amend the national emission
standards for hazardous air pollutants
(NESHAP) for pharmaceuticals
production. This direct final rule
provides additional compliance options
for process vent and storage tank
emissions, specifies additional methods
that may be used to analyze wastewater,
shifts one compound from the list of
partially soluble hazardous air
pollutants (HAP) to the list of soluble
HAP, eliminates an unintended
restriction on the use of enhanced
biological treatment, allows a sewer line
between drains and the first
downstream junction box to be vented,
clarifies how to assign storage tanks that
are shared among pharmaceutical
manufacturing process units and other
types of process units, clarifies the
monitoring frequency requirements for
connectors, clarifies and simplifies
recordkeeping and reporting
requirements, eliminates
inconsistencies, and corrects several
referencing and typesetting errors. We
view these revisions to be minor and
noncontroversial, and we anticipate no
adverse comment.

In compliance with the Paperwork
Reduction Act (PRA), this action also
amends the table that lists the Office of
Management and Budget (OMB) control
numbers issued under the PRA for the
pharmaceuticals production rule.
DATES: The amendments to 40 CFR part
9 are effective on August 2, 2001. The
direct final rule amendments to 40 CFR
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part 63 are effective on October 16, 2001
without further notice, unless EPA
receives adverse comments by
September 4, 2001, or by September 17,
2001 if a public hearing is requested.
See the proposed rule in this issue of
the Federal Register for information on
the hearing. If we receive any adverse
comments, and those comments apply
to an amendment, paragraph, or section
of this rule, and that provision may be
addressed separately from the
remainder of the rule, we will withdraw
only those provisions on which we
received adverse comments. We will
publish a timely withdrawal in the
Federal Register indicating which
provisions will not take effect.

ADDRESSES: Comments. By U.S. Postal
Service, send comments (in duplicate, if
possible) to: Air and Radiation Docket
and Information Center (6102),
Attention Docket Number A-96-03,
U.S. EPA, 1200 Pennsylvania Avenue,
NW, Washington, DC 20460. In person
or by courier, deliver comments (in
duplicate if possible) to: Air and
Radiation Docket and Information
Center (6102), Attention Docket Number
A-96-03, U.S. EPA, 401 M Street, SW,
Washington DC 20460. The EPA
requests that a separate copy of each
public comment be sent to the contact
person listed below (see FOR FURTHER
INFORMATION CONTACT). Comments may
also be submitted electronically by
following the instructions provided in
SUPPLEMENTARY INFORMATION. Docket.
Docket No. A—96—03 contains
supporting information used in
developing the NESHAP. The docket is
located at the U.S. EPA, 401 M Street,
SW, Washington, DC 20460 in Room M—
1500, Waterside Mall (ground floor),
and may be inspected from 8 a.m. to

5:30 p.m., Monday through Friday,
excluding legal holidays.

FOR FURTHER INFORMATION CONTACT: MTr.
Randy McDonald, Organic Chemicals
Group, Emission Standards Division
(MD-13), U.S. EPA, Research Triangle
Park, North Carolina 27711, telephone
number (919) 541-5402, electronic mail
address: mcdonald.randy@epa.gov.
SUPPLEMENTARY INFORMATION:
Comments. Comments and data may be
submitted by electronic mail (e-mail) to:
a-and-r-docket@epa.gov. Electronic
comments must be submitted as an
ASCII file to avoid the use of special
characters and encryption problems and
will also be accepted on disks in
WordPerfect version 5.1, 6.1, or Corel 8
file format. All comments and data
submitted in electronic form must note
the docket number A-96—-03. No
confidential business information (CBI)
should be submitted by e-mail.
Electronic comments may be filed
online at many Federal Depository
Libraries.

Commenters wishing to submit
proprietary information for
consideration must clearly distinguish
such information from other comments
and clearly label it as CBI. Send
submissions containing such
proprietary information directly to the
following address, and not to the public
docket, to ensure that proprietary
information is not inadvertently placed
in the docket: Attention: Mr. Randy
McDonald, c/o OAQPS Document
Control Officer (Room 740B), U.S. EPA,
411 W. Chapel Hill Street, Durham, NC
27701. The EPA will disclose
information identified as CBI only to the
extent allowed by the procedures set
forth in 40 CFR part 2. If no claim of
confidentiality accompanies a
submission when it is received by EPA,

the information may be made available
to the public without further notice to
the commenter.

Docket. The docket is an organized
and complete file of all the information
considered by EPA in the development
of this rulemaking. The docket is a
dynamic file because material is added
throughout the rulemaking process. The
docketing system is intended to allow
members of the public and industries
involved to readily identify and locate
documents so that they can effectively
participate in the rulemaking process.
Along with the proposed and
promulgated standards and their
preambles, the contents of the docket
will serve as the record in the case of
judicial review. (See section
307(d)(7)(A) of the Clean Air Act
(CAA).) The regulatory text and other
materials related to this rulemaking are
available for review in the docket or
copies may be mailed on request from
the Air Docket by calling (202) 260—
7548. A reasonable fee may be charged
for copying docket materials.

Worldwide Web (WWW). In addition
to being available in the docket, an
electronic copy of this action will also
be available through the WWW.
Following signature, a copy of this
action will be posted on the EPA’s
Technology Transfer Network (TTN)
policy and guidance page for newly
proposed or promulgated rules: http://
www.epa.gov/ttn/oarpg. The TTN at
EPA’s web site provides information
and technology exchange in various
areas of air pollution control. If more
information regarding the TTN is
needed, call the TTN HELP line at (919)
541-5384.

Regulated Entities. The regulated
category and entities affected by this
action include:

Category

NAICS codes

SIC codes

Examples of regulated entities

Industry

Typically 325199

325411 and 325412

2833 and 2834

Typically 2869

¢ Producers of finished dosage forms of drugs (e.g.,
tablets, capsules, and solutions), active ingredients,
Of precursors.

* Producers of material whose primary use is as an
active ingredient of precursor.

This table is not intended to be
exhaustive, but rather provides a guide
for readers likely to be interested in the
revisions to the regulation affected by
this action. To determine whether your
facility, company, business,
organization, etc., is regulated by this
action, you should carefully examine all
of the applicability criteria in § 63.1250
of the rule. If you have questions
regarding the applicability of these
amendments to a particular entity,

consult the person listed in the
preceding FOR FURTHER INFORMATION
CONTACT section.

Judicial Review. Under section
307(b)(1) of the CAA, judicial review of
this direct final rule is available only by
filing a petition for review in the U.S.
Court of Appeals for the District of
Columbia by October 1, 2001. Under
section 307(d)(7)(B) of the CAA, only an
objection to this direct final rule that
was raised with reasonable specificity

during the period for public comment
can be raised during judicial review.
Moreover, under section 307(b)(2) of the
CAA, the requirements established by
this direct final rule may not be
challenged separately in any civil or
criminal proceeding brought to enforce
these requirements. Also under section
307(b)(1) of the CAA, judicial review of
the amendment to part 9 in this action
is available by filing a petition for
review in the U.S. Court of Appeals for
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the District of Columbia Circuit within
October 1, 2001. Under section 307(b)(2)
of the CAA, the requirements that are
the subject of this amendment may not
be challenged later in civil or criminal
proceedings brought by the EPA to
enforce these requirements.

Outline. The information presented in
this preamble is organized as follows:

I. Why are we publishing these amendments
as a direct final rule?

II. What amendments are we making to part
9 to reflect OMB approval of the
information collection request for
subpart GGG?

III. What amendments are we making to the
process vent provisions?

IV. What amendments are we making to the
wastewater provisions?

V. What amendments are we making to the
storage tank provisions?

VI. What minor technical corrections are we
making?

VII. What are the administrative
requirements for this direct final rule?

A. Executive Order 12866, Regulatory
Planning and Review

B. Executive Order 13132, Federalism

C. Executive Order 13175, Consultation
and Coordination with Indian Tribal
Governments

D. Executive Order 13045, Protection of
Children for Environmental Health Risks
and Safety Risks

E. Unfunded Mandates Reform Act of 1995

F. Regulatory Flexibility Act (RFA), as
Amended by the Small Business
Regulatory Enforcement Fairness Act of
1996 (SBREFA), 5 U.S.C. 601 et seq.

G. Paperwork Reduction Act

H. National Technology Transfer and
Advancement Act

I. The Congressional Review Act

J. Executive Order 13211 (Energy Effects)

I. Why Are We Publishing These
Amendments as a Direct Final Rule?

In this direct final rule, we are
correcting referencing and typesetting
errors, identifying additional test
methods that may be used to analyze
wastewater, classifying triethylamine as
a soluble HAP instead of a partially
soluble HAP, adding an outlet
concentration limit compliance option
for storage tanks, clarifying the
monitoring frequency for connectors,
clarifying storage tank assignment
procedures, and adding planned routine
maintenance provisions for centralized
combustion control devices (CCCD).
These changes provide clarifications
and additional compliance options. In
all instances, we believe that these
changes have the potential to reduce the
burden on both owners and operators of
affected sources and on the State or
local agency implementing the rule,
although we are unable to quantify
reductions in hours for these
amendments. For these reasons, we
view these amendments as

noncontroversial and anticipate no
adverse comments, and we are
publishing these amendments in a
direct final rule.

If an adverse comment applies to an
amendment, paragraph, or section of
this direct final rule, and that provision
may be addressed separately from the
remainder of the rule, we will withdraw
only those provisions on which we
received adverse comments. In the
“Proposed Rules” section of this
Federal Register, we are publishing a
separate document that will serve as the
proposal for any provisions in this
direct final rule on which we receive
adverse comments. The EPA will
publish a timely withdrawal before the
effective date of this rule indicating
which provisions are being withdrawn.
If part or all of this direct final rule is
withdrawn, all public comments
received will be addressed in a
subsequent final rule based on the
proposal. We will not institute a second
comment period on the subsequent final
rule. Any parties interested in
commenting must do so at this time.
The nature of the changes contained in
this direct final rule are such that it will
benefit both industry and the States for
these changes to become effective
sooner, rather than later, as will be
described in more detail below.

II. What Amendments Are We Making
to Part 9 To Reflect OMB Approval of
the Information Collection Request for
Subpart GGG?

This final rule amends the table of
currently approved Information
Collection Request (ICR) control
numbers issued by OMB. As noted in
section VIL.G of this preamble, as well
as in the preambles to earlier
amendments and the promulgated rule,
OMB has approved the information
collection requirements contained in
subpart GGG and assigned OMB control
No. 2060-0358. However, when we
amended § 9.1 on September 21, 1998,
we entered the incorrect number 2060—
0314. Because the correct number was
listed in the earlier preambles and
amendment of the table is technical in
nature, we believe that another notice
and comment period for this
amendment is unnecessary and that
there is good cause under the
Administrative Procedure Act (5 U.S.C.
553(b)) to amend this table without
prior notice and comment.

ITI. What Amendments Are We Making
to the Process Vent Provisions?

This direct final rule specifies
requirements for meeting the process
vent standards during periods of
planned routine maintenance of CCCD.

Use of a CCCD, while not required by
subpart GGG, is a common control
technique at existing pharmaceutical
production facilities because the
facilities have found such a device to be
more reliable and efficient than multiple
point-of-use devices. However, under
subpart GGG as currently written, when
routine maintenance on a CCCD is
needed, you must either shutdown all
processes or have a backup control
device that you have demonstrated
achieves the same level of control. We
understand that shutting down all
processes is inefficient and costly for at
least two reasons: (1) Because all
processes have different cycles, the
shutdown would almost certainly have
to be staggered, which means some
process equipment would have to be
shutdown for a longer period than is
needed simply to perform the
maintenance on the control device; and
(2) pharmaceutical production facilities
often shutdown only a section of the
facility for maintenance as opposed to
the entire facility because it is
impractical to have an in-house
maintenance staff large enough to
perform such maintenance in a short
period of time, and outside resources
may not be sufficiently skilled or
available when needed. We also realize
that demonstrating compliance for a
backup device could be a significant
burden. To address these concerns, this
direct final rule provides an additional
compliance option for periods of
planned routine maintenance of a CCCD
that is simple to implement and
achieves reductions that are at least
equivalent to the maximum achievable
control technology (MACT) floor.

The new planned routine
maintenance provisions specify separate
requirements for organic HAP emissions
and hydrogen chloride (HCI) emissions.
You must route emissions from process
vents with organic HAP emissions
greater than 15 pounds per day (Ib/day)
through a closed vent system to a
condenser that operates at: (1) Less than
50 degrees centigrade (C) when the
emission stream contains HAP with a
partial pressure greater than 20
kilopascals (kPa) and (2) less than —5
degrees C when the emission stream
contains HAP with a partial pressure
less than or equal to 20 kPa. The partial
pressures must be determined at 25 C.
These requirements are designed to be
similar to State reasonably available
control technology rules that are based
on the generalized control program
described on page 1-5 of the 1978
Control Techniques Guideline (CTG)
Document for Control of Volatile
Organic Emissions from Manufacture of
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Synthesized Pharmaceutical Products
(EPA 450/2—-78-029). However, to
achieve the MACT floor control level of
93 percent, the operating temperatures
required by the planned routine
maintenance provisions differ from
those specified in the CTG, and all vents
with organic HAP emissions greater
than 15 1b/day must be controlled (not
just vents from the unit operations listed
in the CTG). The planned routine
maintenance provisions are limited to
the use of condensers as specified above
to keep the compliance requirements
simple and because many facilities
typically already have backup
condensers available onsite.

Because the CTG did not cover HCI
emissions, the planned routine
maintenance provisions specify that you
must route emissions from process vents
with HCI emissions greater than or
equal to 15 lb/day through a closed vent
system to a caustic scrubber. As with
the condenser, we have kept compliance
requirements simple. Compliance is
demonstrated by daily monitoring of the
scrubber effluent and maintaining the
effluent at pH 9 or greater.

Although §63.1258 of the
pharmaceuticals production NESHAP
specifies parameters for scrubbers, we
are not requiring monitoring of the
scrubber liquid flow rate or pressure
drop for caustic scrubbers during
periods of planned routine
maintenance. The effectiveness of
absorbing HCI into caustic solution is so
great that monitoring effluent pH is
adequate to demonstrate compliance.
The relatively small amount of HC1
generated during periods of planned
routine maintenance does not justify the
need to burden the industry with design
evaluation demonstrations and
continuous monitoring for each
individual scrubber application during
the limited period of planned routine
maintenance.

Hydrogen chloride has a great affinity
for water. Referencing the “Chemical
Engineering Handbook” by Perry and
Chilton, solubility of HCI is almost 70
grams per 100 grams of water at 30
degrees C. An aqueous solution at the
same temperature can absorb up to 10
percent HCI before reaching an
equilibrium of 20 parts per million
volume (ppmv) of HCI in the gas phase.
In addition, absorption increases as
vapor pressure decreases, and vapor
pressure of HCI can be decreased
significantly by adding a chemical
reactant such as sodium hydroxide
(NaOH) to tie up the solute gas. The
chemical reaction in a caustic scrubber
frees up liquid volume for dissolving
more gas. A caustic scrubber operating
such that the effluent stays at or above

pH 9 is considered a very effective
control device.

The 15 1b/day emission rate cutoffs
apply to emissions from vents on
individual unit operations, not to
aggregated emissions from multiple unit
operations that are manifolded together
into a common header (i.e., the emission
rates must be determined only at the
equipment where the emissions enter
the closed vent system prior to being
combined with emissions from other
unit operations). Therefore, a
manifolded stream with emissions that
exceed 15 lb/day is not subject to
control requirements during periods of
planned routine maintenance of the
CCCD if the emissions from each of the
unit operation vents that are combined
in that manifold have emissions less
than 15 lb/day. If any individual unit
operation vents with emissions less than
15 lb/day are manifolded with a unit
operation vent that has emissions
greater than or equal to 15 lb/day, then
the entire manifolded stream must be
controlled (or the emissions from the
unit operation with emissions greater
than 15 1b/day must be diverted from
the other vents in the manifold for
control).

You may use the planned routine
maintenance provisions if you use the
CCCD to comply with any of the
requirements in § 63.1254(a) of the
pharmaceuticals production NESHAP
for process vents from all non-dedicated
pharmaceutical manufacturing process
units (PMPU) that are controlled by the
CCCD. However, there are several
requirements to ensure that the level of
control achieved is at least equivalent to
the MACT floor. First, you may only
route emissions from vents that are
subject to the 98 percent reduction
requirement in § 63.1254(a)(3) if you
demonstrate that the planned routine
maintenance is needed and that there is
no way to perform it during periods
when a process with such a vent is not
operating. To make this demonstration,
you must document your plans in either
your Notification of Compliance Status
Report or in a periodic report that is
submitted prior to the planned routine
maintenance event. Second, if you use
the CCCD to control emissions so as to
comply with the annual mass limit, you
must calculate controlled emissions
during periods of planned routine
maintenance assuming the control
efficiency is 93 percent. Third,
whenever you implement the planned
routine maintenance provisions, you
must monitor the condenser outlet
temperature as specified in § 63.1258(i).
This requirement applies even if you
comply with the alternative standard or
if the CCCD is a boiler, process heater,

or hazardous waste incinerator that
meets any of the criteria in
§63.1257(a)(4). Fourth, you may not use
the process vents in emissions averaging
during the period that you comply with
the planned routine maintenance
provisions. During this time period, the
process vents are being controlled to the
level of the MACT floor; thus, no debits
or credits can be calculated.

There are also several other
restrictions on how the planned routine
maintenance provisions may be
implemented. For example, the planned
routine maintenance provisions may be
implemented for no more than 240
hours per year (hr/yr). This time period
is consistent with the time allowed in
§63.1253(e) of the pharmaceuticals
production NESHAP for planned
routine maintenance of a control device
used to control storage tank emissions.
As we have stated in previous
rulemaking packages, we believe this
time is sufficient to perform
maintenance on combustion devices (59
FR 19441, April 22, 1994). In addition,
the planned routine maintenance
provisions are not available for process
vents from dedicated PMPU because
planning a shutdown for such a PMPU
can be more easily scheduled than for
non-dedicated PMPU whose operation
is more unpredictable in nature. Finally,
the planned routine maintenance
provisions may not be used for
emissions from wastewater systems or
equipment leaks because the MACT
floor level of control for these emissions
is 95 percent. If the CCCD is used to
control emissions from storage tanks,
you may elect to control them with the
condenser during periods of planned
routine maintenance. However, this
control is not required because
§63.1253(e) specifies that the emission
limitations are not applicable during
periods of planned routine maintenance
up to 240 hr/yr.

IV. What Amendments Are We Making
to the Wastewater Provisions?

This direct final rule makes four
changes to the wastewater provisions.
One change is that we are adding two
EPA test methods to the list of
acceptable test methods that may be
used to analyze wastewater samples.
The second change is that we are
reclassifying triethylamine as a soluble
HAP instead of as a partially soluble
HAP. The third change is to allow
wastewater streams with more than 50
parts per million weight (ppmw) of
partially soluble HAP to be sent to an
enhanced biological treatment unit if
the partially soluble HAP has already
been reduced by 99 percent or more.
The fourth change is to modify the
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venting requirements for individual
drain systems. In addition, although we
are not changing the sampling
requirements, we are clarifying those
requirements.

Section 63.1257(b)(10)(ii) of the
amended final rule states that you may
use EPA Methods 624, 625, 1624, and
1625 of 40 CFR part 136 to determine
the concentration of various HAP in
wastewater samples (65 FR 52610,
August 29, 2000). This direct final rule
adds EPA Methods 1666 and 1671 to
that list so that you may use them
routinely without performing the
method validation procedures required
in §63.1257(b)(10)(iv). The two new
methods can be used to measure certain
analytes (e.g., methanol, acetonitrile,
and n-hexane) that cannot be measured
using the other methods in 40 CFR part
136. These two methods were added to
40 CFR part 136 when the revisions to
the pharmaceutical effluent limitation
guidelines and standards were
promulgated in September 1998. They
have the same quality assurance/quality
control requirements as the earlier
methods; in particular, sampling must
be conducted so as to minimize loss of
volatile compounds. In addition, they
can detect target HAP at the outlet
concentrations that may be required by
the rule (e.g., as low as 13 ppmw in the
outlet from a treatment unit that must
reduce partially soluble HAP by 99
percent).

For the final rule, compounds were
classified as either partially soluble
HAP or soluble HAP based on their
Henry’s Law constants. Triethylamine
was classified as a partially soluble HAP
listed in Table 2 of subpart GGG because
its Henry’s Law constant is relatively
high. However, in this direct final rule,
we are now removing triethylamine
from Table 2 of subpart GGG and
reclassifying it as a soluble HAP in
Table 3 of subpart GGG because it has
two unique characteristics that
distinguish it from the listed partially
soluble HAP. First, at pH ranges of 6 to
9 (typical for pharmaceutical production
wastewater), triethylamine has unique
ionic disassociative properties, unlike
the listed partially soluble HAP. In the
liquid phase, the nitrogen in
triethylamine has an unshared pair of
electrons that readily react with a
proton in the liquid. As a result,
virtually all of the free triethylamine in
solution is converted to
triethylammonium ions, which are
soluble, non-volatile, and stable.
Second, triethylamine is unique among
the HAP used in the pharmaceutical
production industry in that it typically
is used as an organic base in reactions
(in situations where an inorganic base is

not acceptable) and not as a primary
solvent.

Section 63.1256(g)(10) of the
pharmaceuticals production NESHAP
specifies that the partially soluble HAP
concentration in wastewater streams
sent to an enhanced biological treatment
unit must be less than 50 ppmw. An
unintended effect of this restriction is
that it applies even if the partially
soluble HAP has been reduced by more
than 99 percent by treatment upstream
of the enhanced biological treatment
unit. This restriction is unnecessary
because a 99 percent reduction in the
partially soluble HAP is otherwise
sufficient; there is no reason to prevent
the use of enhanced biological treatment
to reduce the soluble HAP in the same
stream. Therefore, we have amended
§63.1256(g)(10) to clarify thata
wastewater stream may be sent to an
enhanced biological treatment unit if
the partially soluble HAP is reduced to
a concentration less than 50 ppmw or by
at least 99 percent (i.e., in accordance
with §63.1256(g)(8)) in a treatment unit
upstream of the enhanced biological
treatment unit.

Section 63.1256(e) of subpart GGG
specifies work practice standards to
suppress emissions from individual
drain systems. These standards allow
junction boxes to be vented, but not
sewer lines. Without a vent, wastewater
may backup in drains and not flow
properly to the first downstream
junction box if there are low points in
the sewer line. To alleviate this
problem, we have revised
§63.1256(e)(4)(iii) to allow venting of a
sewer line between drains and the first
downstream junction box, provided
certain conditions are met. First, the
drains must be equipped with either
water seals or tightly fitting caps or
plugs as specified in § 63.1256(e)(4)(i).
Second, the sewer line entrance to the
first downstream junction box must be
water sealed. These provisions apply
regardless of whether the junction box
is vented to the atmosphere or to a
process or control device. They also are
standard operating practices, and they
ensure that air will not flow through the
sewer line and be emitted from the vent
on the sewer line. Finally, the size of the
atmospheric opening is minimized by
having the sewer line vent pipe meet the
same design criteria as for vents on
junction boxes.

The final rule specifies that
wastewater samples may be grab
samples or composite samples, samples
must be taken at approximately equally-
spaced time intervals over a 1-hour
period, each 1-hour period constitutes a
run, and a performance test must consist
of at least three runs

(§ 63.1257(e)(2)(iii)(B), (C)(1), (D)(1), and
(E)(2)). Similar requirements are
specified for gas stream samples at the
exit of a combustion treatment unit or

at the inlet or exit of control devices
(§63.1257(e)(2)(iii)(D)(4) and
(e)(3)(1)(C)). As in the Hazardous
Organic NESHAP (HON) (40 CFR part
63, subpart G), we intentionally did not
specify exactly how to take samples
because the procedures will vary
depending on the circumstances and the
selected test method. In some cases, any
of the options may be acceptable,
whereas in other cases, some options
may not be available. For example, if
you conduct wastewater sampling in
accordance with a sampling plan based
on the sample handling requirements in
EPA Method 25D of 40 CFR part 60,
appendix A, you would have to take
grab samples; you would not be able to
take composite samples. On the other
hand, for emission stream samples
where concentration measurements are
to be determined using EPA Method 18
of 40 CFR part 60, appendix A, you have
the option of taking either grab samples
or composite samples. The rule does not
specify the number of samples that you
must collect because we do not want to
restrict the number of samples that you
take to cover different, representative
operating conditions (as opposed to
supplementing with modeling or
engineering assessments). However, you
must take at least one sample per run.
The requirement to take samples at
equally-spaced time intervals over the 1-
hour period means that the samples
must be taken at the same point in the
1-hour period for each of the three runs;
this requirement applies even if you
take only one sample per run.

V. What Amendments Are We Making
to the Storage Tank Provisions?

This direct final rule adds an outlet
concentration limit compliance option
for storage tank emissions. Under this
option, you must conduct an initial
performance test to demonstrate that
emissions are reduced to outlet
concentrations less than or equal to 20
ppmv as total organic compound (TOC)
and less than or equal to 20 ppmv as
hydrogen halides and halogens. You
also must establish applicable operating
parameter levels during the performance
test to use as monitoring limits for
ongoing compliance demonstrations.
This option is identical to options
already provided for process vent
emissions and wastewater emissions.

The exclusion of this option for
storage tanks was an oversight that was
only recently discovered. We always
intended to provide this option for
storage tank emissions as well as other
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with the alternative standard (65 FR
52610, August 29, 2000). Therefore, in
addition to providing the outlet
concentration limit as an option in
§63.1253(b)(2) and (c)(2), this direct
final rule also restores the original
intent of the provision in
§63.1257(c)(1).

types of emissions, as evidenced by the
fact that we included a statement
specifying how to demonstrate initial
compliance with such an option in
§63.1257(c)(1) of the final rule (63 FR
50355, September 21, 1998). In previous
amendments, we inadvertently modified
this statement to refer to compliance

VI. What Minor Technical Corrections
Are We Making?

This direct final rule corrects
referencing errors, corrects drafting and
typesetting errors, and clarifies the
intent of several provisions. All of the
minor technical corrections are
described in Table 1.

TABLE 1.—MINOR TECHNICAL CORRECTIONS TO SUBPART GGG

Section of subpart GGG

Description of correction

Y TJ0] () N

YR PIS101(5) 1€ N

§63.1253(1) (7)) ..errrrerreeeeerreeeeeeeeeeeeeeeeeeeeeeeene

§63.1255(D)(A) (1)) (A) +vvvvereeeeererereeeereeseereereenenes

§63.1255(B)(A)([1)(D) vvvveerreererreeeeereeeseereeereneeees

§63.1255(c)(2)(ii), (c)(3), and (5)(iv)

§63.1255(C)(A)(01) rrvvrverrrrrreeerrereereereesesereeeeseeee

§63.1255(E) (7)) «rrrvvrrrererererereerereeerereseeeeseesssrens

§63.1255(8)(9) +...eererrrereeeeeeeeeeeeeeeeeeee e

§63.1255(N)(L)([i) wvvvvoeveeeerereeeneeeeeeeseeseeseereenenes
§63.1255(h)(3)(i)

§63.1256(C)(L)()(A) crrrvvvveeeeereereeerrereeeerseeeereeeeee

The original language in these paragraphs specified only how to determine ownership if a stor-
age tank was shared among PMPU’s. The revised language in paragraphs (e)(2) and (3)
clarifies how to determine ownership of a tank that is shared among one or more PMPU’s
and other types of process units. The requirement to assign storage tanks to a process unit
based on predominant use has not changed. We also revised the introductory text to para-
graph (e) to specify that if you produce only pharmaceutical products, you do not need to
assign storage tanks to a PMPU except when you comply with the pollution-prevention alter-
native and when you need to determine whether a dedicated PMPU is subject to new
source standards. Otherwise, the assignment requirement is not needed at these facilities
because all of the storage tanks are subject to storage tank requirements in the rule, and
there are no other applicability requirements based on total emissions from a PMPU. We ex-
pect that this clarification will reduce the burden for some facilities.

Clarified the overlapping provisions by discussing the requirements in two paragraphs instead
of one. One paragraph describes your options if you have a control device subject to both
the pharmaceuticals production NESHAP and any of the subparts AA, BB, or CC in 40 CFR
parts 264 and/or 265. The second paragraph describes your options if you have equipment
subject to the equipment leak provisions in both §63.1255 and in subpart BB of 40 CFR
parts 264 and/or 265. Options for waste management units subject to both the pharma-
ceuticals production NESHAP and subpart CC of 40 CFR parts 264 and/or 265 are de-
scribed in §63.1250(h)(5).

Corrected this paragraph by replacing the incorrect reference to paragraph (b)(7)(i) with the
correct reference to paragraph (f)(7).

Corrected this paragraph by replacing the incorrect reference to paragraph (b)(3)(iii))(B) with
the correct reference to paragraph (b)(4)(iii)(B).

Revised this paragraph to clarify that you must monitor leaking connectors once per year until
the percent leaking connectors is less than 0.5 percent. After the percent leaking connectors
falls below 0.5 percent, you may again implement the applicable less frequent monitoring
schedule. Without this clarification, the paragraph could be interpreted to mean that you
must always monitor leaking connectors once per year.

The original language in these paragraphs was inconsistent. Paragraph (c)(5)(iv) required EPA
Method 21 monitoring to verify the presence of a leak if indications of liquids dripping were
detected during a visual inspection. Paragraph (c)(2)(iii) simply stated that a leak was
present if there were visual indications of liquids dripping. We revised both paragraphs to
specify that if there are visual indications of liquids dripping during a weekly visual inspec-
tion, then you must either monitor using EPA Method 21 or eliminate the visual indication of
liquids dripping before the next weekly inspection. These changes also make the para-
graphs consistent with the Consolidated Federal Air Rule and 40 CFR part 63, subpart UU
(the Generic MACT). We also revised paragraph (c)(3) to clarify that the repair provisions for
all leaking pumps/agitators are the same.

The original language in this paragraph specified that you must monitor pumps monthly in-
stead of quarterly if, on a 1-year rolling average, greater than 10 percent or 3 pumps have
leaked in a group of processes. As written, this paragraph could be interpreted to mean that
all subsequent monitoring for that group of processes must be monthly. This was not our in-
tent. To correct this oversight, we have revised the paragraph to specify that you may revert
to quarterly monitoring after the 1-year rolling average again indicates that less than 10 per-
cent or fewer than 3 pumps have leaked.

Added a sentence to this paragraph to clarify that monitoring in the 3 months after repair is in
addition to the monitoring required to demonstrate repair. This amendment is consistent with
the language in the Consolidated Federal Air Rule and 40 CFR part 63, subpart UU. It is
also consistent with the intent of the HON.

Corrected this paragraph by replacing the incomplete reference to paragraphs (e)(4)(iii)) and
(iv) with a reference to paragraphs (e)(4)(iii), (iv), and (v). The reference to paragraph
(e)(4)(v) was inadvertently left out of the final rule. The change makes the paragraph con-
sistent with the Consolidated Federal Air Rule.

Deleted the word “and” at the end of this paragraph because, as specified in paragraph (h)(1),
the only reports that must be submitted are those specified in paragraphs (h)(1)(i) and (ii).
Revised the schedule for submitting Periodic reports with information on equipment leak com-

pliance to be consistent with the schedule specified in §63.1260(g)(1).

Corrected this paragraph by replacing the incorrect reference to paragraph (c)(1)(iv) with the
correct reference to paragraph (c)(1)(v).
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TABLE 1.—MINOR TECHNICAL CORRECTIONS TO SUBPART GGG—Continued

Section of subpart GGG

Description of correction

§63.1256(E)(A)(I)(B) .vvvverrreereereereereeeseeseereeenees

YR PIST1(0) 1) 1) NN

§63.1257(8)(6) ..vvvvrvrereereeeeerereeeeeeeeeeeeeeenereeenees

§63.1257(d)(2)(i)(D)(9)
§63.1257(d)(2)(i)(D)(10)

§63.1257(A)(2)()(E) wvvvvrreereeeeeeeeereereeeeeerceeeeee
§63.1257(A)B)()(B) -..orrrveeerermrreereerrrererreenee

§63.1257(e)(2)(ii)(B)

§63.1257(e)(2)(iii)(C)(1), (D)(1), and (E)(1)

YR LT: 1)) N
YRS 1(6) )10 1) I
§ 63.1258(b)(5)(ii)(A)(2)

§ 63.1258(b)(8)((iii)

§63.1258(h)(6) and (7)

§63.1258(N)(10) .vvveerveeeeeeeeeeeeeeeeeseee s

§63.1259(a)(3)(iii) and (b)(13) covvvvvvvveeerrererenee

§63.1259(b)(5)(i)

The original language in this paragraph used the terms “flexible cap” and “flexible shield,”
interchangeably. To clarify our intent, we revised the paragraph to use only the term “flexi-
ble shield.”

Revised this paragraph to allow design evaluations, as well as performance tests, to dem-
onstrate removal or destruction of soluble HAP by 90 percent in all treatment units except
open biological treatment units. This change makes the requirements of this paragraph con-
sistent with the requirements in paragraph (g)(4). It also makes this paragraph consistent
with the amended requirements in paragraphs (9)(8)(ii), (11)(ii), and (12) of this section. We
inadvertently neglected to amend this paragraph at the same time that the others were
amended.

Corrected this paragraph by replacing the incorrect reference to §63.1258(b)(1) through (5)
with the correct reference to §63.1258(b)(1) through (4). Section 63.1258(b)(5) is not appli-
cable because it relates to the alternative standard, whereas 8§63.1257(a)(6) is describing
monitoring requirements to demonstrate compliance with the outlet concentration limits of 20
ppmv TOC and 20 ppmv hydrogen halides and halogens.

Corrected Equation 31 by replacing “Nuap”’ with “npap.”

Corrected Equation 32 by replacing individual HAP partial pressures with partial pressures for
individual condensable compounds.

Added a sentence specifying that individual HAP partial pressures in the equation to calculate
emissions from vacuum systems may be calculated using Raoult’'s Law. This change makes
the procedures for this equation consistent with the procedures that are allowed for calcu-
lating emissions from other types of emission episodes.

Corrected this paragraph by replacing the incorrect reference to paragraphs (d)(2)(iii)(B)(1)
and (2) with the correct reference to paragraphs (d)(3)(iii)(B)(1) and (2).

Corrected this paragraph by replacing the incorrect reference to paragraph (b)(10)(iii) with the
correct reference to paragraph (b)(10)(vi) and replacing the incorrect reference to para-
graphs (b)(10)(i), (i), and (iii) with the correct reference to paragraphs (b)(10)(i) through (vi).

Corrected these paragraphs by replacing the incorrect reference to paragraph (b)(10)(v) with
the correct reference to paragraph (b)(10)(vi).

Deleted the reference to process vents from the heading to this paragraph. The intent of this
paragraph is to specify procedures for setting parameter levels for all control devices, not
just those used to control process vent emissions.

Deleted the last sentence in this paragraph because it conflicts with the requirement in
§63.1258(b)(1)(x) that calibration of CEMS include, at a minimum, quarterly cylinder gas au-
dits.

Revised this paragraph to specify that it applies if you comply with the alternative standard in-
stead of achieving a control efficiency of “98 percent,” not “98 percent or less.” Paragraph
(b)(5)(ii)(A)(1) specifies requirements if you comply with the alternative standard instead of
achieving a control efficiency of 95 percent or less. Subpart GGG has no control efficiency
requirements between 95 and 98 percent. Therefore, the phrase “or less” in paragraph
(b)(5)(ii)(A)(2) is both unnecessary and conflicts with paragraph (b)(5)(ii)(A)(1).

Revised this paragraph to clarify that violations of the alternative standard apply to the 50
ppmv option for noncombustion devices, as well as the 20 ppmv option for combustion de-
vices. We inadvertently neglected to amend this paragraph when we added the 50 ppmv op-
tion to the alternative standard (65 FR 52588, August 29, 2000).

Corrected these paragraphs by replacing the incorrect references to paragraphs (h)(8)(i) and
(i) with the correct reference to paragraph (h)(8).

Added paragraph (h)(10) to specify that closed-vent systems operated and maintained under
negative pressure are not subject to the inspection requirements for closed-vent systems.
For this type of closed-vent system, you must install a pressure gauge or other pressure
measurement device that can be used to verify that the negative pressure is being main-
tained when the control device is operating. This new provision is consistent with the provi-
sion in 863.1255(b)(4)(ii)(B) for closed-vent systems used to route equipment leak emis-
sions to a control device.

Deleted the reference to §63.10(b)(2)(iii) in paragraph (a)(3)(iii) because, as noted in Table 1
to subpart GGG, this section of the General Provisions does not apply to subpart GGG. The
reference also is unnecessary because the requirement to record maintenance performed
on the control device is clearly specified in this paragraph. However, because this mainte-
nance recordkeeping requirement will not always be related to a startup, shutdown, or mal-
function procedure, we also moved it to a new paragraph (b)(13).

Corrected this paragraph by removing the references to individual process vents and
§63.1254(a)(3). This paragraph requires records of emissions for certain nonstandard
batches. At an existing source, these records are needed to demonstrate compliance with a
process-based percent reduction requirement for process vents from nonstandard batches if
you control some vents to more than 93 percent and others to less than 93 percent (or 98
percent for new sources). Assuming the monitored operating parameters are at acceptable
levels, the control efficiency for each control device is unchanged, but the overall control
level for the process could change if the impact of the nonstandard batch on uncontrolled
emissions is not identical for each vent. This situation cannot occur for individual vents that
are subject to percent reduction requirements under 8§ 63.1254(a)(3); thus, there is no need
to maintain a record of nonstandard batch emissions for these vents.
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TABLE 1.—MINOR TECHNICAL CORRECTIONS TO SUBPART GGG—Continued

Section of subpart GGG

Description of correction

§63.1259(b)(8)

§63.1259(i)(7)

§63.1260(g)(1)

§63.1260(g)(2)(v)

§ 63.1260(g)(2)(vii)

§63.1260(h)

§63.1260())

Table 1 to subpart GGG

Revised this paragraph to require a log or schedule of operating scenarios that is updated
daily or, at a minimum, each time a different operating scenario takes effect. The original re-
quirements to update the schedule or log daily and prior to making a change are unneces-
sarily burdensome.

Paragraph (i)(7) requires records of information associated with inspections of closed vent sys-
tems during which a leak is detected. As currently written, paragraph (i)(7)(i) requires
records identifying the leaking equipment and records of the instrument identification number
and operator name. This paragraph may be confusing because the instrument identification
number and operator name can be recorded only for leaks that are detected using the in-
strument method. To clarify the requirements, we revised the language and split it into two
paragraphs. The revised paragraph (i)(7)(i) requires records identifying the leaking equip-
ment; this record is required regardless of the technique used to identify the leak. The re-
vised paragraph (i)(7)(ii) requires a record of the instrument identification number and oper-
ator name for each leak that is detected using the instrument method. For each leak de-
tected by sensory observations, this paragraph also requires a record indicating that the
leak was detected by sensory observations. The original paragraphs (i)(7)(ii) through (viii)
are redesignated as paragraphs (i)(7)(iii) through (ix).

Added statement specifying that each periodic report after the first report covers the 6-month
period following the preceding report. Also deleted the requirement to submit the Periodic
reports 60 operating days after the end of the applicable reporting period because it could
conflict with the requirements to submit the first periodic report no later than 240 days after
the Notification of Compliance Status Report is due and to submit subsequent reports every
6 months thereafter. These changes also make paragraph (g)(1) consistent with
§63.1255(h)(3)(i).

Corrected this paragraph by replacing the incorrect reference to paragraph (9)(2)(iv)(A) with
the correct reference to paragraph (g)(2)(v)(A).

Revised this paragraph to specify that the first periodic report must include each operating
scenario operated since the due date of the Notification of Compliance Status Report, not
since the compliance date. This change makes the time period for this information con-
sistent with the time period covered by the first periodic report, as specified in
§63.1260(g)(1).

Revised this paragraph to require process change notifications as part of the Periodic report
instead of quarterly. We determined that requiring submittal of the process change notifica-
tion more frequently than the Periodic report was an unnecessary burden.

We made two changes to clarify this paragraph and make it more consistent with the startup,
shutdown, and malfuction (SSM) reporting requirements in §63.10(d)(5). First, we split the
requirements into two paragraphs; the first paragraph specifies reporting requirements for
actions that are consistent with the SSM plan, and the second paragraph specifies imme-
diate reporting requirements for actions that are not consistent with the SSM plan. Second,
we deleted the requirement to report records required by 8§ 63.1259(a)(3)(iii) because report-
ing this information is inconsistent with §63.10(d)(5)(i) of the General Provisions, which re-
quires only a statement that the procedures in the SSM plan were followed.

Corrected typesetting errors in entries 8§63.1(c)(5), 63.5(e), and 63.8(e)(5)(i). Also corrected
the entry for §63.6(i) by replacing the incorrect reference to §63.1250(f)(4) with the correct
reference to §63.1250(f)(6), and by indicating that the approval provisions in 863.6(i)(7)
through (14) apply to requests for approval of compliance extensions that are requested ac-

cording to § 63.1250(f)(6).

VII. What Are the Administrative
Requirements for This Direct Final
Rule?

A. Executive Order 12866, Regulatory
Planning and Review

Under Executive Order 12866 (58 FR
51735, October 4, 1993), EPA must
determine whether the regulatory action
is “significant”” and therefore, subject to
OMB review and the requirements of
the Executive Order. The Executive
Order defines “significant regulatory
action” as one that is likely to result in
a rule that may:

(1) Have an annual effect on the
economy of $100 million or more or
adversely affect in a material way the
economy, a sector of the economy,
productivity, competition, jobs, the

not submitted to OMB for review under
Executive Order 12866.

B. Executive Order 13132, Federalism

Executive Order 13132 (64 FR 43255,
August 10, 1999) requires EPA to
develop an accountable process to
ensure ‘“‘meaningful and timely input by
State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that 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.”

environment, public health or safety, or
State, local, or tribal governments or
communities;

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

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

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

Pursuant to the terms of Executive
Order 12866, it has been determined
that these amendments do not constitute
a “significant regulatory action” because
they do not meet any of the above
criteria. Consequently, this action was
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These rule amendments do not have
federalism implications. They 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, as specified in
Executive Order 13132, because State
and local governments do not own or
operate any sources that would be
subject to these amendments. Thus, the
requirements of section 6 of the
Executive Order do not apply to these
rules.

C. Executive Order 13175, Consultation
and Coordination With Indian Tribal
Governments

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 6, 2000), requires EPA
to develop an accountable process to
ensure ‘“‘meaningful and timely input by
tribal officals in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” are defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
government and Indian tribes.”

These rule amendments do not have
tribal implications. They will not have
substantial direct effects on tribal
governments, or on the relationship
between the Federal government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal government and Indian tribes,
as specified in Executive Order 13175.
No tribal governments own or operate
pharmaceutical production facilities.
Thus, Executive Order 13175 does not
apply to these rule amendments.

D. Executive Order 13045, Protection of
Children From Environmental Health
Risks and Safety Risks

Executive Order 13045 (62 FR 19885,
April 23, 1997) applies to any rule that:
(1) Is determined to be “‘economically
significant”” as defined under Executive
Order 12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
EPA 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 EPA.

The EPA interprets Executive Order
13045 as applying only to those
regulatory actions that are based on
health or safety risks, such that the
analysis required under section 5-501 of
the Executive Order has the potential to
influence the regulation. These rule
amendments are not subject to
Executive Order 13045 because they are
based on technology performance, not
health or safety risks. Furthermore,
these rule amendments have been
determined not to be “‘economically
significant” as defined under Executive
Order 12866.

E. Unfunded Mandates Reform Act of
1995

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 104—4, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, local,
and tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with “Federal mandates” that may
result in expenditures by State, local,
and tribal governments, in aggregate, or
by the private sector, of $100 million or
more in any 1 year. Before promulgating
an EPA rule for which a written
statement is needed, section 205 of the
UMRA generally requires EPA to
identify and consider a reasonable
number of regulatory alternatives and
adopt the least-costly, most cost-
effective, or least burdensome
alternative that achieves the objectives
of the rule. The provisions of section
205 do not apply when they are
inconsistent with applicable law.
Moreover, section 205 allows EPA to
adopt an alternative other than the least-
costly, most cost-effective, or least-
burdensome alternative if the
Administrator publishes with the final
rule an explanation why that alternative
was not adopted. Before EPA establishes
any regulatory requirements that may
significantly or uniquely affect small
governments, including tribal
governments, it must have developed
under section 203 of the UMRA a small
government agency plan. The plan must
provide for notifying potentially
affected small governments, enabling
officials of affected small governments
to have meaningful and timely input in
the development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements.

The EPA has determined that these
rule amendments do not contain a

Federal mandate that may result in
expenditures of $100 million or more
for State, local, or tribal governments, in
the aggregate, or the private sector in
any 1 year. The maximum total annual
cost of the Pharmaceuticals Production
NESHAP for any year has been
estimated to be approximately $64
million (63 FR 50287, September 21,
1998), and today’s amendments do not
add new requirements that would
increase this cost. Thus, these rule
amendments are not subject to the
requirements of sections 202 and 205 of
the UMRA. In addition, EPA has
determined that these rule amendments
contain no regulatory requirements that
might significantly or uniquely affect
small governments because they contain
no requirements that apply to such
governments or impose obligations
upon them. Therefore, these rule
amendments are not subject to the
requirements of section 203 of the
UMRA.

F. Regulatory Flexibility Act (RFA), as
Amended by the Small Business
Regulatory Enforcement Fairness Act of
1996 (SBREFA), 5 U.S.C. 601 et seq.

The EPA has determined that it is not
necessary to prepare a regulatory
flexibility analysis in connection with
this direct final rule. The EPA has also
determined that this direct final rule
will not have a significant impact on a
substantial number of small entities. For
purposes of assessing the impacts of this
direct final rule on small entities, a
small entity is defined as: (1) A small
business in the North American
Industrial Classification System
(NAICS) code 325411 or 325412 that has
as many as 750 employees; (2) a small
business in NAICS code 325199 that has
as many as 1,000 employees; (3) a small
governmental jurisdiction that is a
government of a city, county, town,
school district, or special district with a
population of less than 50,000; and (4)

a small organization that is any not-for-
profit enterprise which is independently
owned and operated and is not
dominant in its field.

After considering the economic
impacts of today’s rule amendments on
small entities, EPA has concluded that
this action will not have a significant
economic impact on a substantial
number of small entities. In determining
whether a rule has a significant
economic impact on a substantial
number of small entities, the impact of
concern is any significant adverse
economic impact on small entities,
since the primary purpose of the
regulatory flexibility analyses is to
identify and address regulatory
alternatives ‘“which minimize any
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significant economic impact on small
entities”” (5 U.S.C. sections 603 and
604). Thus, an agency may conclude
that a rule will not have a significant
economic impact on a substantial
number of small entities if the rule
relieves burden, or otherwise has a
positive economic effect on all of the
small entities subject to the rule.
Today’s rule amendments impose no
additional regulatory requirements on
owners or operators of affected sources,
many of the rule amendments provide
additional compliance options, and
other rule amendments clarify
requirements and correct minor drafting
errors. We have therefore, concluded
that these rules will relieve regulatory
burden for all small entities.

G. Paperwork Reduction Act

The OMB has approved the
information collection requirements
contained in the 1998 pharmaceuticals
production NESHAP under the
provisions of the Paperwork Reduction
Act, 44 U.S.C. 3501 et seq. and has
assigned OMB control No. 2060-0358.
An Information Collection Request (ICR)
document has been prepared by EPA
(ICR No. 1781.01), and a copy may be
obtained from Sandy Farmer by mail at
U.S. Environmental Protection Agency,
Office of Environmental Information,
Collection Strategies Division (2822),
1200 Pennsylvania Avenue, NW,
Washington DC 20460, by email at
farmer.sandy@epa.gov, or by calling

(202) 260-2740.
The amendments contained in these

final rules will have no net impact on
the information collection burden
estimates made previously.
Consequently, the ICR has not been
revised.

H. National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act (NTTAA), Public Law 104-113
(March 7, 1996), directs all Federal
agencies to use voluntary consensus
standards instead of government-unique
standards in their regulatory activities
unless to do so would be inconsistent
with applicable law or otherwise
impractical. Voluntary consensus
standards are technical standards (e.g.,
material specifications, test methods,
sampling and analytical procedures, and
business practices) that are developed or
adopted by one or more voluntary
consensus bodies. Examples of
organizations generally regarded as
voluntary consensus standards bodies
include the American Society for
Testing and Materials (ASTM), the
National Fire Protection Association
(NFPA), and the Society of Automotive

Engineers (SAE). The NTTAA requires
Federal agencies like EPA to provide
Congress, through OMB, with
explanations when an agency does not
use available and applicable voluntary
consensus standards.

During the rulemaking, EPA searched
for voluntary consensus standards that
might be applicable. The search
identified no applicable voluntary
consensus standards. Accordingly, the
NTTAA requirement to use applicable
voluntary consensus standards does not
apply to this direct final rule.

I. Congressional Review Act

The Congressional Review Act (CRA),
5 U.S.C. 801, et seq., as added by the
SBREFA of 1996, generally provides
that before a rule may take effect, the
agency adopting 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. The EPA will submit a
report containing this direct final 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 this rule in the Federal
Register. A major rule cannot take effect
until 60 days after it is published in the
Federal Register. This direct final rule
is not a “major rule” as defined by 5
U.S.C. 804(2). This direct final rule will
be effective on October 16, 2001.

Section 808 allows the issuing agency
to make a rule effective sooner than
otherwise provided by the CRA if the
agency makes a good cause finding that
notice and public procedure is
impracticable, unnecessary or contrary
to the public interest. This
determination must be supported by a
brief statement (5 U.S.C. 808(2)). As
stated previously, for the amendments
to the table that lists OMB control
numbers, EPA has made such a good
cause finding, including the reasons
therefor, and established an effective
date of August 2, 2001. The 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 action is not a “‘major
rule” as defined by 5 U.S.C. 804(2).

J. Executive Order 13211 (Energy
Effects)

This rule is not subject to Executive
Order 13211, “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355 (May 22, 2001)) because it is
not a significant regulatory action under
Executive Order 12866.

List of Subjects in 40 CFR Parts 9 and
63

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

Dated: July 24, 2001.
Christine Todd Whitman,
Administrator.

For the reasons set out in the
preamble, parts 9 and 63 of title 40,
chapter I of the Code of Federal
Regulations are amended as follows:

PART 9—[AMENDED]

1. The authority citation for part 9
continues to read as follows:

Authority: 7 U.S.C. 135 et seq., 136—136y;
15 U.S.C. 2001, 2003, 2005, 2006, 2601-2671;
21 U.S.C. 331j, 3464, 348; 31 U.S.C. 9701; 33
U.S.C. 1251 et seq., 1311, 1313d, 1314, 1318,
1321, 1326, 1330, 1342, 1344, 1345(d) and
(e), 1361; E.O. 11735, 38 FR 21243, 3 CFR,
1971-1975 Comp. p. 973; 42 U.S.C. 241,
242b, 243, 246, 300f, 300g, 300g—1, 300g-2,
300g—3, 300g—4, 300g—5, 300g—6, 300j—1,
300j—2, 300j—3, 300j—4, 300j—9 1857 et seq.,
6901-6992k, 7401-7671g, 7542, 9601-9657,
11023, 11048.

2. Section 9.1 is amended by revising
the entry “63.1259-63.1260" in the
table under the indicated heading to
read as follows:

§9.1 OMB approvals under the Paperwork
Reduction Act.
* * * * *

40 CFR Citation OMB Control No.

* * * * *

National Emission Standards for Hazardous
Air Pollutants for Source Categories.3

* * * * *
63.1259-63.1260 ...... 2060-0358
* * * * *

3The ICR’s referenced in this section of the
table encompass the applicable General Provi-
sions contained in 40 CFR part 63, subpart A,
which are not independent information collec-
tion requirements.

PART 63—[AMENDED]

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

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

Subpart GGG—National Emission
Standards for Pharmaceuticals
Production

4. Section 63.1250 is amended by:
a. Revising paragraph (e); and
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b. Revising paragraph (h)(2). The
revisions read as follows:

§63.1250 Applicability.
* * * * *

(e) Storage tank ownership
determination. The owner or operator
shall follow the procedures specified in
paragraphs (e)(1) through (5) of this
section to determine to which PMPU a
storage tank shall belong. If an owner or
operator produces only pharmaceutical
products, the procedures specified in
paragraphs (e)(1) through (5) of this
section are required only to determine
applicability and demonstrate
compliance with the pollution-
prevention alternative specified in
§63.1252(e), or to determine new source
applicability for a PMPU dedicated to
manufacturing a single product as
specified in paragraph (b) of this
section.

(1) If a storage tank is dedicated to a
single PMPU, the storage tank shall
belong to that PMPU.

(2) If a storage tank is shared among
process units (including at least one
PMPU), then the storage tank shall
belong to the process unit located on the
same plant site as the storage tank that
has the greatest annual volume input
into or output from the storage tank (i.e.,
said PMPU or process unit has the
predominant use of the storage tank).

(3) If predominant use cannot be
determined for a storage tank that is
shared among process units (including
at least one PMPU), then the owner or
operator shall assign the storage tank to
any one of the PMPU’s that shares it and
is also subject to this subpart.

(4) If the predominant use of a storage
tank varies from year to year, then
predominant use shall be determined
based on the utilization that occurred
during the year preceding September 21,
1998 for existing affected sources. For
new affected sources, predominant use
will be based on the first year after
initial startup. The determination of
predominant use shall be reported in
the Notification of Compliance Status
required by § 63.1260(f). If the
predominant use changes, the
redetermination of predominant use
shall be reported in the next Periodic
report.

(5) If the storage tank begins receiving
material from (or sending material to)
another PMPU, or ceases to receive
material from (or send material to) a
PMPU, or if the applicability of this
subpart to a storage tank has been
determined according to the provisions
of paragraphs (e)(1) through (4) of this
section and there is a significant change
in the use of the storage tank that could
reasonably change the predominant use,

the owner or operator shall reevaluate
the applicability of this subpart to the
storage tank and report such changes to
EPA in the next Periodic report.

* * * * *

(h) EE

(2) Consistency with 40 CFR parts 264
and 265, subparts AA, BB, and/or CC.
(i) After the compliance dates specified
in this section, if any control device
subject to this subpart is also subject to
monitoring, recordkeeping, and
reporting requirements in 40 CFR part
264, subpart AA, BB, or CC, or is subject
to monitoring and recordkeeping
requirements in 40 CFR part 265,
subpart AA, BB, or CC, and the owner
or operator complies with the periodic
reporting requirements under 40 CFR
part 264, subpart AA, BB, or CC that
would apply to the device if the facility
had final-permitted status, the owner or
operator may elect to comply either
with the monitoring, recordkeeping, and
reporting requirements of this subpart,
or with the monitoring, recordkeeping,
and reporting requirements in 40 CFR
parts 264 and/or 265, as described in
this paragraph, which shall constitute
compliance with the monitoring,
recordkeeping, and reporting
requirements of this subpart. If the
owner or operator elects to comply with
the monitoring, recordkeeping, and
reporting requirements in 40 CFR parts
264 and/or 265, the owner or operator
shall report all information required by
§63.1260(g) and (i). The owner or
operator shall identify in the
Notification of Compliance Status,
required by §63.1260(f), the monitoring,
recordkeeping, and reporting authority
under which the owner or operator will
comply.

(ii) After the compliance dates
specified in this section, if any
equipment at an affected source that is
subject to § 63.1255, is also subject to 40
CFR part 264, subpart BB, or to 40 CFR
part 265, subpart BB, then compliance
with the recordkeeping and reporting
requirements of 40 CFR parts 264 and/
or 265 may be used to comply with the
recordkeeping and reporting
requirements of § 63.1255, to the extent
that the requirements of 40 CFR parts
264 and/or 265 duplicate the
requirements of § 63.1255. The owner or
operator shall identify in the
Notification of Compliance Status,
required by § 63.1260(f), if the owner or
operator will comply with the
recordkeeping and reporting authority
under 40 CFR parts 264 and/or 265.

* * * * *

5. Section 63.1251 is amended by
adding a definition in alphabetical order

for centralized combustion control
device to read as follows:

§63.1251 Definitions.

* * * * *

Centralized combustion control
device (CCCD) means enclosed
combustion devices that are used to
control process vent emissions from
non-dedicated PMPU’s at a facility.
Centralized combustion control devices
may also be used to control emissions
from source types including, but not
limited to, storage tanks, waste
management units, and equipment
leaks.

* * * * *

6. Section 63.1252 is amended by
adding paragraph (h) to read as follows:

§63.1252 Standards: General.

* * * * *

(h) Planned routine maintenance for
centralized combustion control devices.
The owner or operator may operate non-
dedicated PMPU’s during periods of
planned routine maintenance for CCCD
in accordance with the provisions
specified in paragraphs (h)(1) through
(6) of this section.

(1) For equipment leaks and
wastewater emissions that normally are
controlled by the CCCD, if any, the
owner or operator must continue to
comply with the requirements in
§§63.1255(b)(4)(ii) and 63.1256(h),
respectively, using other control devices
during the planned routine maintenance
period for the CCCD.

(2) During the planned routine
maintenance period, the owner or
operator must route emissions from
process vents with organic HAP
emissions greater than 15 pounds per
day (Ib/day) through a closed-vent
system to a condenser that meets the
conditions specified in paragraphs
(h)(2)() through (iii) of this section.

(i) The outlet gas temperature must be
less than —50°C (—58°F) when the
emission stream contains organic HAP
with a partial pressure greater than 20
kPa (2.9 psia).

(ii) The outlet gas temperature must
be less than —5°C (23°F) when the
emission stream contains organic HAP
with a partial pressure less than or equal
to 20 kPa (2.9 psia).

(iii) The HAP partial pressures in
paragraphs (h)(2)(i) and (ii) of this
section must be determined at 25°C.

(3) The owner or operator must route
HCI emissions from process vents with
HCI emissions greater than 15 lb/day
through a closed-vent system to a
caustic scrubber, and the pH of the
scrubber effluent must be maintained at
or above 9.
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(4) For the purposes of the emission
calculations required in paragraphs
(h)(2) and (3) of this section, the term
“process vent” shall mean each vent
from a unit operation. The emission
calculation shall not be performed on
the aggregated emission stream from
multiple unit operations that are
manifolded together into a common
header. Once an affected process vent
has been controlled in accordance with
this section, it is no longer subject to the
requirements of this section or § 63.1254
during the routine maintenance period.

(5) The total period of planned
routine maintenance, during which non-
dedicated PMPU’s that are normally
controlled by the CCCD continue to
operate, and process vent emissions are
controlled as specified in paragraphs
(h)(2) and (3) of this section, must not
exceed 240 hours in any 365-day period.

(6) While being controlled as
specified in paragraphs (h)(2) and (3) of
this section, the process vents may not
be used in emissions averaging.

7. Section 63.1253 is amended by:

a. Redesignating paragraphs (b)(2)
through (4) as paragraphs (b)(3) through
(5) and adding paragraph (b)(2);

b. Redesignating paragraphs (c)(2)
through (4) as paragraphs (c)(3) through
(5) and adding paragraph (c)(2);

c. Revising the second sentence in
paragraph (e); and

d. Revising “paragraph (b)(7)(i)” to
read ‘“‘paragraph (f)(7)” in paragraph
H(7)E).

The revisions and additions read as
follows:

§63.1253 Standards: Storage tanks.

* * * * *

(b) L

(2) Reduces emissions to outlet
concentrations less than or equal to 20
ppmv as TOC and less than or equal to
20 ppmv as hydrogen halides and

halogens;
* * * * *

(C) * % %

(2) Reduces emissions to outlet
concentrations less than or equal to 20
ppmv as TOC and less than or equal to
20 ppmv as hydrogen halides and
halogens; STARS<

(e) * * * Periods of planned routine
maintenance of the control devices
(including CCCD subject to
§63.1252(h)), during which the control
device does not meet the specifications
of paragraphs (b) through (d) of this
section, as applicable, shall not exceed
240 hours in any 365-day period.

* * * * *

8. Section 63.1254 is amended by
adding paragraph (a)(4) to read as
follows:

§63.1254 Standards: Process vents.

(El] * x *

(4) Planned routine maintenance. For
each PMPU that is controlled with a
CCCD, the owner or operator must
comply with the provisions specified in
either paragraph (a)(4)(i), (ii), or (iii) of
this section during periods of planned
routine maintenance of the CCCD. The
owner or operator is not required to
comply with the same provision for all
of the PMPU’s controlled by the CCCD.

(i) Shutdown the affected process.

(ii) Comply with the requirements of
paragraphs (a)(1) through (3) of this
section by using other means.

(iii) For a non-dedicated PMPU,
implement the procedures described in
paragraphs (a)(4)(iii)(A) through (C) of
this section for those process vents that
are normally controlled by the CCCD.
This option is not available for process
vents from dedicated PMPU’s.

(A) If the owner or operator uses a
CCCD to comply with the 93 percent
reduction requirement in paragraph
(a)(1)() or (ii) of this section, the outlet
concentration limit in paragraph
(a)(1)(ii)(A) of this section, the
alternative standard as specified in
paragraphs (a)(1)(ii)(D) and (c) of this
section, or the annual mass limit in
paragraph (a)(2) of this section,
implement the provisions in
§63.1252(h) during planned routine
maintenance of the CCCD.

(B) If the owner or operator reduces
HAP emissions from process vents by
using a CCCD that is also a control
device specified in § 63.1257(a)(4),
implement the provisions in
§63.1252(h) during planned routine
maintenance of the CCCD.

(C) If the owner or operator uses a
CCCD to reduce emissions from a
process vent subject to paragraph (a)(3)
of this section, implement the planned
routine maintenance provisions in
§63.1252(h) for that vent only if the
reason the planned routine maintenance
is needed, and the reason it cannot be
performed at a time when the vent
subject to paragraph (a)(3) of this section
is not operating, has been described in
the Notification of Compliance Status
Report or a periodic report submitted
before the planned routine maintenance

event.
* * * * *

9. Section 63.1255 is amended by:

a. Adding paragraph (b)(4)(ii)(C);

b. Revising “‘paragraphs (b)(3)(iii)(B)
through (F)” to read ‘‘paragraphs
(b)(4)(iii)(B) through (F)”’ in paragraph
(b)(4)(ii)(A);

c. Revising paragraph (b)(4)(iii)(D);

d. Revising paragraph (c)(2)(iii);

e. Revising paragraph (c)(3)(i);

f. Revising paragraph (c)(4)(ii);
g. Revising paragraph (c)(5)(iv);

h. Removing paragraphs (c)(5)(vi)(C )
and (D) and adding paragraph (c)(5)(vii);
i. Adding a sentence at the end of
paragraph (e)(7)(iii) introductory left;
j- Revising the second sentence in

paragraph (e)(9);
k. Revising paragraph (h)(1)(ii); and
1. Rev1smg paragraph (h)(3)(i).
The revisions and additions read as
follows:

§63.1255 Standards: Equipment leaks.
* * * * *

* x %

* *x %

(11) * Kk %

(C) The requirements apply at all
times, except as specified in
§63.1250(g). The owner or operator may
not comply with the planned routine
maintenance provisions in § 63.1252(h).

(111) * % %

(D) Except as provided in paragraph
(b)(4)(iii)(B) of this section, if leaking
connectors comprise at least 0.5 percent
but less than 1.0 percent of the
connectors during the last monitoring
period, the owner or operator shall
monitor at least once every 2 years for
the next monitoring period. At the end
of that 2-year monitoring period, if the
percent leaking connectors is greater
than or equal to 0.5 percent, the owner
or operator shall monitor once per year
until the percent leaking connectors is
less than 0.5 percent. If, at the end of a
monitoring period, the percent leaking
connectors is less than 0.5 percent, the
owner or operator shall monitor in
accordance with paragraph (b)(4)(iii)(C)
or (F) of this section, as appropriate.

* * * * *

(C) * x %

(2) * x %

(iii) Visual Inspections. Each pump
and agitator shall be checked by visual
inspection each calendar week for
indications of liquids dripping from the
pump or agitator seal. If there are
indications of liquids dripping from the
pump or agitator seal at the time of the
weekly inspection, the owner or
operator shall follow the procedure
specified in either paragraph
(c)(2)(iii)(A) or (B) of this section prior
to the next weekly inspection.

(A) The owner or operator shall
monitor the pump or agitator by the
method specified in § 63.180(b). If the
instrument reading indicates a leak as
specified in paragraph (c)(2)(ii) of this
section, a leak is detected.

(B) The owner or operator shall
eliminate the visual indications of
liquids dripping.

(3) L

(i) When a leak is detected pursuant
to paragraph (c)(2)(i), (c)(2)(iii)(A),
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(c)(5)(iv)(A), or (c)(5)(vi)(B) of this
section, it shall be repaired as soon as
practicable, but not later than 15
calendar days after it is detected, except
as provided in paragraph (b)(4)(i) of this
section.

(4) L

(ii) If, calculated on a 1-year rolling
average, the greater of either 10 percent
or three of the pumps in a group of
processes leak, the owner or operator
shall monitor each pump once per
month, until the calculated 1-year
rolling average value drops below 10

percent or three pumps, as applicable.
* * * * *

5 * *x %

(iv) Each pump/agitator is checked by
visual inspection each calendar week
for indications of liquids dripping from
the pump/agitator seal. If there are
indications of liquids dripping from the
pump or agitator seal at the time of the
weekly inspection, the owner or
operator shall follow the procedures
specified in either paragraph
(c)(5)(iv)(A) or (B) of this section prior
to the next required inspection.

(A) The owner or operator shall
monitor the pump or agitator using the
method specified in §63.180(b) to
determine if there is a leak of organic
HAP in the barrier fluid. If the
instrument reading indicates a leak, as
specified in paragraph (c)(2)(ii) of this
section, a leak is detected.

(B) The owner or operator shall
eliminate the visual indications of
liquids dripping.

* * * * *

(vii) When a leak is detected pursuant
to paragraph (c)(5)(iv)(A) or (B) of this
section, the leak must be repaired as
specified in paragraph (c)(3) of this
section.

* * * * *
(e)‘k EE

7 * *x %

(iii) * * * The monitoring required
by this paragraph is in addition to the
monitoring required to satisfy the
definitions of “repaired” and ““first
attempt at repair.”

* * * * *

(9) * * * Instead, the owner or
operator shall monitor each valve in
organic HAP service for leaks once each
quarter, or comply with paragraph
(e)(4)(iii), (iv), or (v) of this section,
except as provided in paragraph (f) of
this section.

(h) E
(1) * x %
(ii) Periodic reports described in

)
paragraph (h)(3) of this section.

* * * *

(3) EE

(i) A report containing the
information in paragraphs (h)(3)(ii), (iii),
and (iv) of this section shall be
submitted semiannually. The first report
shall be submitted no later than 240
days after the Notification of
Compliance Status Report is due and
shall cover the 6-month period
beginning on the date the Notification of
Compliance Status Report is due. Each
subsequent report shall cover the 6-
month period following the preceding
period.

* * * * *

10. Section 63.1256 is amended by:

a. Revising ““paragraph (c)(1)(iv)” to
read “paragraph (c)(1)(v)” in paragraph
(c)(1)()(A);

b. Revising “flexible cap” to read
“flexible shield” in the last sentence in
paragraph (e)(4)(1)(B);

c. Revising paragraph (e)(4)(iii);

d. Revising paragraph (g)(9)(ii);

e. Revising the first sentence in
paragraph (g)(10);

f. Revising paragraph (h) introductory
text; and

g. Adding paragraph (h)(5).

The revisions and additions read as
follows:

§63.1256 Standards: Wastewater.

* * * * *

(e] * *x %

(4) * *x *

(iii) The owner or operator shall
operate and maintain sewer lines as
specified in paragraphs (e)(4)(iii)(A) and
(B) of this section.

(A) Except as specified in paragraph
(e)(4)(iii)(B) of this section, each sewer
line shall not be open to the atmosphere
and shall be covered or enclosed in a
manner so as to have no visible gaps or
cracks in joints, seals, or other emission
interfaces.

Note: This provision applies to sewers
located inside and outside of buildings.

(B) A sewer line connected to drains
that are in compliance with paragraph
(e)(4)(i) of this section may be vented to
the atmosphere, provided that the sewer
line entrance to the first downstream
junction box is water sealed and the
sewer line vent pipe is designed as
specified in paragraph (e)(4)(ii)(B)(1) of
this section.

* * * * *

R

E%]) EE

(ii) Percent mass removal/destruction
option. The owner or operator shall
reduce the mass of total soluble HAP by
90 percent or more, either by removal or
destruction. The removal/destruction
efficiency shall be determined by the
procedures in § 63.1257(e)(2)(ii) or

(e)(2)(iii)(C) for noncombustion,
nonbiological treatment processes;
§63.1257(e)(2)(ii) or (e)(2)(iii)(D) for
combustion processes;
§63.1257(e)(2)(iii)(F) for open biological
treatment processes; and
§63.1257(e)(2)(ii) or (e)(2)(iii)(G) for
closed, biological treatment processes.

(10) Control option: Enhanced
biotreatment for wastewater containing
soluble HAP. The owner or operator
may elect to treat affected wastewater
streams containing soluble HAP in an
enhanced biological treatment system,
as defined in §63.1251, provided the
wastewater stream contains less than 50
ppmw partially soluble HAP, or the
owner or operator complies with the
requirements of paragraph (g)(8) of this
section before treating the affected
wastewater stream in the enhanced
biological treatment system. * * *

(h) For each control device or
combination of control devices used to
comply with the provisions in
paragraphs (b) through (f) and (g)(5) of
this section, the owner or operator shall
operate and maintain the control device
or combination of control devices in
accordance with the requirements of
paragraphs (h)(1) through (5) of this
section.

* * * * *

(5) The provisions in paragraphs
(h)(1) through (4) of this section apply
at all times, except as specified in
§63.1250(g). The owner or operator may
not comply with the planned routine
maintenance provisions in § 63.1252(h)
for vent streams from waste

management units.
* * * * *

11. Section 63.1257 is amended by:

a. Revising the last sentence in
paragraph (a)(6);

b. Revising paragraph (b)(10)(ii);

c. Revising paragraph (c)(1)
introductory text;

d. Adding a sentence at the end of
paragraph (d)(1)(i);

e. Revising “Nuap” to read ‘“npap”’ in
equation 31 in paragraph (d)(2)(i)(D)(9);

f. Revising paragraph (d)(2)(i)(D)(10);

g. Adding a sentence after the first
sentence in paragraph (d)(2)(i)(E);

h. Revising ‘“paragraphs
(d)(2)(iii)(B)(1) and (2)” to read
“paragraphs (d)(3)(iii)(B)(1) and (2)” in
paragraph (d)(3)(iii)(B) introductory
text;

i. Revising “paragraph (b)(10)(iii)” to
read ‘““paragraph (b)(10)(vi)”” and
revising “paragraphs (b)(10)(i), (ii), and
(iii)” to read ‘‘paragraphs (b)(10)(i)
through (vi)”” in paragraph (e)(2)(iii)(B);
and

j- Revising “paragraph (b)(10)(v)” to
read ““paragraph (b)(10)(vi)” in
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paragraphs (e)(2)(iii)(C)(1), (D)(1), and
(E)(2).

The revisions and additions read as
follows:

§63.1257 Test methods and compliance
procedures.

(a) * x %

(6) * * * The owner or operator shall
comply with the monitoring provisions
in §63.1258(b)(1) through (4) on the
initial compliance date.

(b)* * %
(10)* E

(ii) EPA Method 624, 625, 1624, 1625,
1666, or 1671. Use procedures specified
in EPA Method 624, 625, 1624, 1625,
1666, or 1671 of 40 CFR part 136,

appendix A, and comply with
requirements in paragraph (b)(10)(vi) of
this section.

(C] R

(1) Performance test. If this option is
chosen to demonstrate initial
compliance with the percent reduction
requirement of § 63.1253(b)(1) or
(c)(1)(i), the efficiency of the control
device shall be calculated using
performance test data as specified in
paragraphs (c)(1)(i) through (iii) of this
section. To demonstrate initial
compliance with the outlet
concentration requirements in
§63.1253(b)(2) and (c)(2), the owner or
operator must conduct a performance

0 m 0
,  A2()o
“Rm L g, (RMw)
-3 Ry =
=1

Where:
V = free volume in vessel being
depressurized

R = ideal gas law constant

T = temperature of the vessel, absolute

P1 = initial pressure in the vessel

P> = final pressure in the vessel

P; = partial pressure of the individual
condensable compounds (including
HAP)

MW; = molecular weight of the
individual HAP compounds

n = number of HAP compounds in the
emission stream

m = number of condensable compounds
(including HAP) in the emission
stream

i = identifier for a HAP compound

j = identifier for a condensable
compound.

(E) * * * The individual HAP partial
pressures may be calculated using

Raoult’s Law. * * *
* * * * *

12. Section 63.1258 is amended by:

a. Revising paragraph (b)(3) heading;

b. Revising paragraph (b)(5)(i)(A);

c. Revising paragraph (b)(5)(ii)(A)(2);

d. Revising paragraph (b)(8)(iii);

e. Adding a sentence between the first
and second sentences in paragraph (c);

f. Revising “paragraph (h)(9)” to read
“paragraphs (h)(9) and (10)” in
paragraph (h)(1);

g. Revising “paragraph (h)(8)(i)” to
read ‘“‘paragraph (h)(8)” in paragraph
(h)(6) introductory text;

h. Revising “paragraph (h)(8)(ii)” to
read “paragraph (h)(8)” in paragraph
(h)(7) introductory text;

i. Adding paragraph (h)(10); and

j. Adding paragraph (i).

The revisions and additions read as
follows:

§63.1258 Monitoring requirements.

* * * * *

(b) EE

(3) Procedures for setting parameter
levels for control devices used to control
emissions. * * *
* * * * *

(5) L

(i) * *x %

(A) A TOC monitor meeting the
requirements of EPA Performance
Specification 8, 9, or 15 of appendix B
of 40 CFR part 60 shall be installed,
calibrated, and maintained according to
§63.8.

(2) If complying with the alternative
standard instead of achieving a control
efficiency of 98 percent, the owner or
operator must maintain a minimum
residence time of 0.75 seconds and a
minimum combustion chamber
temperature of 816°C.

* * * * *

(8) EE

(iii) Except as provided in paragraph
(b)(8)(iv) of this section, exceedances of
the 20 or 50 ppmv TOC outlet emission
limit, averaged over the operating day,
will result in no more than one violation
per day per control device. Except as
provided in paragraph (b)(8)(iv) of this
section, exceedances of the 20 or 50

test and fulfill the requirements of
paragraph (a)(6) of this section.

(d) * ok %

(1) * x %

(i) * * * Controlled emissions during
periods of planned routine maintenance
of a CCCD as specified in §63.1252(h),
must be calculated assuming the HAP
emissions are reduced by 93 percent.

(2) * x %

(i * % %

(D] * * %

(10) Emissions from depressurization
may be calculated using equation 32 of
this subpart:

(Eq. 32)

ppmv hydrogen halide or halogen outlet
emission limit, averaged over the
operating day, will result in no more
than one violation per day per control
device.

* * * * *

(c) * * * During periods of planned
routine maintenance when emissions
are controlled as specified in
§63.1252(h), the owner or operator must
calculate controlled emissions assuming
the HAP emissions are reduced by 93
percent. * * *

* * * * *

(h) E

(10) Instead of complying with the
provisions of paragraphs (h)(2) through
(8) of this section, an owner or operator
may design a closed-vent system to
operate at a pressure below atmospheric
pressure. The system shall be equipped
with at least one pressure gauge or other
pressure measurement device that can
be read from a readily accessible
location to verify that negative pressure
is being maintained in the closed-vent
system when the associated control
device is operating.

(i) Planned routine maintenance.
During periods of planned routine
maintenance when organic HAP
emissions are controlled as specified in
§63.1252(h)(2), the owner or operator
must monitor the condenser outlet gas
temperature according to the procedures
specified in paragraph (b)(1)(iii) of this
section. During periods of planned
routine maintenance when HCl
emissions are controlled as specified in
§63.1252(h)(3), the owner or operator
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must monitor the pH of the scrubber
effluent once per day.

13. Section 63.1259 is amended by:

a. Revising paragraph (a)(3)(iii);

b. Revising paragraph (b)(5)(i)
introductory text;

c. Redesignating paragraphs
(b)(5)(ii)(D) and (E) as paragraphs
(b)(5)(ii)(E) and (F);

d. Adding paragraph (b)(5)(ii)(D);

e. Revising paragraph (b)(8);

f. Revising paragraph (b)(10);

g. Adding paragraph (b)(13);

h. Revising ‘“paragraphs (i)(7)(i)
through (viii)” to read ‘“‘paragraphs
(1)(7)(d) through (ix)” in paragraph (i)(7)
introductory text; and

i. Redesignating paragraphs (i)(7)(i)
through (viii) as paragraphs (i)(7)(ii)
through (ix), adding paragraph (i)(7)(i),
and revising redesignated paragraph
(B)(7)(i).

The revisions and additions read as
follows:

§63.1259 Recordkeeping requirements.

(a) * *x %

(3) * *x %

(iii) For each startup, shutdown, or
malfunction, the owner or operator shall
record all information necessary to
demonstrate that the procedures
specified in the affected source’s
startup, shutdown, and malfunction
plan were followed, as specified in
§63.6(e)(3)(iii); alternatively, the owner
or operator shall record any actions
taken that are not consistent with the
plan, as specified in §63.6(e)(3)(iv).

* * * * *

(b) * *x %

(5) * *x %

(i) For processes that are in
compliance with the percent reduction
requirements of § 63.1254(a)(1) or (b)(1)
and that contain vents controlled to less
than the percent reduction requirement,
the records specified in paragraphs
(b)(5)(i)(A) through (C) of this section
are required.

* * * * *

(ii) * *x %

(D) Actual controlled emissions for
each batch operated during periods of
planned routine maintenance of a
CCCD, calculated according to
§63.1258(c).

* * * * *

(8) A schedule or log of each
operating scenario updated daily or, at
a minimum, each time a different
operating scenario is put into operation.
* * * * *

(10) Periods of planned routine
maintenance as described in
§§63.1252(h) and 63.1257(c)(5).

* * * * *

(13) All maintenance performed on
the air pollution control equipment.

(i) * % %

(7) * * %

(i) Identification of the leaking
equipment.

(ii) The instrument identification
numbers and operator name or initials,
if the leak was detected using the
procedures described in § 63.1258(h)(3);
or a record that the leak was detected by

sensory observations.
* * * * *

14. Section 63.1260 is amended by:

a. Adding paragraph (f)(7);

b. Revising paragraph (g)(1)
introductory text;

c. Revising “paragraphs (g)(2)(iv)(A)
through (D)” to read ‘““paragraphs
(g)(2)(v)(A) through (D)” in paragraph
(g)(2)(v) introductory text;

d. Revising paragraph (g)(2)(vi);

e. Revising the last sentence in
paragraph (g)(2)(vii);

f. Revising paragraph (h)(1)
introductory text; and

g. Revising paragraph (i).

The revisions and additions read as
follows:

§63.1260 Reporting requirements.
* * * * *

(f]***

(7) Anticipated periods of planned
routine maintenance of a CCCD subject
to §63.1252(h) during the period
between the compliance date and the
end of the period covered by the first
Periodic report, and if applicable, the
rationale for why the planned routine
maintenance must be performed while a
process with a vent subject to
§63.1254(a)(3) will be operating.

(1) Submittal schedule. Except as
provided in paragraphs (g)(1)(i), (ii), and
(iii) of this section, an owner or operator
shall submit Periodic reports
semiannually. The first report shall be
submitted no later than 240 days after
the Notification of Compliance Status is
due and shall cover the 6-month period
beginning on the date the Notification of
Compliance Status is due. Each
subsequent Periodic report shall cover
the 6-month period following the

preceding period.
* * * * *

(2) * * %

(vi) The information specified in
paragraphs (g)(2)(vi)(A) through (C) for
periods of planned routine
maintenance.

(A) For each storage tank subject to
control requirements, periods of
planned routine maintenance during
which the control device does not meet

the specifications of § 63.1253(b)
through (d).

(B) For a CCCD subject to
§63.1252(h), periods of planned routine
maintenance during the current
reporting period and anticipated periods
of planned routine maintenance during
the next reporting period.

(C) Rationale for why planned routine
maintenance of a CCCD subject to
§63.1252(h) must be performed while a
process with a vent subject to
§63.1254(a)(3) will be operating, if
applicable. This requirement applies
only if the rationale is not in, or differs
from that in, the Notification of
Compliance Status report.

(vii) * * * For the initial Periodic
report, each operating scenario for each
process operated since the due date of
the Notification of Compliance Status
Report shall be submitted.

* * * * *

(h) * * =*
(1) Except as specified in paragraph
(h)(2) of this section, whenever a
process change is made, or a change in
any of the information submitted in the
Notification of Compliance Status
Report, the owner or operator shall
submit the information specified in
paragraphs (h)(1)(i) through (iv) of this
section with the next Periodic report
required under paragraph (g) of this
section.
* * * * *

(i) Reports of startup, shutdown, and
malfunction. An owner or operator shall
prepare startup, shutdown, and
malfunction reports as specified in
paragraphs (i)(1) and (2) of this section.

(1) If actions taken by an owner or
operator during a startup, shutdown, or
malfunction of an affected source
(including actions to correct a
malfunction) are consistent with the
procedures specified in the source’s
startup, shutdown, and malfunction
plan, the owner or operator shall state
this fact in a startup, shutdown, or
malfunction report. The report shall also
include the information specified in
§63.1259(a)(3)(i) and (ii) and shall
contain the name, title, and signature of
the owner or operator or other
responsible official who is certifying its
accuracy. For the purposes of this
subpart, the startup, shutdown, and
malfunction reports shall be submitted
on the same schedule as the periodic
reports required under paragraph (g) of
this section instead of the schedule
specified in §63.10(d)(5)(i). Reports are
only required if a startup, shutdown, or
malfunction occurred during the
reporting period.

(2) Any time an owner or operator
takes an action that is not consistent
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with the procedures specified in the
affected source’s startup, shutdown, and
malfunction plan, the owner or operator = * * *
shall submit immediate startup,

15. Table 1 to subpart GGG is

amended by:

shutdown, and malfunction reports as
specified in § 63.10(d)(5)(ii).

a. Revising entries “63.1(c)(5),”
“63.5(e),” and “63.8(e)(5)(1)’; and
* b. Removing entry “63.6(i)”” and
adding entries “63.6(i) (1) through (7)”
and “63.6(i) (8) through (14).”

The revisions and additions read as
follows:

TABLE 1 TO SUBPART GGG.—GENERAL PROVISIONS APPLICABILITY TO SUBPART GGG

General provisions ref-

erence Summary of requirements Applies to subpart GGG Comments
§63.1(C)(5) -reevrverrrerriiiiens Notification requirements for an area Yes
source that increases HAP emissions
to major source levels.
* * * * * * *
863.5(8) coririiiiiiiiee i Construction/reconstruction approval ...... Yes
§63.6(i)(1) through (7) ....... Requests for compliance extensions ....... NO i, §63.1250(f)(6) specifies provisions for
compliance extensions.
§63.6(i)(8) through (14) ..... Approval of compliance extensions ......... YES oot Except references to §63.6(i)(4) through
(6) mean §63.1250(f)(6).
863.8(€)(B)(I) vveervrreriirenaans Reporting performance evaluation results = Yes .......cccccovvvveviireniiennnns See §63.1260(a).

* * * *

* * *

16. Table 2 to subpart GGG is revised to read as follows:

TABLE 2 TO SUBPART GGG.—PARTIALLY SOLUBLE HAP

1,1,1-Trichloroethane (methyl chloroform)
1,1,2,2-Tetrachloroethane
1,1,2-Trichloroethane
1,1-Dichloroethylene (vinylidene chloride)
1,2-Dibromoethane
1,2-Dichloroethane (ethylene dichloride) ..
1,2-Dichloropropane
1,3-Dichloropropene ...
2,4,5-Trichlorophenol ..
2-Butanone (mek)
1,4-Dichlorobenzene
2-Nitropropane
4—Methyl-2-pentanone (MIBK)
Acetaldehyde
Acrolein
Acrylonitrile ...
Allyl chloride ..
Benzene
Benzyl chloride
Biphenyl
Bromoform (tribromomethane)
Bromomethane
Butadiene
Carbon disulfide ....
Chlorobenzene
Chloroethane (ethyl chloride) ..
Vinyl acetate
Vinyl chloride
Xylene (m).

Xylene (0).

Chloroform
Chloromethane
Chloroprene

Cumene

Dichloroethyl ether
Dinitrophenol
Epichlorohydrin

Ethyl acrylate
Ethylbenzene

Ethylene oxide
Hexachlorobenzene
Hexachlorobutadiene
Hexachloroethane
Methyl methacrylate
Methyl-t-butyl ether
Methylene chloride
N,N-dimethylaniline
Propionaldehyde
Propylene oxide

Styrene
Tetrachloroethene (perchloroethylene)
Tetrachloromethane (carbon tetrachloride
Toluene
Trichlorobenzene (1,2,4-)
Trichloroethylene
Trimethylpentane

Xylene (p)

N-hexane
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17. Table 3 to subpart GGG is revised
to read as follows:

TABLE 3 TO SUBPART GGG.—
SOLUBLE HAP

TABLE 3 TO SUBPART GGG.—
SoLuBLE HAP—Continued

TABLE 3 TO SUBPART GGG.—
SoLuBLE HAP—Continued

Compound

Compound

Compound

1,1-Dimethylhydrazine.

Diethyl sulfate.

Dimethyl sulfate.
Dinitrotoluene.

Ethylene glycol dimethyl ether.

Methanol (methyl alcohol).
Nitrobenzene.

Toluidene.

Triethylamine.

1,4-Dioxane. Ethylene glycol monobutyl ether acetate.
Acetonitrile. Ethylene glycol monomethyl ether acetate. 18. Table 9 to subpart GGG. is revised
Acetophenone. Isophorone. to read as follows:

TABLE 9 TO SUBPART GGG—DEFAULT BIORATES FOR SOLUBLE HAP

Compound name L%Olr\;lalt_?/(sgl-)ﬁr

F o= (o] o1 (| T T SO PO PP OU PP PPUPUPTPON 0.100
Acetophenone 0.538
Diethyl sulfate 0.105
[T a =01 ) VLo L= AT L= (o PSSP RRS 0.227
[D] T aT=1i 01 IS U 1= L= SRR P PP UPPPTRUPPN 0.178
Dinitrotoluene(2,4) .. 0.784
Dioxane(1,4) ...coocveeeeniiiiiiiieeens 0.393
Ethylene glycol dimethyl ether .................... 0.364
Ethylene glycol monobutyl ether acetate ... 0.496
Ethylene glycol monomethyl ether acetate .... 0.159
ISOPNOIONE ..ot 0.598
Methanol .......... a
Nitrobenzene .... 2.300
Toluidine (-0) .... 0.859
RLELE00) Y= Taa T T T TP PP OU PP PPUPTUOUPPRON 1.064

afFor direct dischargers, the default biorate for methanol is 3.5 L/g MLVSS-hr; for indirect dischargers, the default biorate for methanol is 0.2 L/

g MLVSS-hr.

[FR Doc. 01-18879 Filed 8—1-01; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[FL-83-1-200101; FRL-7022-3]
Approval and Promulgation of
Implementation Plans: Florida;

Approval of Revisions to the Florida
State Implementation Plan

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

SUMMARY: EPA is approving revisions to
the Florida State Implementation Plan
(SIP) submitted on December 10, 1999,
by the State of Florida through the
Florida Department of Environmental
Protection (FDEP). This submittal
consists of revisions to the ozone air
quality maintenance plans for the
Jacksonville (Duval County) and
Southeast Florida (Broward, Dade, and
Palm Beach Counties) areas to remove
the emission reduction credits
attributable to the Motor Vehicle
Inspection Program (MVIP) from the
future year emission projections

contained in those plans. Florida
submitted technical amendments to this
revision on January 18, 2000. This
revision updates the control strategy by
removing emissions credit for the MVIP,
and as such, transportation conformity
must be redetermined by the
Metropolitan Planning Organizations
(MPOs) within 18 months of the final
approval of this notice. EPA proposed
approval of this revision to the Florida
SIP on March 17, 2000.

EFFECTIVE DATE: This rule will be
effective September 4, 2001.
ADDRESSES: Materials relevant to this
rulemaking are contained in Docket No.
FL83-200101. The docket is available at
the following address for inspection
during normal business hours:
Environmental Protection Agency,
Atlanta Federal Center, Region 4 Air
Planning Branch, 61 Forsyth Street
S.W., Atlanta, Georgia 30303—-3104.

FOR FURTHER INFORMATION CONTACT: Joey
LeVasseur at 404/562—-9035 (E-mail:
levasseur.joey@epa.gov).

SUPPLEMENTARY INFORMATION: The
following sections: Background,
Response to Comments, and Final
Action, provide additional information
concerning the revisions to the ozone air
quality maintenance plans for the
Jacksonville and Southeast Florida areas

to remove the emission reduction
credits attributable to the MVIP from the
future year emission projections
contained in those plans.

I. Background

Today’s action finalizes EPA’s
approval of the maintenance plan
revisions submitted on December 10,
1999. A detailed description of Florida’s
submittal may be found in the Notice of
Proposed Rulemaking for today’s action,
which was published in the Federal
Register on March 17, 2000. On April
13, 2000, EPA extended the proposal’s
comment period and on June 20, 2000,
EPA reopened the comment period and
announced a public hearing. The
hearing was held on July 20, 2000. EPA
received numerous comments during
the comment period. In addition to
comments on the proposed action, EPA
also received comments on the Florida
Legislature’s decision to shutdown the
MVIP in all areas in the State. That
decision and action by the Florida
Legislature has no bearing on today’s
action and such comments will not be
addressed here.

II. Response to Comments

1. Comment: “Elimination of the
MVIP will result in adverse
consequences. The likelihood that
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damaged or destroyed original
equipment catalytic converters will be
replaced has diminished and the
likelihood that catalytic converters will
be illegally removed has increased.”

2. Comment: ““Although cleaner
engine and fuel technologies will help
reduce emissions of tailpipe exhaust
and evaporating gasoline, cars must be
properly maintained and emission
control systems must remain functional
if these reductions are to be fully
realized. The MVIP serves as a
continuing incentive for motorists to
have their vehicles serviced regularly, to
replace emission control components as
needed, and to avoid tampering with
emission control equipment.”

Response to comments 1 and 2: The
revision to the maintenance plan takes
into account the fact that some
automobiles will not be properly
maintained. This fact is reflected in the
increase in the emissions budgets.

3. Comment: “EPA should disapprove
Florida’s request because it is
fundamentally deficient on the merits.”

4. Comment: “FDEP’s proposed
modification is deficient in several
fundamental respects. Among these
deficiencies are both procedural and
substantive defects, including the
following:

The nature and status of FDEP’s
proposal, and of EPA’s notice of
proposed rulemaking, are
fundamentally ambiguous so that it is
impossible to comment meaningfully on
the proposal at this time. Thus, any
further EPA action on FDEP’s proposal
would constitute a violation of the
Administrative Procedure Act, 5 U.S.C.
sections 551-559.

Under the terms of section 175A of
the Clean Air Act (CAA), maintenance
plans may be revised only once, 8 years
after redesignation and, even if
“interim” modifications were permitted,
the request must address projected
emissions that occur over a 10 year time
frame, commencing from the year of
modification of the plan. FDEP must
therefore demonstrate attainment of the
relevant ozone standard through 2010—
11, not merely 2005.

Trends in ozone design values in
Southeast Florida and Duval County
indicate that the MVIP remains critical
to the maintenance of attainment status
in those areas. In this regard, despite
reductions in volatile organic
compounds (VOC) and nitrogen oxides
(NOx) (ozone precursor) emissions,
ozone concentrations in the relevant
counties over the past several years have
remained flat or increased.

FDEP’s proposal fails to meet the
requirements of CAA section 175A,
which require that the MVIP be

included in the maintenance plans as a
fully qualified, legislatively authorized,
contingency measure.

Without the MVIP, Southeast Florida
and Duval County will likely be unable
to make the transportation conformity
demonstrations required by the CAA,
and FDEP has failed to address this key
concern in any meaningful manner.”

Response to comments 3 and 4: Any
revision to the maintenance plan must
not have an adverse impact on
maintenance of the national ambient air
quality standard (NAAQS) for any
criteria pollutant. Guidance on this
issue is contained in a memorandum
dated September 17, 1993, from Michael
Shapiro, Acting Assistant Administrator
for Air and Radiation entitled, ““State
Implementation Plan Requirements for
Areas Submitting Requests for
Redesignation to Attainment of the
Ozone and Carbon Monoxide National
Ambient Air Quality Standards on or
after November 15, 1992.” This memo
states:

As a general policy, a state may not relax
the adopted and implemented SIP upon the
area’s redesignation to attainment. States
should continue to implement existing
control strategies in order to maintain the
standard. However, section 175A recognizes
that States may be able to move SIP measures
to the contingency plan upon redesignation
if the state can adequately demonstrate that
such action will not interfere with
maintenance of the standard.

The requirement for a second 10-year
plan does not prohibit revisions to the
existing 10-year maintenance plan. A
revision to the existing 10-year
maintenance plan prior to the required
extension does not require the plan to
be extended for another 10 years.

Ozone trends are not at issue in this
revision. There is no requirement that
ozone concentrations cannot increase
from one year to another, as long as
there is not a violation of the one-hour
ozone NAAQS.

In this revision, Florida demonstrates
that the area can maintain the one-hour
ozone NAAQS without the
implementation of the MVIP. The EPA
has reviewed the State’s emissions
inventory and modeling analyses and
finds that they meet applicable guidance
and requirements. Therefore, the State
has made the necessary demonstration
that the MVIP is not necessary to
maintain the one-hour ozone NAAQS
and that attainment of the NAAQS for
any other pollutant will not be affected
by removing the MVIP from the SIP. In
accordance with EPA’s November 15,
1992, policy, the State must include the
MVIP as a contingency measure in the
maintenance plan for the redesignated
area, which it has done.

Florida does not in this revision to the
maintenance plan need to address the
transportation conformity determination
issue. This revision only removes the
emission reduction credits attributable
to the MVIP from the maintenance plan.
Florida currently has a transportation
conformity plan in place, but will need
to perform another transportation
conformity determination within 18
months of this final action, due to the
revision to the emissions budgets.

5. Comment: ‘“The MVIP is working to
reduce air pollution. If the program is
working, it should be continued.”

6. Comment: “If the program is not
that effective, the EPA should force
Florida to enhance the program.”

Response to comments 5 and 6:
Ground level ozone is formed by the
reaction of hydrocarbons and nitrogen
oxides (NOx) in the presence of
sunlight. Both hydrocarbons and NOx
are emitted by vehicles. However, air
quality modeling performed by FDEP
has indicated that the amount of NOx in
the atmosphere is the controlling factor
in the formation of ground level ozone
over Florida. Therefore, controlling NOx
becomes a more effective strategy for
reducing ground level ozone
concentrations. While the MVIP
program in Florida has been effective at
reducing hydrocarbon and carbon
monoxide emissions from vehicles, is
was not designed to reduce NOx. Such
an inspection/maintenance program test
must be conducted with the vehicle
placed under a simulated driving load,
on a dynamometer, as in the IM240 test.
The implementation of such a test
requires new testing equipment and
longer test durations. Such a test is not
mandated by the CAA for either the
South Florida or Duval County ozone
maintenance areas, and therefore can
not be required by EPA at this time. As
noted above, if the State can make the
necessary demonstration that the MVIP
is not necessary to maintain the one-
hour ozone NAAQS, then the EPA
cannot require the State to keep the
program or to enhance it.

II1. Final Action

EPA is approving the aforementioned
revisions to the Florida SIP because they
are consistent with CAA and EPA
requirements.

Administrative Requirements

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “‘significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. This
action merely approves state law as
meeting federal requirements and
imposes no additional requirements
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beyond those imposed by state law.
Accordingly, the Administrator certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.). Because this rule approves pre-
existing requirements under state law
and does not impose any additional
enforceable duty beyond that required
by state law, it does not contain any
unfunded mandate or significantly or
uniquely affect small governments, as
described in the Unfunded Mandates
Reform Act of 1995 (Public Law 104—4).
For the same reason, this rule also does
not significantly or uniquely affect the
communities of tribal governments, as
specified by Executive Order 13084 (63
FR 27655, May 10, 1998). This rule 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, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999), because it merely
approves a state rule implementing a
federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act. This rule also is not
subject to Executive Order 13045 (62 FR
19885, April 23, 1997), because it is not
economically significant.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,

to use VCS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. As required by
section 3 of Executive Order 12988 (61
FR 4729, February 7, 1996), in issuing
this rule, EPA has taken the necessary
steps to eliminate drafting errors and
ambiguity, minimize potential litigation,
and provide a clear legal standard for
affected conduct. EPA has complied
with Executive Order 12630 (53 FR
8859, March 15, 1988) by examining the
takings implications of the rule in
accordance with the “Attorney
General’s Supplemental Guidelines for
the Evaluation of Risk and Avoidance of
Unanticipated Takings” issued under
the Executive Order. This rule does not
impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. section 801 et seq., as added by
the Small Business Regulatory
Enforcement Fairness Act of 1996,
generally provides that before a rule
may take effect, the agency
promulgating the rule must submit a
rule report, which includes a copy of
the rule, to each House of the Congress
and to the Comptroller General of the
United States. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. section 804(2).

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 October 1, 2001.
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 52

Environmental protection, Air
pollution control, Carbon monoxide,
Hydrocarbons, Intergovernmental
relations, Nitrogen dioxide, Ozone,
Reporting and recordkeeping
requirements.

Dated: July 16, 2001.

A. Stanley Meiburg,
Acting Regional Administrator, Region 4.

Part 52 of chapter I, title 40, Code of
Federal Regulations is amended as
follows:

PART 52—[AMENDED]
1. The authority citation for part 52
continues to read as follows:
Authority: 42 U.S.C. 7401 et seq.

Subpart K—Florida

2. Section 52.520 is amended by
adding a new paragraph (e) to read as
follows:

§52.520 Identification of plan.
* * * * *

(e) EPA-approved Florida non-
regulatory provisions.

Provision

State effective date

EPA approval date

Federal Register

hotice Explanation

Revision to Maintenance Plans for
the Jacksonville and Southeast
Florida Areas.

December 10, 1999

August 2, 2001 ............

[Insert cite of
publication].

[FR Doc. 01-19162 Filed 8—1-01; 8:45 am]
BILLING CODE 6560-50-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-301156; FRL-6794-3]

RIN 2070-AB78

Isoxadifen-ethyl; Pesticide Tolerance
Technical Correction

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

SUMMARY: EPA issued a final rule in the
Federal Register of June 21, 2001
establishing time-limited tolerances for
isoxadifen-ethyl. This document makes
a technical correction to the tolerance
regulation to correctly show the
application rate in the tolerance
expression.

DATES: This technical correction is
effective August 2, 2001.

ADDRESSES: Comments may be
submitted by mail, electronically, or in
person. Please follow the detailed
instructions for each method as
provided in Unit II. of the
SUPPLEMENTARY INFORMATION. To ensure
proper receipt by EPA, it is imperative
that you identify docket control number
OPP-301156 in the subject line on the
first page of your response.

FOR FURTHER INFORMATION CONTACT: By
mail: Vera Soltero, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460; telephone number: (703)
308-9359; e-mail address:
soltero.vera@epa.gov.

SUPPLEMENTARY INFORMATION:
I. Does this Action Apply to Me?

You may be affected by this action if
you are an agricultural producer, food
manufacturer, or pesticide
manufacturer. Potentially affected
categories and entities may include, but
are not limited to:

Cat- Examples of Poten-
egories NAICS tially A?fected Entities
Industry 111 | Crop production
112 | Animal production
311 | Food manufacturing
32532 | Pesticide manufac-
turing

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in the table could also
be affected. The North American
Industrial Classification System

(NAICS) codes have been provided to
assist you and others in determining
whether or not this action might apply
to certain entities. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

II. How Can I Get Additional
Information, Including Copies of this
Document and Other Related
Documents?

1. Electronically. You may obtain
electronic copies of this document, and
certain other related documents that
might be available electronically, from
the EPA Internet Home Page at http://
www.epa.gov/. To access this
document, on the Home Page select
“Laws and Regulations,”** Regulations
and Proposed Rules,” and then look up
the entry for this document under the
“Federal Register— -Environmental
Documents.” You can also go directly to
the Federal Register listings at http://
www.epa.gov/fedrgstr/.

2. In person. The Agency has
established an official record for this
action under docket control number
OPP-301156. The official record
consists of the documents specifically
referenced in this action, any public
comments received during an applicable
comment period, and other information
related to this action, including any
information claimed as Confidential
Business Information (CBI). This official
record includes the documents that are
physically located in the docket, as well
as the documents that are referenced in
those documents. The public version of
the official record does not include any
information claimed as CBI. The public
version of the official record, which
includes printed, paper versions of any
electronic comments submitted during
an applicable comment period, is
available for inspection in the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The PIRIB telephone number
is (703) 305-5805.

III. What Does this Technical
Correction Do?

In the Federal Register of June 9, 1999
(64 FR 30997) (FRL-6082—-6) EPA
published a notice pursuant to section
408 of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C. 346a,
as amended by the Food Quality
Protection Act (FQPA) (Public Law 104—
170) announcing the filing of a pesticide
tolerance petition (9E5060) by AgrEvo
USA, now doing business as Aventis

Crop Science, P.O. Box 12014, 2 T.W.
Alexander Drive, Research Triangle
Park, NC 27709. This notice included a
summary of the petition prepared by the
petitioner, including a statement
specifying isoxadifen-ethyl’s application
rate as amount of safener (in pounds)
per acre.

Time-limited tolerances for
isoxadifen-ethyl on various rice
commodities were established in the
Federal Register on June 21, 2001 (66
FR 33179) (FRL-6786-1). In that
document, the tolerance expression
inadvertently described the application
rate of the compound isoxadifen-ethyl
as 0.17 pound of safener per pound of
active ingredient. The tolerance
expression should have read: 0.17
pound of safener per acre.

IV. Why is this Technical Correction
Issued as a Final Rule?

Section 553 of the Administrative
Procedure Act (APA), 5 U.S.C.
553(b)(B), provides that, when an
Agency for good cause finds that notice
and public procedure are impracticable,
unnecessary or contrary to the public
interest, the Agency may issue a rule
without providing notice and an
opportunity for public comment. EPA
has determine that there is good cause
for making today’s rule final without
prior proposal and opportunity of
comment, because EPA is amending the
tolerance expression to include the
language (pounds safener per acre) that
was previously used in the notice of
filing.

V. Do Any of the Regulatory
Assessment Requirements Apply to this
Action?

This final rule implements a technical
correction to the Code of Federal
Regulations, and it does not otherwise
impose or amend any requirements. As
such, the Office of Management and
Budget (OMB) has determined that a
technical correction is not a “significant
regulatory action” subject to review by
OMB under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
Nor does this final rule contain any
information collection requirements that
require review and approval by OMB
pursuant to the Paperwork Reduction
Act of 1995 (PRA) (44 U.S.C. 3501 et
seq.).

Because this action is not
economically significant as defined by
section 3(f) of Executive Order 12866,
this action is not subject to Executive
Order 13045, entitled Protection of
Children from Environmental Health
Risks and Safety Risks (62 FR 19885,
April 23, 1997). This action will not
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result in environmental justice related
issues and does not, therefore, require
special consideration under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since the Agency has made a “good
cause” finding that this action is not
subject to notice-and-comment
requirements under the APA or any
other statute (see Unit IV.), this action
is not subject to provisions of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.), or to sections 202
and 205 of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). In addition, this action
does not significantly or uniquely affect
small governments or impose a
significant intergovernmental mandate,
as described in sections 203 and 204 of
UMRA.

This final rule will not have
substantial direct effects on the States or
on one or more Indian tribes, on the
relationship between the national
government and the States or one or
more Indian tribes, or on the
distribution of power and
responsibilities among the various
levels of government or between the
Federal government and Indian tribes.
As such, this action does not have any
‘“ tribal implications” as described in
Executive Order 13175, entitled
Consultation and Coordination with
Indian Tribal Governments (65 FR
67249, November 6, 2000), or any
“federalism implications " as described
in Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999).

This action does not involve any
technical standards that require the

Agency’s consideration of voluntary

consensus standards pursuant to section

12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). In issuing
this final rule, EPA has taken the
necessary steps to eliminate drafting
errors and ambiguity, minimize
potential litigation, and provide a clear
legal standard for affected conduct, as

required by section 3 of Executive Order

12988, entitled Civil Justice Reform (61
FR 4729, February 7, 1996).

EPA has complied with Executive
Order 12630, entitled Governmental
Actions and Interference with
Constitutionally Protected Property
Rights (53 FR 8859, March 15, 1988), by
examining the takings implications of
this rule in accordance with the
‘“Attorney General’s Supplemental
Guidelines for the Evaluation of Risk
and Avoidance of Unanticipated
Takings ” issued under the Executive
Order. For information about the
applicability of the regulatory
assessment requirements to the final

rule that was issued on July 14, 2000 (64
FR 43704), please refer to the discussion

in Unit VIIIL. of that document.

VI. 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

Congress and 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 record keeping
requirements.

Dated: July 23, 2001.

James Jones,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR part 180 is
amended as follows:

PART 180—-[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a, 371.

2. Section 180.570 is amended by
revising paragraph (a) to read as follows:

§180.570
residues.

Isoxadifen-ethyl; tolerances for

(a) General. Tolerances that expire as
indicated in the table below are
established for residues of isoxadifen-
ethyl (ethyl 5,5-diphenyl-2-isoxazoline-
3-carboxylate, CAS No. 163520-33-0)
and its metabolites: 4,5-dihydro-5,5-
diphenyl-3-isoxazolecarboxylic acid and
B-hydroxy-B-benezenepropanenitrile
when in the commodities listed below.
This safener will be used only in
conjunction with the active ingredient
fenoxaprop-p-ethyl, at a rate of 0.17
pound of safener per acre.

Expiration/
Commodity P?nritlﬁopner Revocation
date

Rice, bran 0.80 6/21/04

Rice, grain 0.10 6/21/04

Rice, hulls 0.50 6/21/04

Rice, straw 0.25 6/21/04
* * * * *

[FR Doc. 01-19326 Filed 8—1-01; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-301148; FRL-6791-7]

RIN 2070-AB78

Tepraloxydim; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerance for combined residues of
tepraloxydim (2-[1-[[[(2E)-3-chloro-2-
propenylloxyliminolpropyl]-3-hydroxy-
5-(tetrahydro-2H-pyran-4-yl)-
cyclohexene-1-one) and its metabolites
convertible to GP (3- (tetrahydropyran-
4-yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim, in or on canola, seed;
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cotton, undelinted seed; cotton, gin
byproducts; soybean, seed; soybean,
hulls; and soybean, aspirated grain
fractions; and the combined residues of
tepraloxydim and its metabolites
convertible to GP, OH-GP, and GL (3-(2-
oxotetrahydropyran-4-yl)pentane-1,5-
dioic acid), calculated as tepraloxydim,
in or on milk; meat of cattle, goats, hogs,
horses, and sheep; meat byproduct
(except kidney) of cattle, goats, hogs,
horses, and sheep; kidney of cattle,
goats, hogs, horses, and sheep; fat of
cattle, goats, hogs, horses, and sheep;
poultry, meat; poultry, meat byproducts
(except liver), poultry, fat; poultry, liver,
and eggs. Nippon Soda Company, Ltd
requested this tolerance under the
Federal Food, Drug, and Cosmetic Act,
as amended by the Food Quality
Protection Act of 1996.

DATES: This regulation is effective
August 2, 2001. Objections and requests
for hearings, identified by docket
control number OPP-301148, must be
received by EPA on or before October 1,
2001.

ADDRESSES: Written objections and
hearing requests may be submitted by
mail, in person, or by courier. Please
follow the detailed instructions for each
method as provided in Unit VI. of the
SUPPLEMENTARY INFORMATION. To ensure
proper receipt by EPA, your objections
and hearing requests must identify
docket control number OPP-301148 in
the subject line on the first page of your
response.

FOR FURTHER INFORMATION CONTACT: By
mail: Jim Tompkins, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave.,
NW.,Washington, DC 20460; telephone
number: (703) 305-5697 ; and e-mail
address: tompkins.jim@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be affected by this action if
you are an agricultural producer, food
manufacturer, or pesticide
manufacturer. Potentially affected
categories and entities may include, but
are not limited to:

Cat- Examples of Poten-
egories NAICS tially A?fected Entities
Industry 111 | Crop production
112 | Animal production
311 | Food manufacturing
32532 | Pesticide manufac-
turing

This listing is not intended to be
exhaustive, but rather provides a guide

for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in the table could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether or not this action might apply
to certain entities. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Additional
Information, Including Copies of this
Document and Other Related
Documents?

1. Electronically.You may obtain
electronic copies of this document, and
certain other related documents that
might be available electronically, from
the EPA Internet Home Page at http://
www.epa.gov/. To access this
document, on the Home Page select
“Laws and Regulations”, “Regulations
and Proposed Rules,” and then look up
the entry for this document under the
“Federal Register—Environmental
Documents.” You can also go directly to
the Federal Register listings at http://
www.epa.gov/fedrgstr/. To access the
OPPTS Harmonized Guidelines
referenced in this document, go directly
to the guidelines at http://www.epa.gov/
opptsfrs/home/guidelin.htm. A
frequently updated electronic version of
40 CFR part 180 is available at http://
www.access.gpo.gov/nara/cfr/
cfrhtml_180/Title_40/40cfr180_00.html,
a beta site currently under development.

2. In person. The Agency has
established an official record for this
action under docket control number
OPP-301148. The official record
consists of the documents specifically
referenced in this action, and other
information related to this action,
including any information claimed as
Confidential Business Information (CBI).
This official record includes the
documents that are physically located in
the docket, as well as the documents
that are referenced in those documents.
The public version of the official record
does not include any information
claimed as CBI. The public version of
the official record, which includes
printed, paper versions of any electronic
comments submitted during an
applicable comment period is available
for inspection in the Public Information
and Records Integrity Branch (PIRIB),
Rm. 119, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA, from 8:30
a.m. to 4 p.m., Monday through Friday,
excluding legal holidays. The PIRIB
telephone number is (703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of December
22,1999 64 FR 71774) (FRL-6398-6),
EPA issued a notice pursuant to section
408 of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C. 346a
as amended by the Food Quality
Protection Act of 1996 (FQPA) (Public
Law 104-170) announcing the filing of
a pesticide petition (PP 8F4945) for
tolerance by BASF Corporation, acting
as agent for Nippon Soda Company,
Ltd., P.O. Box 13528, Research Triangle
Park, NC 27709-3528. This notice
included a summary of the petition
prepared by Nippon Soda, the
registrant. There were no comments
received in response to the notice of
filing.

The petition requested that 40 CFR
part 180 be amended by establishing a
tolerance for combined residues of the
herbicide tepraloxydim, (2-[1-[[[(2E)-3-
chloro-2-propenyl]oxylimino]propyl]-3-
hydroxy-5-(tetrahydro-2H-pyran-4-yl)-
cyclohexene-1-one) and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) (calculated as
the herbicide) in or on the raw
agricultural commodities cotton, seed at
0.2 part per million (ppm); cotton meal
at 0.2 ppm, cotton gin trash at 3.0 ppm;
soybean seed at 5.0 ppm; soybean hulls,
poultry meat and fat at 0.5 ppm; and
poultry, liver at 1.0 ppm; and eggs at 0.2
ppm.

During the course of the review, the
Agency determined that the available
data support the following tolerances:
tepraloxydim (2-[1-[[[(2E)-3-chloro-2-
propenylloxyliminolpropyl]-3-hydroxy-
5-(tetrahydro-2H-pyran-4-yl)-
cyclohexene-1-one) and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim, in or on cotton,
undelinted seed at 0.2 ppm; cotton, gin
byproducts at 3.0 ppm; soybean, seed at
6.0 ppm; soybean, hulls at 8.0 ppm; and
soybean, aspirated grain fractions at
1200 ppm; and the combined residues
of tepraloxydim and its metabolites
convertible to GP, OH-GP, and GL (3-(2-
oxotetrahydropyran-4-yl)pentane-1,5-
dioic acid), calculated as tepraloxydim,
in or on milk at 0.1 ppm; meat of cattle,
goats, hogs, horses, and sheep at 0.2
ppm; meat byproduct (except kidney) of
cattle, goats, hogs, horses, and sheep at
0.2 ppm; kidney of cattle, goats, hogs,
horses, and sheep at 0.5 ppm; fat of
cattle, goats, hogs, horses, and sheep at
0.15 ppm; poultry, meat at 0.2 ppm;
poultry, meat byproducts (except liver)
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at 0.2 ppm; poultry, fat at 0.3 ppm;
poultry, liver at 1.0 ppm; and eggs at
0.20 ppm. The available data also
support the establishment of a tolerance
with regional registration, as defined in
§180.1(n) for the combined residues of
tepraloxydim and its metabolites
convertible to GP and OH-GP,
calculated as tepraloxydim in or on the
raw agricultural commodity canola,
seed at 0.5 ppm.

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) 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. For

further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

ITI. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 and to make a determination
on aggregate exposure, consistent with
section 408(b)(2), for a tolerance[s] for
the combined residues of tepraloxydim
(2-[1-[[[(2E)-3-chloro-2-
propenylloxylimino]propyl]-3-hydroxy-
5-(tetrahydro-2H-pyran-4-yl)-
cyclohexene-1-one) and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim, in or on cotton,
undelinted seed at 0.2 ppm; cotton, gin
byproducts at 3.0 ppm; soybean, seed at
6.0 ppm; soybean, hulls at 8.0 ppm;
soybean, aspirated grain fractions at
1200 ppm; and the combined residues
of tepraloxydim and its metabolites
convertible to GP, OH-GP, and GL (3-(2-
oxotetrahydropyran-4-yl)pentane-1,5-
dioic acid), calculated as tepraloxydim,
in or on milk at 0.1 ppm; meat of cattle,
goats, hogs, horses, and sheep at 0.2

ppm; meat byproduct (except kidney) of
cattle, goats, hogs, horses, and sheep at
0.2 ppm; kidney of cattle, goats, hogs,
horses, and sheep at 0.5 ppm; fat of
cattle, goats, hogs, horses, and sheep at
0.15 ppm; poultry, meat at 0.2 ppm;
poultry, meat byproducts (except liver)
at 0.2 ppm; poultry, fat at 0.3 ppm;
poultry, liver at 1.0 ppm; and eggs at
0.20 ppm; and a tolerance with regional
registration, as defined in § 180.1(n) for
the combined residues of tepraloxydim
and its metabolites convertible to GP
and OH-GP, calculated as tepraloxydim,
in or on the raw agricultural commodity
canola, seed at 0.5 ppm. EPA’s
assessment of exposures and risks
associated with establishing the
tolerance follows.

A. Toxicological Profile

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 tepraloxydim are
discussed in the following Table 1 as
well as the no observed adverse effect
level (NOAEL) and the lowest observed
adverse effect level (LOAEL) from the
toxicity studies reviewed.

TABLE 1.— SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No. Study Type Results
870.3100 90-Day oral toxicity in rats | NOAEL = M=22, F=26 mg/kg/day
LOAEL = M=223, F=257 mg/kg/day based on decreased body weight/body weight
gain, changes in kidney proximal tubule, and changes in clinical chemistry param-
eters indicative of liver and kidney impairment.
870.3150 90-Day oral toxicity in NOAEL = M=12.9, F=14.3 mg/kg/day
dogs
LOAEL = M=63.3, F=68.0 mg/kg/day based on increased liver and thyroid weights
and histopathology of spleen.
870.3200 28-Day dermal toxicity in | NOAEL = 1,000 mg/kg/day (limit dose)
rats
LOAEL = Not determined.
870.3700a Prenatal developmental in | Maternal NOAEL = 120 mg/kg/day
rats
LOAEL = 360 mg/kg/day based on decreased body weight and food consumption.
Developmental NOAEL = 40 mg/kg/day
LOAEL = 120 mg/kg/day based on decreased fetal body weight, retarded ossification,
and hydroureter.
870.3700b Prenatal developmental in | Maternal NOAEL = 60 mg/kg/day; LOAEL = 180 mg/kg/day based on decreased
rabbits body weight and food consumption.
Developmental NOAEL = = 180 mg/kg/day (HTD)
LOAEL = >180 mg/kg/day based on no developmental effects at the HTD.
870.3800 Reproduction and fertility Parental/Systemic NOAEL = M=50.6, F=55.0 mg/kg/day
effects in rats



40144

Federal Register/Vol. 66, No. 149/ Thursday, August 2, 2001/Rules and Regulations

TABLE 1.— SUBCHRONIC, CHRONIC, AND OTHER ToxIcITY—Continued

Guideline No.

Study Type

Results

LOAEL = M= 260.0, F= 276.0 mg/kg/day based on decreased body weight/ weight
gain and food consumption.

Reproductive NOAEL = = 260 mg/kg/day

LOAEL = > 260 mg/kg/day based on no reproductive effects.

Offspring NOAEL = M=50.6, F=55.0 mg/kg/day

LOAEL = M= 260.0, F= 276.0 mg/kg/day based on reduced pup body weight gain
and lower pup body weight during lactation.

870.4100b Chronic toxicity in dogs NOAEL = M=11.5, F=12.5 mg/kg/day
LOAEL = M=56.0, F=60.6 mg/kg/day based on reduced epididymal and prostate ac-
tivities, transitional epithelial hyperplasia of the urinary bladder, and abnormal liver
function and liver foci.
870.4200 Carcinogenicity in rats NOAEL = M=5, F=38 mg/kg/day
LOAEL = M=30, F=272 mg/kg/day based on hepatic lesions in both sexes, increased
incidences of hepatocellular adenoma/carcinoma in females, adrenal medullary tu-
mors in females, and uterine schwannoma in females.
Some evidence of carcinogenicity in females
870.4300 Carcinogenicity in mice NOAEL = M=37, F=52 mg/kg/day
LOAEL = M=332, F=490 mg/kg/day based on decreased body weight/gain, increased
relative liver weight in males, and uterine sclerosis.
Female mice developed liver tumors at an excessively toxic dose.
870.5100 Gene Mutation Ames test: Negative at all doses; cytotoxic at HTD of 5,000 pg/ml.

Mammalian (CHO/HPRT): Negative; HTD = 3,000 pg/ml (limit of solubility = 1000 pg/
ml).

870.5395 and 870.5375

Cytogenetics

In vivo (mouse bone marrow): Negative; HTD = 500 mg/kg.
In vitro (chromosomal aberration in CHO cells): Negative; HTD = 1,000 pg/ml (limit of
solubility).

870.5550 Other Effects UDS in primary male rat hepatocytes: Negative; HTD = 500 pg/ml; cytotoxic at = 100
pg/mil.
870.6200a Acute neurotoxicity NOAEL = < 500 mg/kg
screening battery (unac-
ceptable)
LOAEL = 500 mg/kg based on decreased motor activity.
870.6200b Subchronic neurotoxicity NOAEL = M=103, F=124 mg/kg/day
screening battery (unac-
ceptable)
LOAEL = M=428, F=513 mg/kg/day based on increased motor activity, and de-
creased body weight, food consumption, food efficiency.
870.7485 Metabolism and phar- In pharmacokinetics/metabolism studies in the rat, tepraloxydim was readily and al-
macokinetics most completely absorbed after oral administration (single dose of 30 or 300 mg/
kg), but was rapidly excreted mainly via the urine (65-80%). Excretion was nearly
2-3 fold higher in the bile than the feces, which suggests enterohepatic recircula-
tion. The rat plasma half life of radiolabeled tepraloxydim is nearly 4.4 and 10
hours at the low and high dose, respectively. No accumulation of radioactivity was
observed in any tissue at 120 hours post-dosing. A large number of metabolites
were detected in the urine, feces, and bile; the main metabolic pathway being oxi-
dation at the pyran ring to the lactone via a hydroxy metabolite, and cleavage of
the oxime ether group with the imine and oxazol as products. At near plasma tmax
(one hour post dosing), the plasma, liver, and kidney almost exclusively contained
the parent compound. The results indicate that the distribution, metabolism, and
excretion of tepraloxydim is independent from dose levels, sex, route of administra-
tion (oral vs. i.v.), or site of label (pyran vs. cyclohexanone).
870.7600 Dermal penetration (unac- | The available rat dermal absorption study is considered unacceptable. A dermal ab-

ceptable)

sorption rate of 36% was derived based on the results of a 28-day dermal toxicity
study in rats and developmental toxicity study in rats.

B. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the

toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest

dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
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selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intra species differences.

For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RfD or chronic RfD) where
the RID is equal to the NOAEL divided
by the appropriate UF (RfD = NOAEL/
UF). Where an additional safety factor is
retained due to concerns unique to the
FQPA, this additional factor is applied
to the RfD by dividing the RfD by such
additional factor. The acute or chronic

Population Adjusted Dose (aPAD or
cPAD) is a modification of the RID to
accommodate this type of FQPA Safety
Factor.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate

risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk is expressed as 1 x 106 or one
in a million). Under certain specific
circumstances, MOE calculations will
be used for the carcinogenic risk
assessment. In this non-linear approach,
a “point of departure” is identified
below which carcinogenic effects are
not expected. The point of departure is
typically a NOAEL based on an
endpoint related to cancer effects
though it may be a different value
derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOEcancer = point
of departure/exposures) is calculated. A
summary of the toxicological endpoints
for tepraloxydim used for human risk
assessment is shown in the following
Table 2:

TABLE 2.— SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR TEPRALOXYDIM FOR USE IN HUMAN RISK

ASSESSMENT

Dose (mg/kg/day), Un-

Study and Toxicological Ef-

Exposure Scenario certainty Factor (UF)

Population (if applicable); Endpoint

fects

Acute Dietary NOAEL = 40; UF = 100;

13-50 ONLY.

FQPA* = 3X; Females

Females 13-50: Reduced fetal body weight, reduced
ossification indicative of delayed maturation, and
the occurrence of hydroureter at 120 mg/kg/day
(LOAEL).

General Population: This risk assessment is not re-
quired. No appropriate single dose end-point.

Acute RfD = 0.4 mg/kg

Acute PAD = 0.13 mg/kg/day (Females 13-50 ONLY)

Developmental Toxicity-Rat

Chronic Dietary NOAEL =5 UF = 100;

FQPA = 1X

NOAEL = 100 ppm (5 mg/kg/day) based on male liver
microscopic lesions (eosinophilic foci) at 600 ppm
(30 mg/kg/day).

Chronic RfD = 0.05 mg/kg/day

Carcinogenicity-Rat

Incidental Oral, Short-Term NOAEL = 120; FQPA =

1X

Reduced maternal body weight gain and food con-
sumption at 360 mg/kg/day (LOAEL).

Developmental Toxicity-Rat

Incidental Oral, Intermediate- | NOAEL = 22; FQPA =
Term 1X

NOAEL = 300 ppm (males 22, females 26 mg/kg/day)
based on reduced body weight/body weight gain,
proximal tubule kidney changes in males, and clin-
ical chemistry changes indicative of hepatic and kid-
ney impairment in both sexes at 3000 ppm (223
and 257 mg/kg/day.

Subchronic Oral Toxicity-Rat

Dermal, Short- and Inter- NOAEL = 40 Reduced fetal body weight, reduced ossification indic- | Developmental Toxicity-Rat
mediate-Term ative of delayed maturation, and the occurrence of
hydroureter at 120 mg/kg/day (LOAEL). The dermal
absorption factor of 36% should be used for route-
to-route extrapolation.
Dermal, Long-Term NOAEL= N/A This risk assessment is not required due to the sea- | N/A
sonal use of the chemical.
Inhalation, Short-and Inter- NOAEL= 40 Reduced fetal body weight, reduced ossification indic- | Developmental Toxicity-Rat
mediate-Term ative of delayed maturation, and the occurrence of
hydroureter at 120 mg/kg/day (LOAEL). Use route-
to-route extrapolation and a 100% absorption rate
(default value).
Inhalation, Long-Term NOAEL = N/A This risk assessment is not required due to the sea- | N/A

sonal use of the chemical.

* The reference to the FQPA Safety Factor refers to any additional safety factor retained due to concerns unique to the FQPA.
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C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been not
established (40 CFR part 180) for the
combined residues of tepraloxydim and
its metabolites, in or on a variety of raw
agricultural commodities. Risk
assessments were conducted by EPA to
assess dietary exposures from
tepraloxydim in food as follows:

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide if a toxicological study has
indicated the possibility of an effect of
concern occurring as a result of a 1 day
or single exposure. The Dietary
Exposure Evaluation Model (DEEMP)
analysis evaluated the individual food
consumption as reported by
respondents in the USDA 1989-1992
nationwide Continuing Surveys of Food
Intake by Individuals (CSFII) and
accumulated exposure to the chemical
for each commodity. The following
assumptions were made for the acute
exposure assessments: For acute risk
assessments, a food consumption
distribution is calculated for each
population subgroup of interest based
on 1 day consumption data. The only
population subgroup of concern for this
risk assessment is females (13-50 years
old). The consumption distribution can
be multiplied by a residue point
estimate for a deterministic (Tier I/IT
type) exposure/risk assessment, or used
with a residue distribution in a
probabilistic (Monte Carlo) type risk
assessment. Exposure estimates are
expressed in mg/kg bw/day and as a
percent of the aPAD.

In conducting this acute dietary risk
assessment, the Agency has made highly
conservative assumptions. Default
concentration factors were used for the
processed commodities. One hundred
percent of the proposed crops are
assumed to be treated with
tepraloxydim and residues were
assumed to be at tolerance levels. This
is expected to result in an overestimate
of dietary exposure. Therefore, this
acute dietary (food only) risk assessment
should be viewed as a highly
conservative risk estimate. The percent
aPAD that would be above EPA‘s level
of concern would be 100%. Percent crop
treated (PCT) and/or anticipated
residues were not used. A DEEM acute
analysis was performed using proposed
and recommended tolerance levels for
the combined residues of tepraloxydim
and its metabolites for females (13—50
years old). Based on the results of this
analysis, exposure to tepraloxydim from
food will utilize 4.4% of aPAD for
females (13-50 years old), the only
population subgroup of concern.

ii. Chronic exposure. In conducting
this chronic dietary risk assessment the
DEEMF" analysis evaluated the
individual food consumption as
reported by respondents in the USDA
1989-1992 nationwide CSFII and
accumulated exposure to the chemical
for each commodity. The following
assumptions were made for the chronic
exposure assessments: For chronic
dietary risk assessment, residue
estimates for foods (e.g. apples) or food-
forms (e.g. apple juice) of interest are
multiplied by the averaged consumption
estimate of each food/food-form of each
population subgroup. Exposure
estimates are expressed in mg/kg/day
and as a percent of the cPAD.

In conducting this chronic dietary risk
assessment, the Agency has made highly
conservative assumptions which result
in an overestimate of human dietary
exposure. A DEEM chronic exposure
analysis was performed using the
proposed tolerance level residues and
100% of the crop treated to estimate the
exposure for the general population and
subgroups of interest. This is expected
to result in an overestimate of dietary
risk. Therefore, this chronic dietary
(food only) risk assessment should be
viewed as a highly conservative risk
estimate. Thus, in making a safety
determination for these tolerances, EPA
takes into account this highly
conservative exposure assessment. The
Agency is generally concerned with
chronic exposures that exceed 100% of
the cPAD or chronic RfD. Percent crop
and/or anticipated residues were not
used. Based on this analysis the
exposure to tepraloxydim from food will
utilize 6.8% cPAD for the general
population, 31% cPAD for all infants
(>1 year old), 15% cPAD for children
(1-6 old), 10% cPAD for children (7-12
old), 7.4% cPAD for males (13—19 old),
and 5.0% for females (13—50 old) and
males (20+ years old).

iii. Cancer. Tepraloxydim has been
reviewed by the Agency for
carcinogenicity classification. In
accordance with the EPA Draft
Guidelines for Carcinogenic Risk
Assessment (July, 1999), the Agency has
classified tepraloxydim as data are
inadequate for an assessment of human
carcinogenic potential because some
evidence is suggestive of carcinogenic
effects, but other equally pertinent
evidence does not confirm a concern.
The Agency concluded that
quantification of human cancer risk is
not required because although there was
some evidence of carcinogenicity in
female rats based on an increased
incidence of liver tumors at the high
dose, this finding was not supported by
the results of the chronic study. The

Agency also concluded that female mice
developed liver tumors at an excessively
toxic dose, and although male mice had
non-neoplastic liver changes similar to
or exceeding those seen in female mice
at the same dose, there was no increase
in liver tumor incidence in males.
Further more tepraloxydim was not
mutagenic in a battery of assays.
Therefore a cancer risk assessment was
not performed.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
tepraloxydim in drinking water.
Because the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
tepraloxydim.

The Agency uses the Generic
Estimated Environmental Concentration
(GENEEC) or the Pesticide Root Zone/
Exposure Analysis Modeling System
(PRZM/EXAMS) to estimate pesticide
concentrations in surface water and SCI-
GROW, which predicts pesticide
concentrations in groundwater. In
general, EPA will use GENEEC (a tier 1
model) before using PRZM/EXAMS (a
tier 2 model) for a screening-level
assessment for surface water. The
GENEEC model is a subset of the PRZM/
EXAMS model that uses a specific high-
end runoff scenario for pesticides.
GENEEC incorporates a farm pond
scenario, while PRZM/EXAMS
incorporate an index reservoir
environment in place of the previous
pond scenario. The PRZM/EXAMS
model includes a percent crop area
factor as an adjustment to account for
the maximum percent crop coverage
within a watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
coarse screen for sorting out pesticides
for which it is highly unlikely that
drinking water concentrations would
ever exceed human health levels of
concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs) from these
models to quantify drinking water
exposure and risk as a %RfD or %PAD.
Instead, drinking water levels of
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comparison (DWLOCs) are calculated
and used as a point of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOGCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses. Since DWLOCs address
total aggregate exposure to tepraloxydim
they are further discussed in the
aggregate risk sections below.

Based on the GENEEC and SCI-GROW
models the EECs of tepraloxydim for
acute exposures are estimated to be 17.6
pg/L for surface water and 0.0015 pg/L
parts per billion (ppb) for groundwater.
EEGs for chronic exposures are
estimated to be 10.3 pg/L ppb for surface
water and 0.0015 pg/L ppb for ground
water.

3. From non-dietary exposure. The
term ‘‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Tepraloxydim is not registered for use
on any sites that would result in
residential exposure.

4. Cumulative exposure to substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”

EPA does not have, at this time,
available data to determine whether
tepraloxydim 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,
tepraloxydim 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 tepraloxydim has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the final rule for
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997).

D. Safety Factor for Infants and
Children

1. Safety factor for infants and
children—In general. FFDCA section

408 provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the database on toxicity
and exposure 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 margin of exposure (MOE) analysis
or through using uncertainty (safety)
factors in calculating a dose level that
poses no appreciable risk to humans.

2. Prenatal and postnatal sensitivity.
Based on the available data, both
quantitative and qualitative evidence of
increased susceptibility was observed
following in utero tepraloxydim
exposure to rats. In the prenatal rat
developmental toxicity study, the
developmental toxicity NOAEL/LOAEL
is below the maternal toxicity NOAEL/
LOAEL. Additionally, the
developmental effects observed
(reduced fetal body weights, retarded
ossification indicative of delayed
maturation, and the occurrence of
hydroureter) were considered to be
more severe than those observed in
maternal animals (decreased body
weight gain and food consumption). No
evidence of increased susceptibility was
seen following pre/post natal exposure
in the 2-generation reproduction study.

3. Conclusion. The toxicology
database for tepraloxydim is complete
except for a developmental
neurotoxicity study which is required
due to evidence of neurotoxicity (effects
on motor activity and grip strength)
observed in acute and subchronic
neurotoxicity studies with adult animals
and a 28-day inhalation toxicity study is
required because there is no inhalation
toxicity available for risk assessment.
The exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures. EPA
determined that the 10X safety factor to
protect infants and children should be
reduced to 3x for tepraloxydim. The
Agency concluded that a safety factor is
required for tepraloxydim since there is
evidence of increased susceptibility of
the young demonstrated in the prenatal
developmental study in rats. The
Committee recommended that the FQPA
safety factor be reduced to 3x because:
the toxicology database is complete; the
requirement of a developmental
neurotoxicity study is not based on
criteria reflecting special concern for the
developing fetuses or young which are
generally used for requiring a DNT
study - and a safety factor (e.g.:
neuropathy in adult animals; CNS
malformations following prenatal

exposure; brain weight or sexual
maturation changes in offspring; and/or
functional changes in offspring) - and
therefore does not warrant an FQPA
safety factor?; the dietary (food and
drinking water) exposure assessments
will not underestimate the potential
exposures for infants and children; and
there are currently no residential uses.

The FQPA safety factor for
tepraloxydim is applicable to only
Females 13-50 years population
subgroup for acute dietary risk
assessment (there are currently no
residential exposure scenarios), since
there is concern for increased
susceptibility of the young
demonstrated in the prenatal
developmental study in rats. The
developmental effects are presumed to
occur following a single exposure of
females of child-bearing age and,
therefore, are appropriate for risk
assessment for females aged 13—50 years
old.

E. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against the model
estimates of a pesticide’s concentration
in water (EECs). DWLOC values are not
regulatory standards for drinking water.
DWLOCG:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking
water e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure). This
allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the USEPA Office of Water
are used to calculate DWLOCs: 2L/70 kg
(adult male), 2L/60 kg (adult female),
and 1L/10 kg (child). Default body
weights and drinking water
consumption values vary on an
individual basis. This variation will be
taken into account in more refined
screening-level and quantitative

1This is an interim step towards accordance with
the proposed OPP Policy on Determination of the
Appropriate FQPA Safety Factor(s) for Use in the
Tolerance-Setting Process’ which was presented to
the FIFRA SAP meeting in May, 1999 and placed
in the Docket for Public Comment (64 FR 37001,
July 8, 1999; Docket No. 37001).
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drinking water exposure assessments.
Different populations will have different
DWLOCGs. Generally, a DWLOC is
calculated for each type of risk
assessment used: acute, short-term,
intermediate-term, chronic, and cancer.
When EECs for surface water and
groundwater are less than the calculated
DWLOGs, the Office of Pesticide
Programs concludes with reasonable
certainty that exposures to the pesticide
in drinking water (when considered
along with other sources of exposure for
which OPP has reliable data) would not

result in unacceptable levels of

aggregate human health risk at this time.
Because OPP considers the aggregate
risk resulting from multiple exposure
pathways associated with a pesticide’s
uses, levels of comparison in drinking
water may vary as those uses change. If
new uses are added in the future, OPP
will reassess the potential impacts of
residues of the pesticide in drinking

water as a part of the aggregate risk

assessment process.

1. Acute risk. Using the exposure
assumptions discussed in this unit for

acute exposure, the acute dietary

exposure from food to tepraloxydim will
occupy 4.4% of the aPAD for females 13
years and older. In addition, there is
potential for acute dietary exposure to
tepraloxydim in drinking water. After
calculating DWLOCs and comparing
them to the EECs for surface and ground
water, EPA does not expect the
aggregate exposure to exceed 100% of

the aPAD, as shown in the following
Table 3:

TABLE 3.— AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO TEPRALOXYDIM

Surface Ground Acute
Population Subgroup aPAD (mg/ | % aPAD | 1o EEC | Water EEC | DWLOC
ko) (Food) (Mg/L)3 (Mg/L)3 (Mo/L)3
Females (13-50 years) 0.13 4.4 17.6 0.0015 3,700

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to teparloxydim from food
will utilize 6.8% of the cPAD for the
U.S. population, 31% of the cPAD for
all infants (< 1 year old and 15% of the

TABLE 4.— AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO TEPRALOXYDIM

cPAD for children (1-6 years old) and
5.0% of the cPAD for females (13-50
years old). There are no residential uses
for tepraloxydim that result in chronic
residential exposure to tepraloxydim. In
addition, there is potential for chronic

dietary exposure to tepraloxydim in

drinking water. After calculating
DWLOGs and comparing them to the
EEGs for surface and ground water, EPA
does not expect the aggregate exposure
to exceed 100% of the cPAD, as shown
in the following Table 4:

Surface Ground Chronic
Population Subgroup CFI’(A/%;“@]/ "/E’F%':’S;D Water EEC | Water EEC | DWLOC
gaay (g/L) (g/L) (g/L)
U.S. Population 0.05 6.8 10.3 0.0015 1,600
Females (13-50 years old) 0.05 5.0 10.3 0.0015 1,400
All Infants (<1 year) 0.05 31.0 10.3 0.0015 350
Males (13-19 years old) 0.05 5.0 10.3 0.0015 1,600

3. Short-term risk. Short-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Tepraloxydim is not registered for use
on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level).

Tepraloxydim is not registered for use
on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

5. Aggregate cancer risk for U.S.
population. Tepraloxydim has been
reviewed by the Agency for

carcinogenicity classification. In
accordance with the EPA Draft
Guidelines for Carcinogenic Risk
Assessment (July, 1999), the Agency has
classified tepraloxydim as data are
inadequate for an assessment of human
carcinogenic potential because some
evidence is suggestive of carcinogenic
effects, but other equally pertinent
evidence does not confirm a concern.
The Agency concluded that
quantification of human cancer risk is
not required because although there was
some evidence of carcinogenicity in
female rats based on an increased
incidence of liver tumors at the high
dose, this finding was not supported by
the results of the chronic study. The
Agency also concluded that female mice
developed liver tumors at an excessively
toxic dose, and although male mice had
non-neoplastic liver changes similar to
or exceeding those seen in female mice
at the same dose, there was no increase
in liver tumor incidence in males.
Further more, tepraloxydim was not

mutagenic in a battery of assays.
Therefore a cancer risk assessment was
not performed.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to
tepraloxydim residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Analytical methods (gas
chromotography (GC/MS (selected ion
monitoring)) have been proposed as
analytical enforcement methods by the
petitioner for raw agricultural,
processed, and livestock commodities.
These methods have been validated by
the petitioner for gathering residue data.
The initial raw agricultural commodity
method has a longer completion time
than currently permitted by current EPA
Guidelines. A shorter, improved method
for agricultural commodities and the



Federal Register/Vol. 66, No. 149/ Thursday, August 2, 2001/Rules and Regulations

40149

livestock commodity methods are being
evaluated by EPA‘s Analytical
Chemistry Branch. Prior to publication
in PAM II and upon request, the
analytical methods will be available
from the Analytical Chemistry Branch
(ACB), Biological and Economic
Analysis Division (BEAD),
Environmental Sciences Center, 701
Mapes Road, Fort George C. Meade, MD
20755-5350, contact Frances D. Griffith
Jr., telephone (410-305-2905, e-mail
griffith,frances@epa.gov. The analytical
standards for these methods are also
available from EPA‘s National Pesticide
Standard Repository at the same
location. Successful completion of
method trials for proposed analytical
methods are a condition of registration

B. International Residue Limits

There are no Codex, Canadian, or
Mexican maximum residue limits
(MRLs) established for tepraloxydim.
Harmonization is not an issue at this
time.

C. Conditions

The following are conditions of
registration.

1. Successful completion of method
trials for the proposed analytical
enforcement methods.

2. A regional registration for canola in
the states of Minnesota, Montana, North
Dakota, and South Dakota.

3. Submission of additional storage
stability data are needed to support the
ruminant feeding study (samples stored
for 217-337 days) and Agency review of
storage stability data currently under
review.

4. Submission of a developmental
neurotoxicity study.

5. Submission of a 28—day inhalation
toxicity study.

V. Conclusion

Therefore, the tolerance is established
for combined residues of tepraloxydim
(2-[1-[[[(2E)-3-chloro-2-
propenyl]oxylimino]propyll-3-hydroxy-
5-(tetrahydro-2H-pyran-4-yl)-
cyclohexene-1-one) and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3- (tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim, in or on cotton,
undelinted seed at 0.2 ppm; cotton, gin
byproducts at 3.0 ppm; soybean, seed at
6.0 ppm; soybean, hulls at 8.0 ppm;
soybean, aspirated grain fractions at
1,200 ppm; and the combined residues
of tepraloxydim and its metabolites
convertible to GP, OH-GP, and GL (3-(2-
oxotetrahydropyran-4-yl)pentane-1,5-
dioic acid), calculated as tepraloxydim,
in or on milk at 0.1 ppm; meat of cattle,

goats, hogs, horses, and sheep at 0.2
ppm; meat byproduct (except kidney) of
cattle, goats, hogs, horses, and sheep at
0.2 ppm; kidney of cattle, goats, hogs,
horses, and sheep at 0.5 ppm; fat of
cattle, goats, hogs, horses, and sheep at
0.15 ppm; poultry, meat at 0.2 ppm;
poultry, meat byproducts (except liver)
at 0.2 ppm; poultry, fat at 0.3 ppm;
poultry, liver at 1.0 ppm; and eggs at
0.20 ppm; and a tolerance with regional
registration, as defined in § 180.1 (n) for
the combined residues of tepraloxydim
and its metabolites convertible to GP
and OH-GP, calculated as tepraloxydim,
in or on the raw agricultural commodity
canola, seed at 0.5 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA of 1996, EPA will
continue to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) 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), as was provided in the
old FFDCA sections 408 and 409.
However, the period for filing objections
is now 60 days, rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket control
number OPP-301148 in the subject line
on the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before October 1, 2001.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). 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). 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.

Mail your written request to: Office of
the Hearing Clerk (1900), Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460. You
may also deliver your request to the
Office of the Hearing Clerk in Rm. C400,
Waterside Mall, 401 M St., SW.,
Washington, DC 20460. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 260-4865.

2. Tolerance fee payment. If you file
an objection or request a hearing, you
must also pay the fee prescribed by 40
CFR 180.33(i) or request a waiver of that
fee pursuant to 40 CFR 180.33(m). You
must mail the fee to: EPA Headquarters
Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box
360277M, Pittsburgh, PA 15251. Please
identify the fee submission by labeling
it “Tolerance Petition Fees.”

EPA is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding the
waiver of these fees, you may contact
James Tompkins by phone at (703) 305—
5697, by e-mail at
tompkins.jim@epa.gov, or by mailing a
request for information to Mr. Tompkins
at Registration Division (7505C), Office
of Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

If you would like to request a waiver
of the tolerance objection fees, you must
mail your request for such a waiver to:
James Hollins, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

3. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VLA., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in Unit I.B.2. Mail your
copies, identified by docket control
number OPP-301148, to: Public
Information and Records Integrity
Branch, Information Resources and
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Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460. In
person or by courier, bring a copy to the
location of the PIRIB described in Unit
I.B.2. You may also send an electronic
copy of your request via e-mail to: opp-
docket@epa.gov. Please use an ASCII
file format and avoid 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 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

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
issue(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Regulatory Assessment
Requirements

This final rule establishes a tolerance
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 II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require

Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance 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. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism(64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” ‘“Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that 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.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of FFDCA section 408(n)(4).
For these reasons, the Agency has
determined that this rule does not have
any tribal implications as described in
Executive Order 13175, entitled
Consultation and Coordination with
Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications. Policies that have tribal
implications is defined in the Executive
Order to include regulations that have a
substantial direct effects in one or more
Indian Tribes, or the distribution of
power and responsibilities between the
Federal Government and Indian Tribes.
This rule will not have substantial
direct effects on tribal governments, or
on the distribution of power and
responsibilities between the Federal

government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. 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
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 this final
rule in the Federal Register. This final
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 26, 2001.
James Jones,
Acting Director, Office of Pesticide Programs.
Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346(a) and
371.

2. Section 180.573 is added to read as
follows:

§180.573 Tepraloxydim; Tolerances for
residues.

(a) General. (1) Tolerances are
established for the residues of
tepraloxydim (2-[1-[[[(2E)-3-chloro-2-
propenyl]oxylimino]propyl]-3-hydroxy-
5-(tetrahydro-2H-pyran-4-yl)-
cyclohexene-1-one) and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim in or on the following raw
agricultural commodities.

: Parts per
Commodity million
Cotton, undelinated seed ..... 0.2
Cotton, gin byproducts ......... 3.0
Soybean, seed 6.0
Soybean, hulls 8.0
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. Parts per
Commodity million
Soybean, aspirated grain
fraction .......cocviiiiiiiiiens 1200.0

(2) Tolerances are established for the
combined residues of tepraloxydim and
its metabolites convertible to GP, OH-
GP, and GL (3-(2-oxotetrahydropyran-4-
yl)-1,5-dioic acid), calculated as
tepraloxydim in or on the following
commodities

. Parts per
Commodity miIIiopn

Cattle, fat ........cooeevvvveeeeeeninnns 0.15
Cattle, kidney ... 0.50
Cattle, meat .........ccceeevveneenne 0.20
Cattle, meat by products (ex-

cept Kidney) ......ccccovevvennenne 0.20
EQQS ..ovveiieene 0.20
Goat, fat ........... 0.15
Goat, kidney .... 0.50
Goat, meat ...........eeeeeeeeieenl 0.20
Goat, meat by products (ex-

cept Kidney) .....cccocevevvennens 0.20
Hog, fat 0.15
Hog, Kidney ........cccccovvrnienne 0.50
Hog, meat ........ccccocvveeiineenne 0.20
Hog, meat by products (ex-

cept kKidney) .......ccoceeveeenne 0.20
Horse, fat 0.15
Horse, Kidney ........cccccevvveennee 0.50
Horse, meat .......ccccceevvnnnnnnne 0.20
Horse, meat by products (ex-

cept Kidney) ......cccovevvennenne 0.20
MilK e 0.10
Poultry, fat .... 0.30
Poultry, liver ..... 1.00
Poultry, meat ........cccccevneene 0.20
Poultry, meat by products

(except liver) 0.20
Sheep, fat ........ 0.15
Sheep, kidney .. 0.50
Sheep, meat .........cccevevieenn. 0.20
Sheep, meat by products

(except kidney) .........ccec... 0.20

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. A tolerance with regional
registration, as defined in § 180.1(n) is
established for the combined residues of
tepraloxydim and its metabolites
convertible to GP and OH-GP,
calculated as tepraloxydim in or on the
following raw agricultural commodity:

Parts per

Commodity million

Canola, seed 0.50

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 01-19325 Filed 8-1-01; 8:45 a.m.]
BILLING CODE 6560-50-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 635
[1.D. 072501A]

Atlantic Highly Migratory Species
Fisheries; Atlantic Bluefin Tuna

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

ACTION: Adjustment of General category
daily retention limit.

SUMMARY: NMFS has determined that
the Atlantic bluefin tuna (BFT) General
category daily catch limit should be
adjusted in order to allow for maximum
utilization of the 2001 General category
June through August subquota.
Therefore, NMFS increases the daily
retention limit from one to two large
medium or giant BFT for the remainder
of the June through August time-period.

DATES: Effective July 30, 2001 through
August 31, 2001.

FOR FURTHER INFORMATION CONTACT: Pat
Scida or Brad McHale, 978—-281-9260.

SUPPLEMENTARY INFORMATION:
Regulations implemented under the
authority of the Atlantic Tunas
Convention Act (16 U.S.C. 971 et seq.)
and the Magnuson-Stevens Fishery
Conservation and Management Act (16
U.S.C. 1801 et seq.) governing the
harvest of BFT by persons and vessels
subject to U.S. jurisdiction are found at
50 CFR part 635. BFT fishing category
quotas and General category effort
controls (including time-period
subquotas and Restricted-Fishing Days
(RFDs)) are specified annually under §§
635.23(a) and 635.27(a). The 2001 BFT
quotas and General category effort
controls were implemented July 13,
2001 (66 FR 37421, July 18, 2001).

Adjustment of Daily Retention Limit

Under § 635.23(a)(4), NMFS may
increase or decrease the daily retention
limit of large medium and giant BFT

over a range from zero (on RFDs) to a
maximum of three per vessel to allow
for maximum utilization of the quota for
BFT. Based on a review of dealer
reports, daily landing trends, and the
availability of BFT on the fishing
grounds, NMFS has determined that an
increase of the daily retention limit is
appropriate and necessary to allow full
use of the June through August subquota
while ensuring an August fishery.
Therefore, NMFS adjusts the daily
retention limit for the remainder of the
June through August subquota time-
period to two large medium or giant
BFT per vessel. This adjustment does
not affect the previously scheduled
RFDs for August (August 11, 12, and
13), on which the daily retention in the
General category will be zero, and on
which General category vessels may not
fish for BFT.

The intent of this adjustment is to
allow for maximum utilization of the
June through August subquota
(specified under § 635.27(a)) by General
category participants in order to help
achieve optimum yield in the General
category fishery, to collect a broad range
of data for stock monitoring purposes,
and to be consistent with the objectives
of the Fishery Management Plan for
Atlantic Tunas, Swordfish and Sharks.

While catch rates have been low so far
this season, NMFS recognizes that they
may increase. In addition, due to the
temporal and geographical nature of the
fishery, certain gear types and areas are
more productive at various times during
the fishery. In order to ensure that the
June through August subquota is not
filled prematurely and to ensure
equitable fishing opportunities in all
areas and for all gear types, NMFS has
not waived the RFDs in August, which
correspond to market closures in Japan,
and could promote better ex-vessel
prices.

Classification

This action is taken under §
635.23(a)(4) and is exempt from review
under Executive Order 12866.

Authority: 16 U.S.C. 971 et seq. and 1801
et seq.

Dated: July 27, 2001.

Bruce C. Morehead,

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

[FR Doc. 01-19235 Filed 7-27-01; 4:53 pm]
BILLING CODE 3510-22-S
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service

7 CFR Part 246
RIN: 0584-AA80

Special Supplemental Nutrition
Program for Women, Infants and
Children (WIC): Food Delivery
Systems—Delay of Implementation
Date; Proposed Rule

AGENCY: Food and Nutrition Service,
USDA.

ACTION: Proposed rule.

SUMMARY: This proposed rule would
delay the implementation date of the
final rule entitled Special Supplemental
Nutrition Program for Women, Infants
and Children (WIC): Food Delivery
Systems, published in the Federal
Register on December 29, 2000, 65 FR
83248, which became effective on April
28, 2001 and has an implementation
date of February 27, 2002. The rule
strengthens vendor management in
retail food delivery systems by
establishing mandatory selection
criteria, training requirements, criteria
to be used to identify high-risk vendors,
and monitoring requirements, including
compliance investigations. The
proposed delay of the implementation
date until October 1, 2002 is necessary
to provide State agencies additional
time to implement the rule, to promote
more effective and efficient
implementation of the new
requirements, and because the new
implementation date corresponds with
the beginning of the Federal fiscal year.

DATES: To be assured of consideration,
written comments must be postmarked
on or before September 4, 2001. Since
comments are being accepted
simultaneously on several separate
rulemakings, commenters on this
proposed rule are asked to label their
comments: ‘“Delay of Implementation
Date.” Electronic transmissions of
comments, including data faxes and
electronic mail, will not be accepted.

Any comments received on
requirements or provisions contained in
the final rule published on December
29, 2000, will not be considered.
ADDRESSES: Comments should be sent to
Patricia N. Daniels, Director,
Supplemental Food Programs Division,
Food and Nutrition Service, U.S.
Department of Agriculture, 3101 Park
Center Drive, Room 1414, Alexandria,
VA 22302. All written submissions will
be available for public inspection at this
address during normal business hours
(8:30 a.m. to 5:00 p.m.), Mondays
through Fridays.

FOR FURTHER INFORMATION CONTACT:
Debra R. Whitford, Chief, Policy and
Program Development Branch, at the
above address or by telephone to (703)
305-2746.

SUPPLEMENTARY INFORMATION:

Background

Why Are We Proposing To Delay the
Implementation Date?

A final rule entitled Special
Supplemental Nutrition Program for
Women, Infants and Children (WIC):
Food Delivery Systems, was published
in the Federal Register on December 29,
2000, 65 FR 83248, with an
implementation date of February 27,
2002. The rule strengthens vendor
management in retail food delivery
systems by establishing mandatory
selection criteria, training requirements,
criteria to be used to identify high-risk
vendors, and monitoring requirements,
including compliance investigations.
Some of the requirements in the final
rule, such as the annual identification of
high-risk vendors and related
monitoring requirements, are based on
the Federal fiscal year. Further, the rule
establishes many new State Plan
requirements. Approval of State Plans
for each fiscal year is a prerequisite to
the receipt of Federal funds for that
fiscal year. Moving the implementation
date to the beginning of the fiscal year,
October 1, 2002, is intended to result in
more efficient and effective
implementation of the rule by State
agencies. For these reasons, we believe
the October 1, 2002 date is a more
appropriate alternative implementation
date.

Why Is the Comment Period Limited to
30 Days?

In light of the noncontroversial nature
and limited scope of this change, the

Department limited the comment period
to 30 days to provide State agencies
with notification of this change as
quickly as possible.

Executive Order 12866

This proposed rule has been
determined to be not significant for
purposes of Executive Order 12866, and,
therefore, has not been reviewed by the
Office of Management and Budget
(OMB).

Regulatory Flexibility Act

This rule has been reviewed with
regard to the requirements of the
Regulatory Flexibility Act (5 U.S.C.
601-612). The Acting Administrator of
the Food and Nutrition Service (FNS)
has certified that this rule will not have
a significant economic impact on a
substantial number of small entities.
While procedures in this rulemaking
will affect State and local agencies that
administer the WIC Program, any
economic effect will not be significant.

Unfunded Mandate Reform Act of 1995

Title II of the Unfunded Mandate
Reform Act of 1995 (UMRA), Public
Law 104—4, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, local,
and tribal governments and the private
sector. Under section 202 of the UMRA,
FNS generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with “Federal mandates” that may
result in expenditures to State, local, or
tribal governments, in the aggregate, or
to the private sector, of $100 million or
more in any one year. When such a
statement is needed for a rule, section
205 of the UMRA generally requires
FNS to identify and consider a
reasonable number of regulatory
alternatives and adopt the least costly,
more cost-effective or least burdensome
alternative that achieves the objectives
of the rule. This rule contains no
Federal mandates (under the regulatory
provisions of Title IT of the UMRA) for
State, local, and tribal governments or
the private sector of $100 million or
more in any one year. Thus, this rule is
not subject to the requirements of
sections 202 and 205 of the UMRA.

Executive Order 12372

The WIC Program is listed in the
Catalog of Federal Domestic Assistance
under 10.557. For the reasons set forth
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in the final rule in 7 CFR Part 3015,
Subpart V, and related Notice (48 FR
29115), this program is included in the
scope of Executive Order 12372 which
requires intergovernmental consultation
with State and local officials.

Paperwork Reduction Act of 1995

This proposed rule contains no new
information collection requirements
under the Paperwork Reduction Act of
1995 (44 U.S.C. 3507). The existing
recordkeeping and reporting
requirements, which were approved by
OMB under control number 0584-0045,
will not change as a result of this rule.

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This proposed rule is
intended to have preemptive effect with
respect to any State or local laws,
regulations, or policies which conflict
with its provisions or which would
otherwise impede its full
implementation. This rule is not
intended to have retroactive effect
unless so specified in the DATES section
of the preamble. Prior to any judicial
challenge to the application of the
provisions of this proposed rule, all
applicable administrative procedures
must be exhausted.

List of Subjects in 7 CFR Part 246

Administrative practice and
procedure, Civil rights, Food assistance
programs, Food and Nutrition Service,
Food donations, Grant programs—
health, Grant programs—social
programs, Indians, Infants and children,
Maternal and child health, Nutrition,
Nutrition education, Penalties,
Reporting and recordkeeping
requirements, Public assistance
programs, WIC, Women.

George A. Braley,

Acting Administrator, Food and Nutrition
Service.

[FR Doc. 01-19331 Filed 8-1-01; 8:45 am]
BILLING CODE 3410-30-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service
7 CFR Part 948

[Docket No. FV01-948-3 PR]

Irish Potatoes Grown in Colorado;
Increased Assessment Rate

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed rule.

SUMMARY: This rule would increase the
assessment rate established for the
Colorado Potato Administrative
Committee, Area II (Committee) for the
2001-02 and subsequent fiscal periods
from $0.0015 to $0.0035 per
hundredweight of potatoes handled.
The Committee locally administers the
marketing order, which regulates the
handling of potatoes grown in Colorado.
Authorization to assess potato handlers
enables the Committee to incur
expenses that are reasonable and
necessary to administer the program.
The fiscal period begins September 1
and ends August 31. The assessment
rate would remain in effect indefinitely
unless modified, suspended, or
terminated.

DATES: Comments must be received by
September 4, 2001.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, room
2525-S, P.O. Box 96456, Washington,
DC 20090-6456; Fax: (202) 720—8938, or
E-mail: moab.docketclerk@usda.gov.
Comments should reference the docket
number and the date and page number
of this issue of the Federal Register and
will be available for public inspection in
the Office of the Docket Clerk during
regular business hours, or can be viewed
at: http://www.ams.usda.gov/fv/
moab.html.

FOR FURTHER INFORMATION CONTACT:
Dennis L. West, Northwest Marketing
Field Office, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1220
SW Third Avenue, suite 385, Portland,
Oregon 97204-2807; telephone: (503)
326-2724, Fax: (503) 326—7440; or
George Kelhart, Technical Advisor,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, room 2525-S, P.O. Box
96456, Washington, DC 20090—6456;
telephone: (202) 720-2491, Fax: (202)
720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, room 2525-S, P.O. Box
96456, Washington, DC 20090-6456;
telephone: (202) 720-2491, Fax: (202)
720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
No. 97 and Order No. 948, both as
amended (7 CFR part 948), regulating

the handling of Irish potatoes grown in
Colorado, hereinafter referred to as the
“order.” The order is effective under the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674),
hereinafter referred to as the “Act.”

The Department of Agriculture
(Department) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the order now in effect,
Colorado potato handlers are subject to
assessments. Funds to administer the
order are derived from such
assessments. It is intended that the
assessment rate as proposed herein
would be applicable to all assessable
potatoes beginning on September 1,
2001, and continue until amended,
suspended, or terminated. This rule will
not preempt any State or local laws,
regulations, or policies, unless they
present an irreconcilable conflict with
this rule. The Act provides that
administrative proceedings must be
exhausted before parties may file suit in
court. Under section 608c(15)(A) of the
Act, any handler subject to an order may
file with the Secretary a petition stating
that the order, any provision of the
order, or any obligation imposed in
connection with the order is not in
accordance with law and request a
modification of the order or to be
exempted therefrom. Such handler is
afforded the opportunity for a hearing
on the petition. After the hearing the
Secretary would rule on the petition.
The Act provides that the district court
of the United States in any district in
which the handler is an inhabitant, or
has his or her principal place of
business, has jurisdiction to review the
Secretary’s ruling on the petition,
provided an action is filed not later than
20 days after the date of the entry of the
ruling.

This rule would increase the
assessment rate established for the
Committee for the 2001-02 and
subsequent fiscal periods from $0.0015
to $0.0035 per hundredweight of
potatoes handled.

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

For the 1998-99 and subsequent fiscal
periods, the Committee recommended,
and the Department approved, an
assessment rate that would continue in
effect from fiscal period to fiscal period
unless modified, suspended, or
terminated by the Secretary upon
recommendation and information
submitted by the Committee or other
information available to the Secretary.

The Committee met on May 17, 2001,
and unanimously recommended 2001—
02 expenditures of $73,618 and an
assessment rate of $0.0035 per
hundredweight of potatoes handled. In
comparison, last year’s budgeted
expenditures were $71,132. The
assessment rate of $0.0035 is $0.002
higher than the rate currently in effect.
For budget purposes, the committee
projected the quantity of assessable
potatoes for 2001-02 at 16,500,000
hundredweight and assessment revenue
of $57,750 ($0.0035 x 16,500,000
hundredweight). The Committee
recommended the increased assessment
rate because the current rate of $0.0015
would not generate enough income to
adequately administer the program
through the 2001-02 fiscal period. The
major expenditures recommended by
the Committee for the 2001-02 year
include $40,793 for salaries, $9,950 for
office expenses, which include
telephone service, supplies and postage,
and $7,650 for building maintenance.
Budgeted expenses for these items in
2000-01 were $39,793, $10,700, and
$6,250, respectively.

The Committee developed the
$0.0035 assessment rate
recommendation by taking into
consideration the 2001-02 budget, the
estimated 2001-02 potato crop, the
relatively small size of the current
monetary reserve ($32,000), and other
factors such as the recent attrition in
farms and handlers. Although the
recommended increase would more
than double the current assessment rate,
the Committee may need to draw up to
an additional $15,868 from its reserves
to meet budgeted expenses. The current
reserve of approximately $32,000 is
below the maximum amount authorized
by the order of approximately two fiscal
periods’ expenses (§ 948.78). At the
current rate, funds to cover anticipated
expenses would not be adequate.

As mentioned earlier, based on
projected shipments of 16,500,000
hundredweight, the recommended
assessment rate of $0.0035 should
provide $57,750 in assessment income.
Income from such hander assessments,

combined with interest income and
funds from the Committee’s authorized
reserve, would be adequate to meet
budgeted expenses for the 2001-02
fiscal period.

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

Although this assessment rate would
be in effect for an indefinite period, the
Committee would continue to meet
prior to or during each fiscal period to
recommend a budget of expenses and
consider recommendations for
modification of the assessment rate. The
dates and times of Committee meetings
are available from the Committee or the
Department. Committee meetings are
open to the public and interested
persons may express their views at these
meetings. The Department would
evaluate Committee recommendations
and other available information to
determine whether modification of the
assessment rate is needed. Further
rulemaking would be undertaken as
necessary. The Committee’s 2001-02
budget and those for subsequent fiscal
periods would be reviewed and, as
appropriate, approved by the
Department.

Initial Regulatory Flexibility Analysis

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

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 250
producers of Colorado Area II potatoes
and approximately 93 handlers subject
to regulation under the marketing order.
Small agricultural producers are defined
by the Small Business Administration
(13 CFR 121.201) as those having annual
receipts of less than $500,000, and small
agricultural service firms are defined as
those whose annual receipts are less
than $5,000,000.

Based upon information provided by
the Committee, 96 percent of the

handlers of Area II potatoes have
shipped under $5,000,000 worth of
potatoes during the most recent season
for which statistics are available. In
addition, information provided by the
National Agricultural Statistics Service
was considered in determining the
number of large and small producers by
acreage, production, and producer
prices. According to the information
provided, the recent average yield per
acre was 335 hundredweight of
potatoes, and the recent season average
producer price was $4.20 per
hundredweight. This equates to average
gross annual producer receipts of
approximately $430,542 each. Based on
the foregoing, it can be concluded that
a majority of producers and handlers of
Area II potatoes may be classified as
small entities, excluding receipts from
other sources.

This rule would increase the
assessment rate established for the
Committee and collected from handlers
for the 2001-02 and subsequent fiscal
periods from $0.0015 to $0.0035 per
hundredweight of potatoes handled.
The Committee unanimously
recommended 2001-02 expenditures of
$73,618 and an assessment rate of
$0.0035 per hundredweight. The
proposed assessment rate of $0.0035 is
$0.002 more than the rate currently in
effect and would increase the financial
burden on handlers by approximately
$33,000. The quantity of assessable
fresh potatoes for the 2001-02 season is
estimated at 16,500,000 hundredweight.
The $0.0035 rate should provide
$57,750 in assessment income which,
when combined with interest income
and income from the Committee’s
monetary reserve, would be adequate to
cover budgeted expenses. The current
rate would not provide enough funds to
cover anticipated expenses.

The major expenditures
recommended by the Committee for the
2001-02 year include $40,793 for
salaries, $9,950 for office expenses,
which include telephone service,
supplies and postage, and $7,650 for
building maintenance. Budgeted
expenses for these items in 2000-01
were $39,793, $10,700, and $6,250,
respectively.

The Committee recommended the
increased assessment rate to help offset
higher administration costs and to
decrease the rate in which the monetary
reserve has been relied upon in recent
fiscal periods. Based on the Committee’s
2001-02 crop estimate, the current
reserve of $32,000 could be reduced by
as much as $15,868 with the
recommended assessment rate.

The Committee reviewed and
unanimously recommended 2001-02
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expenditures of $73,618. This compares
to last year’s approved budget of
$71,132. Prior to arriving at a budget,
alternative expenditures and assessment
levels were discussed by the Committee,
including higher and lower rates of
assessment. When considering the
relatively poor economic returns the
industry has faced during the past six
seasons and the resultant instability
within the potato industry, as well as
the 2001-02 budget and the current size
of the monetary reserve ($32,000), the
Committee concluded that an increase
in the rate of assessment to $0.0035 per
hundredweight of potatoes would allow
it to properly administer the program.

A review of historical information, as
well as preliminary information
pertaining to the upcoming fiscal
period, indicates that the producer price
for the 2001-02 season could range
between $2.06 and $7.35 per
hundredweight of potatoes. Therefore,
the estimated assessment revenue for
the 2001-02 fiscal period as a
percentage of total producer revenue
could range between 0.170 and 0.048
percent.

This action would increase the
assessment obligation imposed on
handlers. While assessments impose
some additional costs on handlers, the
costs are minimal and uniform on all
handlers. Some of the additional costs
may be passed on to producers.
However, these costs would be offset by
the benefits derived by the operation of
the order. In addition, the Committee’s
meeting was widely publicized
throughout the Colorado Area II potato
industry and all interested persons were
invited to attend the meeting and
participate in Committee deliberations
on all issues. Like all Committee
meetings, the May 17, 2001, meeting
was a public meeting and all entities,
both large and small, were able to
express views on this issue. Finally,
interested persons are invited to submit
information on the regulatory and
informational impacts of this action on
small businesses.

This proposed rule would impose no
additional reporting or recordkeeping
requirements on either small or large
potato handlers. As with all Federal
marketing order programs, reports and
forms are periodically reviewed to
reduce information requirements and
duplication by industry and public
sector agencies.

The Department has not identified
any relevant Federal rules that
duplicate, overlap, or conflict with this
rule.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may

be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

A 30-day comment period is provided
to allow interested persons to respond
to this proposed rule. Thirty days is
deemed appropriate because: (1) The
2001-02 fiscal period begins on
September 1, 2001, and the order
requires that the rate of assessment for
each fiscal period apply to all assessable
potatoes handled during such fiscal
period; (2) the Committee needs to have
sufficient funds to pay its expenses
which are incurred on a continuous
basis; and (3) handlers are aware of this
action which was unanimously
recommended by the Committee at a
public meeting and is similar to other
assessment rate actions issued in past
years.

List of Subjects in 7 CFR Part 948
Marketing Agreements, Potatoes,
Reporting and recordkeeping
requirements.
For the reasons set forth in the
preamble, 7 CFR part 948 is proposed to
be amended as follows:

PART 948—IRISH POTATOES GROWN
IN COLORADO

1. The authority citation for 7 CFR
part 948 continues to read as follows:

Authority: 7 U.S.C. 601-674.

2. Section 948.216 is revised to read
as follows:

§948.216 Assessment rate.

On and after September 1, 2001, an
assessment rate of $0.0035 per
hundredweight is established for
Colorado Area II potatoes.

Dated: July 27, 2001.

Kenneth C. Clayton,

Acting Administrator, Agricultural Marketing
Service.

[FR Doc. 01-19265 Filed 8—1-01; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 948
[Docket No. FV01-948-1 PR]
Irish Potatoes Grown in Colorado;

Modification of Area No. 3 Handling
Regulation

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed rule.

SUMMARY: This rule invites comments
on proposed exemptions to the handling
regulation prescribed under the
marketing order (order) for Colorado
Area No. 3 potatoes. These relaxations
were unanimously recommended by the
Colorado Potato Administrative
Committee for Area No. 3 (Committee),
the agency responsible for local
administration of the order. This rule
would exempt potatoes shipped for the
purpose of experimentation and the
manufacture or conversion into
specified products from the grade, size,
maturity, inspection and assessment
requirements of the order. Relaxing
handling requirements is expected to
provide handlers with greater marketing
flexibility, producers with increased
returns, and consumers with more
choices in buying fresh potatoes. This
rule also clarifies the regulatory text by
specifying that potatoes shipped for
livestock feed, charity, and certified
seed are exempt from assessment
requirements.

DATES: Comments must be received by
August 22, 2001.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this proposal. Comments
must be sent to the Docket Clerk,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, room 2525-S, P.O. Box
96456, Washington, DC 20090—6456;
Fax: (202) 720-8938, or E-mail:
moab.docketclerk@usda.gov. All
comments should reference the docket
number and the date and page number
of this issue of the Federal Register and
will be made available for public
inspection in the Office of the Docket
Clerk during regular business hours, or
can be viewed at: http://
www.ams.usda.gov/fv/moab.html.

FOR FURTHER INFORMATION CONTACT:
Dennis L. West, Northwest Marketing
Field Office, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1220
SW Third Avenue, room 385, Portland,
Oregon 97204; telephone: (503) 326—
2724, Fax: (503) 326—7440; or George J.
Kelhart, Technical Advisor, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, Room
2525-S, P.O. Box 96456, Washington,
DC 20090-6456; telephone: (202) 720—
2491, Fax: (202) 720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, room 2525-S, P.O. Box
96456, Washington, DC 20090—-6456;
telephone: (202) 720-2491, Fax: (202)
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720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This
proposal is issued under Marketing
Agreement No. 97 and Marketing Order
No. 948 (7 CFR part 948), both as
amended, regulating the handling of
Irish potatoes grown in Colorado,
hereinafter referred to as the “order.”
The order is authorized by the
Agricultural Marketing Agreement Act
of 1937, as amended, (7 U.S.C. 601—
674), hereinafter referred to as the
“Act.”

The Department of Agriculture
(Department) is issuing this rule in
conformance with Executive Order
12866.

This proposal has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule is not intended
to have retroactive effect. This proposal
will not preempt any State or local laws,
regulations, or policies, unless they
present an irreconcilable conflict with
this rule.

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

This rule invites comments on
proposed exemptions to the handling
regulation prescribed under the order.
This rule would exempt potatoes
shipped for the purpose of
experimentation and the manufacture or
conversion into specified products from
the grade, size, maturity, inspection and
assessment requirements of the order.
These proposed exemptions were
unanimously recommended by the
Committee. This rule also clarifies the
regulatory text by specifying that
potatoes shipped for livestock feed,
charity, and certified seed are exempt
from assessment requirements.

Section 948.22 authorizes the
issuance of regulations for grade, size,
quality, maturity, and pack for any

variety or varieties of potatoes grown in
different portions of the production area
during any period. Section 948.23
authorizes the issuance of regulations
that modify, suspend, or terminate
requirements issued under § 948.22 or
to facilitate the handling of potatoes for
special purposes. Section 948.24
requires adequate safeguards be
prescribed to ensure that potatoes
handled pursuant to § 948.23 enter
authorized trade channels. Safeguard
procedures for special purpose
shipments are specified in §§948.120
through 948.125. Section 948.387 of the
order’s handling regulations establishes
the grade, size, maturity, and inspection
requirements. The Committee’s
assessment rate is established under
§948.215.

At its meeting on December 14, 2000,
the Committee unanimously
recommended that potatoes shipped for
the purpose of experimentation and the
manufacture or conversion into
specified products be exempt from the
grade, size, maturity, and inspection
requirements provided under the order’s
regulations for Area No. 3. The
Committee recommended that
experimentation and the manufacture or
conversion into specified products be
added under § 948.387(d) as special
purpose shipments.

As is currently required for all special
purpose shipments, handlers would
apply for and obtain a Certificate of
Privilege for handling such potatoes and
furnish the Committee such information
as it may require to track shipments,
determine whether applicable
requirements have been met, and verify
whether proper disposition has
occurred.

At a subsequent meeting on March 8,
2001, the Committee reconfirmed its
earlier action and, in addition,
unanimously recommended that
shipments for livestock feed, charity,
certified seed, and for the purpose of
experimentation and the manufacture or
conversion into specified products be
exempt from assessment requirements.
Shipments of potatoes for livestock feed,
charity, and certified seed are specified
as special purpose shipments are
currently exempt from grade, size,
maturity, and inspection requirements.

Some producers and handlers within
the production area are interested in
developing new uses for fresh potatoes
using experimental varieties and packs.
The Committee also anticipates that
some handlers may want to ship
traditional varieties, or experimental
varieties, for use in the manufacture or
conversion into special products, or
perform the manufacture or conversion
themselves prior to shipment. Handlers

are, for example, attempting to develop
new special products such as fresh cut
potatoes shipped in vacuum-sealed
bags. Handlers have also expressed a
desire to experiment with the shipment
of potatoes of different varieties in the
same container. This is not currently
possible because the potatoes do not
meet the minimum grade requirement
that a particular lot of potatoes has
“similar” varietal characteristics.

The Committee strongly encourages
innovation that could result in the
development of new varieties, markets,
or opportunities for the expanded use of
fresh forms of potato products, such as
fresh cut potatoes in vacuum-sealed
bags, that would benefit the Colorado
potato industry. Some of the new
varieties have irregular shapes or are
small in size, and will not meet
minimum order requirements. This
prevents them from being shipped
except under the minimum quantity
exemption of 1,000 pounds specified in
paragraph (f) of § 948.387. Thus,
handlers are prevented from shipping
larger quantities.

For the purpose of this rule, the term
“manufacture or conversion into
specified products” means the
preparation of potatoes for market into
products by peeling, slicing, dicing,
applying material to prevent oxidation,
or other means approved by the
Committee, but not including other
processing. Under the current
regulation, potatoes for manufacture or
conversion into specified products are
required to be inspected and certified as
meeting the specified quality
requirements prior to preparation for
market.

The current regulation requires that
all potatoes shipped to fresh market,
with the exception of those meeting
minimum quantity and special purpose
exemptions, be inspected and assessed.
These regulations do not provide
adequate relief for commercially viable
shipments of non-traditional varieties,
potatoes for experimentation, or the
shipment of potatoes for the
manufacture or conversion into
products. This rule would exempt such
shipments and relieve handlers of this
regulatory burden.

This proposed relaxation of the Area
No. 3 handling regulation is expected to
encourage new product development
that could lead to market expansion,
which would benefit producers,
handlers, buyers, and consumers. By
relaxing the handling requirements on
traditional and experimental varieties
and on new and innovative fresh potato
products, additional opportunities
should be available to increase the fresh
utilization of Colorado potatoes.
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The Committee also unanimously
recommended that shipments of
potatoes for livestock feed, charity, and
certified seed potatoes be exempt from
assessment requirements. This
Committee recommendation was made
with the intent of treating all special
purpose shipments in the same manner.
As explained previously, shipments to
these fresh outlets are currently exempt
from the grade, size, maturity, and
inspection requirements. The order only
regulates, however, the shipment of
potatoes outside the State of Colorado.
It is very uncommon for Area No. 3
potatoes to be shipped for livestock
feed, charity, or certified seed outside of
the State of Colorado. It is not expected
that exempting such shipments from
assessments would have any effect of
increasing shipments. Thus, this
recommendation is expected to have
little impact on handlers or the
Committee’s assessment income. And
finally, this rule would clarify the
current handling regulation to indicate
that special purpose shipments for
canning, freezing, and “other
processing” are exempt from
assessments. Such shipments are
exempt from regulation under federal
marketing orders in conformity with an
amendment to the Act (Public Law No.
92-233, Feb. 15, 1972).

Initial Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this action on small entities.
Accordingly, the AMS has prepared this
initial regulatory flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 13 handlers
of Colorado Area No. 3 potatoes who are
subject to regulation under the
marketing order and approximately 31
producers of Colorado potatoes in the
regulated area. Small agricultural
service firms are defined by the Small
Business Administration (13 CFR
121.201) as those having annual receipts
of less than $5,000,000, and small
agricultural producers are defined as
those whose annual receipts are less
than $500,000.

Based upon information provided by
the Committee, all handlers of Area No.
3 potatoes have shipped under
$5,000,000 worth of potatoes during the
most recent season for which numbers
are available. In addition, information
reported by the National Agricultural
Statistics Service was considered in
determining the number of large and
small producers by acreage, production,
and producer prices. According to the
information provided, the average yield
per acre was 340 hundredweight, and
the season average producer price was
$5.95 per hundredweight for 1999 crop.
This equates to average gross receipts to
producers of approximately $107,200.
Based on the foregoing, it can be
concluded that all handlers and the
majority of producers of Area 3 potatoes
may be classified as small entities,
excluding receipts from other sources.

This proposed rule would exempt
special purpose shipments of potatoes
from the grade, size, maturity,
inspection and assessment requirements
prescribed under the order’s handling
regulations for Colorado Area No. 3
potatoes. Based on authority in
§§948.22, 948.23, and 948.24 of the
order, the Committee at its meeting on
December 14, 2000, unanimously
recommended that potatoes shipped for
the purpose of experimentation and the
manufacture or conversion into
specified products be exempt from the
grade, size, maturity, and inspection
requirements of the order. The
Committee at its meeting on March 8,
2001, recommended that potatoes for
experimentation and the manufacture or
conversion into specified products be
exempt from assessment requirements.
It also recommended that the regulatory
text of the applicable provisions be
clarified by specifying that potatoes
shipped for livestock feed, charity, and
certified seed are exempt from
assessment requirements.

Producers and handlers within the
production area are interested in
developing innovative uses for fresh
potatoes. The Committee anticipates
that some handlers may want to ship
traditional or experimental varieties for
the manufacture or conversion of
potatoes into fresh forms such as fresh
cut french fries using experimental
packaging and preservation methods.
The Committee strongly encourages
innovation that could result in the
development of new varieties and
market opportunities for the expanded
use of fresh forms of potato products,
such as those packaged in vacuum-
sealed bags. The relaxation of Area No.
3 handling and assessment requirements
is expected to encourage new product
development which would benefit

producers, handlers, buyers, and
consumers and increase the fresh
utilization of Colorado potatoes. The
proposed changes are expected to have
a positive economic impact on the
Colorado potato industry.

As with all special purpose
shipments, handlers are currently
required to apply and obtain a
Certificate of Privilege for handling such
potatoes and furnish the Committee
such information as they may require to
track shipments, determine whether
applicable requirements have been met,
and verify whether proper disposition
has occurred. It is the intent of the
Committee to keep reporting
requirements to a minimum level
necessary to monitor compliance while
determining the viability and extent of
any changes in the marketing of the area
potatoes. There is no available
information detailing how many
potatoes this relaxation will allow to be
marketed. During the previous growing
season, one producer planted less than
20 acres of the non-traditional,
experimental type varieties on a trial
basis. No viable alternatives to this
action were identified that would
ensure innovations in marketing and
product development. Furthermore, the
goals expressed by the committee could
not be solved absent this action.

The Committee estimates that two or
three handlers may apply for and obtain
a Certificate of Privilege for the handling
of potatoes for experimentation or for
the manufacture or conversion into
specified products. It is estimated that
the time taken by the handlers who
apply will total less than ten hours and
this time is currently approved under
OMB No. 0581-0178 by the Office of
Management and Budget (OMB) in
accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35).

As with all Federal marketing order
programs, reports and forms are
periodically reviewed to reduce
information requirements and
duplication by industry and public
sector agencies. The Department has not
identified any relevant Federal rules
that duplicate, overlap or conflict with
this rule.

In addition, the Committee’s meetings
were widely publicized throughout the
Colorado potato industry and all
interested persons were invited to
attend the meetings and participate in
Committee deliberations on all issues.
Like all Committee meetings, those held
on December 14, 2000, and March 8,
2001, were open to the public and all
entities, both large and small, were able
to express their views on this issue.
Finally, interested persons are invited to
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submit information on the regulatory
and informational impacts of this action
on small businesses.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

A 20-day comment period is provided
to allow interested persons to respond
to this proposal. Twenty days is deemed
appropriate because handlers should be
able to take advantage of the relaxed
requirements as soon as possible. The
shipping season began on July 1, 2001.
All written comments timely received
will be considered before a final
determination is made on this matter.

List of Subjects in 7 CFR Part 948

Marketing agreements, Potatoes,
Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, 7 CFR part 948 is proposed to
be amended as follows:

PART 948—IRISH POTATOES GROWN
IN COLORADO

1. The authority citation for 7 CFR
part 948 continues to read as follows:

Authority: 7 U.S.C. 601-674.

2. In §948.387, paragraph (d)(1) is
revised, a new paragraph (d)(1)(v) is
added, and in paragraph (g) a new
sentence is added before the last
sentence to read as follows:

§948.387 Handling regulation.

* * * * *

(d)* * =*

(1) The grade, size, maturity and
inspection requirements of paragraphs
(a), (b), and (c) of this section and the
assessment requirements of this part
shall not be applicable to shipments of
potatoes for:

(i) I .

(v) Experimentation and the
manufacture or conversion into

specified products.
* * * * *

(g) Definitions. * * * The term
manufacture or conversion into
specified products means the
preparation of potatoes for market into
products by peeling, slicing, dicing,
applying material to prevent oxidation,
or other means approved by the
committee, but not including other
processing. * * *

* * * * *

Dated: July 27, 2001.
Kenneth C. Clayton,

Acting Administrator, Agricultural Marketing
Service.

[FR Doc. 01-19264 Filed 8—1-01; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 966
[Docket No. FV01-966-1 PR]
Tomatoes Grown in Florida; Changes

to the Handling Regulation for
Producer Field-Packed Tomatoes

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed rule.

SUMMARY: This rule invites comments
on changes to the requirements
currently prescribed for producer field-
packed tomatoes under the Florida
tomato marketing order (order). The
order regulates the handling of tomatoes
grown in Florida, and is administered
locally by the Florida Tomato
Committee (Committee). This rule
would remove the net weight and
weight labeling exemptions for producer
field-packed tomatoes. Producer field-
packed tomatoes compete directly with
packinghouse tomatoes that must meet
the net weight requirement. This change
would require all tomatoes, regardless of
where they are packed, to meet the same
net weight requirements so that these
requirements are the same for producer
field-packed tomatoes and
packinghouse tomatoes.

DATES: Comments must be received by
August 22, 2001.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this proposal. Comments
must be sent to the Docket Clerk,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, room 2525-S, P.O. Box
96456, Washington, DC 20090-6456;
Fax: (202) 720-8938, or E-mail:
moab.docketclerk@usda.gov. All
comments should reference the docket
number and the date and page number
of this issue of the Federal Register and
will be made available for public
inspection in the Office of the Docket
Clerk during regular business hours, or
can be viewed at: http://
www.ams.usda.gov/fv/moab.html.
FOR FURTHER INFORMATION CONTACT:
Doris Jamieson, Southeast Marketing
Field Office, Marketing Order
Administration Branch, Fruit and

Vegetable Programs, AMS, USDA, P.O.
Box 2276, Winter Haven, Florida 33883;
telephone: (863) 299-4770, Fax: (863)
299-5169; or George Kelhart, Technical
Advisor, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, room
2525-S, P.O. Box 96456, Washington,
DC 20090-6456; telephone: (202) 720—
2491, Fax: (202) 720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, P.O. Box 96456, room
2525-S, Washington, DC 20090-6456;
telephone: (202) 720-2491, Fax: (202)
720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This
proposal is issued under Marketing
Agreement No. 125 and Order No. 966,
both as amended (7 CFR part 966),
regulating the handling of tomatoes
grown in Florida, hereinafter referred to
as the “order.” The marketing
agreement and order are effective under
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601—
674), hereinafter referred to as the
“Act.”

The Department of Agriculture
(Department) is issuing this rule in
conformance with Executive Order
12866.

This proposal has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule is not intended
to have retroactive effect. This proposal
will not preempt any State or local laws,
regulations, or policies, unless they
present an irreconcilable conflict with
this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with the Secretary a petition stating that
the order, any provision of the order, or
any obligation imposed in connection
with the order is not in accordance with
law and request a modification of the
order or to be exempted therefrom. A
handler is afforded the opportunity for
a hearing on the petition. After the
hearing the Secretary would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review the Secretary’s ruling on the
petition, provided an action is filed not
later than 20 days after the date of the
entry of the ruling.
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This proposal invites comments on
removing the net weight exemption
currently prescribed for producer field-
packed tomatoes under the Florida
tomato marketing order. The Committee
recommended this change at its meeting
on February 27, 2001, with a vote of
eight in favor and two opposed.

Under the order, tomatoes produced
in the production area and shipped to
fresh market channels outside the
regulated area are required to meet
grade, size, inspection, and container
requirements. These requirements apply
during the period October 10 through
June 15 each year. Current requirements
include a minimum grade of U.S. No. 2
and a minimum size of 2 942 inches in
diameter. Current pack and container
requirements outline the types of
information that need to appear on a
container, weight restrictions, and
where the containers must be packed.

Section 966.52 of the Florida tomato
marketing order provides authority for
the modification, suspension, and
termination of regulations. It includes
authority to establish and modify pack
and container requirements for tomatoes
grown in the defined production area
and handled under the order.

Section 966.323 specifies the
handling regulations issued under the
order. Section 966.323(a)(3)(i) requires
that certain types of tomatoes packed by
registered handlers be packed in
containers of 10, 20, and 25 pounds
designated net weights. The net weight
of a container’s contents cannot be less
than the designated net weight or
exceed the designated net weight by
more than two pounds. Section
966.323(a)(3)(ii) requires that certain
types of tomatoes be packed by
registered handlers in containers that
are marked with the designated net
weight and with the name and address
of the registered handler, and that such
containers must be packed at the
registered handler’s facilities.

Section 966.323(d)(1) currently
exempts producer field-packed tomatoes
from the container net weight
requirements and the requirement that
each container or lid be marked to
indicate the designated net weight. It
also exempts producer field-packed
tomatoes from the requirement that all
containers must be packed at a
registered handler’s facilities. However,
field-packed tomatoes still must meet
the other requirements of the marketing
order, including established grade, size,
container, pack, and inspection
requirements.

This rule would remove the net
weight and weight labeling exemptions
for producer field-packed tomatoes.
This change would require all tomatoes,

unless specifically granted an
exemption, to meet the same net weight
requirements regardless of where they
are packed.

Producer field-packed tomatoes are
tomatoes which at the time of
inspection are No. 3 color or higher
(according to color classification
requirements in the U.S. tomato
standards), that are picked and place
packed in new containers in the field by
a producer as defined in § 966.150 of the
rules and regulations. The tomatoes are
then transported to a registered
handler’s facilities for final preparation
for market and for inspection.

Producer field-packed tomatoes are
picked by hand and place packed in
containers in layers. When place
packing a container of tomatoes, the fill
is determined by the size of the tomato,
dimensions of the container, and the
way the tomatoes are positioned in the
box. Each layer is tightly packed by
rotating the tomatoes and by the size
selection of the tomatoes. Each 25-
pound container usually has three to
four layers of tomatoes.

Most tomatoes from Florida are
packed and shipped at the mature green
stage. Shipments of mature green
tomatoes represented approximately
83.7 percent of total fresh shipments
during the 1999-2000 season. Tomatoes
are picked and packed at the mature
green stage to facilitate handling. The
vast majority of mature green tomatoes
are packed using a mechanized process.
The tomatoes are brought to the
packinghouse where they are run across
sizing equipment, and then are packed
in volume fill containers by size and
weight. At the mature green stage, the
tomatoes are firm and are able to
withstand the packing process. This is
an efficient process that facilitates
packing in volume.

However, when packing a producer
field-packed tomato that is more ripe
and mature, the process used to pack
mature greens is not as effective. This is
because as the tomato begins to ripen it
begins to soften. Tomatoes of No. 3 color
and above cannot tolerate the rigors of
the mechanized handling process. This
packing process bruises and damages
more mature tomatoes, increasing the
volume of culls and tomatoes that fail
inspection.

When the net weight exemption for
producer field-packed tomatoes was
established October 10, 1998 (63 FR
54556), the Committee thought that
meeting the net weight requirement
would be difficult without the precision
of the mechanical process available at
the packinghouse. Therefore, the
Committee recommended establishing
the net weight exemption to facilitate

the packing of field-packed tomatoes.
However, after several years of
experience, those packing producer
field-packed tomatoes have enhanced
their skill for packing tomatoes in the
field. Many now pack to meet the net
weight requirement even though the
exemption is available.

Field-packed tomatoes are sized as
either 5X6 or 6X6 and larger with no
upper limit on either size. This differs
from the size requirements for tomatoes
packed at a packinghouse. Packinghouse
tomatoes must meet a minimum and a
maximum size requirement on tomatoes
designated as 6X6. Because there is no
upper limit on the either 5X6 or 6X6
sized field-packed tomatoes, handlers
have more flexibility to add and remove
tomatoes of different sizes in order to
meet a specified weight requirement
without compromising their ability to
meet the size requirement. Handlers can
replace larger tomatoes with smaller
ones and vice versa in order to adjust
box weight to meet the net weight
requirements. In its discussion, the
Committee stated that most handlers of
producer field-packed tomatoes are
voluntarily meeting the 25-pound net
weight requirements.

It also found that some handlers have
started using the net weight exemption
as a marketing tool. The Committee
stated that producer field-packed
tomatoes packed in containers designed
to hold a 25-pound designated net
weight were being presented for sale
with weights of 28 to 32 pounds. The
net weight requirement only allows
packinghouses to put between 25 and 27
pounds of tomatoes to a box. Some
handlers of producer field-packed
tomatoes are adding additional tomatoes
to the containers to create a marketing
advantage over those handlers required
to meet the net weight requirements.
Buyers prefer the additional weight in
containers of field-packed tomatoes to
packinghouse tomatoes because they are
getting more tomatoes for their money.

In its discussions, Committee
members stated that over packing
containers is a poor marketing practice.
Selling a container of tomatoes that
weighs more than 25 pounds at the
price for a 25-pound container has a
price depressing effect on the market,
and reduces returns to growers. It was
also noted that the marketing order was
put in place to create an orderly market
for all tomatoes grown in Florida
because the market at that time was in
such disarray. The net weight was
established to provide an industry
standard and give buyers and sellers a
uniform point of comparison. With the
volume of producer field-packed
tomatoes increasing, several Committee
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members stated that continuing with the
net weight exemption for field-packed
tomatoes was taking a step backwards in
terms of orderly marketing.

In addition, there was also concern
regarding the possibility that damaged
tomatoes could reach the market.
Committee members stated that when a
25-pound box of tomatoes is filled to
exceed a 27-pound net weight, there is
an increased chance that tomatoes will
be crushed when placing the lid on the
container. Overfilling could also result
in fruit being damaged during shipment.

The market for red, vine-ripe tomatoes
has grown over the past few years. The
Committee now estimates that between
five and fifteen percent of the total daily
fresh tomato shipments from Florida are
producer field-packed tomatoes. This is
a one to two percent increase from last
season. Retailers consider the fast
growing market for red, vine-ripe
tomatoes to be the way of the future and
the Committee estimates that the
volume of producer field-packed
tomatoes will continue to grow in order
to supply this market. Therefore, the
Committee wants to continue to develop
this market by providing a uniform,
quality product.

Therefore, this rule would remove the
exemption from the net weight
requirement for producer field-packed
tomatoes, and would require producer
field-packed tomatoes to meet the same
net weight and weight labeling
requirements as those packed in a
packinghouse.

The two Committee members who
opposed the recommendation agreed
that a problem exists with the net
weight exemption for producer field-
packed tomatoes. However, they were
not sure that the action recommended
was the best solution to the problem and
wanted more time to consider the issue.
Therefore, they voted against the
proposal.

Section 8e of the Act requires that
whenever grade, size, quality, or
maturity requirements are in effect for
certain commodities under a domestic
marketing order, including tomatoes,
imports of that commodity must meet
the same or comparable requirements.
However, the Act does not authorize the
imposition of pack and container
requirements on imports, when such
requirements are in effect under a
domestic marketing order. Therefore, no
change is necessary in the tomato
import regulation as a result of this
action.

This change would not affect the
exemption for single layer and two-layer
place packed tomatoes. They would
continue to be exempt from the net
weight requirements under the order.

Therefore, producer field-packed
tomatoes place packed in single or two
layer packs would continue to be
exempt from the net weight
requirements.

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this action on small entities.
Accordingly, AMS has prepared this
initial regulatory flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 82 handlers
of Florida tomatoes who are subject to
regulation under the marketing order
and approximately 100 tomato
producers in the regulated area. Small
agricultural service firms are defined by
the Small Business Administration (13
CFR 121.201) as those having annual
receipts of less than $5,000,000, and
small agricultural producers are defined
as those having annual receipts of less
than $500,000.

Based on the industry and Committee
data, the average annual price for fresh
Florida tomatoes during the 1999-2000
season was $6.89 per 25-pound carton
or equivalent, and total fresh shipments
for the 1999-2000 season were
58,006,721 25-pound equivalent cartons
of tomatoes. Based on this information,
the majority of handlers would be
classified as small entities as defined by
the SBA. The majority of producers of
Florida tomatoes may also be classified
as small entities.

This proposal would revise the
handling requirements currently
prescribed for producer field-packed
tomatoes under § 966.323 of the order.
Currently, producer field-packed
tomatoes are exempt from the net
weight requirements under the order.
The net weight requirement only allows
packinghouses to put between 25 and 27
pounds of tomatoes into a box designed
to hold 25 pounds. Some handlers of
producer field-packed tomatoes are
adding additional tomatoes to their
containers to the detriment of handlers
required to meet the net weight
requirements. This rule would remove
the exemption from the net weight
requirement for producer field-packed
tomatoes and require all tomatoes,
regardless of where they are packed, to

meet the same net weight requirements.
Authority for this action is provided in
§966.52 of the order.

There could be some additional costs
associated with this rule. Removing the
net weight exemption would require
those packing producer field-packed
tomatoes to take the steps necessary to
ensure that the tomatoes meet the net
weight requirement. This could result in
additional costs from the purchase of
equipment to weigh the boxes and
additional labor needed. However,
many of those packing producer field-
packed tomatoes have already incurred
these costs and are meeting the net
weight requirements voluntarily.

Currently, boxes containing between
28 and 32 pounds of field-packed
tomatoes may be sold for the same price
as a box containing 25 to 27 pounds of
tomatoes. This reduces total pack out,
depresses price, and reduces returns to
the grower. In addition, these tomatoes
are being sold into what retailers
consider to be the fastest growing
segment of the tomato market. Over
packing boxes increases the probability
that some tomatoes will be damaged.
Shipping damaged tomatoes could have
a negative impact on the market and the
ability of Florida tomato handlers in
meeting that market’s needs. This rule
would help counter that possibility.

This rule was recommended to benefit
the Florida tomato industry. The costs
or benefits of this rule would not be
disproportionately greater or less for
small handlers or producers than for
larger entities.

The Committee discussed alternatives
to this change, including making no
change to the regulation. However,
Committee members agreed that action
needed to be taken, so this alternative
was rejected. Another alternative
considered was to change the size of the
box for field-packed tomatoes. Some
members of the Committee stated that
this would not solve the problem, only
add another box size, noting that
handlers are already selling a 25-pound
container of producer field-packed
tomatoes that weighs more than 25
pounds. Changing only the size of the
container would not prevent handlers
from continuing to overfill the cartons.
Therefore, this alternative was also
rejected.

This proposed rule would remove the
exemption from the net weight
requirement for producer field-packed
tomatoes under the Florida tomato
marketing order.

This action would not impose any
additional reporting or recordkeeping
requirements on either small or large
tomato handlers. As with all Federal
marketing order programs, reports and
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forms are periodically reviewed to
reduce information requirements and
duplication by industry and public
sector agencies. In addition, the
Department has not identified any
relevant Federal rules that duplicate,
overlap or conflict with this proposed
rule.

Further, the Committee’s meeting was
widely publicized throughout the
tomato industry and all interested
persons were invited to attend the
meeting and participate in Committee
deliberations on all issues. Like all
Committee meetings, the February 27,
2001, meeting was a public meeting and
all entities, both large and small, were
able to express views on this issue.
Finally, interested persons are invited to
submit information on the regulatory
and informational impacts of this action
on small businesses.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

This rule invites comments on a
change to the handling requirements
currently prescribed under the Florida
tomato marketing order. A 20-day
comment period is provided to allow
interested persons to respond to this
proposal. Twenty days is deemed
appropriate because any changes
resulting from this proposed rule should
be effective by the start of the 2001/2002
season, which begins October 10, 2001.
All written comments timely received
will be considered before a final
determination is made on this matter.

List of Subjects in 7 CFR Part 966
Marketing agreements, Reporting and

recordkeeping requirements, Tomatoes.
For the reasons set forth in the

preamble, 7 CFR part 966 is proposed to
be amended as follows:

PART 966—TOMATOES GROWN IN
FLORIDA

1. The authority citation for 7 CFR
part 966 continues to read as follows:

Authority: 7 U.S.C. 601-674.

2. Section 966.323 is amended by
revising the last sentence of paragraph
(d)(1) to read as follows:

§966.323 Handling regulation.
* * * * *

(d) Exemption. (1) * * * Producer
field-packed tomatoes must meet all of
the requirements of this section except
for the requirement that all containers

must be packed at registered handler
facilities as specified in paragraph
(a)(3)(ii) of this section, and the
requirement that such tomatoes
designated as size 6 x 6 must meet the
maximum diameter requirement
specified in paragraph (a)(2)(i) of this
section: Provided, That 6 x 6 and larger
is used to indicate the listed size
designation on containers.

* * * * *

Dated: July 27, 2001.
Kenneth C. Clayton,

Acting Administrator, Agricultural Marketing
Service.

[FR Doc. 01-19266 Filed 8—1-01; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 99-NM-132—-AD]

RIN 2120-AA64

Airworthiness Directives; Boeing
Model 767 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Proposed rule; withdrawal.

SUMMARY: This action withdraws a
notice of proposed rulemaking (NPRM)
that proposed a new airworthiness
directive (AD), applicable to certain
Boeing Model 767 series airplanes. That
action would have required repetitive
inspections of the side load underwing
fitting bushings for broken sealant or
bushing migration, and corrective
action, if necessary. That action also
would have provided for optional
terminating action in lieu of repetitive
inspections. Since the issuance of the
NPRM, the Federal Aviation
Administration (FAA) has received new
data and has issued alternative
rulemaking action. Accordingly, the
proposed rule is withdrawn.

FOR FURTHER INFORMATION CONTACT. ]ohn
D. Craycraft, Aerospace Engineer,
Airframe Branch, ANM-120S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98055—-4056; telephone
(425) 227-2782; fax (425) 227-1181.
SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
add a new airworthiness directive (AD),
applicable to certain Boeing Model 767
series airplanes, was published in the
Federal Register as a Notice of Proposed
Rulemaking (NPRM) on November 24,

1999 (64 FR 66119). The proposed rule
would have required repetitive
inspections of the side load underwing
fitting bushings for broken sealant or
bushing migration, and corrective
action, if necessary. The proposed rule
also would have provided for optional
terminating action in lieu of repetitive
inspections. The proposed rule was
prompted by reports of migrated
bushings and corrosion on the side load
fittings. The proposed actions were
intended to prevent corrosion in the
side load underwing fitting, which
could result in cracking and consequent
reduced structural integrity of the wing
strut.

Actions Since Issuance of the NPRM

Since the issuance of that NPRM on
November 18, 1999, the FAA has issued
alternative rulemaking action, which, in
addition to comments we have received
in response to the NPRM, has caused us
to reconsider our previous position on
this rulemaking action.

We have considered the comments
and recommendations we received.
Although one commenter supports the
NPRM as proposed, eight other
commenters object to it for various
reasons. Some of those reasons follow:

* Bushing migration does not present
an immediate safety concern, and no
significant corrosion has been found in
the side load underwing fitting. For
these reasons, the commenters believe
that the inspections specified in the
NPRM are unnecessary.

* The cost estimates in the NPRM are
too low because of the extensive work
required, special tooling, and the
resultant impact on scheduled service.
Operators recommend increasing the
cost estimates to include additional
costs for labor, access and closeup, and
special tooling and equipment.

* The compliance times for the
inspections, as specified in the NPRM,
would put affected airplanes out of
service for an extended period. One
commenter states that the manufacturer
would not be able to provide an
adequate number of kits within the
specified compliance time. Operators
recommend that the compliance times
coincide with other existing
maintenance programs such as the Strut
Improvement Program (SIP) and the
Corrosion Prevention and Control
Program (CPCP).

* Removing and reinstalling the wing
struts is not a routine task performed at
regular maintenance intervals. In
addition, the frequency of strut removal
specified in the NPRM would severely
impact airline schedules. The
manufacturer recommends removing the
strut only during a CPCP inspection,
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which is accomplished at or before 18
years in service. Limiting strut removal
will reduce the element of human error,
structural damage to the lug areas, and
improper sealing of the bushings.

» The repetitive inspections specified
by paragraph (b) of the NPRM should be
allowed to continue until incorporation
of the SIP.

FAA’s Determination

Since the issuance of the NPRM, the
FAA has issued three ADs to require
accomplishment of the 767 SIP.
Although the NPRM requires repetitive
inspections and corrective action if a
broken sealant or bushing migration is
detected, the new ADs require
modification of the nacelle strut and
wing structure on both the left and right
sides of the airplane. The FAA adds that
the discrepancy (broken sealant or
bushing migration) specified in the
NPRM also is addressed by the actions
included in the 767 SIP. In addition,
since issuance of Boeing Service
Bulletin 767-57-0063, dated May 7,
1998, Boeing has provided to the FAA
additional data indicating that the
recommended compliance times listed
in that service bulletin were overly
conservative. For these reasons, the
FAA has determined that issuance of
the NPRM is no longer necessary since
the intent of that AD will be
accomplished by the following
previously issued ADs:

e AD 2001-02-07, amendment 39—
12091 (66 FR 8085, January 29, 2001).

¢ AD 2001-06-12, amendment 39—
12159 (65 FR 17492, April 2, 2001).

¢ AD 2000-19-09, amendment 39—
11910 (65 FR 58641, October 2, 2000).

FAA’s Conclusions

Upon further consideration, the FAA
has determined that, in light of the
above information, the identified unsafe
condition has been addressed.
Accordingly, the NPRM is hereby
withdrawn.

Withdrawal of this NPRM constitutes
only such action, and does not preclude
the agency from issuing another action
in the future, nor does it commit the
agency to any course of action in the
future.

Regulatory Impact

Since this action only withdraws a
notice of proposed rulemaking, it is
neither a proposed nor a final rule and
therefore is not covered under Executive
Order 12866, the Regulatory Flexibility
Act, or DOT Regulatory Policies and
Procedures (44 FR 11034, February 26,
1979).

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Withdrawal

Accordingly, the notice of proposed
rulemaking, Docket 99-NM—-132-AD,
published in the Federal Register on
November 24, 1999 (64 FR 66119), is
withdrawn.

Issued in Renton, Washington, on July 26,
2001.

Donald L. Riggin,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 01-19262 Filed 8—1-01; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 99-NM-21-AD]
RIN 2120-AA64

Airworthiness Directives; Boeing
Model 737-100, —200, —200C, -300,
—400, and —500 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Supplemental notice of
proposed rulemaking; reopening of
comment period.

SUMMARY: This document revises an
earlier proposed airworthiness directive
(AD); applicable to certain Boeing
Model 737-100, —200, and —200C series
airplanes; which would have required
inspections for corrosion and cracking
of the inboard track of each outboard
flap, and repair, if necessary, and would
have provided an optional terminating
action. This new action expands the
applicability and removes the optional
terminating action of the proposed AD.
For certain airplanes, this action would
require new repetitive inspections for
discrepancies of the rear spar
attachments and cracks in the upper
flange of the inboard track at the rear
spar attachment of each outboard flap,
and eventual rework of the flap track
assembly and rear spar attachments,
including replacement of the flap track
with a new track, if necessary. For all
airplanes, this action would require
repetitive inspections for cracks in the
upper flange of the inboard flap tracks
at the rear spar attachments, and
corrective action, if necessary. These
actions are necessary to find and fix
discrepancies of the inboard tracks of
the outboard flaps, which could result
in loss of the outboard trailing edge

flaps and consequent reduced
controllability of the airplane. These
actions are intended to address the
identified unsafe condition.

DATES: Comments must be received by
September 6, 2001.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 99-NM-—
21-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9—anm-—
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 99-NM-21-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 for
Windows or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Boeing Commercial Airplane Group,
P.O. Box 3707, Seattle, Washington
98124-2207. This information may be
examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington.

FOR FURTHER INFORMATION CONTACT:
James Blilie, Aerospace Engineer,
Airframe Branch, ANM—-120S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98055-4056; telephone
(425) 227-2131; fax (425) 227-1181.
SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed 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 above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this document may be changed in
light of the comments received.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed 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
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summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this proposal
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 99-NM-21-AD.” The
postcard will be date-stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
99-NM-21-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055-4056.

Discussion

A proposal to amend part 39 of the
Federal Aviation Regulations (14 CFR
part 39) to add an airworthiness
directive (AD), applicable to certain
Boeing Model 737-100, —200, and
—200C series airplanes, was published
as a notice of proposed rulemaking
(NPRM) in the Federal Register on April
26, 1999 (64 FR 20224). That NPRM
would have required inspections to
detect corrosion and cracking of the
inboard track of each outboard flap
where the track attaches to the rear spar,
and repair, if necessary. For certain
airplanes, that proposal also would have
provided optional terminating action for
the proposed repetitive inspections for
those airplanes. That NPRM was
prompted by several reports of cracking
of the inboard track of the outboard flap.
That condition, if not corrected, could
result in loss of the outboard trailing
edge flap and consequent reduced
controllability of the airplane.

Explanation of New Service
Information

Since the issuance of that NPRM, the
FAA has reviewed and approved Boeing
Service Bulletin 737-57A1249, Revision
1, including Appendix A, dated June 1,
2000. That service bulletin describes
procedures for repetitive detailed visual
inspections to find discrepancies
(including corrosion, or missing,
damaged, or migrated anti-fret strips
and tapered shims) of the rear spar
attachments of the flap tracks. That
service bulletin also describes
procedures for repetitive detailed visual,
high frequency eddy current (HFEC),
and ultrasonic inspections to find
cracking in the upper flange of the
inboard track of each outboard flap at
the rear spar attachment. The service
bulletin also describes procedures for

rework of the flap track assembly and
rear spar attachments. The rework
procedures include the following:

* Removal of the flap track.

* A detailed visual inspection for a
missing, damaged, or migrated anti-fret
strip and tapered shim of the rear spar
attachments of the flap tracks;
replacement of the anti-fret strip with a
new aluminum anti-fret strip (or
installation of an aluminum strip if no
strip is installed), if necessary; and
replacement of the tapered shim with a
new shim (or installation of a shim if no
shim is installed).

+ Eddy current and ultrasonic
inspections for fatigue cracking of the
flap tracks.

* A detailed visual inspection for
corrosion of the flap tracks.

» Rework of attachment holes.

» Replacement of the flap track with
a new track, if necessary.

The procedures described in Boeing
Service Bulletin 737-57A1249, Revision
1, are similar to the procedures
described in Boeing Service Bulletin
737-57-1065, Revision 3, dated
December 17, 1982, which was
referenced in the original NPRM as the
appropriate source of service
information for certain proposed
actions. Among other things, however,
Boeing Service Bulletin 737-57A1249,
Revision 1, describes more rework
instructions than does Boeing Service
Bulletin 737-57-1065. Airplanes
reworked according to Boeing Service
Bulletin 737-57—1065 would require
additional rework according to this
proposed AD and Boeing Service
Bulletin 737-57A1249, Revision 1.

Actions Since Issuance of NPRM

The NPRM listed certain Boeing
Model 737-100, —200, and —200C series
airplanes in its applicability statement.
Since the issuance of the NPRM, the
FAA has received a report of similar
cracking in the area addressed by the
NPRM on a Boeing Model 737-300
series airplane. The interface between
the inboard track of each outboard flap
and the rear spar on the subject Model
737-300 series airplane had been
modified according to procedures
similar to those identified as optional
terminating action in the NPRM. Other
Model 737-300, —400, and —500 series
airplanes also have been similarly
modified. Because of this report, the
FAA finds that certain Model 737-300,
—400, and —500 series airplanes—in
addition to the Model 737-100, —200,
and —200C series airplanes identified in
the NPRM—may be subject to the unsafe
condition addressed by this proposed
AD. Therefore, the applicability

statement of this supplemental NPRM
lists all of these airplanes.

In addition, Boeing Service Bulletin
737-57A1249, Revision 1, states that no
more work is necessary following the
rework of the flap track described in
that service bulletin. Because of the
report of cracking on the Model 737-300
series airplane described above, the
FAA finds that rework according to
Boeing Service Bulletin 737-57A1249,
Revision 1, may not ensure an adequate
level of safety for the service life of the
airplane. Therefore, this supplemental
NPRM proposes to require additional
repetitive inspections following the
rework or the modification equivalent to
the rework that was done during
production on certain airplanes.

Comments

Due consideration has been given to
the comments received in response to
the NPRM. Certain comments have
resulted in changes to the proposal, and
those comments are addressed below.

Request To Clarify Airplanes Not
Affected By Proposed Rule

One commenter requests that the FAA
revise the proposed rule to clarify that
certain airplanes are not subject to the
proposed actions. The commenter states
that airplanes having line numbers (L/
N) 1032 through 1585 on which new
flap tracks were installed according to
Boeing Service Bulletin 737-57-1203,
dated November 15, 1990, do not need
to have flap tracks replaced as specified
in the proposed rule. The commenter
states that new flap tracks installed
according to that service bulletin have
the new aluminum anti-fret strip that
this proposed AD would require and
meet all requirements of the proposed
rule.

The FAA concurs with the
commenter’s request. The applicability
of this supplemental NPRM has been
revised to exclude airplanes on which
new flap tracks were installed according
to Boeing Service Bulletin 737-57-1203.

Request To Require Repetitive
Inspections for All Airplanes

One commenter requests that
repetitive inspections for cracking be
required for all airplanes. For airplanes
having L/Ns 870 through 1585 inclusive
on which replacement flap tracks are
installed, paragraph (c) of the NPRM
states that no further action is required
if no corrosion or cracking is found
during the initial inspection. The
commenter states that one-time visual
and HFEC inspections may not be
sufficient to ensure that any crack is
found in a timely manner.
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The FAA concurs with the
commenter’s request, and paragraph (c)
of the NPRM has not been included in
this supplemental NPRM. This
supplemental NPRM proposes to require
inspections and eventual rework or
replacement of flap tracks for all
airplanes with L/Ns 1 through 869
inclusive and airplanes with L/Ns 870
through 1585 inclusive on which the
original flap tracks have been replaced
with certain flap tracks. As stated above,
this supplemental NPRM also proposes
to require post-rework repetitive
inspections for all airplanes identified
in the applicability statement of this
document.

Request To Clarify Need for Additional
Work on Certain Airplanes

One commenter, the manufacturer,
requests that the proposed AD be
revised to make it clear that airplanes
modified according to Boeing Service
Bulletin 737-57-1065, Revision 3,
require additional work according to
Boeing Service Bulletin 737-57A1249.
The commenter states that this change
is necessary because Boeing Service
Bulletin 737-57—-1065, Revision 3, was
not intended to address the specific
unsafe condition identified in the
proposed AD.

The FAA concurs with the
commenter’s request and has included
appropriate statements in the
“Explanation of New Service
Information” section of the preamble of
this supplemental NPRM. Also, a new
“Note 2”” has been added to the body of
this proposed AD to state that airplanes
modified according to Boeing Service
Bulletin 737-57—-1065 are subject to
additional work as described in this AD
and in Boeing Service Bulletin 737—
57A1249, Revision 1.

Request To Clarify Terminology

One commenter requests various
changes to language used in the NPRM.
The changes recommended by the
commenter include:

* Refer to “anti-fret strip” instead of
“rub strip” in the “Discussion” and
“Explanation of Relevant Service
Information” sections of the proposed
AD.

* Clarify the procedures involved in
the rework as described in the
“Explanation of Relevant Service
Information” section of the proposed
AD.

¢ Clarify the cause of the unsafe
condition by revising the sentence in
the “Discussion” section of the
proposed AD that reads, “inadequate
clamp-up of the attachment bolts can
make the area where the flap track
attaches to the rear spar more vulnerable

to moisture absorption and,
consequently, to corrosion” to read,
“insufficient clamp-up of the
attachment bolts can cause damage to
the attachment seals, tapered shim, anti-
fret strip, and protective finishes, and
make the area where the flap track
attaches to the rear spar more vulnerable
to moisture absorption and,
consequently, to corrosion.”

* Identify the area affected by
cracking as “the upper flange of the
inboard track of each/the outboard flap
at the rear spar attachment” in the
“Discussion” and “Explanation of
Requirements of Proposed Rule”
sections of the preamble, and in the
statement of unsafe condition in the
body of the proposed AD.

Tﬁe FAA concurs with the intent of
the commenter’s request. Though some
of the specific sections of the preamble
referenced by the commenter are not
repeated in this supplemental NPRM,
the changes suggested by the commenter
have been made in this supplemental
NPRM wherever appropriate.

Explanation of New Requirements of
Proposal

Since an unsafe condition has been
identified that is likely to exist or
develop on other products of this same
type design, the proposed AD would
require, for certain airplanes, new
repetitive inspections for discrepancies
(including corrosion, or missing,
damaged, or migrated anti-fret strips
and tapered shims) of the rear spar
attachments and cracks in the upper
flange of the inboard track at the rear
spar attachment of each outboard flap.
For certain airplanes, the proposed AD
also would require eventual rework of
the flap track assembly and rear spar
attachments, including replacement of
the flap track with a new track, if
necessary. For all airplanes, this action
would require post-rework repetitive
inspections for cracks in the upper
flange of the inboard flap tracks at the
rear spar attachments, and corrective
action, if necessary. The actions would
be required to be accomplished
according to Boeing Service Bulletin
737-57A1249, Revision 1, except as
discussed below.

Differences Between Supplemental
NPRM and Service Bulletin

This supplemental NPRM differs from
Boeing Service Bulletin 737-57A1249,
Revision 1, in the following ways:

» Though the service bulletin states
compliance times in terms of flight
cycles and calendar time, this proposed
AD states compliance times only in
calendar time. The FAA finds it
appropriate to state compliance times

for the requirements of this proposed
AD only in calendar time because
corrosion cracking is a function of time,
not flight cycles.

* The airplane manufacturer
recommends that the actions in the
service bulletin be accomplished on
airplanes with 20,000 flight cycles or
more, or 10 years of service. The FAA
finds that, as of the effective date of this
AD, all airplanes identified in paragraph
(a) of this proposed AD will have been
in service for more than 10 years since
their date of manufacture. Therefore,
this supplemental NPRM does not refer
to this threshold in the compliance
times for paragraphs (a), (b), and (c) of
this AD.

* Operators also should note that,
though the service bulletin specifies that
the manufacturer may be contacted for
disposition of certain repair conditions,
this proposed AD would require the
repair of those conditions to be
accomplished according to a method
approved by the FAA, or according to
data meeting the type certification basis
of the airplane approved by a Boeing
Company Designated Engineering
Representative who has been authorized
by the FAA to make such findings.

Conclusion

Since this change expands the scope
of the originally proposed rule, the FAA
has determined that it is necessary to
reopen the comment period to provide
additional opportunity for public
comment.

Cost Impact

There are approximately 2,890
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
1,100 airplanes of U.S. registry would be
affected by this proposed AD.

It would take approximately 4 work
hours per airplane to accomplish the
proposed inspections, at an average
labor rate of $60 per work hour. Based
on these figures, the cost impact of the
proposed inspections on U.S. operators
is estimated to be $264,000, or $240 per
airplane, per inspection cycle.

It would take approximately 12 work
hours per airplane to accomplish the
proposed rework, at an average labor
rate of $60 per work hour. Required
parts would cost approximately $532.
Based on these figures, the cost impact
of the rework proposed by this AD on
U.S. operators is estimated to be
$1,377,200, or $1,252 per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
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this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a ““significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, 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 copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting 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.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend 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:

Boeing: Docket 99-NM-21-AD.

Applicability: Model 737-100, —200,
—200C, —300, —400, and —500 series airplanes;
certificated in any category; EXCEPT
airplanes on which any replacement flap
tracks were installed according to Boeing

Service Bulletin 737-57-1203, dated
November 15, 1990, or production
equivalent.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise 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 (f) 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.

Note 2: Airplanes modified according to
Boeing Service Bulletin 737-57—-1065 are
subject to additional work as described in
this AD and in Boeing Service Bulletin 737—
57A1249, Revision 1, dated June 1, 2000.

To find and fix discrepancies of the
inboard tracks of the outboard flaps, which
could result in loss of the outboard trailing
edge flaps and consequent reduced
controllability of the airplane, accomplish
the following:

Initial Inspections

(a) For airplanes with line numbers (L/N)

1 through 869 inclusive, and airplanes with
L/Ns 870 through 1585 on which the original
flap tracks have been replaced with certain
tracks as specified in Boeing Service Bulletin
737-57A1249, Revision 1, including
Appendix A, dated June 1, 2000: Within 6
months after the effective date of this AD,
whichever occurs later, accomplish the
requirements of paragraphs (a)(1) and (a)(2)
of this AD, according to Boeing Service
Bulletin 737-57A1249, Revision 1, including
Appendix A, dated June 1, 2000.

(1) Perform a detailed visual inspection for
discrepancies (e.g., corrosion, or missing,
damaged, or migrated anti-fret strips and
tapered shims) of the rear spar attachments
of the flap tracks.

(2) Perform detailed visual, high frequency
eddy current (HFEC), and ultrasonic
inspections for cracking in the upper flange
of the inboard track of each outboard flap at
the rear spar attachments.

Note 3: Inspections and rework
accomplished according to Boeing Alert
Service Bulletin 737-57A1249, including
Appendix A, dated December 16, 1999, is
considered acceptable for compliance with
the applicable action specified in this AD.

Note 4: For the purposes of this AD, a
detailed visual inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc., may be used. Surface

cleaning and elaborate access procedures
may be required.”

Repetitive Inspections

(b) For airplanes subject to paragraph (a) of
this AD: If no discrepancy is found during
any inspection required by paragraph (a) of
this AD, thereafter, repeat the inspections
specified in paragraph (a) of this AD at
intervals not to exceed 9 months, until the
actions required by paragraph (c) of this AD
have been accomplished.

Rework

(c) For airplanes subject to paragraph (a) of
this AD: At the applicable time specified in
paragraph (c)(1) or (c)(2) of this AD,
accomplish rework of the flap track assembly
and aft flap track attachments (including
removal of the flap track; a detailed visual
inspection for a missing, damaged, or
migrated anti-fret strip and tapered shim of
the rear spar attachments of the flap track;
replacement of the anti-fret strip with a new
aluminum anti-fret strip (or installation of an
aluminum strip if no strip is installed), as
applicable; replacement of the tapered shim
with a new shim (or installation of a shim if
no shim is installed); eddy current and
ultrasonic inspections for fatigue cracking of
the flap tracks; a detailed visual inspection
for corrosion of the flap tracks; and rework
of attachment holes), including replacement
of the flap tracks, as applicable, by
accomplishing all actions specified in part I
of the Accomplishment Instructions of
Boeing Service Bulletin 737-57A1249,
Revision 1, including Appendix A, dated
June 1, 2000. Do these actions according to
that service bulletin, except as provided by
paragraph (e) of this AD. Accomplishment of
the actions required by this paragraph
constitutes terminating action for the
repetitive inspections required by paragraph
(b) of this AD.

(1) If no discrepancy is found during any
inspection required by paragraph (a) or (b) of
this AD: Do the rework within 24 months
after the effective date of this AD, whichever
occurs later.

(2) If any discrepancy is found during any
inspection required by paragraph (a) or (b) of
this AD: Do the rework prior to further flight.

Repetitive Inspections

(d) For all airplanes: At the applicable time
specified in paragraph (d)(1) or (d)(2) of this
AD, and thereafter at least every 24 months,
perform detailed visual, HFEC, and
ultrasonic inspections for cracking in the
upper flange of the inboard track of each
outboard flap at the rear spar attachments
according to Part II of the Accomplishment
Instructions of Boeing Service Bulletin 737—
57A1249, Revision 1, including Appendix A,
dated June 1, 2000.

(1) For airplanes subject to paragraph (c) of
this AD, do the inspections within 10 years
after accomplishment of the rework
according to paragraph (c) of this AD.

(2) For airplanes other than those
identified in paragraph (d)(1) of this AD, do
the inspections within 10 years since the
airplane’s date of manufacture, or within 6
months after the effective date of this AD,
whichever occurs later.
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Repair Instructions and Exception to
Procedures in Service Information

(e) If any discrepancy is found during any
action required by paragraphs (a), (b), or (c)
of this AD, and the service bulletin specifies
to contact Boeing for appropriate action; OR
if any discrepancy is found during
inspections according to paragraph (d) of this
AD: Prior to further flight, repair according
to a method approved by the Manager,
Seattle Aircraft Certification Office (ACO),
FAA; or according to data meeting the type
certification basis of the airplane approved
by a Boeing Company Designated
Engineering Representative (DER) who has
been authorized by the Manager, Seattle
ACO, to make such findings. For a repair
method to be approved by the Manager,
Seattle ACO, as required by this paragraph,
the approval letter must specifically
reference this AD.

Alternative Methods of Compliance

(f) 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, Seattle
ACO. Operators shall submit their requests
through an appropriate FAA Principal
Maintenance Inspector, who may add
comments and then send it to the Manager,
Seattle ACO.

Note 5: Information concerning the
existence of approved alternative methods of

compliance with this AD, if any, may be
obtained from the Seattle ACO.

Special Flight Permits

(g) 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.

Issued in Renton, Washington, on July 26,
2001.
Vi L. Lipski,
Manager, Transport Airplane Directorate,
Aircraft Certification Service.
[FR Doc. 01-19261 Filed 8—1-01; 8:45 am]
BILLING CODE 4910-39-P

NATIONAL ARCHIVES AND RECORDS
ADMINISTRATION

36 CFR Part 1228
RIN 3095-AB02

Records Disposition

AGENCY: National Archives and Records
Administration (NARA).

ACTION: Proposed rule; correction.

SUMMARY: This document corrects the
preamble of a proposed rule published
in the Federal Register on July 17, 2001,
at 66 FR 37202. The proposed rule
would change the records management
regulations in Subchapter B to simplify
certain records disposition procedures.

Inadvertently, a paragraph was omitted
from the SUPPLEMENTARY INFORMATION
section of the preamble that identifies
specific issues for which NARA seeks
Federal agency comment.

FOR FURTHER INFORMATION CONTACT:
Nancy Allard at telephone number 301-
713-7360 or fax number 301-713-7270.

Correction

In proposed rule FR Doc. 01-17791,
beginning on page 37202 in the issue of
July 17, 2001, make the following
correction, in the SUPPLEMENTARY
INFORMATION section. On page 37203 in
the 1st column, add at the end of the
first full paragraph the following new
paragraph:

“The changes proposed in this
rulemaking are intended to reduce
Federal agency burden in the areas of
submitting records disposition manuals
to NARA and implementing disposition
authorities for records covered by
General Records Schedules. We
specifically seek agency comment on
the clarity of these proposed changes
and whether they will indeed provide a
benefit to the agencies.”

Dated: July 30, 2001.
Nancy Y. Allard,
NARA Federal Register Liaison.
[FR Doc. 01-19310 Filed 8—-1-01; 8:45 am]
BILLING CODE 7515-01-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 63

[FRL-7020-2]

RIN 2060-AES83

National Emission Standards for

Hazardous Air Pollutants for
Pharmaceuticals Production

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

SUMMARY: The EPA is proposing to
amend the national emission standards
for hazardous air pollutants (NESHAP)
for pharmaceuticals production. This
action proposes to correct referencing
errors, add test methods for analyzing
wastewater, define triethylamine as a
soluble hazardous air pollutant (HAP)
instead of a partially soluble HAP, add
an outlet concentration limit for storage
tank emissions, clarify the monitoring
frequency requirements for connectors,
and add planned routine maintenance
provisions for centralized combustion
control devices.

In the “Rules and Regulations”
section of this Federal Register, we are

making these corrections in a direct
final rule, without prior proposal,
because we view these revisions as
noncontroversial, and we anticipate no
adverse comments. We have explained
our reasons for these corrections in the
preamble to the direct final rule.

If we receive no adverse comments,
we will take no further action on this
proposed rule. If an adverse comment
applies to an amendment, paragraph, or
section, and that provision may be
addressed separately from the
remainder of the rule, we will withdraw
only those provisions on which we
received adverse comments. We will
publish a timely withdrawal in the
Federal Register indicating which
provisions are being withdrawn. If part
or all of the direct final rule in the
“Rules and Regulations” section of this
Federal Register is withdrawn, all
public comments pertaining to those
provisions will be addressed in a
subsequent final rule based on this
proposed rule. We will not institute a
second comment period on that
subsequent final rule. Any parties
interested in commenting must do so at
this time.

DATES: Comments. Written comments
must be received by September 4, 2001,
unless a hearing is requested by August
13, 2001. If a hearing is requested,
written comments must be received by
September 17, 2001.

Public Hearing. If anyone contacts the
EPA requesting to speak at a public
hearing by August 13, 2001, a public
hearing will be held on August 16, 2001.
ADDRESSES: Comments. By U.S. Postal
Service, send comments (in duplicate, if
possible) to: Air and Radiation Docket
and Information Center (6102),
Attention Docket Number A-96-03,
U.S. EPA, 1200 Pennsylvania Avenue,
NW., Washington, DC 20460. In person
or by courier, deliver comments (in
duplicate if possible) to: Air and
Radiation Docket and Information
Center (6102), Attention Docket Number
A-96-03, U.S. EPA, 401 M Street, SW.,
Washington DC 20460. The EPA
requests that a separate copy of each
public comment be sent to the contact
person listed below (see FOR FURTHER
INFORMATION CONTACT). Comments may
also be submitted electronically by
following the instructions provided in
SUPPLEMENTARY INFORMATION.

Public Hearing. If a public hearing is
held, it will be held at the EPA’s Office
of Administration Auditorium, Research
Triangle Park, North Carolina at 10:30
a.m.

Docket. Docket No. A—96—03 contains
supporting information used in
developing the NESHAP. The docket is
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located at the U.S. EPA, 401 M Street,
SW., Washington, DC 20460 in Room
M-1500, Waterside Mall (ground floor),
and may be inspected from 8 a.m. to
5:30 p.m., Monday through Friday,
excluding legal holidays.

FOR FURTHER INFORMATION CONTACT: Mr.
Randy McDonald, Organic Chemicals
Group, Emission Standards Division
(MD-13), U.S. EPA, Research Triangle
Park, North Carolina 27711, telephone
number (919) 541-5402, electronic mail
address: mcdonald.randy@epa.gov.
SUPPLEMENTARY INFORMATION:
Comments. Comments and data may be
submitted by electronic mail (e-mail) to:
a-and-r-docket@epa.gov. Electronic
comments must be submitted as an
ASCII file to avoid the use of special
characters and encryption problems and
will also be accepted on disks in
WordPerfect version 5.1, 6.1, or Corel 8
file format. All comments and data
submitted in electronic form must note
the docket number A-96—-03. No
confidential business information (CBI)
should be submitted by e-mail.
Electronic comments may be filed
online at many Federal Depository
Libraries.

Commenters wishing to submit
proprietary information for
consideration must clearly distinguish
such information from other comments
and clearly label it as CBIL. Send
submissions containing such
proprietary information directly to the

following address, and not to the public
docket, to ensure that proprietary
information is not inadvertently placed
in the docket: Attention: Mr. Randy
McDonald, ¢/o OAQPS Document
Control Officer (Room 740B), U.S. EPA,
411 W. Chapel Hill Street, Durham, NC
27701. The EPA will disclose
information identified as CBI only to the
extent allowed by the procedures set
forth in 40 CFR part 2. If no claim of
confidentiality accompanies a
submission when it is received by EPA,
the information may be made available
to the public without further notice to
the commenter.

Public Hearing. Persons interested in
presenting oral testimony or inquiring
as to whether a hearing is to be held
should contact Ms. Maria Noell, U.S.
EPA, MD-13, Research Triangle Park,
NC 27711, telephone (919) 541-5607, at
least 2 days in advance of the public
hearing. Persons interested in attending
the public hearing must also call Ms.
Maria Noell to verify the time, date, and
location of the hearing. The public
hearing will provide interested parties
the opportunity to present data, views,
or arguments concerning these proposed
amendments.

Docket. The docket is an organized
and complete file of all the information
considered by the EPA in the
development of this rulemaking. The
docket is a dynamic file because
material is added throughout the

rulemaking process. The docketing
system is intended to allow members of
the public and industries involved to
readily identify and locate documents
so that they can effectively participate
in the rulemaking process. Along with
the proposed and promulgated
standards and their preambles, the
contents of the docket will serve as the
record in the case of judicial review.
(See section 307(d)(7)(A) of the Clean
Air Act (CAA).) The regulatory text and
other materials related to this
rulemaking are available for review in
the docket or copies may be mailed on
request from the Air Docket by calling
(202) 260-7548. A reasonable fee may
be charged for copying docket materials.

Worldwide Web (WWW). In addition
to being available in the docket, an
electronic copy of this proposed rule
will also be available through the
WWW. Following signature, a copy of
this action will be posted on the EPA’s
Technology Transfer Network (TTN)
policy and guidance page for newly
proposed or promulgated rules http://
www.epa.gov/ttn/oarpg. The TTN at
EPA’s web site provides information
and technology exchange in various
areas of air pollution control. If more
information regarding the TTN is
needed, call the TTN HELP line at (919)
541-5384.

Regulated Entities. The regulated
category and entities affected by this
action include:

Category

NAICS codes

SIC codes

Examples of regulated entities

INAUSETY .oooiiiiiceee

325411 and 325412

2833 and 2834

* Producers of finished dosage forms of drugs (e.g.,
tablets, capsules, and solutions), active ingredients,
Or precursors.

This table is not intended to be
exhaustive, but rather provides a guide
for readers likely to be interested in the
revisions to the rule affected by this
action. To determine whether your
facility, company, business,
organization, etc., is regulated by this
action, you should carefully examine all
of the applicability criteria in § 63.1250
of the rule. If you have questions
regarding the applicability of these
proposed amendments to a particular
entity, consult the person listed in the
preceding FOR FURTHER INFORMATION
CONTACT section.

What Are the Administrative
Requirements for This Action?

Regulatory Flexibility Act (RFA), as
Amended by the Small Business
Regulatory Enforcement Fairness Act of
1996 (SBREFA), 5 U.S.C. 601 et seq.

The RFA generally requires an agency
to prepare a regulatory flexibility
analysis of any rule subject to notice
and comment rulemaking requirements
under the Administrative Procedure Act
or any other statute unless the agency
certifies that the rule will not have a
significant economic impact on a
substantial number of small entities.
Small entities include small businesses,
small organizations, and small
governmental jurisdictions.

For purposes of assessing the impacts
of this proposed rule on small entities,
a small entity is defined as: (1) A small
business in the North American

Industrial Classification System
(NAICS) code 325411 or 325412 that has
as many as 750 employees; (2) a small
business in NAICS code 325199 that has
as many as 1,000 employees; (3) a small
governmental jurisdiction that is a
government of a city, county, town,
school district or special district with a
population of less than 50,000; and (4)

a small organization that is any not-for-
profit enterprise which is independently
owned and operated and is not
dominant in its field.

After considering the economic
impacts of this proposed rule on small
entities, I certify that this action will not
have a significant economic impact on
a substantial number of small entities.
The EPA has determined that none of
the small entities will experience a
significant impact because the
amendments impose no additional
regulatory requirements on owners or
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operators of affected sources. Many of
the amendments provide additional
compliance options, and other
amendments clarify requirements and
correct minor drafting errors.

For information regarding other
administrative requirements for this
action, please see the direct final rule
action that is located in the “Rules and
Regulations” section of this Federal
Register publication.

List of Subjects in 40 CFR Parts 9 and
63

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

Dated: July 24, 2001.

Christine Todd Whitman,

Administrator.

[FR Doc. 01-18880 Filed 8—1-01; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[CA 241-0255; FRL—7022-9]
Revisions to the California State

Implementation Plan, Bay Area Air
Quality Management District

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Proposed rule.

SUMMARY: EPA is proposing a limited
approval and limited disapproval of
revisions to the Bay Area Air Quality
Management District (BAAQMD)
portion of the California State
Implementation Plan (SIP). These
revisions concern volatile organic
compound (VOC) emissions from
storage of organic liquids and leaking
equipment at petroleum refineries,
chemical plants, bulk plants and bulk
terminals. We are proposing action on
local rules that regulate these emission
sources under the Clean Air Act as
amended in 1990 (CAA or the Act). We
are taking comments on this proposal
and plan to follow with a final action.

DATES: Any comments must arrive by
September 4, 2001.

ADDRESSES: Mail comments to Andy
Steckel, Rulemaking Office Chief (AIR-
4), U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105-3901.

You can inspect copies of the
submitted SIP revisions and EPA’s
technical support documents (TSDs) at
our Region IX office during normal
business hours. You may also see copies
of the submitted SIP revisions at the
following locations:

California Air Resources Board,
Stationary Source Division, Rule
Evaluation Section, 1001 “I” Street,
Sacramento, CA 95814

TABLE 1.—SUBMITTED RULES

Bay Area Air Quality Management
District, 939 Ellis Street, San
Francisco, CA 94109

FOR FURTHER INFORMATION CONTACT:
Christine Vineyard, Rulemaking Office
(AIR—4), U.S. Environmental Protection
Agency, Region IX, (415) 744-1197.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,” “us”
and “our” refer to EPA.
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1. The State’s Submittal

A. What rules did the State submit?

Table 1 lists the rules addressed by
this proposal with the dates that they
were adopted by local air agencies and
submitted by the California Air
Resources Board (CARB).

Local agency Rule No. Rule titl