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Presidential Documents

Title 3—

The President

Proclamation 8909 of November 29, 2012

World AIDS Day, 2012

By the President of the United States of America

A Proclamation

On World AIDS Day, more than 30 years after the first cases of this tragic
illness were reported, we join the global community once more in standing
with the millions of people who live with HIV/AIDS worldwide. We also
recommit to preventing the spread of this disease, fighting the stigma associ-
ated with infection, and ending this pandemic once and for all.

In 2010, my Administration released the National HIV/AIDS Strategy, our
Nation’s first comprehensive plan to fight the domestic epidemic. The Strat-
egy aims to reduce new infections, increase access to care, reduce health
disparities, and achieve a more coordinated national response to HIV/AIDS
here in the United States. To meet these goals, we are advancing HIV/
AIDS education; connecting stakeholders throughout the public, private,
and non-profit sectors; and investing in promising research that can improve
clinical outcomes and reduce the risk of transmission. Moving forward,
we must continue to focus on populations with the highest HIV disparities—
including gay men, and African American and Latino communities—and
scale up effective, evidence-based interventions to prevent and treat HIV.
We are also implementing the Affordable Care Act, which has expanded
access to HIV testing and will ensure that all Americans, including those
living with HIV/AIDS, have access to health insurance beginning in 2014.

These actions are bringing us closer to an AIDS-free generation at home
and abroad—a goal that, while ambitious, is within sight. Through the
President’s Emergency Plan for AIDS Relief (PEPFAR), we are on track
to meet the HIV prevention and treatment targets I set last year. We are
working with partners at home and abroad to reduce new infections in
adults, help people with HIV/AIDS live longer, prevent mother-to-child trans-
mission, and support the global effort to eliminate new infections in children
by 2015. And thanks to bipartisan action to lift the entry ban on persons
living with HIV, we were proud to welcome leaders from around the world
to the 19th International AIDS Conference in Washington, D.C.

Creating an AIDS-free generation is a shared responsibility. It requires com-
mitment from partner countries, coupled with support from donors, civil
society, people living with HIV, faith-based organizations, the private sector,
foundations, and multilateral institutions. We stand at a tipping point in
the fight against HIV/AIDS, and working together, we can realize our historic
opportunity to bring that fight to an end.

Today, we reflect on the strides we have taken toward overcoming HIV/
AIDS, honor those who have made our progress possible, and keep in
our thoughts all those who have known the devastating consequences of
this illness. The road toward an AIDS-free generation is long—but as we
mark this important observance, let us also remember that if we move
forward every day with the same passion, persistence, and drive that has
brought us this far, we can reach our goal. We can beat this disease. On
World AIDS Day, in memory of those no longer with us and in solidarity
with all who carry on the fight, let us pledge to make that vision a reality.

NOW, THEREFORE, I, BARACK OBAMA, President of the United States
of America, by virtue of the authority vested in me by the Constitution
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and the laws of the United States do hereby proclaim December 1, 2012,
as World AIDS Day. I urge the Governors of the States and the Commonwealth
of Puerto Rico, officials of the other territories subject to the jurisdiction
of the United States, and the American people to join me in appropriate
activities to remember those who have lost their lives to AIDS and to
provide support and comfort to those living with this disease.

IN WITNESS WHEREOF, I have hereunto set my hand this twenty-ninth
day of November, in the year of our Lord two thousand twelve, and of
the Independence of the United States of America the two hundred and
thirty-seventh.
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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 927

[Doc. No. AMS—FV—12-0031; FV12-927-2
IR]

Pears Grown in Oregon and
Washington; Assessment Rate
Decrease for Processed Pears

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Interim rule with request for
comments.

SUMMARY: This rule decreases the
assessment rate established for the
Processed Pear Committee (Committee)
for the 2012—-2013 and subsequent fiscal
periods from $7.73 to $7.00 per ton of
summer/fall processed pears. The
Committee locally administers the
marketing order which regulates the
handling of processed pears grown in
Oregon and Washington. Assessments
upon handlers of Oregon-Washington
processed pears are used by the
Committee to fund reasonable and
necessary expenses of the program. The
fiscal period begins July 1 and ends June
30. The assessment rate will remain in
effect indefinitely unless modified,
suspended, or terminated.

DATES: Effective December 6, 2012.
Comments received by February 4,
2013, will be considered prior to
issuance of a final rule.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Marketing
Order and Agreement Division, Fruit
and Vegetable Program, AMS, USDA,
1400 Independence Avenue SW., STOP
0237, Washington, DC 20250-0237; Fax:
(202) 720-8938; or Internet: http://
www.regulations.gov. Comments should
reference the document 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.regulations.gov. All
comments submitted in response to this
rule will be included in the record and
will be made available to the public.
Please be advised that the identity of the
individuals or entities submitting the
comments will be made public on the
Internet at the address provided above.
FOR FURTHER INFORMATION CONTACT:
Teresa Hutchinson or Gary Olson,
Northwest Marketing Field Office,
Marketing Order and Agreement
Division, Fruit and Vegetable Program,
AMS, USDA; Telephone: (503) 326—
2724, Fax: (503) 326—7440, or Email:
Teresa.Hutchinson@ams.usda.gov or
GaryD.Olson@ams.usda.gov.

Small businesses may request
information on complying with this
regulation by contacting Laurel May,
Marketing Order and Agreement
Division, Fruit and Vegetable Program,
AMS, USDA, 1400 Independence
Avenue SW., STOP 0237, Washington,
DC 20250-0237; Telephone: (202) 720—
2491, Fax: (202) 720-8938, or Email:
Laurel. May@ams.usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Order No.
927, as amended (7 CFR part 927),
regulating the handling of pears grown
in Oregon and Washington, 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
(USDA) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now
in effect, Oregon-Washington pear
handlers are subject to assessments.
Funds to administer the order are
derived from such assessments. It is
intended that the assessment rate as
issued herein will be applicable to all
assessable summer/fall processed pears
beginning July 1, 2012, and continue
until amended, suspended, or
terminated.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608¢(15)(A) of the Act, any

handler subject to an order may file
with USDA 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, USDA 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 USDA’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 decreases the assessment
rate established for the Committee for
the 2012—-2013 and subsequent fiscal
periods from $7.73 to $7.00 per ton for
summer/fall processed pears handled.
The assessment rate for “winter”” and
“other” pears for processing would
remain unchanged at a zero rate.

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

For the 2011-2012 and subsequent
fiscal periods, the Committee
unanimously recommended, and USDA
approved, the following three base rates
of assessment: (a) $7.73 per ton for any
or all varieties or subvarieties of pears
for canning classified as “summer/fall,”
excluding pears for other methods of
processing; (b) $0.00 per ton for any or
all varieties or subvarieties of pears for
processing classified as “winter”’; and
(c) $0.00 per ton for any or all varieties
or subvarieties of pears for processing
classified as “other.” The assessment
rate for “summer/fall” pears applies
only to pears for canning and excludes
pears for other methods of processing as
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defined in § 927.15, which includes
pears for concentrate, freezing,
dehydrating, pressing, or in any other
way to convert pears into a processed
product. This rate would continue in
effect from fiscal period to fiscal period
unless modified, suspended, or
terminated by USDA upon
recommendation and information
submitted by the Committee or other
information available to USDA.

The Committee met on May 30, 2012,
and unanimously recommended 2012—
2013 expenditures of $842,137 and an
assessment rate of $7.00 per ton for
summer/fall processed pears handled.
In comparison, last year’s budgeted
expenditures were $926,933. The
assessment rate of $7.00 is $0.73 lower
than the 2011-2012 rate. The Committee
recommended the assessment rate
decrease because of the 2012-2013
summer/fall processed pear promotion
budget reduction.

The major expenditures
recommended by the Committee for the
2012-2013 fiscal period include
$654,000 for promotion and paid
advertising, $137,447 for research
programs, $24,000 for contracted
administration by Washington State
Fruit Commission, and $12,500 for
market access and trade policy. In
comparison, major expenses for the
2011-2012 fiscal period included
$759,000 for promotion and paid
advertising, $117,243 for research
programs, $24,000 for contracted
administration by Washington State
Fruit Commission, and $12,500 for
market access and trade policy.

The Committee based its
recommended assessment rate for
processed pears on the 2012-2013
summer/fall processed pear crop
estimate, the 2012-2013 program
expenditure needs, and the current and
projected size of its monetary reserve.
Applying the $7.00 per ton rate to the
Committee’s 120,000 ton summer/fall
processed pear crop estimate should
provide $840,000 in assessment income.
Thus, income derived from summer/fall
processed pear handler assessments,
and interest and other income ($500)
plus $1,637 from the Committee’s
monetary reserve would be adequate to
cover the recommended $842,137
budget for 2012—2013. The Committee
estimates that it will have a monetary
reserve of $618,804 on June 30, 2012.
During 2012-2013, the Committee
estimates that $1,637 will be deducted
from the reserve for an estimated reserve
of $617,167 on June 30, 2013, which
would be within the maximum
permitted by the order of approximately
one fiscal period’s operational expenses
(§927.42).

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

Although this assessment rate is
effective for an indefinite period, the
Committee will continue to meet prior
to or during each fiscal period to
recommend a budget of expenses and
consider recommendations for
modification of the assessment rate. The
dates and times of Committee meetings
are available from the Committee or
USDA. Committee meetings are open to
the public and interested persons may
express their views at these meetings.
USDA will evaluate Committee
recommendations and other available
information to determine whether
modification of the assessment rate is
needed. Further rulemaking will be
undertaken as necessary. The
Committee’s 2012—2013 budget and
those for subsequent fiscal periods will
be reviewed and, as appropriate,
approved by USDA.

Initial Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA) (5
U.S.C. 601-612), 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.

There are approximately 1,500
producers of processed pears in the
regulated production area and
approximately 50 handlers of processed
pears subject to regulation under the
order. Small agricultural producers are
defined by the Small Business
Administration (SBA)(13 CFR 121.201)
as those having annual receipts of less
than $750,000, and small agricultural
service firms are defined as those whose
annual receipts are less than $7,000,000.

According to the Noncitrus Fruits and
Nuts 2011 Preliminary Summary issued
in March 2012 by the National
Agricultural Statistics Service, the total
farm-gate value of summer/fall
processed pears grown in Oregon and
Washington for 2011 was $35,315,000.

Based on the number of processed pear
producers in the Oregon and
Washington, the average gross revenue
for each producer can be estimated at
approximately $23,543. Furthermore,
based on Committee records, the
Committee has estimated that all of the
Oregon-Washington pear handlers
currently ship less than $7,000,000
worth of processed pears each on an
annual basis. From this information, it
is concluded that the majority of
producers and handlers of Oregon and
Washington processed pears may be
classified as small entities.

There are three pear processing plants
in the production area, all located in
Washington. All three pear processors
would be considered large entities
under the SBA’s definition of small
businesses.

This rule decreases the assessment
rate established for the Committee and
collected from handlers for the 2012—
2013 and subsequent fiscal periods from
$7.73 to $7.00 per ton of processed
pears handled. The Committee
unanimously recommended 2012—-2013
expenditures of $842,137 and an
assessment rate of $7.00 per ton of
summer/fall processed pears handled.
The assessment rate of $7.00 is $0.73
lower than the 2011-2012 rate. The
Committee recommended the
assessment rate decrease because of the
2012-2013 summer/fall processed pear
promotion budget reduction.

The quantity of assessable summer/
fall processed pears for the 2012—-2013
fiscal period is estimated at 120,000
tons. Thus, the $7.00 rate should
provide $840,000 in assessment income.
Income derived from summer/fall
processed pear handler assessments,
monetary reserve, and interest and other
income would be adequate to cover the
budgeted expenses.

The major expenditures
recommended by the Committee for the
2012-2013 fiscal period include
$654,000 for promotion and paid
advertising, $137,442 for research
programs, $24,000 for contracted
administration by Washington State
Fruit Commission, and $12,500 for
market access and trade policy.
Budgeted expenses for these items in
the 2011-2012 fiscal period were
$759,000, $117,243, $24,000, and
$12,500, respectively.

The Committee discussed alternate
rates of assessment, but determined that
the recommended assessment rate
would be sufficient to fund the 2012—
2013 summer/fall processed pear
programs.

A review of historical information and
preliminary information pertaining to
the upcoming fiscal period indicates
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that the Oregon-Washington producer
price for the 20122013 fiscal period
could average $246 per ton of summer/
fall processed pears. Therefore, the
estimated assessment revenue for the
2012-2013 fiscal period as a percentage
of total producer revenue is 2.85
percent.

This action decreases the assessment
obligation imposed on handlers.
Assessments are applied uniformly on
all handlers, and some of the costs may
be passed on to producers. However,
decreasing the assessment rate reduces
the burden on handlers, and may reduce
the burden on producers.

In addition, the Committee’s meeting
was widely publicized throughout the
Oregon-Washington pear 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
30, 2012, 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 comments on this interim rule,
including the regulatory and
informational impacts of this action on
small businesses.

In accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35), the order’s information
collection requirements have been
previously approved by the Office of
Management and Budget (OMB) and
assigned OMB No. 0581-0189, Generic
Fruit Crops. No changes in those
requirements as a result of this action
are anticipated. Should any changes
become necessary, they would be
submitted to OMB for approval.

This action imposes no additional
reporting or recordkeeping requirements
on either small or large Oregon-
Washington processed pear 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.

AMS is committed to complying with
the E-Government Act, to promote the
use of the Internet and other
information technologies to provide
increased opportunities for citizen
access to Government information and
services, and for other purposes.

USDA 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: www.ams.usda.gov/
MarketingOrdersSmallBusinessGuide.
Any questions about the compliance

guide should be sent to Laurel May at
the previously mentioned address in the
FOR FURTHER INFORMATION CONTACT
section.

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

Pursuant to 5 U.S.C. 553, it is also
found and determined upon good cause
that it is impracticable, unnecessary,
and contrary to the public interest to
give preliminary notice prior to putting
this rule into effect, and that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because: (1) The 2012—2013 fiscal
period begins on July 1, 2012, and the
marketing order requires that the rate of
assessment for each fiscal period apply
to all assessable processed pears
handled during such fiscal period; (2)
this action decreases the assessment rate
for assessable processed pears beginning
with the 2012-2013 fiscal period; (3)
handlers are aware of this action which
was unanimously recommended by the
Committee at a public meeting and is
similar to other assessment rate actions
issued in past years; and (4) this interim
rule provides a 60-day comment period,
and all comments timely received will
be considered prior to finalization of
this rule.

List of Subjects in 7 CFR Part 927

Marketing agreements, Pears,
Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, 7 CFR part 927 is amended as
follows:

PART 927—PEARS GROWN IN
OREGON AND WASHINGTON

m 1. The authority citation for 7 CFR
part 927 continues to read as follows:

Authority: 7 U.S.C. 601-674.

m 2.In §927.237, the introductory text
and paragraph (a) are revised to read as
follows:

§927.237 Proc
rate.

On and after July 1, 2012, the
following base rates of assessment for
pears for processing are established for
the Processed Pear Committee:

(a) $7.00 per ton for any or all
varieties or subvarieties of pears for
canning classified as “summer/fall”

d pear nent

excluding pears for other methods of
processing;
* * * * *

Dated: November 29, 2012.
David R. Shipman,

Administrator, Agricultural Marketing
Service.

[FR Doc. 2012—29428 Filed 12—4-12; 8:45 am]|
BILLING CODE 3410-02-P

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 171
[NRC-2012-0092]
RIN 3150-AJ16

Technical Corrections; Correction

AGENCY: Nuclear Regulatory
Commission.

ACTION: Final rule; correcting
amendment.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC) is correcting a final
rule that was published in the Federal
Register on July 6, 2012 (77 FR 39899),
and effective on August 6, 2012. That
final rule amended the NRC regulations
to make technical corrections, including
updating the street address for the
Region I office, correcting authority
citations and typographical and spelling
errors, and making other edits and
conforming changes. This correcting
amendment is necessary to correct the
statutory authority that is cited in one
of the authority citations in the final
rule.

DATES: The correction is effective on
December 5, 2012.

FOR FURTHER INFORMATION CONTACT:
Cindy Bladey, Chief, Rules,
Announcements, and Directives Branch,
Office of Administration, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555-0001; telephone: 301-492—
3667 or email: Cindy.Bladey@nrc.gov.

SUPPLEMENTARY INFORMATION: On July 6,
2012 (77 FR 39899), the NRC published
a final rule in the Federal Register
amending its regulations to make
technical corrections. This document is
necessary to correct the statutory
authority that is cited in the authority
citation for part 171 of Title 10 of the
Code of Federal Regulations (10 CFR).
The authority citation for 10 CFR part
171 referred to section 6101 of the
Consolidated Omnibus Budget
Reconciliation Act. The authority
citation should refer to section 7601 of
the Act.
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Because this amendment constitutes a
minor technical correction to the NRC’s
regulations and the authority citation for
the prior technical corrections
rulemaking, the Commission finds that
the notice and comment provisions of
the Administrative Procedure Act are
unnecessary and is exercising its
authority under 5 U.S.C. 553(b)(3)(B) to
publish these amendments as a final
rule. These amendments do not require
action by any person or entity regulated
by the NRC. Also, the final rule does not
change the substantive responsibilities
of any person or entity regulated by the
NRC.

List of Subjects in 10 CFR Part 171

Annual charges, Byproduct material,
Holders of certificates, Registrations,
Approvals, Intergovernmental relations,
Non-payment penalties, Nuclear
materials, Nuclear power plants and
reactors, Source material, Special
nuclear material.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended;
the Energy Reorganization Act of 1974,
as amended; and 5 U.S.C. 552 and 553,
10 CFR part 171 is corrected by making
the following correcting amendment.

PART 171—ANNUAL FEES FOR
REACTOR LICENSES AND FUEL
CYCLE LICENSES AND MATERIAL
LICENSES, INCLUDING HOLDERS OF
CERTIFICATES OF COMPLIANCE,
REGISTRATIONS, AND QUALITY
ASSURANCE PROGRAM APPROVALS
AND GOVERNMENT AGENCIES
LICENSED BY THE NRC

m 1. Revise the authority citation for part
171 to read as follows:

Authority: Consolidated Omnibus Budget
Reconciliation Act sec. 7601 Pub. L. 99-272,
as amended by sec. 5601, Pub. L. 100-203 as
amended by sec. 3201, Pub. L. 101-239, as
amended by sec. 6101, Pub. L. 101-508, as
amended by sec. 2903a, Pub. L. 102—486 (42
U.S.C. 2213, 2214), and as amended by Title
IV, Pub. L. 109-103 (42 U.S.C. 2214); Atomic
Energy Act sec. 161(w), 223, 234 (42 U.S.C.
2201(w), 2273, 2282); Energy Reorganization
Act sec. 201 (42 U.S.C. 5841); Government
Paperwork Elimination Act sec. 1704 (44
U.S.C. 3504 note); Energy Policy Act of 2005
sec. 651(e), Pub. L. 109-58 (42 U.S.C. 2014,
2021, 2021b, 2111).

For the Nuclear Regulatory Commission.

Dated at Rockville, Maryland, this 29th day
of November, 2012.

Cindy Bladey,

Chief, Rules, Announcements, and Directives
Branch, Division of Administrative Services,
Office of Administration.

[FR Doc. 2012—29348 Filed 12—4-12; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2012-1220; Directorate
Identifier 2012—-NM-208-AD; Amendment
39-17277; AD 2012-24-07]

RIN 2120-AA64
Airworthiness Directives; The Boeing
Company Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
The Boeing Company Model 787-8
airplanes. This AD requires ensuring
that lockwire is installed correctly on
the engine fuel feed manifold couplings.
This AD also requires inspecting the
assembly of the engine fuel feed
manifold rigid and full flexible
couplings. This AD was prompted by
reports of fuel leaks due to improperly
assembled engine fuel feed manifold
couplings. We are issuing this AD to
detect and correct improperly
assembled couplings, which could
result in fuel leaks and consequent fuel
exhaustion, engine power loss or
shutdown, or leaks on hot engine parts
that could lead to a fire.

DATES: This AD is effective December 5,
2012.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of December 5, 2012.

We must receive comments on this
AD by January 22, 2013.

ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

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

e Fax:202—493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

For service information identified in
this AD, contact Boeing Commercial
Airplanes, Attention: Data & Services
Management, P. O. Box 3707, MC 2H-
65, Seattle, WA 98124-2207; telephone
206—544-5000, extension 1; fax 206—
766-5680; Internet https://
www.myboeingfleet.com. You may
review copies of the referenced service
information at the FAA, Transport
Airplane Directorate, 1601 Lind Avenue
SW., Renton, Washington. For
information on the availability of this
material at the FAA, call 425-227-1221.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Office (phone: 800-647—
5527) is in the ADDRESSES section.
Comments will be available in the AD
docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Sherry Vevea, Aerospace Engineer,
Propulsion Branch, ANM—-140S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue SW., Renton, WA
98057—-3356; phone: 425-917-6514; fax:
425-917-6590; email:
sherry.vevea@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

We have received reports of fuel leaks
on two different in-service airplanes,
and the subsequent discovery of several
improperly assembled engine fuel feed
manifold couplings on in-service and
production airplanes. The improper
coupling installations, which occurred
during production, have included
couplings with missing or improperly
installed lockwire, parts within the
couplings installed in the wrong
locations, incorrect parts installed in the
couplings, and couplings that have extra
parts installed. These conditions, if not
corrected, could result in fuel leaks,
which could lead to fuel exhaustion,
engine power loss or shutdown, or leaks
on hot engine parts that could lead to a
fire.
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Relevant Service Information

We reviewed Boeing Multi Operator
Message MOM-MOM-12-0838—
01B(R2), including Attachment A, dated
November 25, 2012. For information on
the procedures and compliance times,
see this service information at http://
www.regulations.gov by searching for
Docket No. FAA-2012-1220.

FAA’s Determination

We are issuing this AD because we
evaluated all the relevant information
and determined the unsafe condition
described previously is likely to exist or
develop in other products of the same
type design.

AD Requirements

This AD requires accomplishing the
actions specified in the service
information described previously,
except as discussed under ‘Differences
Between the AD and the Service
Information.”

The phrase “‘related investigative
actions” might be used in this AD.
“Related investigative actions” are
follow-on actions that (1) are related to
the primary actions, and (2) further
investigate the nature of any condition
found. Related investigative actions in
an AD could include, for example,
inspections.

In addition, the phrase “corrective
actions” might be used in this AD.
“Corrective actions” are actions that
correct or address any condition found.
Corrective actions in an AD could
include, for example, repairs.

Differences Between the AD and the
Service Information

For engine fuel feed manifold
couplings that have not been previously
inspected, Boeing Multi Operator

Message MOM-MOM-12-0838—
01B(R2), including Attachment A, dated
November 25, 2012, recommends
accomplishment of all actions specified
in Action 1) within 7 days. This AD,
however, requires only that operators
ensure the correct lockwire installation
within 7 days; the compliance time for
the remaining actions is 21 days. We
have determined that the additional
time for the remaining actions is
warranted, based on the assurance that
the lockwire is installed correctly.

In addition, for engine fuel feed
manifold full flexible couplings that
have been previously inspected, Boeing
Multi Operator Message MOM-MOM-—
12-0838-01B(R2), including
Attachment A, dated November 25,
2012, specifies that operators do not
need to re-inspect these couplings if
review of the airplane maintenance
records conclusively demonstrates that
the corresponding actions are equivalent
to steps 1 through 6 of Action 1) of
Boeing Multi Operator Message MOM—
MOM-12-0838-01B(R2), including
Attachment A, dated November 25,
2012. We have determined that the
potential for not identifying incorrect
parts during prior inspection of the full
flexible coupling warrants re-inspecting
these couplings; this AD therefore
requires inspection of these full flexible
couplings.

These differences have been
coordinated with Boeing.

FAA'’s Justification and Determination
of the Effective Date

An unsafe condition exists that
requires the immediate adoption of this
AD. The FAA has found that the risk to
the flying public justifies waiving notice
and comment prior to adoption of this
rule because improperly assembled

ESTIMATED COSTS

engine fuel feed manifold couplings
could result in fuel leaks and
consequent fuel exhaustion, engine
power loss or shutdown, or leaks on hot
engine parts that could lead to a fire.
Therefore, we find that notice and
opportunity for prior public comment
are impracticable and that good cause
exists for making this amendment
effective in less than 30 days.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety and
was not preceded by notice and an
opportunity for public comment.
However, we invite you to send any
written data, views, or arguments about
this AD. Send your comments to an
address listed under the ADDRESSES
section. Include the docket number
FAA-2012-1220 and Directorate
Identifier 2012-NM-208—-AD at the
beginning of your comments. We
specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Costs of Compliance

We estimate that this AD affects 3
airplanes of U.S. registry. We estimate
the following costs to comply with this
AD:

; Cost per Cost on U.S.
Action Labor cost Parts cost product operators
Coupling inspection, o-ring replacement, retainer ring instal- | 10 work-hours x $85 per hour $54 $904 $2,712
lation, blade seal inspection, and lockwire installation. = $850.

We have received no definitive data
that would enable us to provide cost
estimates for the on-condition actions
specified in this proposed AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs” describes in more

detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in Subtitle VII,
Part A, Subpart III, Section 44701:
“General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority

because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD 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
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responsibilities among the various
levels of government.

For the reasons discussed above, 1
certify that this AD:

(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),

(3) Will not affect intrastate aviation
in Alaska, and

(4) 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.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

2012-24-07 The Boeing Company:
Amendment 39-17277; Docket No.
FAA—-2012-1220; Directorate Identifier
2012—-NM-208-AD.

(a) Effective Date
This AD is effective December 5, 2012.

(b) Affected ADs
None.

(c) Applicability

This AD applies to The Boeing Company
Model 787-8 airplanes, certificated in any
category, serial numbers 34485, 34486,
34488, 34490, 34493, 34494, 34497, 34502,
34506 through 34508 inclusive, 34514,
34515, 34521, 34744 through 34747
inclusive, 34822, 34824, 34829, 34832, 34834
through 34838 inclusive, 35938, 36276
through 36278 inclusive, 38319, 38320,
38330, 38466, 38471, 40748, and 40899.

(d) Subject

Joint Aircraft System Component (JASC)/
Air Transport Association (ATA) of America
Code 28, Fuel.

(e) Unsafe Condition

This AD was prompted by reports of fuel
leaks due to improperly assembled engine
fuel feed manifold couplings. We are issuing
this AD to detect and correct improperly

assembled couplings, which could result in
fuel leaks and consequent fuel exhaustion,
engine power loss or shutdown, or leaks on
hot engine parts that could lead to a fire.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Inspection

Except as provided by paragraph (h) of this
AD: Do the actions specified in paragraphs
(g)(1) and (g)(2) of this AD, in accordance
with Action 1) of Boeing Multi Operator
Message MOM-MOM-12-0838-01B(R2),
including Attachment A, dated November 25,
2012.

(1) Within 7 days after the effective date of
this AD, ensure that the lockwire installation
on the rigid and full flexible couplings is
correct.

(2) Within 21 days after the effective date
of this AD, inspect the rigid and full flexible
couplings for correct assembly, including
replacement of the o-rings with new o-rings,
confirmation that the proper retainer rings
are installed in the full flexible coupling, a
general visual inspection for damage of the
blade seals, and all applicable corrective
actions. Do all applicable corrective actions
before further flight.

(h) Requirements Based on Previous
Accomplishment

(1) For airplanes on which the fuel
couplings have been inspected before the
effective date of this AD as specified in
“Method 1: AMM Method” of Boeing Multi
Operator Message MOM-MOM-12—-0838—
01B, dated November 11, 2012, which is not
incorporated by reference in this AD; or
Boeing Multi Operator Message MOM—
MOM-12-0838-01B(R1), dated November
14, 2012, which is not incorporated by
reference in this AD: A review of the airplane
maintenance records is acceptable for
compliance with the requirements of
paragraph (g)(1) of this AD, if the records
conclusively demonstrate that lockwire was
installed correctly using a method equivalent
to step 6.a. of Action 1) of Boeing Multi
Operator Message MOM-MOM-12—-0838—
01B(R2), including Attachment A, dated
November 25, 2012.

(2) For airplanes on which the fuel
couplings have been inspected before the
effective date of this AD as specified in
“Method 2: Non-Invasive Method” of Boeing
Multi Operator Message MOM-MOM-12—
0838-01B, dated November 11, 2012, which
is not incorporated by reference in this AD;
or Boeing Multi Operator Message MOM—
MOM-12-0838—-01B(R1), dated November
14, 2012, which is not incorporated by
reference in this AD: The actions specified in
paragraph (g)(1) of this AD are not required.

(3) For airplanes on which the rigid fuel
couplings have been inspected before the
effective date of this AD as specified in
“Method 1: AMM Method” or “Method 2:
Non-Invasive Method” of Boeing Multi
Operator Message MOM-MOM-12-0838—
01B, dated November 11, 2012, which is not
incorporated by reference in this AD; or
Boeing Multi Operator Message MOM—
MOM-12-0838-01B(R1), dated November

14, 2012, which is not incorporated by
reference in this AD: The actions specified in
paragraph (g)(2) of this AD are not required
for the rigid fuel couplings only. However,
the actions specified in paragraph (g)(2) of
this AD are required for the full flexible
couplings, even if inspected prior to the
effective date of this AD as specified in
Boeing Multi Operator Message MOM-—
MOM-12-0838-01B, dated November 11,
2012, which is not incorporated by reference
in this AD; or Boeing Multi Operator Message
MOM-MOM-12-0838-01B(R1), dated
November 14, 2012, which is not
incorporated by reference in this AD.

(i) No Reporting Requirement

Boeing Multi Operator Message MOM—
MOM-12-0838-01B(R2), including
Attachment A, dated November 25, 2012,
specifies reporting to Boeing any anomalies
found during inspection of the assembly of
the rigid and full flexible couplings,
including anomalies of the lockwire
installation. This AD does not require any
report.

(j) Special Flight Permit

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 airplane can be
modified, provided the lockwire is correctly
installed on the engine fuel feed manifold
rigid and full flexible couplings in
accordance with paragraph (g)(1) of this AD.

(k) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Seattle Aircraft
Certification Office (ACO), FAA, has the
authority to approve AMOGC:s for this AD, if
requested using the procedures found in 14
CFR 39.19. In accordance with 14 CFR 39.19,
send your request to your principal inspector
or local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the ACO, send it to the
attention of the person identified in the
Related Information section of this AD.
Information may be emailed to: 9-ANM-
Seattle-ACO-AMOC-Requests@faa.gov.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(3) An AMOC that provides an acceptable
level of safety may be used for any repair
required by this AD if it is approved by the
Boeing Commercial Airplanes Organization
Designation Authorization (ODA) that has
been authorized by the Manager, Seattle
ACO, to make those findings. For a repair
method to be approved, the repair must meet
the certification basis of the airplane, and the
approval must specifically refer to this AD.

(1) Related Information

(1) For more information about this AD,
contact Sherry Vevea, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA, Seattle
Aircraft Certification Office, 1601 Lind
Avenue SW., Renton, WA 98057-3356;
phone: 425-917-6514; fax: 425-917-6590;
email: sherry.vevea@faa.gov.
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(2) For service information identified in
this AD, contact Boeing Commercial
Airplanes, Attention: Data & Services
Management, P. O. Box 3707, MC 2H-65,
Seattle, WA 98124-2207; telephone 206—
544-5000, extension 1; fax 206—766—5680;
Internet https://www.myboeingfleet.com. You
may review copies of the referenced service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(m) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(i) Boeing Multi Operator Message MOM—
MOM-12-0838-01B(R2), including
Attachment A, dated November 25, 2012.
The document number and issue date are
identified on page 1 of Boeing Multi Operator
Message MOM-MOM-12-0838-01B(R2),
including Attachment A, dated November 25,
2012, and on each page of Attachment A; no
other page of this document contains this
information.

(ii) Reserved.

(3) For service information identified in
this AD, contact Boeing Commercial
Airplanes, Attention: Data & Services
Management, P. O. Box 3707, MC 2H-65,
Seattle, WA 98124—2207; telephone 206—
544-5000, extension 1; fax 206—766—-5680;
Internet https://www.myboeingfleet.com.

(4) You may view this service information
at FAA, Transport Airplane Directorate, 1601
Lind Avenue SW., Renton, Washington. For
information on the availability of this
material at the FAA, call 425-227-1221.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Renton, Washington, on
November 28, 2012.
Ali Bahrami,
Manager, Transport Airplane Directorate,
Aircraft Certification Service.
[FR Doc. 2012-29405 Filed 12-4-12; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2012-1245; Directorate
Identifier 2012—-NE—41-AD; Amendment 39—
17279; AD 2012-24-09]

RIN 2120-AA64

Airworthiness Directives; Lycoming
Engines and Continental Motors, Inc.
Reciprocating Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for
Lycoming Engines TSIO-540-AK1A,
and Continental Motors, Inc. TSIO-360-
MB, TSIO-360-SB, and TSIO-360-RB
reciprocating engines, with certain
Hartzell Engine Technologies (HET)
turbochargers, model TA0411, part
number (P/N) 466642—0001; 466642—
0002; 466642—-0006; 466642—-9001;
466642-9002; or 466642-9006, or with
certain HET model TA0411
turbochargers overhauled or repaired
since August 29, 2012. This AD requires
removing the affected turbochargers
from service before further flight. This
AD was prompted by a report of a
turbocharger turbine wheel that failed a
static strength test at its manufacturing
facility. We are issuing this AD to
prevent turbocharger turbine wheel
failure, reduction or complete loss of
engine power, loss of engine oil, oil fire,
and damage to the airplane.

DATES: This AD is effective December
20, 2012.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of December 20, 2012.

We must receive comments on this
AD by January 22, 2013.

ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

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

e Fax:202-493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,

Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

For service information identified in
this AD, contact Hartzell Engine
Technologies, LLC, 2900 Selma
Highway, Montgomery, AL 36108,
phone: 334-386-5400; fax: 334—386—
5450; internet: http://
www.hartzellenginetech.com. You may
view this service information at the
FAA, 12 New England Executive Park,
Burlington, MA. For information on the
availability of this material at the FAA,
call 781-238-7125.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Office (phone: 800-647—
5527) is in the ADDRESSES section.
Comments will be available in the AD
docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Christopher Richards, Aerospace
Engineer, Chicago Aircraft Certification
Office, FAA, 2300 E. Devon Ave., Des
Plaines, IL 60018; phone: 847—-294—
7156; fax: 847—294-7834; email:
christopher.j.richards@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

We received a report of an HET
turbocharger turbine wheel that failed a
static strength test at its manufacturing
facility. Subsequent tests showed that
nearly all turbine wheels, P/N 410188-
0019, had significant cracking under the
surface of a critical weld joint between
the turbine wheel head and shaft that
occurred during manufacturing. HET
has identified by serial number (S/N)
the turbochargers shipped from the
factory with this unsafe condition. HET
has also identified the S/N range of
affected turbine wheels. Some of the
affected turbine wheels became
available for overhaul or field repair
since August 29, 2012, and may have
been installed. This condition, if not
corrected, could result in turbocharger
turbine wheel failure, reduction or
complete loss of engine power, loss of
engine oil, oil fire, and damage to the
airplane.

Relevant Service Information

We reviewed HET Alert Service
Bulletin (ASB) No. 048, dated November
16, 2012. The ASB lists the known serial
numbers of affected turbochargers.
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FAA’s Determination

We are issuing this AD because we
evaluated all the relevant information
and determined the unsafe condition
described previously is likely to exist or
develop in other products of the same
type design.

AD Requirements

This AD requires removing the
affected turbochargers from service
before further flight.

FAA'’s Justification and Determination
of the Effective Date

An unsafe condition exists that
requires the immediate adoption of this
AD. The FAA has found that the risk to
the flying public justifies waiving notice
and comment prior to adoption of this
rule because HET cannot confirm the
affected turbochargers can safely be
used. Therefore, we find that notice and
opportunity for prior public comment
are impracticable and that good cause
exists for making this amendment
effective in less than 30 days.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety and
was not preceded by notice and an
opportunity for public comment.
However, we invite you to send any
written data, views, or arguments about
this AD. Send your comments to an
address listed under the ADDRESSES
section. Include the docket number
FAA-2012-1245 and Directorate
Identifier 2012-NE—41-AD at the
beginning of your comments. We
specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Costs of Compliance

We estimate that this AD affects 56
airplanes of U.S. registry with affected
turbochargers installed. We also
estimate that it will take about 4 hours
to remove a turbocharger from service.
The average labor rate is $85 per hour.
Based on these figures, we estimate the
total cost of the AD to U.S. operators to
be $19,040.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in Subtitle VII,
Part A, Subpart III, Section 44701:
“General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD 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.

For the reasons discussed above, I
certify that this AD:

(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),

(3) Will not affect intrastate aviation
in Alaska, and

(4) 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.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

2012-24-09 Lycoming Engines and
Continental Motors, Inc. Reciprocating
Engines: Amendment 39-17279; Docket
No. FAA-2012-1245; Directorate
Identifier 2012-NE-41-AD.

(a) Effective Date
This AD is effective December 20, 2012.

(b) Affected ADs

None.

(c) Applicability

This AD applies to Lycoming Engines
TSIO-540-AK1A, and Continental Motors,
Inc. TSIO-360-MB, TSIO-360-SB, and
TSIO-360—RB reciprocating engines with any
of the following turbochargers installed:

(1) Hartzell Engine Technologies (HET)
model TA0411 turbochargers, part numbers
(P/Ns) 466642—0001; 466642—0002; 466642—
0006; 466642—9001; 466642—9002; and
466642—-9006, with serial numbers (S/Ns)
listed in Table 2 of HET Alert Service
Bulletin No. 048, dated November 16, 2012,
installed.

(2) HET model TA0411 turbochargers
having a turbine wheel, P/N 410188-0019,
with any of the turbine wheel S/Ns H120716
through H121988, installed.

(3) HET model TA0411 turbochargers
overhauled or repaired since August 29,
2012, using a turbine wheel, P/N 410188—
0019, with any of the turbine wheel S/Ns
H120716 through H121988, installed.

(d) Unsafe Condition

This AD was prompted by a report of a
turbocharger turbine wheel that failed a static
strength test at its manufacturing facility. We
are issuing this AD to prevent turbocharger
turbine wheel failure, reduction or complete
loss of engine power, loss of engine oil, oil
fire, and damage to the airplane.

(e) Compliance
Before further flight, remove from service

the turbochargers identified in paragraph (c)
of this AD, unless already done.

(f) Special Flight Permits

Special flight permits are permitted
provided that:

(1) The flight is limited to three hours.

(2) The turbocharger boost is set to “Off”
in the cockpit (if applicable).

(3) The wastegate for the turbocharger is
safety wired in the locked open position.

(g) Alternative Methods of Compliance
(AMOCs)

The Manager, Chicago Aircraft
Certification Office, FAA, may approve
AMOGC:s for this AD. Use the procedures
found in 14 CFR 39.19 to make your request.

(h) Related Information

For more information about this AD,
contact Christopher Richards, Aerospace
Engineer, Chicago Aircraft Certification
Office, FAA, 2300 E. Devon Ave., Des
Plaines, IL 60018; phone: 847—-294-7156; fax:
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847-294-7834; email:
christopher.j.richards@faa.gov.

(i) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference of
the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(i) Hartzell Engine Technologies Alert
Service Bulletin No. 048, dated November 16,
2012.

(ii) Reserved.

(3) For service information identified in
this AD, contact Hartzell Engine
Technologies, LLC, 2900 Selma Highway,
Montgomery, AL 36108, phone: 334-386—
5400; fax: 334—386-5450; internet: http://
www.hartzellenginetech.com.

(4) You may view this service information
at the FAA, 12 New England Executive Park,
Burlington, MA. For information on the
availability of this material at the FAA, call
781-238-7125.

(5) You may view this service information
at the National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202 741 6030, or go to: hitp://
www.archives.gov/federal-register/cfr/
ibr_locations.html.

Issued in Burlington, Massachusetts, on
November 29, 2012.
Colleen M. D’Alessandro,

Assistant Manager, Engine & Propeller
Directorate, Aircraft Certification Service.

[FR Doc. 2012—29472 Filed 12—4-12; 8:45 am]|
BILLING CODE 4910-13-P

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Part 1107
[CPSC Docket No. CPSC—-2011-0082]

Testing and Labeling Pertaining to
Product Certification Regarding
Representative Samples for Periodic
Testing of Children’s Products

AGENCY: Consumer Product Safety
Commission.

ACTION: Final rule.

SUMMARY: The Consumer Product Safety
Commission (CPSC, Commission, or we)
is issuing a final rule to amend its
regulations on testing and labeling
pertaining to product certification.
Pursuant to section 14(i)(2)(B)(ii) of the
Consumer Product Safety Act (CPSA),
the final rule requires the testing of
representative samples to ensure
continued compliance of children’s
products with all applicable children’s
product safety rules. The final rule also
establishes a recordkeeping requirement

associated with the testing of
representative samples.

DATES: To coincide with the effective
date of 16 CFR part 1107, the final rule
is effective on February 8, 2013, and it
applies to products manufactured after
that date.?

FOR FURTHER INFORMATION CONTACT:
Randy Butturini, Project Manager,
Office of Hazard Identification and
Reduction, Consumer Product Safety
Commission, 4330 East West Highway,
Bethesda, MD 20814; telephone (301)
504-7562; email rbutturini@cpsc.gov.
SUPPLEMENTARY INFORMATION:

I. Introduction

A. What is the purpose of the final rule?

The final rule amends 16 CFR 1107.21
and 1107.26 of the Commission’s
regulation on testing and labeling
pertaining to product certification in
order to implement the statutory
requirement in section 14(i)(2)(B) of the
CPSA for the periodic testing of
representative samples of children’s
products, as well as associated
recordkeeping.

B. What does the law require?

Section 14(a)(2) of the CPSA, 15
U.S.C. 2063(a)(2), requires
manufacturers, including importers, and
private labelers of any children’s
product that is subject to a children’s
product safety rule, to submit sufficient
samples of the product, or samples that
are identical in all material respects to
the product, to a third party conformity
assessment body whose accreditation
has been accepted by the CPSC, to be
tested for compliance with such
children’s product safety rule. Based on
that testing, the manufacturer or private
labeler must issue a certificate, which
certifies that such children’s product
complies with the children’s product
safety rule. 15 U.S.C. 2063(a)(2)(B). A
children’s product certifier must issue a
separate certificate for each applicable
children’s product safety rule, or a
combined certificate that certifies
compliance with all applicable
children’s product safety rules, and
specifies each rule. This certificate is
called a Children’s Product Certificate
(CPQ).

Section 14(i)(2)(B) of the CPSA, 15
U.S.C. 2063(i)(2)(B), as originally
provided in section 102 of the
Consumer Product Safety Improvement
Act of 2008 (CPSIA) prior to

1The Commission voted 2—1 to publish this final
rule in the Federal Register. Chairman Inez M.
Tenenbaum and Commissioner Robert S. Adler
voted to publish the final rule. Commissioner
Nancy A. Nord voted against publication of the
final rule.

amendment, requires, in relevant part,
that we establish protocols and
standards for “‘ensuring that a children’s
product tested for compliance with a
children’s product safety rule is subject
to testing periodically and when there
has been a material change in the
product’s design or manufacturing
process, including the sourcing of
component parts,” and the “testing of
random samples to ensure continued
compliance.”

In the Federal Register of May 20,
2010 (75 FR 28336), we published a
proposed rule on “Testing and Labeling
Pertaining to Product Certification.” The
proposed rule was intended to
implement parts of what was then
known as section 14(d)(2)(B) of the
CPSA (now renumbered section
14(i)(2)(B)) and to implement parts of
section 14(a) of the CPSA. Proposed
§1107.22, “Random Samples,” would
have implemented the testing of random
samples’ requirement in the CPSA, by
requiring each manufacturer of a
children’s product to select samples for
periodic testing by using a process that
assigns each sample in the production
population an equal probability of being
selected (75 FR at 28349 through 28350,
28365).

On August 12, 2011, the President
signed into law Public Law 112-28.
Among other things, Public Law 112-28
changed the obligation for the testing of
“random samples” to the testing of
“representative samples.” Additionally,
Public Law 112-28 corrected an
editorial error in section 14 of the CPSA,
by renumbering section 14(d) of the
CPSA, “Additional Regulations for
Third Party Testing,” as section 14(i) of
the CPSA.

On November 8, 2011, we published
a final rule in the Federal Register (76
FR 69482) for the testing and labeling
rule, 16 CFR part 1107, on those aspects
of the rule left unchanged by Public Law
112—28. However, because Public Law
112—28 amended section 14(i)(2)(B)(ii)
of the CPSA to require the testing of
“representative samples,” the
Commission deleted § 1107.22 from the
final rule on testing and labeling, and it
issued a proposed rule (76 FR 69586),
also on November 8, to implement the
new statutory requirement for the
testing of representative samples.

The Commission is now issuing a
final rule amending 16 CFR 1107.21(f)
and 1107.26(a)(4) to implement the
requirement to test ‘“‘representative
samples,” pursuant to section
14(i)(2)(B)(ii) of the CPSA, as well as our
implementing authority under section 3
of the CPSIA.
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C. How does the final rule implement
the law?

The final rule amends §1107.21(f) to
require a manufacturer to select
representative product samples to be
submitted to a third party conformity
assessment body for periodic testing.
The procedure used to select
representative product samples for
periodic testing must provide a basis for
inferring compliance about the
population of untested products
produced during the applicable periodic
testing interval. The number of samples
selected for the sampling procedure
must be sufficient to ensure continuing
compliance with all applicable
children’s product safety rules.
Moreover, a manufacturer must
document the procedure used to select
representative product samples for
periodic testing and the basis for
inferring the compliance of the product
manufactured during the periodic
testing interval from the results of the
tested samples.

The final rule also amends
§1107.26(a)(4) to require a manufacturer
of a children’s product subject to an
applicable children’s product safety rule
to maintain records documenting the
testing of representative samples,
including the number of representative
samples selected and the procedure
used to select representative samples.
Records also must include the basis for
inferring compliance of the product
manufactured during the periodic
testing interval from the results of the
tested samples. Existing § 1107.26(b)
requires that records be maintained for
five years.

D. How do I comply with the
requirement to periodically test
representative samples?

1. Selecting Representative Samples

Under the final rule, various methods
can be used to determine that the
selected samples are representative,
depending upon on the rule, ban,
standard, or regulation being evaluated.
For example, for the chemical tests, a
sample selected from a homogeneous
material, such as a well-mixed container
of paint, could be considered
representative of the entire container.
For discretely produced products,
information indicating uniform
materials and dimensional control could
be used to indicate that a sample is
representative of the product for
mechanical tests. For example, if a
bicycle handlebar sample is
manufactured from the same grade of
steel and with the same dimensions
(e.g., wall thickness, length, shape,
placement of holes for attaching brake

levers) as other handlebars produced,
then that handlebar sample can be
considered representative of the
population of handlebars for the
purpose of complying with the
handlebar stem test in 16 CFR
1512.18(g).

Other methods may be used to
establish that samples selected for
periodic testing are representative—
with respect to compliance—of the
population of products manufactured
since the last periodic test. Examples of
such methods include: Inspecting
incoming raw materials or component
parts; generating process control data
during product manufacture; and using
manufacturing techniques with intrinsic
manufacturing uniformity, such as die
casting.

Random sampling is another way of
selecting representative samples that
provides a basis for inferring the
compliance of untested product units
from the tested product units. The
conditions that allow for the inference
of compliance concerning untested
units versus tested units may be met by
a range of probability-based sampling
designs, including, but not limited to,
simple random sampling, cluster
sampling, systematic sampling,
stratified sampling, and multistage
sampling. These methods allow the
manufacturer the flexibility to select a
random sampling procedure that is most
appropriate for the manufacturer’s
product production setting but still
allow for the inference about the
compliance of the population of product
units. For example, alternative sampling
procedures—like systematic sampling
(where a starting unit is randomly
selected and then every ki unit after
that is selected) or multistage sampling
(where units are grouped in clusters,
such as pallets, the clusters are
randomly selected, and then units
within the selected clusters are
randomly drawn)—can be employed for
products for which such sampling
procedures would be beneficial. Even
though every unit produced does not
have the same probability of selection
for testing in these examples, these
techniques can be used to infer the
compliance of the untested units. It
should be noted, however, that just
because random sampling can be used
as one method of conducting
representative testing, it is by no means
the only method to meet the new
broader ‘“‘representative’” sampling
requirement in Public Law 112-28.

With evidence that the samples
submitted to a third party conformity
assessment body are representative of
the children’s product produced since
the last periodic test (or since product

certification for the first periodic test
interval), the manufacturer can infer the
compliance of the untested units.

2. Determining Continued Compliance

For the purposes of periodic testing,
passing test results means the samples
tested are in compliance with the
applicable children’s product safety
rule. Most children’s product safety
rules require each product sample
submitted to pass the prescribed tests.
For example, each pacifier subjected to
the guard and shield testing specified in
16 CFR 1511.3 must pass the test. In a
similar manner, each infant walker
submitted for testing must pass the tests
prescribed in 16 CFR part 1216.

However, for some children’s product
standards, compliance with the
standard can include individual test
results that exceed a specified
maximum. For example, for children’s
products tested for compliance to 16
CFR part 1611, Standard for the
flammability of vinyl plastic film, the
burn rate of 10 samples is averaged to
determine if the average exceeds the
maximum burn rate of 1.2 inches per
second, as specified in 16 CFR 1611.3.
Because the maximum burn rate
requirement in part 1611 applies to the
average burn rate of the 10 samples
tested, it is possible for one or more of
the tested samples to exceed the
maxiumum burn rate when tested. In
this example, if the average burn rate
does not exceed 1.2 inches per second,
the samples are considered to be in
conformance with the standard and
have passed the test.

As another example, small carpets
and rugs that are children’s products are
subject to the requirements for periodic
testing. For small carpets and rugs, at
least seven of the eight samples tested
for compliance to 16 CFR part 1631,
Standard for the surface flammability of
small carpets and rugs (FF 2-70), must
meet the test criterion specified in
§ 1631.3(b). Alternatively, a small carpet
or rug that does not meet the test
criterion must be permanently labeled
prior to its introduction into commerce.
Small carpets and rugs that meet either
condition would be considered to be in
compliance with 16 CFR part 1631 and
deemed to have passed the periodic
tests.

3. Creating and Maintaining Required
Records

Manufacturers must document
periodic testing of representative
samples. Documentation must include
the number of representative samples
selected, how the samples were
selected, and the manufacturer’s basis
for inferring compliance of the untested
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units during the testing interval, based
on testing of the sampled units. Such
documentation must be maintained for
five years.

II. Comments on the Proposed Rule and
CPSC’s Responses

A. How many comments were received
about the proposed rule?

The comment period for the proposed
rule closed on January 23, 2012. Eight
commenters responded. A summary of
these comments and the Commission’s
responses are set forth below in section
I1.B of this preamble. Additionally, on
November 8, 2011, a request for
comments titled, Application of Third
Party Testing Requirements; Reducing
Third Party Testing Burdens, Docket
CPSC-2011-0081, was published in the
Federal Register (76 FR 69596). Some of
the comments received in that docket
also address the testing of representative
samples. We summarize and respond to
those comments in section II.B, as well,
to ensure that all comments on
representative samples were considered
as part of this rulemaking, in addition
to any suggestions for amending the
final rule. After consideration of all the
comments, however, no changes were
made to the final rule.

B. What comments did the Commission
receive?

A summary of the commenters’ topics
is presented below, followed by staff’s
responses. For ease of reading, each
comment will be prefaced with a
numbered “Comment”’; and each
response will be prefaced by a
numbered ‘“Response.” The numbering
is for identification purposes only and
does not imply the importance of the
comment or the order in which it was
received.

1. General Comments and Comments on
Definitions

(Comment 1)—A commenter
welcomes the change from random
sampling (in the 16 CFR part 1107 NPR)
to representative sampling in the
proposed rule because the proposed rule
includes a variety of methods to assure
compliance.

(Response 1)—As long as the test
results from the representative samples
can infer compliance of the untested
units of the children’s product, a variety
of means can be employed, at the
manufacturer’s discretion, to select
samples for testing under the final rule.

(Comment 2)—A commenter asserts
that:

There is no definition of “representative’
in 16 CFR Part 1107.26 (sic) of the notified
draft Regulation, so it would likely lead to a

misunderstanding in the implementation of
the regulation. It is suggested that a clear
definition of “representative samples”
should be given so that the representative
samples can be selected in a convenient and
applicable way. Only in this way can the
implementation of the regulation be more
effective.

(Response 2)—We agree with the
commenter that a clear understanding of
“representative samples” will help to
implement the required periodic testing
of such samples effectively. For this
reason, we define a ‘“‘representative
sample” in proposed § 1107.21(f) as one
that provides the manufacturer with a
basis for inferring the compliance of the
untested units of the product population
from the tested units. In other words,
the manufacturer must have a basis for
thinking that the units making up the
sample to be tested (or the
representative sample) are like the
untested units of the children’s product
with respect to compliance to the
applicable children’s product safety
rule. The final rule maintains this
definition, which places responsibility
on the manufacturer to choose
representative samples in a manner that
provides a basis for inferring the
compliance of the untested product
units.

(Comment 3)—A commenter opines
that the proposed rule defines
“representative” in a rigid way, and
thereby re-creates the effect of
“random” as in the original wording of
the CPSIA. The commenter asserts that
the word “representative” does not
require any clarification. The
commenter suggests that the common
meaning of the word ‘“‘representative” is
that the sample stands for the body of
product being tested, and further
suggests the following as an alternate
definition of “representative’:

a sample is “‘representative’” when it is

(a) produced in a manufacturing lot not
known to be produced in a materially
different manner than other production lots
of the same item,

(b) produced according to the usual,
typical manufacturing procedures,

(c) selected without attempting to “‘game”
the testing protocol, and

(d) is not otherwise known by the
manufacturer to be unrepresentative in any
material way which might result in
misleading testing results.

(Response 3)—No change to the final
rule was made based on this comment.
The commenter’s proposed definition
characterizes ‘‘representative” samples
as those units that are “not known to be
different” from the untested units, as
opposed to the Commission’s
characterization, which is that
“representative” samples are those units
that are “known to be like” the untested

samples on the basis provided by the
manufacturer. The Commission
considered the commenter’s alternative
definition but regards this definition of
“representative sampling” as an attempt
to prove a negative, which cannot be
done. A “not known to be different”
form of representative sampling does
not provide a basis for knowing that the
samples tested are similar to the
untested units of the product. Without
that basis, the testing results can
indicate only the compliance of the
samples actually tested and not the
compliance of the untested product
units. Without a means to infer
compliance of the untested product
units, the testing of ‘“not known to be
different” representative samples cannot
ensure continued compliance, as
required by section 14(i)(2)(B)(ii) of the
CPSA.

To ensure continued compliance, the
Commission’s approach is to require a
manufacturer to have knowledge of the
similarity of the tested samples to the
untested units because the absence of
knowledge of their differences is not
sufficient to ensure continued
compliance. Knowledge of the similarity
of tested samples may come from prior
testing, the manufacturer’s knowledge of
its product, production processes,
quality control procedures, a production
testing program, the materials used in
the product, and/or the design of the
product. So long as the manufacturer
has a rational basis for inferring the
similarity of the untested product to the
tested samples, and documents this
rationale, the manufacturer has met the
requirements in the final rule.

(Comment 4)—A commenter suggests
that the CPSC define “representative
samples’” based on what they are not.
The commenter states that as long as a
sample is not a “golden sample,”
meaning that it was not manufactured to
be different in any way from the rest of
the produced samples, then it should be
considered to be representative.

The commenter reasons that
noncompliant outliers may exist even in
the most homogenous of manufacturing
practices, and manufacturers may not be
able to prove why a single test result
was an outlier. However, the commenter
adds that it is much easier to prove that
the manufacturer performed the due
diligence necessary to ensure they did
everything possible to prevent the
outlier from being created.

The commenter opines that this
clarification would in no way change
the CPSC’s definition of a
“representative sample.” According to
the commenter, all manufacturers
would still have to be able to prove that
a test result is representative of their
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entire product line. Moreover, adds the
commenter, such a clarification will
give manufacturers the assurance
needed to rely on their individual
remedial action plans if a failure occurs
due to an outlier that does not represent
the entire product line. The commenter
predicts that this interpretation will
protect manufacturers from having to
destroy many more products that may
still be compliant, should testing reveal
a noncompliance.

(Response 4)—The Commission
considered this alternative definition
but regards this definition of
“representative sampling” as an attempt
to prove a negative, which cannot be
done. A “not a golden sample” form of
representative sampling does not
provide a basis for knowing that the
samples tested are similar to the
untested units of the product. Without
that basis, the testing results can
indicate the compliance only of the
samples actually tested and not the
compliance of the untested product
units. Without a means to infer
compliance of the untested product
units, the testing of “not a golden
sample” representative samples cannot
ensure continued compliance, as
required by section 14(i)(2)(B)(ii) of the
CPSA.

The term “golden sample” would
seem to suggest a sample that is: (1) Not
known to be similar to the population
of units produced, and (2) would have
a greater likelihood of passing the
required tests. However, the absence of
those two traits does not make a sample
representative based on the definition in
the final rule. For example, if a sample
was taken of the first 400 items from a
production run of 100,000, the sample
selector may have no greater confidence
before the test that these items would
pass the test than items selected from
later in the run or throughout the run.
The first 400 items may be
representative samples, however, if the
manufacturer has a basis for inferring
that the units are representative of the
remaining 99,600 units. Absent some
independent basis for knowing that the
remaining 99,600 units are similar to the
first 400 units of product from the run,
this could be a sampling approach that
could fail to be representative.

A single test failure in a number of
samples tested does not automatically
mean that the production lot from
which the samples were selected is not
compliant, and therefore, must be
reworked or destroyed. A failing test
result means that the manufacturer does
not have a high degree of assurance that
all of the units from the production lot
from which the sample was taken are
compliant with the applicable

children’s product safety rule. Further
investigation is needed for the
manufacturer to determine whether the
manufacturer can still have a high
degree of assurance that the untested
units are compliant. This investigation
might include examining the testing
procedures, calibrating the test
instrumentation, testing additional
samples, or other actions.

(Comment 5)—A commenter states
that the CPSC interprets the need to
“ensure” compliance to mean that no
exercise of judgment or good faith is
allowed and that regulated companies
must always be able to prove
compliance. The commenter adds that
the proposed rule rules out reliance on
“process,” or even the absence of
contrary indicators, to support a
conclusion that samples are
“representative.”

(Response 5)—No changes to the final
rule were made based on this comment
because the final rule does indeed allow
and require manufacturers to exercise
judgment and good faith in selecting
representative samples. In fact, the
entire third party testing regime set forth
in 16 CFR parts 1107 and 1109 depends
upon the exercise of “due care” by all
certifiers. “Due care” is a flexible
concept, defined as ““the degree of care
that a prudent and competent person
engaged in the same line of business or
endeavor would exercise under similar
circumstances. Due care does not permit
willful ignorance.” 16 CFR 1107.2 &
1109.4(g).

Because of the multitude of different
industries and children’s products, the
Commission adopted a flexible
performance standard in implementing
third party testing requirements.
Determining what constitutes ““a high
degree of assurance,” and ‘“‘the exercise
of due care,” requires the exercise of
business judgment in all aspects of
testing. The Commission stated
numerous times throughout the final
testing rule that manufacturers are
required to know about their products
and they must implement a testing
program accordingly. Sections
1107.20(b) and (d), 1107.21(b)(2),
1107.21(c)(1), and 1107.23(a) of 16 CFR
part 1107, all refer to the manufacturer’s
knowledge of the product and its
fabrication in implementing sampling
and testing plans, as well as other
manufacturer actions intended to
provide a high degree of assurance of
compliance to the applicable children’s
product safety rules.

The final rule requires regulated
companies to be able to provide a basis
for inferring the compliance of the
untested production units from the
tested samples. Without such a basis,

the testing would serve no purpose
other than to demonstrate the
compliance of the tested units.
However, the final rule does not rule out
the use of “process.” In fact, “process”
can show that the samples selected for
testing are like the untested units. For
example, a process that manages the lots
or batches of constituent materials of a
children’s product can be used as a
basis for inferring homogeneity of the
products with respect to the chemical
tests for lead and phthalates. As another
example, a process that creates
uniformly spaced holes in the crib rails
for the uniformly constructed crib slats
can be used as a basis for inferring the
homogeneity of that portion of the
product when conducting the
component spacing test of ASTM
F1169-10.

Standing alone, the absence of
contrary indicators is not sufficient to
infer compliance of the untested
production units from the tested
samples because this could include
willful ignorance of the potential
differences between the untested units
and the tested samples. Such an
approach would not likely meet
minimum due care requirements.

2. Selecting Representative Samples

(Comment 6)—A commenter desires
that the CPSC continue to consider
random sampling to be a subset of
representative sampling. The
commenter asserts that including
random sampling methods allows the
manufacturer the flexibility to select a
random sampling procedure that is most
appropriate for the manufacturer’s
product production setting but still
allows for the inference about the
compliance of the population of product
units. The commenter further states that
many companies proactively
implemented random testing programs
when the CPSC first proposed and
supported such programs in December
2008, and the commenter wants the
CPSC to continue to recognize this as an
acceptable means of representative
sampling.

(Response 6)—No change to the final
rule arises out of this comment because
the final rule allows random sampling
as a means to ensure representative
sampling. The Commission agrees that
random samples are a form of
representative sampling because the test
results of the tested units can be used
to infer the compliance of the untested
units of the children’s product. The
preamble to the proposed rule
specifically states:

Random sampling is another means of

selecting representative samples that provide
a basis for inferring the compliance of
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untested product units from the tested
product units. The conditions that allow for
the inference of compliance concerning
untested units versus tested units may be met
by a range of probability-based sampling
designs, including, but not limited to, simple
random sampling, cluster sampling,
systematic sampling, stratified sampling, and
multistage sampling. These methods allow
the manufacturer the flexibility to select a
random sampling procedure that is most
appropriate for the manufacturer’s product
production setting but still allow for the
inference about the compliance of the
population of product units.

76 FR 69586, 69587 (Nov. 8, 2011).

(Comment 7)—One commenter is
having difficulty understanding how to
select a representative sample for
periodic testing. The commenter’s
products consist of sets of component
parts, each produced on a different date.
Some of the finished products contain
component parts that were
manufactured more than a year ago. The
commenter adds that their finished
products consist of multiple variations
of component parts from many
production lots, resulting in no more
than a few with the same set of
component parts.

(Response 7)—The purpose of
periodic testing is to ensure compliance
with all the applicable children’s
product safety rules for continued
production of a children’s product.
Previously tested lots or batches of
component parts do not require periodic
testing. If a lot or batch of component
parts was sampled and tested for
certification purposes, those test reports
remain valid for the remainder of the
particular lot or batch. Continued
production or importation of newly
produced component parts (assuming
no material changes) are subject to
periodic testing. If a manufacturer or
importer conducted certification testing
on each new lot or batch of component
parts, that testing would constitute, in
essence, recertification of the finished
product, based on tests of each batch or
lot of the components, and therefore,
periodic testing requirements might not
apply. .

Continuing production of the
component parts can have
representative samples selected for
periodic testing purposes. For example,
if a component part continues to be
produced or imported, and it is
included in a children’s product,
representative samples of the
component part could be tested to
comply with the periodic testing
requirements. Alternatively,
representative samples of continued
production of the finished product
could be selected for periodic testing
purposes.

If the source of component parts
changes (either a new supplier of a
currently used component part or a
component part that had not been used
before), that would be a material change,
necessitating certification testing to the
children’s product safety rules that
could be affected by the material
change.

Another method of conducting
periodic testing could involve random
sampling and testing of the continued
production of component parts or of the
finished product. Random sampling is
an acceptable means of selecting a
representative sample.

If varying combinations of component
parts can affect the compliance of the
finished product, then those
combinations of component parts
represent a material change that requires
certification testing for each
combination that is materially different.

(Comment 8)—This comment was
received in Docket CPSC-2011-0081. A
commenter believes that knowledge
from first party testing and/or second
party testing can be used to develop
sampling plans for third party testing
that reduce the overall test burden,
while still allowing the compliance of
untested products to be inferred from
the products tested by the third party
conformity assessment body.

(Response 8)—We interpret “first
party testing” as testing conducted by
the manufacturer and “second party
testing”” as testing conducted by a
retailer to whom a manufacturer sells
children’s products. We agree with the
commenter that the manufacturer’s
knowledge of a product, the applicable
children’s product safety rules, and the
manufacturing process, combined with
first or second party testing, can be used
to determine the procedure for selecting
representative samples. The
combination of the factors listed above
can be used to infer the compliance of
the untested production units from the
samples tested by a third party
conformity assessment body.

3. Imported Products

(Comment 9)—A commenter states
that if the manufacturing process of a
children’s product is “managed
properly,” then the first customs
clearance article should be regarded as
a representative sample.

(Response 9)—We are not sure what
the commenter means by “first customs
clearance article,” but we will assume,
for the purposes of this answer, that it
means the first article manufactured
outside of the United States that is
cleared for entry and consumption by
U.S. Customs and Border Patrol. If the
article is a finished children’s product

subject to a children’s product safety
rule, it must be accompanied by a
Children’s Product Certificate based on
testing by a CPSC-accepted third party
conformity assessment body.

If, by “managed properly,” the
commenter means that the imported
products are homogeneous with respect
to compliance, then the first customs
clearance article, assuming that it was
tested by a CPSC-accepted third party
conformity assessment body, can be
regarded as a representative sample.
Under the final rule, the manufacturer
or importer must be able to provide a
basis for why it believes its products are
homogeneous. A demonstration of
homogeneity with respect to compliance
would serve as a basis to show that the
representative samples chosen for
testing are like the untested production
units.

For example, if a manufacturer
injection molded an item using plastic
pellets from the same lot or batch, the
manufacturer would be assured that,
with respect to the chemical tests, the
plastic items were homogeneous. As
another example, if a manufacturer
produced small balls, and the
production process included an
automatic test to reject balls small
enough to pose a small parts hazard
(perhaps by falling through a hole into
a reject bin), then the manufacturer
would have demonstrated homogeneity
with respect to the small balls
requirement. Because an imported
children’s product must comply with all
of the applicable children’s product
safety rules, an importer, wishing to use
the first customs clearance article as a
representative sample, must also show
how that sample is representative for all
of the applicable tests, including those
for which the finished product is
required to assess compliance.

(Comment 10)—This comment was
received in Docket CPSC-2011-0081.
Two commenters state that the CPSC
should clarify that importers are not
required to determine ‘“‘representative
sampling” procedures. One commenter
recommends that the CPSC look at the
definition of “manufacturer” used in the
Testing and Labeling Pertaining to
Product Certification rulemaking. The
commenter notes that 16 CFR 1107.2
defines “‘manufacturer” as “‘the parties
responsible for certification of a
consumer product pursuant to 16 CFR
1110.” According to § 1110.7(a), when
products are manufactured outside of
the United States, the importer must
issue a certificate of conformity. The
commenters believe that some could
read this to mean that a “‘representative
sampling” procedure must be
determined by the importer, even if
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component part testing is conducted by
suppliers. These commenters explain
that many testing decisions are made
upstream in the supply chain. Now that
the CPSC accepts component part
testing, these commenters contend that
decisions related to testing intervals and
sample size are appropriately made by
the manufacturer ultimately responsible
for production samples to be tested,
regardless of the importation method.
The commenters argue that while it is
important that the finished product
certifier exercises due care in their
reliance on supplier certifications, this
should not mean that the finished
product certifier should necessarily
dictate its suppliers’ sampling
procedures or that the importer of
record should require duplicative
testing.

(Response 10)—If the importer is the
party that issues the Children’s Product
Certificate for a product, it is that
importer’s responsibility to ensure that
periodic testing is performed on the
children’s products they import that are
subject to an applicable children’s
product safety rule. Under the
component part testing rule, 16 CFR
part 1109, an importer can rely on test
reports or certificates from another party
as long as they (the importer) exercise
due care.

If an importer relies on certificates for
component parts or finished products
that are supplied by another party, such
as a foreign manufacturer or a supplier,
then it is the voluntary certifier of the
component part or finished product
who is responsible for periodic testing
of representative samples for the
component parts or finished products
they certify, and not the importer. The
importer must exercise due care to
ensure that applicable testing is
completed in an appropriate manner.
However, if the importer arranges for
periodic testing itself, the importer
retains the responsibility for selecting
and testing representative samples
periodically to ensure continued
compliance. Periodic testing, including
representative sample selection, may be
contracted to another party. If so
contracted, the other party, called the
“testing party’’ in the component part
testing rule, 16 CFR part 1109 (e.g., a
foreign manufacturer or distributor)
must provide the basis that the samples
selected for testing are representative.

A manufacturer or importer issuing
the Children’s Product Certificate must
still exercise due care in relying on
another party’s test reports or
certifications.

The Commission reminds the
commenter that representative samples
are selected for periodic testing, which

is testing conducted on continuing
production of a previously certified
children’s product. If each imported lot
or batch of a children’s product is third
party tested and certified, then the
periodic testing requirements might not
apply. Lots or batches that are tested
and certified would not represent
continued production, even if the name
or model number of the children’s
product did not change.

4. Periodic Testing of Component Parts

(Comment 11)—A commenter
suggests that the frequency of testing
component parts needs to be considered
with respect to the level of control
exerted over product safety from other
regulations with stricter limits on lead
and heavy metals, and with respect to
the business relationships they have
with their suppliers. For example, the
commenter considers it sufficient to test
for conformity to ASTM F963,
“Standard Consumer Safety
Specification for Toy Safety,” and total
lead once every 2 years as a
consequence of the strict specification
on the raw materials used in their
component parts.

(Response 11)—If the commenter’s
phrase “strict specification on the raw
materials used in their component
parts” means a production testing plan
as described in 16 CFR 1107.21(c)(2),
then submitting representative samples
to a third party conformity assessment
body for periodic testing every 2 years
is allowable, as long as it provides a
high degree of assurance of compliance
with all applicable children’s product
safety rules. Unless the manufacturer
implements and documents a
production testing plan (or uses an ISO/
IEC 17025:2005-accredited first party
testing laboratory for testing to ensure
continued compliance), the maximum
testing interval for periodic tests is one
year. These periods are the maximum
allowed interval. Periodic testing should
be conducted at a frequency which,
when combined with the manufacturer’s
other efforts at assuring continued
compliance, gives the manufacturer a
high degree of assurance of continued
compliance.

(Comment 12)—This comment was
received in Docket CPSC-2011-0081. A
commenter states that the manufacturer,
working together with the factory,
should determine representative
sampling of products with a substantial
number of different components, based
on knowledge of the products, the
applicable product safety standard, and
the manufacturing processes that go into
making the products.

(Response 12)—We agree that the
above-mentioned factors should be

taken into account when selecting a
representative sample for periodic
testing purposes. The method used for
selecting representative samples must
be one that provides a basis for inferring
the compliance of the untested
production units from the test results of
the tested samples. The manufacturer or
importer of a children’s product subject
to a children’s product safety rule
retains the responsibility to ensure that
periodic tests are conducted on
representative samples. Representative
sample selection and testing may be
contracted to another party. If so
contracted, the other party (e.g., a
foreign manufacturer or distributor)
must provide the basis for inferring the
compliance of the untested production
units based on testing of the selected
representative samples. The
manufacturer or importer issuing the
Children’s Product Gertificate must still
exercise due care in relying on another
party’s test reports or certifications.

(Comment 13)—A commenter who
manufactures multiple products from a
set of common component parts states
that the proposal for testing
representative samples has an advantage
for this product type. The representative
sample can be assembled from common
components across the product lines
and each component tested according to
the relevant safety concerns under the
CPSIA.

(Response 13)—This practice is
acceptable under the final rule for tests
that do not require the finished product
for testing. For example, determining
compliance to the use and abuse testing
of toys described in §§ 1500.50, 1500.51,
1500.52, and 1500.53 on representative
samples of common component parts is
likely to be unacceptable to determine
compliance of a finished product to that
standard. For the use and abuse tests, a
finished product is necessary to conduct
the tests.

However, component part testing of
representative samples for compliance
to all children’s product safety rules that
do not require the finished product to
assess compliance (such as the chemical
tests) can be conducted. The passing test
results for those component parts may
be used to support children’s product
certification for finished products
employing those component parts.

(Comment 14)—A commenter
recommends that 16 CFR 1107.21(c)(1)
be amended to include explicit language
allowing the use of component part
testing for periodic testing purposes.
The commenter states that specific
regulatory language needs to be inserted
into the text, or the commenter’s
customers may not include component
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part testing in their contractual
relationships with the commenter.

(Response 14)—Section 16 CFR
1107.21(a) states: “Component part
testing pursuant to 16 CFR part 1109
may be used to support the periodic
testing requirements of this section.”
Because the use of component part
testing is allowed explicitly in
§1107.21(a), repetition of this in
§1107.21(c)(1) is unnecessary.

(Comment 15)—The following
comments on using component parts as
representative samples were received in
Docket CPSC-2011-0081. One
commenter suggests that if a product
can be proven to be composed of the
same material throughout the end
product, then a component could be
submitted as a representative sample.
The commenter adds that traceability
would be important as there are ways
that raw materials could be
contaminated in the assembly.

A second commenter provides an
example of a representative sample with
sampling from a construction set of 50
different physical component
configurations injection molded with
four different colors of polyvinyl
chloride resin. The commenter states
that a sample could be considered
representative as long as all four colors
of material were sampled and
compliance with the lead substrate or
phthalate limits could be established.

A third commenter opines that as long
as representative materials or
components used in finished
production can be sampled, such a
process should be maintained as
suitable for determining compliance
with the lead-in-paint, lead substrate,
and phthalate limits for toys and other
child care articles. The commenter
asserts that Congress clearly recognized
the advantage of permissive use of
“representative sampling” for the
purpose of certifying compliance for
like materials and components to these
requirements.

(Response 15)—The commenters are
describing forms of component part
testing used to meet the requirements of
periodic testing. These practices are
allowed by 16 CFR part 1109. For the
chemical content tests, component part
testing can be used for periodic test
purposes. If the raw materials are tested
for lead (and phthalates, if appropriate),
then any products made from those raw
materials can use the raw material test
reports to support the products’
Children’s Product Certificates.
Component part testing is not allowed
for tests that require a finished product,
such as use and abuse testing of toys
described in §§1500.50, 1500.51,
1500.52, and 1500.53.

5. Testing Costs

(Comment 16)—This comment was
received in Docket CPSG-2011-0081.
One commenter states that changing the
“random” sampling requirement to
“representative” sampling will reduce
the testing burden because, for some
manufacturers, particularly suppliers of
raw materials or components, or
manufacturers of simple products,
substantially similar products may be
representative of the whole body of
product to be certified.

(Response 16)—The Commission
agrees that changing “random”
sampling to ‘‘representative” sampling
has the potential to reduce the testing
burden for manufacturers because more
techniques for sample selection are
available that can leverage the
manufacturer’s knowledge of the
product and its production processes.
Component part testing of raw materials
for periodic testing purposes is one
means by which a representative sample
can be selected. For example, if the
same lots or batches of raw materials
were used to create several children’s
products, the results of the chemical
tests for one of the products could be
used to support the certification
requirements of the other products.

(Comment 17)—A commenter states
that implementation of the new rules
will impose a significant compliance
cost on his company. The commenter
asserts that the additional costs will not
result in increased safety of his
company’s products and states that
“they were already safe.”” The
commenter’s additional compliance cost
concerns pertain to rules promulgated
since the CPSIA, in particular, 16 CFR
part 1107, on testing and labeling
pertaining to children’s product
certification, and not specifically to the
proposed rule regarding the use of
representative samples for periodic
testing.

(Response 17)—No change to the final
rule was made based on this comment.
Congress provided the CPSC with a
third party testing regime to improve the
safety of children’s products. The final
rule implements part of this testing
regime. The Commission acknowledges
that the cost of the testing required by
16 CFR part 1107 can be significant for
some companies. The Commission also
is considering other means to reduce
third party testing burdens pursuant to
section 14(i)(3) of the CPSA, which
requires the Commission to seek and
consider comments on opportunities to
reduce third party testing burdens
consistent with assuring compliance.

(Comment 18)—A commenter states
that the CPSC’s rules for testing

children’s products are too complicated
and costly, and that compliance with
the rules is practically impossible. The
commenter fears that “[t]he power of the
agency to use violations of its rules to
levy excessive fines and even attack via
injunction ensures that it can dictate
any outcome it wants.”

(Response 18)—This rulemaking is
limited to the use of representative
samples for periodic testing of
children’s products covered by an
applicable children’s product safety
rule. The final rule is intended to aid
industry and the regulated community
in understanding what is expected for
the periodic testing of children’s
products.

6. Recordkeeping Requirements

(Comment 19)—A commenter opines
that the recordkeeping requirements of
the proposed rule are excessive,
uneconomical, and unreasonable. The
commenter asserts: ‘“There is absolutely
no safety benefit to this recordkeeping,
nor will the records maintain (sic) help
the agency figure out if there is a safety
issue with the affected product.”

(Response 19)—The Commission
disagrees with the assertion that no
safety benefit comes from
recordkeeping. Because failure in the
certification system of children’s
products could occur in many ways,
recordkeeping can provide data to help
identify the source of the failure. A
safety benefit of the recordkeeping
requirement is that, if noncompliant
products are found in the marketplace,
information is readily available that
might help the manufacturer and the
CPSC determine how such
noncompliance occurred and its extent.
Requiring manufacturers to provide a
rationale for why their samples were
chosen for periodic testing may help
determine whether that rationale could
have been a contributing factor in the
incidence of noncompliant children’s
products being introduced into
commerce.

(Comment 20)—A commenter
suggests that the Commission prove
that:

(a) Congress wanted all manufacturers to
ESTABLISH that each and every sample was
‘representative,’

(b) the required recordkeeping for proof
that each testing sample is “‘representative”
bears a rational relationship to the agency’s
mandate to keep the citizenry safe,

(c) the devotion of resources to the
activities described in the rule actually
makes anyone safer, and

(d) the benefits of the new rule outweigh
its costs.

(Response 20)—Section 2(a)(1) of
Public Law 112-28 amended section
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14(i)(2)(B)(ii) of the CPSA to state that
the Commission shall, by regulation,
establish protocols and standards “‘for
the testing of representative samples to
ensure continued compliance.” Because
the text of the CPSA in this section
explicitly calls for regulations to
establish standards, we interpret that
phrase to include establishing standards
for representative samples.

With regard to the commenter’s
suggestion regarding the relationship
between recordkeeping and ‘‘keeping
the citizenry safe,” the safety benefits of
the recordkeeping requirement are
described in the response to Comment
19 above. The recordkeeping
requirements are intended to help
prevent children’s products from
creating an unreasonable risk of death or
injury for consumers.

By enacting section 14(i)(2)(B)(ii) of
the CPSA, Congress determined that
establishing protocols and standards for
periodic testing of representative
samples of children’s products are
worthy of resources and they strengthen
the safety of children’s products.

The Commission has provided an
assessment of the impact of the rule on
small businesses under the Regulatory
Flexibility Act, but it is not required to
conduct a cost-benefit analysis.

7. Comments Considered Outside the
Scope of the Rulemaking

(Comment 21)—A commenter
proposes that they provide a Certificate
of Conformity to the CPSC for each
finished product distributed to the U.S.
market that requires certification under
the CPSIA. The commenter wants the
CPSC to determine whether the
commenter acted with due diligence
with respect to product safety. The
certificate would include references to
component part tests.

(Response 21)—The final rule is
limited to the testing of representative
samples for periodic testing of
children’s products. A request for the
CPSC to evaluate certificates of
conformity regarding due diligence is
beyond the scope of this proposal.

(Comment 22)—A commenter
recommends that the Commission have
a series of public meetings to review the
concept of representative samples
because of the enormous range of
children’s products subject to the rule.
The commenter predicts that
Commission guidance on an industry
basis, over the range of products, would
materially assist its member companies
to comply.

(Response 22)—This rulemaking is
limited to the use of representative
samples for periodic testing of
children’s products covered by an

applicable children’s product safety
rule. However, the Commission will
consider the request for public meetings
or other guidance regarding the
implementation of 16 CFR part 1107, as
necessary, beyond the efforts taken, to
date.

III. Environmental Considerations

Generally, the Commission’s
regulations are considered to have little
or no potential for affecting the human
environment, and environmental
assessments and impact statements are
not usually required. See 16 CFR
1021.5(a). The final rule sets forth the
Commission’s regulation for meeting the
requirement in section 14(i)(2)(B)(ii) of
the CPSA to test “representative
samples.” As such, the final rule is not
expected to have an adverse impact on
the environment. The rule falls within
the categorical exclusion in 16 CFR
1021.5(c)(2). Accordingly, no
environmental assessment or
environmental impact statement is
required.

IV. Regulatory Flexibility Analysis

The Regulatory Flexibility Act (RFA),
5 U.S.C. 601-612, generally requires
that agencies review proposed rules for
their potential economic impact on
small entities, including small
businesses. The RFA calls for agencies
to prepare and make available for public
comment, an initial regulatory
flexibility analysis describing the
impact of the proposed rule on small
entities and identifying impact-reducing
alternatives. 5 U.S.C. 603. The RFA
further requires agencies to consider
comments they receive on the initial
regulatory flexibility analysis and
prepare a final regulatory flexibility
analysis describing the impact of the
final rule on small entities and
identifying alternatives that could
reduce that impact. Id. 604. This section
summarizes the Commission’s final
regulatory flexibility analysis for the
final rule on representative samples for
periodic testing of children’s products.

A. Objective of the Final Rule

The objective of the final rule is to
reduce the risk of injury from consumer
products, especially from products
intended for children age 12 years and
younger. The final rule will accomplish
this objective by requiring
manufacturers (including private
labelers and importers of products
manufactured by foreign manufacturers)
to select the samples of children’s
products for periodic testing (which is
be required by 16 CFR 1107.21), using
a procedure that provides a basis for
inferring that if the selected samples

comply with the applicable children’s
product safety rules, then the units not
selected will also comply. In order to
ensure compliance of all units
produced, one must be able to infer the
compliance of the untested units of a
product from tests performed on the
sampled units.

B. Comments on the Initial Regulatory
Flexibility Act

We received several comments
regarding the initial regulatory
flexibility analysis (IRFA), which we
respond to below.

(Comment 23)—One commenter states
that the initial regulatory flexibility
analysis was a “[s]ham.” The
commenter argues that the “regulatory
cost analysis is a whitewash, not a true
arm’s length analysis” and that “no
company will be able to keep up with
these rules, big or small.”” The
commenter further states: “[t]he new
rules cannot be afforded by any but the
biggest companies—and yet, it’s the big
companies that have caused the most
notorious and dangerous recalls of
Children’s Products.” The commenter
opines that it is the small companies
that will be impacted most adversely by
the new rule. The commenter finally
argues: “‘[h]aving devoted pages to
toting up how many companies would
be affected by the rule and meaningless
and inaccurate data on revenues of
those companies, the authors then punt
on the impact of the law.”

(Response 23)—The Commission
disagrees with the assertion that the
IRFA for the proposed rule, which
would establish requirements for the
selection of representative samples, is a
sham. As the commenter noted, the
IRFA described the number and types of
small entities that could be impacted by
the proposed rule, the requirements that
the rule would impose on small entities,
and the types of costs small businesses
might incur in meeting the
requirements. However, the proposed
rule did not specify the procedure that
firms must use for selecting
representative samples: It only required
firms to use a procedure that would
provide a basis for inferring compliance
about the population of products
manufactured during that period.
Because the Commission did not know
what procedures firms would use to
meet the requirements of the proposed
rule, or know to what extent the
procedures used would differ from the
procedures that firms would have used
to select samples for periodic testing in
the absence of the proposed rule, we
were not able to quantify further the
costs that the rule would have on small
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businesses. The IRFA specifically
requested comments on this issue.

The only revenue data that was
included in the IRFA was the average
revenue reported by the U.S. Bureau of
the Census for the very small,
nonemployer businesses that could be
impacted by the proposed rule. It is not
known to what the commenter is
referring when the commenter states
that the IRFA contained meaningless
and inaccurate data on the revenues of
the affected companies. We agree that
the proposed rule could have a
disproportionate impact on small
businesses. However, the commenter
seems to be discussing the impacts of
the general rule on testing and labeling
pertaining to product certification,
which was published in the Federal
Register on November 8, 2011. The
current rulemaking pertains only to the
selection of samples for periodic testing
and not to the requirements for testing
and certification, in general.

(Comment 24)—One commenter notes
that two industries were omitted from
the list of industries that could be
impacted by the proposed rule in the
IRFA. The two omitted industries were
“screen printing” (NAICS code 323113)
and ‘““digital printing” (NAICS code
323115).

(Response 24)—We agree that some
manufacturers in the two industries
referred to by the commenter could be
impacted by the final rule. These
industries have been added to the
relevant table in the final regulatory
flexibility analysis. Additionally, the
tables have been updated to reflect the
most current available data.

(Comment 25)—One commenter states
that the rule will have a tremendous
negative economic impact on a
substantial number of small entities,
and that generally, when agencies
request information regarding economic
impact on small entities, cost and time
estimates are provided. The commenter
“believels] that these costs will
outweigh the paperwork and necessity
of testing products that are well within
the limits based on component part
testing.” The commenter further
provides: “The Commission needs to
consider alternative testing strategies
that allow the small business to
incorporate and use current testing
protocols that meet the same end goal:
Ensuring that all products meet both the
lead and phthalate content limits, as
applicable.”

(Response 25)—We agree that the
final rule could have a negative
economic impact on some small
entities. The IRFA described the
requirements of the proposed rule and
the types of costs that firms subject to
the rule might incur. However, because
the proposed rule did not specify the
procedure that firms must use for
selecting representative samples, and
because we did not know what
procedures firms would use to meet the
requirements of the proposed rule or to
what extent the procedures used would
differ from the procedures that firms
would have used to select samples for
periodic testing in the absence of the
proposed rule, we were not able to
quantify further the costs that the rule
would have on small businesses. The
notice of proposed rulemaking also
contained an additional discussion of

the potential costs associated with the
recordkeeping requirements of the
proposed rule.

Although alternatives for reducing the
costs associated with third party testing
are not being addressed in this
rulemaking, the Commission is
examining alternatives for further
reducing the costs associated with third
party testing. Any alternatives that are
identified may be addressed in future
rulemakings, as needed.

C. Description of the Number of Small
Entities to Which the Final Rule Will
Apply

By regulation (16 CFR part 1110), the
Commission has determined that the
domestic manufacturer or importer is
responsible for ensuring that a
consumer product is properly tested,
and, based on the testing results,
certifying that it conforms to all
applicable consumer product safety
rules. Therefore, it is the domestic
manufacturer or importer who will be
responsible for ensuring that
representative samples of children’s
products that are subject to one or more
children’s product safety rules are tested
to ensure continued compliance. The
definition of a children’s product is
broad and includes bicycles, furniture,
apparel, jewelry, televisions, electronic
games, toys, and so on, if designed or
intended primarily for a child 12 years
of age or younger. Virtually all
children’s products are subject to one or
more children’s product safety rules. A
full list of the children’s product safety
rules for which third party testing and
certification will be required is provided
in Table 1.

TABLE 1—PRODUCT SAFETY RULES APPLICABLE TO CHILDREN’S PRODUCTS

16 CFR Part No. (or test method or standard)

Description

1513 oo,
1500.86(a)(5)
1500.86(a)(7) and (8) ...
1505 vvorevereereereeeerseeeeen
1615 ...
1616 ...
1610 ...
1632 ...
1633 ...
1611 ...

1216 e,

All-Terrain Vehicles.
Bicycle Helmets.
Bicycles.

Bunk Beds.

Clacker Balls.

Full-Size Cribs.
Infant Bath Seats.
Infant Walkers.

Dive Sticks and Other Similar Articles.

Electrically Operated Toys or Articles.

Flammability of Children’s Sleepwear, Sizes 0 through 6X.
Flammability of Children’s Sleepwear, Sizes 7 through 14.
Flammability of Clothing Textiles.

Flammability of Mattresses and Mattress Pads.
Flammability (Open-Flame) of Mattress Sets.

Flammability of Vinyl Plastic Film.

Sec. 101 of CPSIA (Test Method CPSC-CH-E1001-08, CPSC-CH-
E1001-08.1 or 2005 CPSC Laboratory SOP).

Sec. 101 of CPSIA (Test Method CPSC-CH-E1001-08 or CPSC—-CH-
E1001-08.1).

Sec. 101 of CPSIA (Test Method CPSC-CH-E1002-08 and/or CPSC-
CH-E1002-08.1).

10 T

Lead Content in Children’s Metal Jewelry.
Lead Content in Children’s Metal Products.
Lead Content in Children’s Non-Metal Products.

Lead Paint.
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TABLE 1—PRODUCT SAFETY RULES APPLICABLE TO CHILDREN'S PRODUCTS—Continued
16 CFR Part No. (or test method or standard) Description
220 ettt ———————————————————————————aaaaaaaaaaaaeas Non-Full-Size Cribs.

Pacifiers.

Rattles.
Portable Bed Rails.
Small Parts Rule.

T510 o

1217 Toddler Beds.

Toys.

Phthalate Content of Children’s Toys and Child Care Articles.

Surface Flammability of Carpets and Rugs.
Surface Flammability of Small Carpets and Rugs.

The number of firms that could be NAICS category for importers. Firms
impacted was estimated by reviewing
every industry in the North American
Industrial Classification System

(NAICS) and selecting industries with
firms that could manufacture or sell any
children’s product that could be covered
by a consumer product safety rule.
Firms are classified in the NAICS
category that describes their primary
activity. Therefore, firms that might
manufacture or import consumer
products covered by a safety rule as a
secondary or tertiary activity may not
have been counted. There is no separate

as manufacturers, wholesalers, or
retailers.

1. Manufacturers

According to the criteria established
by the U.S. Small Business
Administration (SBA), manufacturers
are generally considered to be small
entities if they have fewer than 500
employees. Table 2 shows the number
of manufacturing firms by the NAICS
categories that cover most children’s

safety rule. Although there are more

that import products might be classified

products subject to a children’s product

than 26,000 manufacturers that would
be considered small in these categories,
not all of these firms are engaged in
manufacturing children’s products
subject to a children’s product safety
rule. It would be expected that most of
the firms engaged in Doll, Toy, and
Game manufacturing produce some
products that are intended for children
age 12 and younger. On the other hand,
the category Surgical Appliance and
Supplies Manufacturing includes crash
helmets, but most of the other products
in this category are not under the
CPSC’s jurisdiction.

TABLE 2—NUMBER OF MANUFACTURING FIRMS IN SELECTED PRODUCT CATEGORIES

Description %p:ﬁsll I?r:wa}sl
Carpet and RUG MIllS ........ccoiimiiiii e e 241 258
Apparel Manufacturing 7,508 7,565
Rubber and Plastic Footwear Manufacturing ...........c.ccocviiiiiiiiiiiise s 38 40
House Slipper ManuUfaCtUNNG .......ccceoieieririeniine e 2 2
Other Footwear Manufacturing 45 46
Commercial Screen Printing .... 4,464 4,488
Digital PrNTING ..eeeieeiiiei ettt nane e 2,326 2,357
All Other Rubber Product ManufacCturing .........c.ccccueiieieeiinieseeeeseeee e 583 626
Motorcycle, Bicycle, and Parts Manufacturing ............ 417 422
Household and Institutional Furniture Manufacturing . 5,145 5,227
Mattress ManufaCtUNNG .........coooiiiiiiii e s 398 410
Surgical Appliance and Supplies ManufaCturing .........ccocevverereereneeseees s 1,772 1,866
Jewelry and Silverware Manufacturing ............. 2,369 2,382
Sporting and Athletic Goods Manufacturing .. 1,619 1,652
Doll, Toy and Game ManufacCturiNg ..........cccccoviiiiiiiiiiicie e 649 660
Lead Pencil and Art Good ManuUfaCtUNNG ........ccocuerereeriereeieseeeseee e 123 129
All Other Miscellaneous ManufaCturing ..........c.cooeiiiieiieeiie i 3,798 3,841
Total MANUFACIUIEIS ...ttt e e e e ettt e e e e e e e eabsr e e e e e e e eabseeeeeeseeennnannees 31,497 31,971

Source: U.S. Department of Commerce, Bureau of the Census, 2009 County Business Patterns, Number of Firms, Number of Establishments,
Employment, and Annual Payroll by Enterprise Employment Size for the United States, All Industries: 2009. (available at http.//www2.census.gov/

econ/susb/data/2009/us_6digitnaics 2009.xls. Last accessed on 28 February 2012.)

In addition to the manufacturers in
Table 2, there were 25,184 nonemployer
businesses classified in NAICS 315
(Apparel Manufacturing), 27,645

employees. They are generally sole
proprietorships and may or may not be

The average receipts for the

the owner’s principal source of income.

classified in NAICS 3231 (Printing and
Related Support Activities), and 61,180
classified in NAICS 3399 (Other
Miscellaneous Manufacturers) in 2008.
Nonemployer businesses are generally
very small businesses with no

nonemployer businesses classified in
apparel manufacturing were about
$31,000; for those classified in printing
and related support activities, the
average revenue was $49,424; and the
average receipts for the nonemployer

businesses classified other
miscellaneous manufacturers were
about $41,000.2 There is no information
regarding the number of nonemployer

2U.S. Department of Commerce, Bureau of the
Census, “Revised 2008 Nonemployer Statistics
Table.” Available at http://www.census.gov/econ/
nonemployer/Revised % 202008 % 20Data %20 With
%202009 % 20Methodology % 20Applied.xls (last
accessed 16 August 2011).


http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
http://www2.census.gov/econ/susb/data/2009/us_6digitnaics_2009.xls
http://www2.census.gov/econ/susb/data/2009/us_6digitnaics_2009.xls
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businesses that actually manufacture
children’s products.

2. Wholesalers

Wholesalers would be impacted by
the final rule if they import any
children’s product that is subject to a
children’s product safety rule.
Wholesalers who obtain their products
strictly from domestic manufacturers or
from other wholesalers would not be
impacted by the final rule because the
manufacturer or importer would be

responsible for certifying the products.
Table 3 shows the number of
wholesalers by NAICS code that would
cover most children’s products that are
subject to a children’s product safety
rule. According to the SBA criteria,
wholesalers are generally considered to
be small entities if they have fewer than
100 employees. Although there are more
than 78,000 wholesalers that would be
considered small in these categories, not
all of these firms are engaged in
importing children’s products that are

subject to a children’s product safety
rule. A significant proportion of the
firms classified as Toy and Hobby
Goods and Supplies Merchant
Wholesalers probably import at least
some children’s products. However, the
only firms classified as Motor Vehicle
and Motor Vehicle Parts and Suppliers
that would be impacted by the final rule
are those that import all-terrain vehicles
that are intended for children 12 year
old or younger.

TABLE 3—NUMBER OF WHOLESALERS IN SELECTED PRODUCT CATEGORIES

NAICS Code Description Small firms Total firms
Motor Vehicle and Motor Vehicle Parts and Suppliers 16,815 17,776
Furniture and Home Furnishing Merchant Wholesalers 10,574 10,974
Electrical and Electronic Appliance, Television, and Radio Set Merchant Wholesalers ........... 2,368 2,512
Sporting and Recreational Goods and Supplies Merchant Wholesalers ............ccccoceeveenneenen. 4,693 4,845
Toy and Hobby Goods and Supplies Merchant Wholesalers ............c.ccccceeeenenne 2,068 2,138
Jewelry, Watch, Precious Stone, and Precious Metal Merchant Wholesalers 7,162 7,234
Other Miscellaneous Durable Goods Merchant Wholesalers ..........cccccovcieiiiiienniniiee e 8,816 9,054
Men’s and Boy’s Clothing and Furnishings Merchant Wholesalers ............cccccovoiiiiiiinnennn. 3,375 3,515
Women'’s, Children’s, and Infant’s Clothing, and Accessories Merchant Wholesalers 6,655 6,859
Footwear Merchant WHhOIESAIEIS ..........cueveieeiieiiiiieieee et erreee e e 1,435 1,498
Other Miscellaneous Nondurable Goods Merchant Wholesalers .........c.cccoooevieeniniienniineieens 10,812 11,058
Lo ez LAY o] (=T3-S SRRRORNY 74,773 77,463

Source: U.S. Department of Commerce, Bureau of the Census, 2009 County Business Patterns, Number of Firms, Number of Establishments,
Employment, and Annual Payroll by Enterprise Employment Size for the United States, All Industries: 2009. (available at http.//www2.census.gov/
econ/susb/data/2009/us_6digitnaics 2009.xls. Last accessed on 28 February 2012.)

In addition to the wholesalers
tabulated in Table 3, the U.S. Census
Bureau estimated that there were
206,072 nonemployer businesses
classified in NAICS categories that
could include wholesalers of children’s
products. As noted above, nonemployer
businesses are generally very small sole
proprietorships. The average receipts for
the nonemployer business wholesalers
were about $86,000.3 An unknown
number of nonemployer wholesalers
could import children’s products.

3. Retailers

Retailers who obtain all of their
products from domestic manufacturers
or wholesalers will not be directly

impacted by the final rule because the
manufacturers or wholesalers would be
responsible for the testing and
certification of the children’s products.
However, there are some retailers who
manufacture or directly import some
products, and therefore, will be
responsible for ensuring that these
products are properly tested and
certified. The number of such retailers
is not known. Table 4 shows the number
of retailers by NAICS code that would
cover most children’s products.
According to SBA size standards,
retailers are generally considered to be
small entities if their annual sales are
less than $7 million to $30 million,

depending on the specific NAICS
category. Because of the way in which
the data were reported by the Bureau of
the Census, the estimates of the number
of small firms in each category in Table
4 are based on similar, but different
criteria. Although there are more than
100,000 firms that would be considered
to be small businesses in these
categories, it is not known how many of
these firms are engaged in importing or
manufacturing children’s products.
Many of these firms probably obtain all
of their products from domestic
wholesalers or manufacturers and
would not be directly impacted by the
final rule.

TABLE 4—NUMBER OF RETAILERS FOR SELECTED PRODUCT CATEGORIES

: Criteria used
gtBaﬁdS;g for estimate of
NAICS Code Description (millions of Sm.ﬁ-” f|rmsf Small firms Total firms
dollars of (I’an”IOI’lS ?
annual sales) ollars o
annual sales)
441221 Motorcycle, ATV, and Personal Watercraft Dealers ........ <30 <25 4,794 4,879
4421 ... Furniture StOres .......ccveeeeeiieiiiieeeee e <19 <10 16,033 16,611
44813 ... Children’s and Infant’s Clothing Stores ..........cccccccveeienee. <30 <25 2,057 2,074
44814 ... Family Clothing Stores ........c.ccecveeiieiieenieeeenieeee e <25.5 <25 6,588 6,684
44815 ... Clothing Accessories StOres .........ccocevveeneeeieenieeeneenene <14 <10 2,757 2,774
44819 Other Clothing StOres .......cccccoeveeriiiiieneeeceee e <19 <10 6,331 6,393

With%202009 % 20Methodology % 20Applied.xls
(last accessed 16 August 2011).

Table.” Available at http://www.census.gov/econ/
nonemployer/Revised% 202008 % 20Data % 20

3U.S. Department of Commerce, Bureau of the
Census, “Revised 2008 Nonemployer Statistics


http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
http://www2.census.gov/econ/susb/data/2009/us_6digitnaics_2009.xls
http://www2.census.gov/econ/susb/data/2009/us_6digitnaics_2009.xls
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TABLE 4—NUMBER OF RETAILERS FOR SELECTED PRODUCT CATEGORIES—Continued
. Criteria used
SBA size ; for estimate of
. standard (mil- small firms . '
NAICS Code Description lions of dollars i Small firms Total firms
of (millions of
annual sales) dollars of
annual sales)
4482103 .......... Children’s & Juveniles’ Shoe Stores ........cccccceeveeeiiveeenns <25.5 <25 227 230
4482104 ... Family Shoe Stores .......cccceeviiriieiiciiicieceeee e <25.5 <25 2,905 2,941
45111 ... Sporting GoOds StOreS .......cccveveeriereerieneeeseeeseneenreae <14 <10 14,388 14,545
45112 . Hobby, Toy, & Game Stores ........ccccceveerieesieinecnineeneenne <25.5 <25 4,612 4,629
452 ... General Merchandise Stores .........cccoceeeeeiiieeeiiieeecceeeeens <30 <25 6,873 6,971
45322 .... Gift, Novelty, and Souvenir Stores ..........cccccecveeieiriecennnnn. <30 <25 19,297 19,339
454111 .. Electronic ShOpping .....c.ccceevereriinineese e <30 <25 11,374 11,646
454113 .. Maiil Order HOUSES .....cccuvvveeeeeeceiiieee e <35.5 <25 5,281 5,645
4542 ... Vending Machine Operators ..........cccevereenenennieneninennen. <10 <10 3,796 3,887
Total RELAIIEIS ..ooeeceeeee e ceteee e e e s | eeeeesiineeeeeeesesnnees | eeraereeeeseaninaa—an 107.313 124,700

Source: U.S. Census Bureau, 2007 Economic Census, Retail Trade, Summary Statistics by Sales Size of Firms for the United States, Release

date 11/02/2010.

In addition to the retailers tabulated
in Table 4, the U.S. Census Bureau
estimated that there were 324,918
nonemployer businesses classified in
NAICS categories that could include
retailers of children’s products. As
noted above, nonemployer businesses
are generally very small sole
proprietorships. The average receipts for
the nonemployer business retailers were
about $40,000.4 An unknown number of
nonemployer retailers could import
children’s products.

D. Compliance, Reporting, and
Recordkeeping Requirements

The final rule requires that children’s
product manufacturers select samples
required for third party periodic testing
(required by 16 CFR 1107.21) using a
procedure that provides a basis for
inferring compliance about the
population of untested products
produced during the applicable periodic
testing interval. The final rule requires
further that the number of samples
selected must be sufficient to ensure
continuing compliance with all of the
applicable children’s product safety
rules.

In order to be able to infer the
compliance of the untested products,
the samples selected must be
representative of the untested or
unselected units in the population of
products produced during the periodic
testing interval. In other words,
children’s product manufacturers must
have a basis for believing that if the
samples selected for periodic testing
show compliance with the applicable

4U.S. Department of Commerce, Bureau of the
Census, ‘“Revised 2008 Nonemployer Statistics
Table.” Available at http://www.census.gov/econ/
nonemployer/Revised % 202008 % 20Data %20
With%202009% 20Methodology % 20Applied.xls
(last accessed 16 August 2011).

children’s product safety rules, then one
can infer the compliance of the untested
units in the population. In many cases,
a manufacturer’s knowledge of the
manufacturing processes or materials
used may provide such information. For
example, if the manufacturer knows that
a product or component is
manufactured using the same grade of
material as all of the other units, and the
production processes are controlled
such that all of the dimensions are the
same as all other units, then that
product or component could be
considered representative of all other
units produced during the interval.
Information that can be used to establish
that a sample is representative can come
from a variety of sources, including
inspection of, or tests on, incoming
materials or components and
inspection, tests, and process-control
data generated during production.
Other methods of selecting
representative samples include various
probability-based sampling methods.
These methods include simple random
sampling, cluster sampling, systematic
sampling, stratified sampling, and
multistage sampling. Probability-based
sampling methods allow statistical
inferences to be made about the
population of the products, based upon
results of tests on the selected samples.
The final rule requires that
manufacturers document the procedures
used to select the product samples for
periodic testing and note the basis for
their belief that the samples are
representative of the untested product
produced during the periodic testing
interval. The records must be
maintained for five years. The records
can be maintained electronically or in
hardcopy. The manufacturer must make
the records available for inspection by
the CPSC, upon request. The records

may be maintained in languages other
than English, if they can be provided
immediately to the CPSC, upon request,
and as long as the manufacturer can
translate the records into English
accurately within 48 hours of a request
to do so by the CPSC, or any longer
period negotiated with CPSC staff.

There will be some costs associated
with developing and implementing
sampling procedures that will result in
the selection of representative samples.
Some knowledge of subjects, such as
statistics and quality control techniques,
may be necessary to develop the
procedure. Some manufacturers may
have these skills in-house; others may
need to hire consultants with these
skills. There also may be some ongoing
costs associated with selecting the
representative samples once the
procedures have been developed. There
will also be some costs associated with
documenting the procedure and
maintaining the records that are
required by the final rule. However,
because there are potentially a wide
range of methods for selecting
representative samples, and we do not
know which methods will be used by
firms, the magnitude of the costs cannot
be estimated.

E. Federal Rules That May Duplicate,
Overlap, or Conflict With the Final Rule

The final rule establishes
requirements that must be met in
selecting the samples of children’s
products for the periodic testing
required by 16 CFR 1107.21. It does not
duplicate, overlap, or conflict with other
federal rules.

F. Steps Taken To Minimize the Adverse
Economic Impact on Small Businesses

The final rule establishes a
performance standard rather than


http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
http://www.census.gov/econ/nonemployer/Revised%202008%20Data%20With%202009%20Methodology%20Applied.xls
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mandates a specific procedure for
selecting samples for periodic testing
that all manufacturers must use.
Manufacturers may use any procedure
they choose for selecting samples for
periodic testing as long as the procedure
provides a basis for inferring
compliance about the entire population
of products manufactured during the
applicable interval. Manufacturers are
also free to change the procedures that
they use to select samples, if they
determine that a procedure different
from the one they are using would be
less costly, provided that the new
procedure provides a basis for inferring
compliance about the population of
untested products produced during the
applicable period.

As discussed in the initial regulatory
flexibility analysis, we considered less
stringent alternatives for selecting
representative samples, such as
allowing manufacturers to select the
samples using any procedure, provided
that the procedure used would not
purposively lead to the selection of
samples that the manufacturer knows
are more likely to comply with a
standard or requirement than other
samples (often referred to as “golden
samples”’). We reexamined these
alternatives during review of the public
comments submitted in response to the
notice of proposed rulemaking. Such
alternatives were not adopted because
we generally believe that it is necessary
for manufacturers to have a positive
basis for believing that the samples
selected for periodic testing are, in fact,
representative of the entire population
of units produced during the applicable
periodic testing interval. Using a “not a
golden sample” form of representative
sampling would require manufacturers
to prove a negative, which cannot be
implemented or enforced. The approach
does not provide a basis for knowing
that the samples tested are similar to the
untested units of the product. Without
that basis, the testing results can
indicate the compliance only of the
samples actually tested and not the
compliance of the untested product
units. Without a means to infer
compliance of the untested product
units, the testing of ‘“not a golden
sample” representative samples cannot
ensure continued compliance, as
required by section 14(i)(2)(B)(ii) of the
CPSA.

V. Paperwork Reduction Act

The final rule contains information
collection requirements that are subject
to public comment and review by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3520). In a

November 8, 2011, Federal Register
notice regarding the proposed rule (76
FR 69586, 69592—93), we described the
information collection and the annual
reporting burden. Our estimate includes
the time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
each collection of information.

We invited comment on: (1) Whether
the collection of information is
necessary for the proper performance of
the CPSC’s functions, including whether
the information will have practical
utility; (2) the accuracy of the CPSC’s
estimate of the burden of the proposed
collection of information, including the
validity of the method and assumptions
used; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) ways to minimize
the burden of the collection of
information on respondents, including
through the use of automated collection
techniques, when appropriate, and other
forms of information technology.

We received one comment on the
burden estimates contained in the
proposed rule.

(Comment 26)—O0One commenter
agrees with our estimate that it might
take 4 hours per product or group of
products to prepare the records required
by the rule to document the procedures
used to select representative samples
and the basis for inferring the
compliance of the untested products
manufactured during the period.
However, the commenter states that the
estimated hourly cost of $50.08 was
probably low and that a more accurate
estimate was $75 per hour, given the
likely involvement of lawyers and other
professionals. The commenter also
questions the assumption that
manufacturers would use the same
sampling plan for similar or closely
related products or product lines. The
commenter states that they thought it
would be much more likely that a plan
would be developed and documented
for each item. The commenter also
states that another 4 hours would be
required for each test sample selected.

(Response 26)—The hourly cost
estimate of $50.08 in the proposed rule
was based upon the average hourly cost
for total employee compensation for all
management, professional, and related
workers in private industry, as reported
by the Bureau of Labor Statistics as part
of the “Employer Costs for Employee
Compensation data series. Therefore,
the cost estimate we used assumed
appropriately that the work would be
done by management and professional
employees. Of course, the costs for any
particular businesses may be higher or

lower than the average. We do not
believe that the commenter provided
sufficient information to change our
approach for estimating the hourly cost
of producing the records for
documenting the selection of
representative samples. However, the
hourly cost estimate is being updated to
reflect the most recent estimate reported
by the Bureau of Labor Statistics, which
is $50.41, as of September 2011.

We agree with the commenter that
some manufacturers may determine that
they need to develop a separate
sampling procedure for each children’s
product that they manufacture. The
discussion in the notice of proposed
rulemaking allowed for this possibility
when it stated that in some cases, “‘a
manufacturer might have only one
product in a particular product line.” 76
FR 69592. However, we believe that
other manufacturers may have multiple
products in their product lines and
determine that the same sampling
procedure may be used for groups of
similar or closely related products or
product lines. As stated in the notice of
proposed rulemaking, we do “not have
information on the number of closely
related products or product lines that
manufacturers offer or the average
number of individual models within
each set of closely related products or
product lines.” Id. Therefore, a range of
possible values was used in estimating
the recordkeeping burden, and the
notice of proposed rulemaking invited
comments from manufacturers and
others to gain better insight on the
potential recordkeeping burden of the
proposed rule. This comment was the
only one that addressed this issue.
However, it did not provide sufficient
information to change the assumptions
we used in the notice of proposed
rulemaking for estimating the
recordkeeping burden.

The commenter’s statement that an
additional 4 hours would be required
for each test sample selected appears to
be a reference to the amount of time
associated with the other recordkeeping
requirements of the final rule on testing
and labeling pertaining to product
certification (16 CFR part 1107), which
was published in the Federal Register
on November 8, 2011. Those
recordkeeping costs were discussed in
the Federal Register notice associated
with that rulemaking (76 FR 69537—40)
and are not related to the current final
rule on selecting representative samples.

The information collection
requirement associated with the final
rule is summarized below.

Title: Amendment to Regulation on
Testing and Labeling Pertaining to
Product Certification Regarding
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Representative Samples for Periodic
Testing of Children’s Products
Description of Respondents:
Manufacturers of children’s products.
Description: The final rule would
require records that describe how the
samples for periodic testing are selected,
the number of samples that will be
selected, and an explanation of why the
procedure described will result in the
selection of representative samples,
such that one can infer that the untested
units produced during the periodic
testing interval comply with the
applicable children’s product safety
rules if the samples selected comply.
We estimate the burden of this
collection of information as follows:
Although it might take a manufacturer
several hours, perhaps several days to
analyze its products and manufacturing
processes to determine its options for
selecting representative samples (and
some might need to hire consultants for
this purpose), the actual documentation
of the procedure and basis for inferring
compliance will probably take less time.
On the assumption that because this
document is required by regulation,
manufacturers will make sure that the
document is reviewed and edited
properly, it could take an average of 4
hours to prepare this document, once
the procedure that will be used is
decided and the number of samples has
been determined. Developing the
sampling procedure and documenting it
are managerial or professional
functions. According to the Bureau of
Labor Statistics, as of September 2011,
total compensation for management,
professional, and related occupations
for all workers in private industry was
$50.41 an hour. Therefore, the cost of
creating the record documenting a
procedure for selecting representative
samples could be estimated to be about
$202 ($50.41 x 4 hours).5
In developing the estimates of the
recordkeeping burden associated with
the testing and labeling pertaining to the
certification of a children’s products
rule, we estimated that there were about
1.6 million children’s products.
However, manufacturers probably will
not need to develop and document a
separate sampling procedure for each
product. It might be more reasonable to
believe that manufacturers will be able
to use the same sampling plan for
similar or closely related products or
product lines. Therefore, manufacturers
may need to develop and document
separate sampling procedures for each

5Bureau of Labor Statistics, Employer Costs for
Employee Compensation, Table 9 (September 2011).
Available at: http://www.bls.gov/news.release/
archives/ecec_12072011.htm.

set of closely related children’s products
or children’s product lines rather than
each individual product. For example, a
manufacturer of die-cast toy cars might
offer 50 different models, but if each one
is manufactured using the same
manufacturing processes and the same
materials, one sampling plan for all die-
cast cars by this manufacturer might be
sufficient. We do not have information
on the number of closely related
products or product lines that
manufacturers offer or the average
number of individual models within
each set of closely related products or
product lines. In some cases, a
manufacturer might have only one
product in a particular product line.
Some large manufacturers may offer
several hundred models or styles within
some product lines.

A starting point to estimate the
recordkeeping burden of the final rule is
to assume that each product line
averages 10 to 50 individual product
models or styles. If each product line
averages 50 individual models or styles,
then a total of 32,000 individual
sampling plans (1.6 million children’s
products + 50 models or styles) would
need to be developed and documented.
This would require 128,000 hours
(32,000 plans x 4 hours per plan) ata
total cost of approximately $6.5 million
(128,000 hours x $50.41 per hour). If
each product line averages 10
individual models or styles, then a total
of 160,000 different sampling plans (1.6
million children’s products + 10 models
or styles) would need to be documented.
This would require 640,000 hours
(160,000 plans x 4 hours per plan), at a
total cost of approximately $32.3
million (640,000 hours x $50.41 per
hour).

Once a sampling plan is developed
and documented, manufacturers will
probably not incur the full cost of
documenting their sampling plans in
subsequent years because the same plan
and documentation should be valid.
However, each year, it is expected that
manufacturers will retire some product
lines and introduce new ones.
Moreover, some manufacturers will
leave the market, and other
manufacturers will enter the market.
Therefore, there will be some ongoing
costs associated with documenting
sampling plans.

We do not have data on the number
of new product lines introduced
annually, whether from existing
manufacturers or from new
manufacturers entering a market. For
purposes of this analysis, we will
assume that about 20 percent of the
children’s product lines are new each
year, either because an existing

manufacturer has changed an existing
product line to the extent that a new
sampling plan is required, introduced a
new product line, or because a new
manufacturer has entered the market. If
this is the case, then the ongoing
recordkeeping costs associated with the
final rule would be 25,600 hours
(128,000 hours x 0.2) to 128,000 hours
(640,000 hours x 0.2) annually or
approximately $1.3 million (25,600
hours x $50.41 per hour) to
approximately $6.5 million (128,000
hours x $50.41 per hour) annually.

Another potential ongoing
recordkeeping cost might result if
manufacturers make adjustments or
revisions to their sampling plans or
procedures for their existing product
lines. This might occur if manufacturers
find that their initial procedures are
difficult to implement or if they come
up with more efficient methods of
selecting representative samples. We do
not have any information that could be
used to estimate how often
manufacturers will revise these plans.
For purposes of this analysis, we will
assume that this, too, would amount to
about 20 percent of the burden
estimated for the initial year, or
approximately $1.3 million to $6.5
million annually.

VI. Executive Order 12988 (Preemption)

Executive Order 12988 (February 5,
1996), requires agencies to state in clear
language the preemptive effect, if any, of
new regulations. The final rule would
be issued under the authority of the
CPSA and the CPSIA. The CPSA
provision on preemption appears at
section 26 of the CPSA. The CPSIA
provision on preemption appears at
section 231 of the CPSIA. The
preemptive effect of this rule would be
determined in an appropriate
proceeding by a court of competent
jurisdiction.

VII. Effective Date

The Administrative Procedure Act
(APA) generally requires that the
effective date of a rule be at least 30
days after publication of a final rule. 5
U.S.C. 553(d). The Commission stated in
the proposed rule, at 76 FR 69593, that
a final rule would become effective on
the same date as the rule on “Testing
and Labeling Pertaining to Certification”
because §§1107.21(f) and 1107.26(a)(4)
on representative sampling are an
amendment to that rule. Accordingly,
the effective date of the final rule is
February 8, 2013, and it applies to
products manufactured after this date,
to coincide with the effective date of 16
CFR part 1107.


http://www.bls.gov/news.release/archives/ecec_12072011.htm
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List of Subjects in 16 CFR Part 1107

Business and industry, Children,
Consumer protection, Imports, Product
testing and certification, Records,
Record retention, Toys.

Accordingly, the Commission amends
16 CFR part 1107 as follows:

PART 1107—TESTING AND LABELING
PERTAINING TO PRODUCT
CERTIFICATION

m 1. The authority citation for part 1107
continues to read as follows:

Authority: 15 U.S.C. 2063, Sec. 3, 102 Pub.
L. 110-314, 122 Stat. 3016, 3017, 3022.

Subpart C—Certification of Children’s
Products

m 2. Add paragraph (f) to § 1107.21 to
read as follows:

§1107.21 Periodic testing.

* * * * *

(f) A manufacturer must select
representative product samples to be
submitted to the third party conformity
assessment body for periodic testing.
The procedure used to select
representative product samples for
periodic testing must provide a basis for
inferring compliance about the
population of untested products
produced during the applicable periodic
testing interval. The number of samples
selected for the sampling procedure
must be sufficient to ensure continuing
compliance with all applicable
children’s product safety rules. The
manufacturer must document the
procedure used to select the product
samples for periodic testing and the
basis for inferring the compliance of the
product manufactured during the
periodic testing interval from the results
of the tested samples.

* * * * *

m 3. Add paragraph (a)(4) to § 1107.26 to
read as follows:

§1107.26 Recordkeeping.

(a) * x %

(4) Records documenting the testing
of representative samples, as set forth in
§ 1107.21(f), including the number of
representative samples selected and the
procedure used to select representative
samples. Records also must include the
basis for inferring compliance of the
product manufactured during the
periodic testing interval from the results
of the tested samples;

* * * * *

Dated November 29, 2012.
Todd A. Stevenson,

Secretary, Consumer Product Safety
Commission.

[FR Doc. 2012—29204 Filed 12—4-12; 8:45 am]
BILLING CODE 6355-01-P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

24 CFR Part 203

[Docket No. FR-5679—-N-01]

Federal Housing Administration:
Prohibited Sources of Minimum Cash

Investment Under the National
Housing Act—Interpretive Rule

AGENCY: Office of the General Counsel,
HUD.

ACTION: Interpretive rule.

SUMMARY: HUD is issuing this
interpretive rule to clarify the scope of
the provision in the National Housing
Act that prohibits certain sources of a
homebuyer’s funds for the required
minimum cash investment for single
family mortgages to be insured by the
Federal Housing Administration (FHA).
Uncertainty has arisen as to the effect of
this provision on State and local
governments and their agencies’ and
instrumentalities’ homeownership
programs that provide funds for the
minimum cash investment. This rule
provides HUD’s interpretation that this
statutory provision does not remove the
availability of FHA insurance for use in
conjunction with State and local
government programs that provide
funds toward the required minimum
cash investment. Although interpretive
rules are exempt from public comment
under the Administrative Procedure
Act, HUD nevertheless invites public
comment on the interpretation provided
in this rule.

DATES: Effective Date: November 29,
2012. Comment Due Date: January 4,
2013.

ADDRESSES: Interested persons are
invited to submit comments regarding
this rule to the Regulations Division,
Office of General Counsel, Department
of Housing and Urban Development,
451 7th Street SW., Room 10276,
Washington, DC 20410-0500.
Communications must refer to the above
docket number and title. There are two
methods for submitting public
comments. All submissions must refer
to the above docket number and title.

1. Submission of Comments by Mail.
Comments may be submitted by mail to
the Regulations Division, Office of
General Counsel, Department of

Housing and Urban Development, 451
7th Street SW., Room 10276,
Washington, DC 20410-0500.

2. Electronic Submission of
Comments. Interested persons may
submit comments electronically through
the Federal eRulemaking Portal at
www.regulations.gov. HUD strongly
encourages commenters to submit
comments electronically. Electronic
submission of comments allows the
commenter maximum time to prepare
and submit a comment, ensures timely
receipt by HUD, and enables HUD to
make them immediately available to the
public. Comments submitted
electronically through the
www.regulations.gov Web site can be
viewed by other commenters and
interested members of the public.
Commenters should follow the
instructions provided on that site to
submit comments electronically.

Note: To receive consideration as public
comments, comments must be submitted
through one of the two methods specified
above. Again, all submissions must refer to
the docket number and title of the rule.

No Facsimile Comments. Facsimile
(FAX) comments are not acceptable.

Public Inspection of Public
Comments. All properly submitted
comments and communications
submitted to HUD will be available for
public inspection and copying between
8 a.m. and 5 p.m. weekdays at the above
address. Due to security measures at the
HUD Headquarters building, an
appointment to review the public
comments must be scheduled in
advance by calling the Regulations
Division at 202—708-3055 (this is not a
toll-free number). Individuals with
speech or hearing impairments may
access this number via TTY by calling
the Federal Relay Service at 800-877—
8339. Copies of all comments submitted
are available for inspection and
downloading at www.regulations.gov.
FOR FURTHER INFORMATION CONTACT:
Millicent Potts, Associate General
Counsel for Insured Housing, Office of
General Counsel, U.S. Department of
Housing and Urban Development Room
9226, 202-708-2212. Hearing or speech
impaired individuals may access these
numbers via TTY by calling the toll free
Federal Relay Service at 800-877—8339.
SUPPLEMENTARY INFORMATION:

I. Background

A. The National Housing Act
Prohibition on Certain Sources of Cash
Investment

To qualify a mortgage for FHA
mortgage insurance, section 203(b)(9)(A)
of the National Housing Act (12 U.S.C.
1709(b)(9)) requires the homebuyer to
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pay “in cash or equivalent on account
of the property an amount equal to not
less than 3.5 percent of the appraised
value of the property.” Some
homebuyers obtain this minimum
amount from sources other than their
own earnings or savings; for example, a
relative may give or loan them this
money or some part of it. However,
section 203(b)(9)(C) of the National
Housing Act provides that no part of
this required minimum investment may
consist of funds provided by the seller
of the property or any other person or
entity who benefits financially from the
sale of the property, or any person who
is reimbursed by any such person or
entity.

B. Federally Funded Homeownership
Programs

Governments—Federal, State, and
local—and their agencies and
instrumentalities have provided
assistance toward the minimum cash
investment as part of homeownership
programs from various public funds,
including appropriated funds, operating
tax revenues, taxable and tax-exempt
general obligation bonds, and surplus
revenues (for example, excess reserves).
Federal homeownership assistance
programs that have a cash investment
component include HUD’s
Neighborhood Stabilization Program,
Community Development Block Grant
(CDBG) program, and HOME Investment
Partnerships program, as well as the
Department of Veterans Affairs Home
Loan Guaranty Service and U.S.
Department of Agriculture’s Rural
Development Housing and Community
Facilities program. These Federal
homeownership assistance programs
have specified public purposes, such as
revitalizing communities affected by
foreclosures and vacancy, increasing the
homeownership rate in particular
geographies, making homeownership
affordable to underserved populations
and in high-cost markets.

For these Federal assistance programs,
Congress has authorized funds to be
distributed from the Treasury, often
through State and local governments or
their instrumentalities, for purposes of
supporting homeownership programs.
At the same time, section 203(b)(9)(C) of
the National Housing Act raises the
question whether the distribution of
these same Federal funds would cause
the mortgages originated on the basis of
support from such funds not to qualify
for FHA insurance. Reading the
prohibition in section 203(b)(9)(C) to
include other Federal agencies, State
and local governments, or their
instrumentalities disbursing government
funds in accordance with the

requirements of government assistance
programs would place these
governments and instrumentalities in an
untenable position of having
governmental authority to provide
assistance toward the minimum cash
investment on the one hand, but being
unable to use FHA-insured mortgage
financing on the other. To do so would
also frustrate the statutory purpose of
these programs and of the FHA to
encourage and support
homeownership.1

C. Other Government Funded
Homeownership Assistance Programs

Another key source of
homeownership assistance programs,
such as assistance with closing costs, or
rehabilitation, is provided by State and
local governments, primarily through
housing finance agencies (HFAs).
According to the National Council of
State Housing Finance Agencies, HFAs
are generally State-chartered authorities
established by State governments to
help meet the affordable housing needs
of State residents.2 Although HFAs vary
widely in characteristics such as their
relationship to State government, most
are independent entities that operate
under the direction of a board of
directors appointed by their respective
State governors. They administer a wide
range of affordable housing and
community development programs.3
Using housing bonds, low-income
housing tax credits, HOME program
funds, and other Federal and State
resources, HFAs have crafted hundreds
of housing programs, including
homeownership, rental, and all types of
special-needs housing. HFAs have
provided affordable mortgages to 2.6
million families to buy their first homes
through mortgage revenue bond
programs.4

A recent study of HFAs found that
100 percent of the 51 HF As surveyed
said that part of their mission is “to
assist low- and moderate-income
residents to purchase homes and be

1In providing an overview of the Housing and
Economic Recovery Act if 2008 (HERA), the
Congressional Research Service in an August 19,
2008 report for Congress on HERA [RL34623] notes
that HERA authorizes $4 billion for state and local
governements to purchase and rehabilitate
abandoned and foreclosed houisng and that this
housing would be sold or rented to low- and
moderate-income individuals and families. See
http://assets.opencrs.com/rpts/
RL34623_20080819.pdf.

2 See http://answers.usa.gov/system/self
service.controller’CONFIGURATION=1000&
PARTITION ID=18CMD=VIEW ARTICLE®&
USERTYPE=158LANGUAGE=en&COUNTRY=US&
ARTICLE ID=10182.

3 See http://www.ncsha.org/about-hfas/hfa-
programs.

4See http://www.ncsha.org/about-hfas.

successful homeowners.” 5 A majority of
those programs—in 2011, 88 percent (45
of 51) of State HF As—include minimum
cash investment as a part of advancing
their mission.® Federally backed
mortgage insurance is also a critical part
of the HFAs’ strategy. Of HFA loan
production in 2011, 86 percent involved
FHA, Veterans Administration (VA), or
Rural Housing Service loan or loan
insurance programs.

Many HFAs administer other State
and Federal housing assistance
programs such as homeless assistance,
CDBG, and State housing trust funds.
Local housing finance agencies operate
similarly but at the county, city, or other
municipal-entity level. In many cases, a
local agency may be the local
government itself. HFAs provide various
services to assist citizens within their
jurisdictions in attaining affordable
housing options. These services include
providing access to affordable mortgage
loans for purchasing a home,
counseling, money and other resources
for closing costs, and assistance for any
required investment in the mortgaged
property. Such funds come from
numerous sources. Program
beneficiaries are usually low- and
moderate-income individuals and
families who have gone through
homeownership counseling through
which they receive training on money
management, use of credit, and home
maintenance.

D. FHA and Minimum Cash Investment
Requirements

Since its enactment, the National
Housing Act (NHA) has required the
mortgagor to have a minimum
investment in the property being
purchased. For many years, the required
minimum investment was 3 percent of
the cost of acquisition, and is currently
3.5 percent of the home’s appraised
value. Prior to 2008, the statute and
regulations regarding the required
investment were silent, with minor
exceptions, as to permissible sources of
the mortgagor’s required investment.
However, FHA’s single family mortgage
credit handbook, Handbook 4155.1,7
provided administrative guidance to
approved mortgagees as to permissible
sources of the funds that a homebuyer
could use for the required minimum
investment. HUD’s policy under the
handbook provisions was to permit the
minimum cash investment to be
financed by sources including a family

5 See http://www.chfainfo.com/documents/HFA_
HEC Report March2012.pdfat 1.

61d. at 1.

7 See http://www.hud.gov/offices/adm/hudclips/
handbooks/hsgh/4155.1/41551HSGH.pdf.
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member, the borrower’s employer or
labor union, a governmental entity, a
charitable organization, or a close friend
with a clearly defined and documented
interest in the borrower. HUD’s policies
have always expressly prohibited the
seller from financing or providing a gift
of the required investment.

In the 1990s, several nonprofit entities
developed an approach to funding
homebuyers’ cash investments that
circumvented the handbook prohibition.
These entities obtained charitable status
from the Internal Revenue Service, and
then encouraged home sellers to use
their services and provided homebuyers
with all or part of the required cash
investment amount. After the funds
were provided by the nonprofit entity to
the homebuyer, the seller made a
donation to the nonprofit entity of the
amount of the assistance plus a fee. The
donated funds were directed to
subsequent homebuyers for the cash
investment on their homes. The
nonprofit does not conduct broad-based
fundraising but instead relies on sellers
and other businesses in real estate for
financial support. In effect, sellers and
other donors were indirectly funding
the homebuyer’s required minimum
investment by reimbursing the nonprofit
entity for each transaction.s

As the prevalence of channeling funds
from sellers through nonprofit entities
increased, FHA became concerned that
this practice as applied to homebuyers
with FHA-insured mortgages could
result in FHA insuring riskier loans. In
response, FHA published a proposed
rule in 1999 to prohibit this source of
the minimum cash investment.® Under
the proposed rule, a gift of the buyer’s
required minimum cash investment
would disqualify the loan from FHA
insurance if the entity providing the gift
received funds directly or indirectly
from the seller of the property.
However, the proposed rule expressly
included funds provided by a ““State or
local government agency or
instrumentality” in the category of
permissible sources of funds that the
homebuyer can apply toward the
minimum investment requirement.©
HUD withdrew the rule in January 2001
in light of widespread opposition to the
rule as proposed.1?

The direct and indirect financing of
homebuyers’ minimum cash investment

8 See IRS Ruling 2006-27, available at http://
www.irs.gov/pub/irs-drop/rr-06-27.pdf.

9 See Sources of Homeowner Downpayment, 64
FR 49956 (proposed Sept. 14, 1999).

10 See id. at 49958.

11 See Withdrawal of Proposed Rule on Sources
of Homeowner Downpayment Pursuant to Section
203 of the National Housing Act, 66 FR 2851
(January 12, 2001).

by sellers continued to be a source of
concern following the withdrawal of the
proposed rule. In 2005, the Government
Accountability Office (GAO) published
a report on the risks raised by the
reimbursement of nonprofit entities by
sellers.12 The GAO findings noted that
sales prices were increased
commensurately to cover the cost
incurred by the seller, and thus resulted
in homeowners having less actual
equity in the newly acquired home.13
The GAO report also found that the
default and claim rate for homes
purchased with charitable gifts where
the nonprofit entity was reimbursed by
the seller was much higher than in those
cases where the homebuyer provided
his or her own money for the required
investment.14

Moreover, the IRS found that
organizations claiming to be charities
were being used to funnel money from
sellers to buyers through self-serving,
circular-financing arrangements, and
that in a typical scheme, there is a direct
correlation between the amount of the
funds provided to the buyer and the
payment received from the seller.15 On
May 4, 2006, the IRS issued Revenue
Ruling 2006-27, which determined that
organizations that indirectly provide
cash investments funded by sellers to
homebuyers do not qualify as tax-
exempt charities.16 In the press
announcement accompanying the
ruling, the IRS stated that the ruling
makes clear that organizations operating
seller-funded programs are not charities
because they do not meet the
requirements of section 501(c)(3) of the
Internal Revenue Code.1” The IRS also
found that the seller pays the
organization only if the sale closes, and
the organization usually charges an
additional fee for its services.18

On May 11, 2007, HUD again
published a proposed rule that
prohibited funds provided by the seller
as a source for the minimum cash
investment.1? This provision, entitled
“Restrictions on Seller Funding,”

12 See United States Government Accountability
Office, “Mortgage Finance—Additional Action
Needed to Manage Risk of FHA-Insured Loans with
Down Payment Assistance,” (Nov. 2005) available
at http://www.gao.gov/new.items/d0624.pdf.

13 See id. at 25.

14 See id. at 3—4.

15 See http://www.irs.gov/Charities-&-Non-Profits/
Seller-Funded-Down-Payment-Assistance-Programs
-Are-Not-Tax-Exempt.

16 See http://www.irs.gov/pub/irs-drop/rr-06-
27.pdf.

17 See http://www.irs.gov/uac/IRS-Targets-Down-
Payment-Assistance-Scams;-Seller-Funded-
Programs-Do-Not-Qualify-As-Tax-Exempt.

18]d.

19 See Standards for Mortgagor’s Investment in
Mortgaged Property, 72 FR. 27048 (proposed May
11, 2007).

proposed to prohibit cash investment
amounts that consists, in whole or in
part, of funds provided by any of the
following parties before, during or after
closing of the property sale: “(1) The
seller, or any other person or entity that
financially benefits from the transaction;
or (2) any third party or entity * * *
that is reimbursed directly or indirectly
by any of the parties listed in clause
(1).” 20 Once again, the May 2007
proposed rule expressly exempted funds
from ““a federal, state, or local
government agency or instrumentality”
from the category of prohibited sources
for funds toward the required minimum
investment.2! HUD published its final
rule on October 1, 2007.22 On the
effective date of the rule, a lawsuit
challenging the rule was filed against
HUD in the U.S. district court for the
Eastern District of California, and in
February 2008 the court set aside the
final rule.23

The 2005 GAO report, the 2006 IRS
Ruling, and the judicial invalidation of
HUD’s final rule eventually led to
congressional action on the issue in
2008. Section 2113 of the Housing and
Economic Recovery Act of 2008 (HERA),
signed into law on July 30, 2008,
amended the NHA with language that is
identical in relevant part to the language
in HUD’s 2007 final rule. Section 2113
of HERA amended section 203(b)(9) of
the NHA to provide that mortgages
eligible for FHA insurance must “[ble
executed by a mortgagor who shall have
paid in cash or its equivalent, on
account of the property an amount equal
to not less than 3.5 percent of the
appraised value of the property or such
larger amount as the Secretary may
determine.” Section 203(b)(9) was also
amended to include a new subparagraph
(9)(C), which specifies prohibited
sources for a mortgagor’s minimum
investment. Section 203(b)(9)(C) of the
NHA states:

PROHIBITED SOURCES.—In no case shall
the funds required by subparagraph (A)
consist, in whole or in part, of funds
provided by any of the following parties
before, during, or after closing of the property
sale:

(i) The seller or any other person or entity
that financially benefits from the transaction.

(ii) Any third party or entity that is
reimbursed, directly or indirectly, by any of
the parties described in clause (i).

Since HERA'’s enactment, FHA has
not replaced the regulation that was

20 See id. at 27049.

21 See id. at 27051.

22 See Standards for Mortgagor’s Investment in
Mortgaged Property, 72 FR 56002 (final Oct. 1,
2007).

23 See Nehemiah Corp. of America v. Jackson, 546
F. Supp. 2d 830, 848 (E.D. Cal. 2008).
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vacated by the district court in February
2008. However, Mortgagee Letter 2008—
23 provides notification of the statutory
revisions to the cash investment
requirements imposed by HERA.24
Instead of 3 percent of the cost of
acquisition, the required investment
was changed by HERA to 3.5 percent of
the appraised value of the property.
Aside from the statement that closing
costs (i.e., the present allowed seller
incentive of 6 percent) could not be
used to meet the 3.5 percent appraised
value minimum investment
requirement, the Mortgagee Letter is
silent regarding the source of the
required cash investment by the
mortgagor.

II. This Interpretive Issue

A. Conjunction of Government Housing
Assistance Programs and FHA-Insured
Mortgages

It is HUD’s interpretation that section
203(b)(9)(C) of the NHA does not
prohibit FHA from insuring mortgages
originated as part of the homeownership
programs of Federal, State, or local
governments or their agencies or
instrumentalities when such agencies or
instrumentalities also directly provide
funds toward the required minimum
cash investment.25 The addition of a
statutory provision on prohibited
sources of cash investment funds, as
part of the amendments to section
203(b)(9) of the NHA enacted in HERA,
was intended to preclude the abuse of
the program where a seller (or other
interested or related party) funded the
homebuyer’s cash investment after the
closing by reimbursing third-party
entities and added the cost of this
reimbursement to the sales price of the
home, thus inflating the price of the
home beyond its market value. It is
HUD'’s interpretation that the amended
section 203(b)(9) does not exclude as a
permissible source of cash investment,
funds provided directly by Federal,

24 See Mortgagee Letter 2008—23, available at
http://portal.hud.gov/hudportal/documents/
huddoc?id=DOC _19737.pdf.

25In Mortgagee Letter 94—2, FHA defined a
government agency or instrumentality for purposes
of section 528 of the NHA. See http://
portal.hud.gov/hudportal/documents/
huddoc?id=DOC _16755.txt. This definition applies
here. That definition provides that the entity must
have been established by a governmental body or
with governmental approval or under special law to
serve a particular public purpose or designated as
an instrumentality by law (statute or court opinion)
and the majority of governing board and/or
principal officers named or approved by
governmental body/officials, or the government
body approves all major decisions and/or
expenditures, or the government body provides
funds through direct appropriations/grants/loans,
with related controls applicable to all activities of
entity.

State, or local governments, or their
agencies or instrumentalities as part of
their respective homeownership
programs.

HUD finds support for this
interpretation in the surrounding
provisions in HERA and in the
legislative history of the amendment to
section 203(b)(9). First, HERA itself
authorized governmental
homeownership programs that include a
cash investment component, and
interpreting section 203(b)(9)(C) to deny
FHA insurance to mortgages resulting
from such programs would frustrate
their statutory purpose. In section 2301
of HERA, Congress authorized the first
increment of funding for the
Neighborhood Stabilization Program
(NSP). NSP provides funds to low- and
moderate-income homebuyers for the
cash investment on purchasing lender-
foreclosed single family properties
when the property will be the buyer’s
primary residence and is located in an
eligible target area. NSP funds are
distributed through State and local
government agencies and
instrumentalities. NSP funds are also
used to purchase vacant or distressed
properties, which may then be resold by
the purchasing agency or
instrumentality to low- or moderate-
income buyers with funds toward the
minimum cash investment. Access to
FHA mortgage insurance is often
essential to making such programs
work.26 Thus, an interpretation of
section 203(b)(9)(C) that precludes
governments and their agencies and
instrumentalities government agencies
from providing funding toward the
minimum cash investment for an FHA-
insured mortgage would undercut a
central purpose of NSP and similar
Federal, State, and local government
programs.2”

26 HERA was enacted in 2008. FHA data shows
that in that year, there was a dramatic increase in
FHA'’s market share. From 2005 through 2007,
FHA'’s market share ranged from 2.6 to 3.9% of the
national mortgage market. In 2008, it rose to almost
20% of the market share. See “FHA-Insured Single
Family Mortgage Originations and Market Share
Report, 2009-Q4, http://portal.hud.gov/hudportal/
documents/huddoc?id=DOC_16681.pdf (last visited
7—-3-2012). See also FHA’s Annual Report to
Congress on the Fiscal Year 2012 Financial Status
of the FHA Mutual Mortgage Insurance Fund,
issued November 16, 2012, which has updated
information on FHA’s market share, at http://
portal.hud.gov/hudportal/HUD?src=/press/
press_releases_media_advisories/2012/HUDNo.12-
171.

27 See United Savings Ass’n v. Timbers of Inwood
Forest Assocs., Ltd., 484 U.S. 365, 371 (1988)
(statutory provisions should be interpreted to avoid
interpreting inconsistencies between provisions);
see also Babitt v. Sweet Home Chapter of
Communities for a Great Oregon, 515 U.S. 687
(1995); Gade v. Nat’l Solid Waste Management
Ass’n, 505 U.S. 88, 100-01 (1992).

Second, the legislative history of the
amendment to section 203(b)(9)(C) also
supports HUD’s interpretation that it
does not exclude State and local
government home ownership programs
from FHA insurance eligibility. In a
statement supporting the amendment to
section 203(b)(9)(C), Senator Dodd
explained that “this bill eliminates the
seller-funded downpayment assistance
program.” 28 There is no indication that
State and local governments or their
agencies or instrumentalities were to be
within the scope of the amendment. The
Senate Committee Report accompanying
a 2007 bill containing statutory
language 29 identical to what was
eventually enacted in HERA further
support this interpretation. The report
explained that the “section also
prohibits seller-funded downpayment
entities from providing any of this
required cash investment.” 30 It noted
that “[s]ince this legislation was passed
by the Committee, HUD has
promulgated a regulation that also
prohibits these entities from providing
downpayment assistance funds.” 31 As
discussed above, the 2007 HUD rule to
which the Senate Report refers
expressly excluded State and local
government agencies and
instrumentalities from the category
prohibited sources for the minimum
cash investment. The report’s
identification of “seller-funded
downpayment entities”” as the targets of
both HUD’s proposed rule and of the
bill indicates that the provision, which
is identical to what was enacted in
HERA, does not include State and local
governments or their agencies or
instrumentalities.

B. Scope of Interpretive Rule

Under section 203(b)(9)(A) of the
NHA, the homebuyer’s investment in
the property must be at least 3.5 percent
of its appraised value. So long as the
homebuyer makes this minimum
required investment from his or her own
(or other approved) funds, any person,
even one associated with the
transaction, may contribute additional
funds towards the borrower’s costs
without violating section 203(b)(9)(C).
This interpretive rule only applies to
funds that constitute all or part of the

28 See 154 Cong. Rec. S6354—S6356 (July 7, 2008)
available at http://www.gpo.gov/fdsys/pkg/CREC-
2008-07-07/html/CREC-2008-07-07-pt1-PgS6354-
2.htm.

29 See FHA Modernization Act of 2007, S. 2338,
(2007) § 103.

30S. Rep. No. 110-227, at 6 (Nov.13, 2007),
available at http://www.gpo.gov/fdsys/pkg/CRPT-
110srpt227/pdf/CRPT-110srpt227.pdf.

31]d. (emphasis added).
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3.5 percent minimum investment
requirement.

C. Conclusion

Accordingly, HUD interprets NHA
section 203(b)(9)’s “prohibited sources”
provision in subsection (C) as not
including funds provided directly by
Federal, State, or local governments, or
their agencies and instrumentalities in
connection with their respective
homeownership programs.

D. Solicitation of Comment

This interpretive rule represents
HUD’s interpretation of section
203(b)(9)(C) and is exempt from the
notice and comment requirements of the
Administrative Procedure Act. See 5
U.S.C. 553(b)(3)(A). Nevertheless, HUD
is interested in receiving feedback from
the public on this interpretation,
specifically with respect to clarity and
scope.

Dated: November 29, 2012.
Helen R. Kanovsky,
General Counsel.
[FR Doc. 2012-29361 Filed 12—4-12; 8:45 am]
BILLING CODE 4210-67-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2012-0202; FRL-9371-6]
Clodinafop-Propargyl; Pesticide
Tolerance

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

SUMMARY: This regulation reduces the
established tolerance for residues of
clodinafop-propargyl in or on wheat,
grain. Syngenta Crop Protection, LLC
requested this tolerance change under
the Federal Food, Drug, and Cosmetic
Act (FFDCA).

DATES: This regulation is effective
December 5, 2012. Objections and
requests for hearings must be received
on or before February 4, 2013 and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).
ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2012-0202, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), EPA West
Bldg., Rm. 3334, 1301 Constitution Ave.

NW., Washington, DC 20460-0001. The
Public Reading Room is open from 8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the OPP
Docket is (703) 305—-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Mindy Ondish, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; telephone number:
(703) 605—-0723; email address:
ondish.mindy@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://ecfr.gpoaccess.gov/cgi/t/
text/text-idx?&c=ecfr&tpl=/ecfrbrowse/
Title40/40tab_02.tpl. To access the
OGCSPP test guidelines referenced in this
document electronically, please go to
http://www.epa.gov/ocspp and select
“Test Methods and Guidelines.”

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—

OPP-2012-0202 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before February 4, 2013. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2012-0202, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW., Washington, DC 20460-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.htm.

Additional instructions on
commenting or visiting the docket,
along with more information about
dockets generally, is available at
http://www.epa.gov/dockets.

II. Summary of Petitioned-for Tolerance

In the Federal Register of October 17,
2012 (77 FR 63782) (FRL-9366-2), EPA
issued a document pursuant to FFDCA
section 408(d)(3), 21 U.S.C. 346a(d)(3),
announcing the filing of a pesticide
petition (PP 1F7955) by Syngenta Crop
Protection, LLC, P.O. Box 18300,
Greensboro, NC 27419-8300. The
petition requested that 40 CFR 180.559
be amended by lowering the established
tolerance for residues of the herbicide
clodinafop-propargyl in or on wheat,
grain from 0.1 to 0.02 parts per million
(ppm). That document referenced a
summary of the petition prepared by
Syngenta Crop Protection, LLC, the
registrant, which is available in the
docket, http://www.regulations.gov.
Comments were received on the notice
of filing. EPA’s response to these
comments is discussed in Unit IV.C.
Finally, EPA is revising the tolerance
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expression for the reasons explained in
Unit IV.D.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)@3) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines ‘““safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA 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 * * *.”

Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA 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 for clodinafop-
propargyl including exposure resulting
from the tolerance established by this
action. EPA’s assessment of exposures
and risks associated with clodinafop-
propargyl follows.

In the Federal Register of June 22,
2000 (65 FR 38765) (FRL-6590-7), EPA
published a final rule establishing
tolerances for combined residues of the
herbicide clodinafop-propargyl and its
acid metabolite in or on wheat (forage,
grain, hay, and straw) based upon EPA’s
conclusion that aggregate exposure to
clodinafop-propargyl is safe for the
general population, including infants
and children. Since 2000, there have
been no additional tolerance actions for
clodinafop-propargyl.

This action decreases the established
tolerance for residues of clodinafop-
propargyl in or on the commodity
wheat, grain from 0.1 to 0.02 ppm,
based upon a change to an enforcement
method (Method MS 247) with a lower
limit of quantitation (LOQ) on wheat
grain than the current methods. Since
an established tolerance is being
reduced, which is expected to have no
significant exposure effect, no new
dietary exposure assessment, drinking

water exposure assessment, or non-
dietary exposure assessment was
conducted.

Except as supplemented by the
information described in this unit, EPA
is relying on the safety finding in the
2000 rulemaking and the risk
assessment underlying that action in
amending the tolerance for wheat grain.
Further information regarding the safety
finding for the last rulemaking can be
found in the Federal Register of June
22, 2000, at http://www.epa.gov/
fedrgstr/EPA-PEST/2000/June/Day-22/
p15715.htm. Although significant new
data have been received since the 2000
rulemaking, as discussed in this unit,
these data do not indicate that risk from
exposure to clodinafop-propargyl were
understated. To the contrary, these new
data suggest that EPA’s prior risk
assessment overstated clodinafop-
propargyl risks. Further information
about EPA’s risk assessment and
determination of safety for this action
can be found at http://
www.regulations.gov in document
“Clodinafop-propargyl. Human Health
Risk Assessment for Clodinafop-
propargyl to Reduce the Established
Tolerance on Wheat Grain” in docket ID
number EPA-HQ-OPP-2012-0202.

For the 2000 rulemaking, the toxicity
database for clodinafop-propargyl was
considered incomplete. Acute
neurotoxicity, subchronic neurotoxicity,
developmental neurotoxicity, and in
vitro cytogenetic studies were required.
The absence of these studies, along with
quantitative and qualitative evidence of
increased susceptibility, and evidence
of potential endocrine disruption, led
EPA to retain an additional safety factor
for the protection of infants and
children as provided by FFDCA section
408(b)(2)(C) (i.e., 10X for acute risk for
females 13+ and chronic risk; 3X for
acute risk for infants and children).
With the exception of the cytogenetic
studies, the required studies have since
been submitted and found acceptable.
Studies were submitted which removed
mutagenicity concerns and thus the
cytogenetic studies were no longer
required.

In all likelihood, the submission of
these data will lead EPA to remove the
additional safety factor for the
protection of infants and children when
it formally revises the clodinafop-
propargyl risk assessment. The absence
of these data was the primary reason for
retaining that additional factor.
Currently, there is a data gap for an
immunotoxicity study. In 2007 changes
to 40 CFR part 158 imposed new data
requirements for immunotoxicity testing
(OPPTS Guideline 870.7800) for
pesticide registration. This study has

not been submitted for clodinafop-
propargyl. The absence of this study is
unlikely to result in retention of an
additional safety factor. EPA has only
retained an additional safety factor
when there is a data gap for
immunotoxicity where the database
shows clear evidence of immunotoxicity
and immunotoxic effects were seen at
the LOAEL that defined the point of
departure (POD). For clodinafop-
propargyl, there is evidence in the
current toxicological database that
clodinafop-propargyl may perturb
immune function but this evidence is
not strong and it did not affect the
choice of the POD. In the subchronic
oral toxicity study in rats, treatment-
related effects were observed (37%
decrease in thymus weight and
increased thymic atrophy). Thymus
effects were observed only in males at
the highest treatment-dose (71 mg/kg/
day), and were fully reversed after a 4-
week recovery period. No thymus
effects were observed in the chronic
toxicity/carcinogenicity study in rats.
No other indicators of structural
immunotoxicity were observed in the
current database. While an
immunotoxicity study is required to
complete the database, the absence of
this study is not expected to alter the
aRfD or cRID for clodinafop-propargyl.
Hence, by relying on the 2000 risk
assessment and the additional safety
factors retained in that assessment, EPA
has taken a conservative approach that
is likely to overstate the estimated risk
of clodinafop-propargyl.

The EPA has determined that the
results of the neurotoxicity studies
adequately elucidate the hazard but do
not affect EPA’s derivation of
clodinafop-propargyl’s acute reference
dose (aRfD) or chronic reference dose
(cRID). The NOAELSs for adverse effects
seen in the neurotoxicity studies are
well above the NOAEL:s in the studies
used as PODs. Thus, the PODs used in
the risk assessment for the 2000
rulemaking for clodinafop-propargyl, as
well as the aRfD and the cRfD derived
from those PODs, are protective of all
effects, including neurotoxicity,
observed in the neurotoxicity studies.

Previously, EPA considered
clodinafop-propargyl as likely to be
carcinogenic to humans based on
increased incidences of prostate tumors
in male rats, ovarian adenomas in
female rats, liver tumors in male and
female mice, and blood vessel tumors in
female mice and estimated cancer risk
using a linear (non-threshold) approach.
Since that time, additional data have
been submitted, including a re-
evaluation of the proliferative lesions in
the rat ovary and prostate as well as
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mode of action data for mouse liver
tumors. In 2006, EPA revised its cancer
determination on clodinafop-propargyl
concluding that the evidence was no
greater than suggestive of carcinogenic
potential and thus did not support the
finding that clodinafop-propargyl was
likely to be carcinogenic to humans.
That conclusion was based on the
following:

1. Prostate tumors (driven mainly by
adenomas) were seen in one sex (male)
of one species (rat) at the high dose
only.

2. There is no mutagenicity concern
for clodinafop-propargyl.

3. The weight-of-evidence supports
activation of peroxisome proliferator-
activated receptor alpha (PPAR”) as the
mode of action for clodinafop-induced
hepatocarcinogenesis in mice. While the
PPAR mode of action for liver tumors in
mice is theoretically plausible in
humans, hepatocarcinogenesis by this
mode of action is quantitatively
implausible and unlikely to take place
in humans based on quantitative species
differences in PPAR” activation and
toxicokinetics.

4. Ovarian tumors in the rat and
vascular tumors in the mouse were not
considered to be treatment-related in the
Second Report of the Cancer
Assessment Review Committee.

Given this limited evidence of
carcinogenic effects in animals or effects
unlikely to be relevant to humans, the
use of a linear (non-threshold) approach
for assessing cancer risk is no longer
appropriate. Instead, EPA has
determined that the chronic threshold-
based risk assessment (i.e., the cRfD
approach) will be protective of any
cancer risk.

Based upon the 2000 rulemaking and
the other information discussed in this
unit, 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 clodinafop residues. EPA
relies upon those risk assessments and
the findings made in the Federal
Register document in support of this
action.

IV. Other Considerations
A. Analytical Enforcement Methodology

An analytical method using high-
performance liquid chromatography
with tandem mass spectrometry
detection (LC/MS/MS), Enviro-Test
Laboratories Report No. MS 247
(Method MS 247) was submitted in
support of reducing the tolerance for
wheat grain.

This LC/MS/MS method has a lower
LOQ than the current HPLC-UV

methods (REM 138.01 for clodinafop-
propargyl and REM 138.10 for
clodinafop) for the determination of
residues of clodinafop-propargyl (CGA—
184927) and its metabolite clodinafop
(CGA-193469) in or on wheat
commodities. Method MS 247 was
adequately validated using fortified
samples of wheat grain, forage, and
straw.

The current enforcement methods
(REM 138.01 for clodinafop-propargyl
and REM 138.10 for clodinafop) can
serve as confirmatory methods for
Method MS 247 on wheat grain since
they use a different detection system.
Therefore, the LC/MS/MS Method MS
247 is adequate as an enforcement
analytical method for determination of
residues of clodinafop-propargyl and its
metabolite clodinafop in wheat grain at
0.02 ppm (0.01 ppm for each analyte).
The methods referenced in this unit
may be requested from: Chief,
Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905;
email address:
residuemethods@epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

The Codex has not established MRLs
for clodinafop-propargyl in or on any
commodities.

C. Response to Comments

EPA received an anonymous
comment in response to the Notice of
Filing that objected to the proposed
tolerance petition. The commenter
stated that the objection was to the
“Syngenta application to increase [the
tolerance] from .01 to .02 ppm”.
Because this action is to decrease the
tolerance from 0.1 to 0.02 ppm, it is

assumed that the commenter
misinterpreted the proposed petition
and would have no objections
otherwise. The commenter made
additional comments proposing to
eliminate tolerances and pesticides
altogether. The Agency understands the
commenter’s concerns and recognizes
that some individuals believe that
certain pesticide chemicals should not
be permitted in our food. However, the
existing legal framework provided by
section 408 of the Federal Food, Drug
and Cosmetic Act (FFDCA) states that
tolerances may be set when persons
seeking such tolerances or exemptions
have demonstrated that the pesticide
meets the safety standard imposed by
that statute. When new or amended
tolerances are requested for residues of
a pesticide in food or feed, the Agency,
as is required by section 408 of the
FFDCA, estimates the risk of the
potential exposure to these residues.
The Agency has concluded after this
assessment that there is a reasonable
certainty that no harm will result from
aggregate human exposure to
clodinafop-propargyl.

EPA received a second anonymous
comment in response to the Notice of
Filing which urged that regulations in
general be stopped because they are
killing small businesses. This comment
is considered irrelevant to this action
because the safety standard for
approving tolerances under section 408
of FFDCA focuses on potential harm to
human health and does not permit
consideration of effects on any type of
businesses.

D. Revisions to Petitioned-for
Tolerances

Finally, the EPA is revising the
tolerance expression to:

1. Clarify that, as provided in FFDCA
section 408(a)(3), the tolerance covers
metabolites and degradates of
clodinafop-propargyl not specifically
mentioned; and

2. Clarify that compliance with the
specified tolerance levels is to be
determined by measuring only the
specific compounds mentioned in the
tolerance expression.

V. Conclusion

Therefore, the established tolerance
for residues of clodinafop-propargyl in
or on wheat, grain is reduced from 0.1
to 0.02 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
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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). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). 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.), 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).

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.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of FFDCA section 408(n)(4). As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (2 U.S.C. 1501 et seq.).

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) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), 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).

List of Subjects in 40 CFR Part 180

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

Dated: November 27, 2012.
G. Jeffrey Herndon,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2.In § 180.559, in paragraph (a),
revise the introductory text; and in the
table, revise the entry for “Wheat, grain”
to read as follows:

§180.559 Clodinafop-propargyl;
tolerances for residues.

(a) General. Tolerances are
established for clodinafop-propargyl,
including its metabolites and
degradates, in or on the commodities in
the following table. Compliance with
the tolerance levels specified in the
following table is to be determined by
measuring only clodinafop-propargyl
[(2R)-2-[4-[(5-chloro-3-fluoro-2-
pyridinyl)oxy]phenoxy]propanoic acid,
2-propynyl ester] and its metabolite
clodinafop [(2R)-2-[4-[(5-chloro-3-
fluoro-2-
pyridinyl)oxylphenoxy]propanoic acid].

. Parts per
Commodity million
Wheat, grain ........cccocevnnenne. 0.02
* * * * *

[FR Doc. 2012-29248 Filed 12—4-12; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2010-0458; FRL-9370-8]
Picoxystrobin; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of picoxystrobin
in or on multiple commodities which
are identified and discussed later in this
document. E.I. du Pont de Nemours &
Company requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA).

DATES: This regulation is effective
December 5, 2012. Objections and
requests for hearings must be received
on or before February 4, 2013, and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).
ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2010-0458, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), EPA West
Bldg., Rm. 3334, 1301 Constitution Ave.
NW., Washington, DC 20460-0001. The
Public Reading Room is open from 8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the OPP
Docket is (703) 305—5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Grant Rowland, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; telephone number:
(703) 347—-0254; email address:
rowland.grant@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
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provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://ecfr.gpoaccess.gov/cgi/t/
text/text-idx?&c=ecfr&tpl=/ecfrbrowse/
Title40/40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2010-0458 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before February 4, 2013. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBD)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2010-0458, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW., Washington, DC 20460—-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.htm.

Additional instructions on
commenting or visiting the docket,
along with more information about
dockets generally, is available at
http://www.epa.gov/dockets.

II. Summary of Petitioned-for Tolerance

In the Federal Register of June 23,
2010 (75 FR 35801) (FRL-8831-3), EPA
issued a notice pursuant to FFDCA
section 408(d)(3), 21 U.S.C. 346a(d)(3),
announcing the filing of a pesticide
petition (PP 0F7722) by E.I. du Pont de
Nemours & Company 1007 Market
Street, Wilmington, DE 19898, proposed
to establish tolerances in 40 CFR part
180 for residues of the fungicide
picoxystrobin, in or on the cereal grains
crop group (crop group 15) except rice
at 0.2 parts per million(ppm); the cereal
forage and fodder crop group (crop
group 16) except rice at 13.0 ppm; cereal
grain aspirated grain fractions at 4.5
ppm; cereal grain oil at 1.5 ppm; the dry
legume vegetables crop subgroup (crop
group 6, subgroup C) except soybean at
0.1 ppm; the legume vegetable foliage
crop group (crop group 7) at 18.0 ppm;
soybean seed at 0.05 ppm; soybean
forage at 0.8 ppm; soybean hay at 2.5
ppm; soybean aspirated grain fractions
at 3.2 ppm; soybean hulls at 10.0 ppm;
soybean oil at 0.05 ppm; canola seed at
0.05 ppm; meat and meat byproducts
except liver of cattle, goat, hog, horse,
and sheep at 0.01 ppm; fat of cattle,
goat, hog, horse, and sheep at 0.05 ppm;
liver of cattle, goat, hog, horse, and
sheep at 0.8 ppm; meat, meat
byproducts, fat, and eggs of poultry at
0.01 ppm; milk at 0.01 ppm, and cream,
at 0.03 ppm. That notice referenced a
summary of the petition prepared by E.I
du Pont de Nemours & Company, the
registrant, which is available in the
docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

Based upon review of the data
supporting the petition, EPA has revised
the proposed tolerance levels for several
commodities. The reasons for these
changes are explained in Unit IV.C.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ‘“‘safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will

result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA 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 * * *.”

Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA 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 for picoxystrobin,
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with picoxystrobin 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 most consistently observed
effects of picoxystrobin exposure across
species, genders, and treatment
durations were decreased body weight,
body weight gain and food
consumption, and diarrhea. The effects
on body weight and food consumption
were consistent with the commonly
observed findings for compounds which
disrupt mitochondria respiration system
and the resulting disruption of energy
production. Similar to some other
strobilurins, picoxystrobin causes
intestinal disturbance as indicated by
increased incidence of diarrhea or
duodenum mucosal thickening. These
intestinal effects appeared to be related
to the irritating action on the mucus
membranes as demonstrated by the
severe eye irritation effect seen in the
primary eye irritation study on
picoxystrobin.

Picoxystrobin caused changes in
behavioral effects in both the acute and
subchronic neurotoxicity studies with
no neuropathological findings. The
effects observed with acute exposure


http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.epa.gov/dockets/contacts.htm
http://www.epa.gov/dockets/contacts.htm
http://www.regulations.gov
http://www.regulations.gov
http://www.epa.gov/dockets
http://www.regulations.gov

72228 Federal Register/Vol. 77,

No. 234/ Wednesday, December 5, 2012/Rules and Regulations

were transient (i.e. lasted for a day) and
consisted of low arousal and decreased
motor activities in males and decreased
rearing in females, and, with subchronic
exposure, included decreased male
forelimb grip and increased female
hindlimb splay. In the absence of any
neuropathological findings, the
behavioral effects were attributed to
general malaise (probably related to
energy production perturbations) as
evidenced by the associated decreased
body weight and body weight gain.

In the rat and rabbit developmental
toxicity studies, developmental toxicity
was expressed as skeletal variations at
doses causing maternal toxicity (i.e.
diarrhea, decreased body weight, body
weight gain, food consumption, and
clinical signs of toxicity). In the
reproduction study, parental/systemic
toxicity manifested as decreased body
weight and body weight gain in both the
parents and offspring; no reproductive
toxicity was seen.

Picoxystrobin induced a treatment-
related increase in testicular interstitial
cell benign tumors only in the high dose
male rats. No tumors were seen in
females; no treatment related-increase in
any type of tumor incidence was seen in
male and female mice at doses that were
considered to be adequate for the

assessment of carcinogenicity of
picoxystrobin. There is no mutagenic
concern. Based on these data, EPA has
concluded that quantification of cancer
risk based on a non-linear approach
(i.e., reference dose (RID) will
adequately account for all chronic
toxicity, including carcinogenicity, that
which could result from exposure to
picoxystrobin. Specific information on
the studies received and the nature of
the adverse effects caused by
picoxystrobin as well as the no-
observed-adverse-effect-level (NOAEL)
and the lowest-observed-adverse-effect-
level (LOAEL) from the toxicity studies
can be found at http://
www.regulations.gov in document,
“Picoxystrobin: Human Health Risk
Assessment for Proposed Uses on
Canola, Cereal Grains Except Rice, Dried
Shelled Peas and Beans, and Soybeans.”
at pages 17—22 in docket ID number
EPA-HQ-OPP-2010-0458.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards

that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest
dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/
riskassess.htm. A summary of the
toxicological endpoints for
picoxystrobin used for human risk
assessment is shown in Table 1 of this
unit.

TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR PICOXYSTROBIN FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/scenario

Point of departure and
uncertainty/safety factors

RfD, PAD, LOC for risk
assessment

Study and toxicological effects

Acute dietary (Females 13-49

years of age).

There were no appropriate toxicological effects attributable to a single exposure (dose) observed in avail-
able toxicity studies. Therefore, a dose and endpoint were not identified for this risk assessment.

Acute dietary (General population

including infants and children). UFA = 10X i aPAD = 0.2 mg/kg/day
UFH = 10X .eeerennnnen
FQPA SF = 10x

Chronic dietary (All populations) ...

LOAEL = 200 mg/kg/day

NOAEL= 4.6 mg/kg/day

aRfD = 0.2 mg/kg/day

UFA = 10X i cPAD = 0.046 mg/kg/day
UFH = 10X e,
FQPA SF = 1X oo

cRfD = 0.046 mg/kg/day

Acute Neurotoxicity—Rat

LOAEL = 200 mg/kg/day based
on low arousal and decreased
motor activities in males, de-
creased rearing in females, in
addition to decreased body-
weight gain and food consump-
tion in both sexes on Day 1.

Chronic Toxicity—Dog

LOAEL = 15.7 mg/kg/day based
on decreased body weights,
weight gains, and food con-
sumption in both sexes.

Cancer (Oral, dermal, inhalation) ..

Classification: “Suggestive evidence of Carcinogenic Potential” based on tumors in one species and one
sex: A treatment-related increase in testicular interstitial cell benign tumors in high dose male rats. Quan-

tification of cancer is based on a non-linear (i.e. RfD) approach.

FQPA SF = Food Quality Protection Act Safety Factor. LOAEL = lowest-observed-adverse-effect-level. LOC = level of concern mg/kg/day =
milligram/kilogram/day. NOAEL = no-observed-adverse-effect-level. PAD = population adjusted dose (a = acute, ¢ = chronic). RfD = reference
dose. UF = uncertainty factor. UF5 = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among members

of the human population (intraspecies).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to picoxystrobin, EPA

considered exposure under the
petitioned-for tolerances. EPA assessed
dietary exposures from picoxystrobin in
food as follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
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occurring as a result of a 1-day or single
exposure.

Such effects were identified for
picoxystrobin. In estimating acute
dietary exposure for the general
population, including infants and
children, EPA used food consumption
information from the U.S. Department of
Agriculture (USDA) National Health and
Nutrition Examination Survey, What We
Eat in America, (NHANES/WWEIA). As
to residue levels in food, EPA’s
assumption of this dietary assessment
included total highest field trial total
residues (parent and metabolite) for all
proposed crops. In addition, 100 percent
crop treated (PCT) was assumed. Dietary
Exposure Evaluation Model (DEEM)
version 7.81 default processing factors
were assumed except for where
tolerances were established for
processed commodities or when
processing studies showed no
concentration. A separate tolerance was
set for wheat bran, wheat germ, barley
bran and corn oil. Tolerance levels were
used for livestock commodities.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
Continuing Survey of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA used total highest average
field trial total residues (parent and
metabolite) for all proposed crops. In
addition, 100 PCT was assumed. DEEM
version 7.81 default processing factors
were assumed except for where
tolerances were established for
processed commodities. Tolerance
levels were used for livestock
commodities.

iii. Cancer. EPA determines whether
quantitative cancer exposure and risk
assessments are appropriate for a food-
use pesticide based on the weight of the
evidence from cancer studies and other
relevant data. Cancer risk is quantified
using a linear or nonlinear approach. If
sufficient information on the
carcinogenic mode of action is available,
a threshold or nonlinear approach is
used and a cancer RfD is calculated
based on an earlier noncancer key event.
If carcinogenic mode of action data is
not available, or if the mode of action
data determines a mutagenic mode of
action, a default linear cancer slope
factor approach is utilized. Based on the
data summarized in Unit III.A., EPA has
concluded that a nonlinear RfD
approach is appropriate for assessing
cancer risk for picoxystrobin. Cancer
risk was assessed using the same
exposure estimates as discussed in Unit
NI.C.1.ii., chronic exposure.

iv. Anticipated residue and percent
crop treated (PCT) information. Section

408(b)(2)(E) of FFDCA authorizes EPA
to use available data and information on
the anticipated residue levels of
pesticide residues in food and the actual
levels of pesticide residues that have
been measured in food. If EPA relies on
such information, EPA must require
pursuant to FFDCA section 408(f)(1)
that data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. For the present action, EPA
will issue such data call-ins as are
required by FFDCA section 408(b)(2)(E)
and authorized under FFDCA section
408(f)(1). Data will be required to be
submitted no later than 5 years from the
date of issuance of these tolerances.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for picoxystrobin in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
picoxystrobin. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

The drinking water assessment used a
total toxic residue approach to include
parent and the major environmental
degradates: Compound 2, Compound 3,
Compound 7, and Compound 8. Based
on the Pesticide Root Zone Model/
Exposure Analysis Modeling System
and Screening Concentration in Ground
Water models, the estimated drinking
water concentrations of picoxystrobin
for:

e Acute exposures are estimated to be
7.95 parts per billion (ppb) for surface
water and 0.041 ppb for ground water.

e Chronic exposures for non-cancer
assessments are estimated to be 2.41
ppb for surface water and 0.041 ppb for
ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 7.95 ppb was
used to assess the contribution to
drinking water. For chronic dietary risk
assessment, the water concentration of
value 2.41 ppb was used to assess the
contribution to drinking 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).
Picoxystrobin is not registered for any

specific use patterns that would result
in residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

EPA has not found picoxystrobin to
share a common mechanism of toxicity
with any other substances, and
picoxystrobin does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that picoxystrobin does not
have 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 EPA’s Web site at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) 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
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The prenatal and postnatal toxicity
studies include rat and rabbit prenatal
development studies, in addition to
reproduction and fertility effects studies
in rats. No evidence of increased
qualitative or quantitative
susceptibility/sensitivity was seen in
any of these studies.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA Safety
factor were reduced to 1X for chronic
dietary exposure. For acute dietary
exposures for the general population,
including infants and children where
the acute neurotoxicity is study used as
an endpoint for risk assessment, EPA is


http://www.epa.gov/oppefed1/models/water/index.htm
http://www.epa.gov/oppefed1/models/water/index.htm
http://www.epa.gov/pesticides/cumulative
http://www.epa.gov/pesticides/cumulative

72230 Federal Register/Vol. 77,

No. 234/ Wednesday, December 5, 2012/Rules and Regulations

retaining a 10X FQPA safety factor. That
decision is based on the following
findings:

i. Although all required toxicity
studies for picoxystrobin have been
submitted, the acute neurotoxicity study
used for acute dietary risk assessment
did not demonstrate a NOAEL, and a
LOAEL was used as an endpoint.
Therefore, the 10X FQPA safety factor
was retained for use of a LOAEL to
extrapolate a NOAEL.

ii. There is no indication that
picoxystrobin is a neurotoxic chemical
and there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity.

iii. There is no evidence that
picoxystrobin results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or
in young rats in the 2-generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT, total
highest field trial total residues for acute
exposures, total highest average field
trial total residues for chronic
exposures, and tolerance levels for
livestock commodities. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to picoxystrobin
in drinking water. These assessments
will not underestimate the exposure and
risks posed by picoxystrobin.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
picoxystrobin will occupy 1.3% of the
aPAD for children 1-2 years old, the
population group receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to picoxystrobin
from food and water will utilize 2.8% of

the cPAD for children 1-2 years old, the
population group receiving the greatest
exposure. There are no residential uses
for picoxystrobin.

3. Short- and intermediate—term
risks. Short- and intermediate— term
risk aggregate exposures take into
account residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level). Because no short-term
or intermediate-term adverse effects
were identified, picoxystrobin is not
expected to pose a short- or
intermediate— term risk.

4. Aggregate cancer risk for U.S.
population. The Agency considers the
chronic aggregate risk assessment,
making use of the cPAD, to be protective
of any aggregate cancer risk.

5. 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 or to infants and children
from aggregate exposure to
picoxystrobin residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology,
(a liquid chromatography tandem mass
spectrometry method (LC/MS/MS), is
available to enforce the tolerance
expression.

The method may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905;
email address:
residuemethods@epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level. No Codex MRLs
have been established for picoxystrobin.

C. Revisions to Petitioned-for Tolerances

The Agency has revised several of the
commodity definitions and modified the
levels for which tolerances are being
established as follows: Vegetable,
legume, dried shelled, except soybean,
(group 6C) at 0.1 ppm is revised to pea
and bean, dried shelled, except soybean,
subgroup 6C at 0.06 ppm; soybean
forage at 0.08 ppm is revised to soybean,
forage at 1.0 ppm; soybean hay at 2.5
ppm is revised to soybean, hay at 3.0
ppm; soybean hulls at 10 ppm is revised
to soybean, hulls at 0.2 ppm; canola,
seed at 0.05 ppm is revised to rapeseed
subgroup 20A at 0.08 ppm; barley, grain
which was proposed as crop group 15
at 0.2 ppm is revised to barley, grain at
0.3 ppm. Tolerance for soybeans oil was
proposed at 0.8 ppm, but EPA has
determined that a tolerance is not
needed. These tolerances have been
revised based on the use of the
Organization for Economic Co-operation
and development tolerance calculation
procedure (OECD TCP). Further, EPA
determined that the proposed tolerance
for crop group 15 (grain, cereal, except
rice), and crop subgroup 7A group/
subgroup (vegetable, foliage of legume)
each be modified and established as
follows: Grain, cereal, group 15, except
rice and barley at 0.04 ppm; vegetable,
foliage of legume, except soybean,
subgroup 7A at 40.0 ppm. Crop group
16 (grain, cereal, forage and fodder
except rice) however, should each be
broken up and established with
individual tolerances. These tolerances
are revised as follows: Grain, cereal,
forage, fodder, and straw, group 16,
straw at 2.0 ppm; grain, cereal, forage
fodder, and straw, group 16, stover at
10.0 ppm; grain, cereal, forage, fodder
and straw group 16, hay at 5.0 ppm;
grain, cereal forage, fodder, and straw,
group 16, forage at 15.0 ppm;

Based on the corn processing study,
the proposed tolerance for cereal grain
oil at 1.5 ppm is revised to corn, field,
refined oil at 0.07 ppm.

The proposed tolerance for cereal
(wheat), aspirated grain fractions at 4.5
ppm is being established as grain,
aspirated grain fractions at 10 ppm;
soybean, aspirated grain fractions at 3.2
ppm is revised to grain, aspirated grain
fractions at 10 ppm as well.

Though not proposed, the Agency has
determined it was appropriate to
establish tolerances for wheat, bran at
0.06 ppm; wheat, germ at 0.09 ppm; and
barely, bran at 0.5 ppm.

EPA also revised livestock tolerances
as follows, based on the calculated
dietary burden to account for the
transfer of residues to livestock matrices
(tissues and milk): Cattle, fat from 0.05
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ppm to 0.01 ppm; goat, fat from 0.05
ppm to 0.01 ppm; hog, fat from 0.05
ppm to 0.01 ppm. horse, fat from 0.5
ppm to 0.01 ppm; sheep, fat from 0.05
ppm to 0.01 ppm; horse, liver at 0.8
ppm and horse, meat byproduct, except
liver at 0.01 ppm were combined as
horse, meat byproduct at 0.01 ppm.
Sheep, liver at 0.8 ppm and sheep, meat
byproducts, except liver at 0.01 ppm
were combined as sheep, meat
byproducts, at 0.01 ppm. Goat, liver at
0.8 ppm and goat, meat byproducts,
except liver at 0.01 ppm were combined
as goat, meat byproducts at 0.01 ppm.;
hog, liver at 0.8 ppm and hog, meat
byproducts, except liver at 0.01 were
combined as hog, meat byproducts at
0.01 ppm. Cattle, liver at 0.8 ppm and
cattle, meat byproduct, except liver at
0.01 ppm were combined as cattle, meat
byproducts at 0.01 ppm. Finally a
tolerance was proposed on cream at 0.03
ppm; however EPA has determined that
no tolerance is needed.

V. Conclusion

Therefore, tolerances are established
for residues of picoxystrobin, methyl
(0E)-0-(methoxymethylene)-2-[[[6-
(trifluoromethyl)-2-
pyridinyl]oxylmethyl]benzeneacetate in
or on barley, bran at 0.5 ppm; barley,
grain at 0.3 ppm; rapeseed subgroup
20A at 0.08 ppm; cattle, fat at 0.01 ppm;
cattle, meat at 0.01 ppm; cattle, meat
byproducts, at 0.01 ppm; corn, field,
refined oil at 0.07 ppm; goat, fat at 0.01
ppm; goat, meat at 0.01 ppm; goat meat
byproduct, at 0.01 ppm; grain, aspirated
grain fractions at 10 ppm; grain, cereal,
group 15, except rice and barely at 0.04
ppm; grain, cereal, forage, fodder, and
straw, group 16, hay at 5.0 ppm; grain,
cereal, forage, fodder, and straw, group
16, forage at 15 ppm; grain, cereal,
forage, fodder, and straw group 16,
stover at 10 ppm; grain, cereal, forage,
fodder, and straw, group 16, straw at 2
ppm; hog, fat at 0.01 ppm; hog, meat at
0.01 ppm; hog, meat byproducts, at 0.01
ppm; horse, fat at 0.01 ppm; horse, meat
at 0.01 ppm; horse, meat byproducts, at
0.01 ppm; milk at 0.01 ppm; pea and
bean, dried shelled, except soybean,
subgroup 6C at 0.06 ppm; eggs at 0.01
ppm; poultry, fat at 0.01 ppm; poultry,
meat at 0.01 ppm; poultry, meat
byproducts at 0.01 ppm; sheep, fat at
0.01 ppm; sheep, meat at 0.01 ppm;
sheep, meat byproducts, at 0.01 ppm;
soybean, forage at 1 ppm; soybean, hay
at 3 ppm; soybean, hulls at 0.2 ppm;
soybean, seed at 0.05 ppm; vegetable,
foliage of legume, except soybean,
subgroup 7A at 40 ppm; wheat, bran at
0.06 ppm; and wheat, germ at 0.09 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). 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.), 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).

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.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of FFDCA section 408(n)(4). As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate

as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (2 U.S.C. 1501 et seq.).

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) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), 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).

List of Subjects in 40 CFR Part 180

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

Dated: November 26, 2012.
Steven Bradbury,
Director, Office of Pesticides Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

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

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

m 2. Add § 180.669 to subpart C to read
as follows:

§180.669 Picoxystrobin; tolerances for
residues.

(a) General. Tolerances are
established for residues of the fungicide
picoxystrobin, including its metabolites
and degradates, in or on the
commodities listed below. Compliance
with the tolerance levels specified
below is to be determined by measuring
only picoxystrobin, methyl (0.E)-o-
(methoxymethylene)-2-[[[6-
(trifluoromethyl)-2-
pyridinyl]oxylmethyl]benzeneacetate.

. Parts per
Commodity miIIioB‘n

Barley, bran .......ccccccviiiiiinns 0.5
Barley, grain ..........ccccoeieeeene 0.3
Cattle, fat .......ccoceeveeriieeee, 0.01
Cattle, meat .......c.ccoeeeerieenns 0.01
Cattle, meat byproducts . 0.01
Corn, field, refined oil ............. 0.07
EQOS i 0.01
Goat, fat ....coceeeeiiiieeeee, 0.01
Goat, meat .....ccoceeeveerieeeene 0.01
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c di Parts per LLC requested these tolerances under the Government Printing Office’s e-CFR
ommodity million the Federal Food, Drug, and Cosmetic site at http://ecfr.gpoaccess.gov/cgi/t/
Act (FFDCA). text/text-idx?&c=ecfr&tpl=/ecfrbrowse/
g?:i:; rgzgitrgé%r%dr;?ﬁ o 0-01 " paTES: This regulation is effective Title40/40tab_02.tpl.
HONS oo 10 December 5, 201?~ Objections and. C. How can I file an objection or hearing
Grain, cereal, forage, fodder, requests for hearings must be received request?
and straw, group 16, forage 15 on or before February 4, 2013, and must .
Grain, cereal, forage, fodder, be filed in accordance with the U [Sjléd%r4gFDCA section 408(%.]1’ 21
and straw, group 16, hay .... 5 instructions provided in 40 CFR part b . d, any person Ifn?ly 1e aIII .
Grain, cereal, forage, fodder, 178 (see also Unit LC. of the objection to any aspect of this regulation
and straw, group 16, stover 10 SUPPLEMENTARY INFORMATION). a‘ﬁd may als; request li‘.lhea“ng %‘? those
Grain, cereal, forage, fodder, . R . objections. You must file your objection
and straw, group 16, straw 2 ADDRES,SES' The docket foy ’Fhls.aCtIOIl, or request a hearing on this regulation
Grain, cereal, group 15, ex- identified by docket identification (ID) in accordance with the instructions
cept rice and barley ........... 0.04 number EPA-HQ-OPP-2011-0743, is provided in 40 CFR part 178. To ensure
HOQ, fat ... 0.01 available at _http://www..regu]ahons.gov proper receipt by EPA, you must
Hog, Meat ......cccceervurnreniiinas 0.01 or at the Office qf Pesticide Programs identify docket ID number EPA-HQ—
:og, m;aat byproducts ............ 881 Regulatory Public Docket (OPP Docket)  opp_5011-0743 in the subject line on
yfat . : : 3 . [
Hg:z: né:eat oo I the Environmental Protection Agency ihe first page of your submission. All
Horse, meat byproducts 0.01 Docket Center (EPA/DC), EPA West objections and requests for a hearing
MK oo 001 Bldg., Rm. 3334, 1301 Constitution Ave.  pst he in writing, and must be
Pea and bean, dried shelled, NW., Washington, DC 20460-0001. The 1 qived by the Hearing Clerk on or
except soybean, subgroup Public Reading Room is open from 8:30  },6fore February 4, 2013. Addresses for
BC o 0.06 a.m.to4:30 p.m., Monday ’Fhrough mail and hand delivery of objections
Poultry, fat ..... 0.01 Friday, excluding legal hohdays. The and hearing requests are provided in 40
Poultry, meat 0.01 telephone number for the Public CFR 178.25(b).
;gugrsyéen;eibbﬁLOd;%t: """" 88; Reading Room is (202) 566-1744, and In addition to filing an objection or
Shge fat group €04 -....... 0.01 the telephone number for the OPP ) hearing request with the Hearing Clerk
Sheegy mea“t ............................. 0-01 Dock.et.ls (703] 305{—5805. Pleas.e TeVIeW 55 described in 40 CFR part 178, please
Sheep, meat byproducts ........ 0.01 Fh? visitor 1nstruct1(})lns an(li( addltl'?nall submit a copy of the filing (excluding
Soybean, forage .........ccco........ 1 information about the docket available any Confidential Business Information
Soybean, hay 3 at http://www.epa.gov/dockets. (CBI)) for inclusion in the public docket.
Soybean, hulls ... 0.2  FOR FURTHER INFORMATION CONTACT: Information not marked confidential
Soybean, seed .........cc..coooeuee 0.05 Tamue L. Gibson, Registration Division = pursuant to 40 CFR part 2 may be
Vegetable, foliage of legume, (7505P), Office of Pesticide Programs, disclosed publicly by EPA without prior
?ZCGPt soybean, subgroup 40 Environmental Protection Agency, 1200 notice. Submit the non-CBI copy of your
Wheat. bran ... 0.06 Pennsylvania Ave. NW., Washington, objection or hearing request, identified
Wheat. germ 009 DC 20460-0001; telephone number: by docket ID number EPA-HQ-OPP—
(703) 305—9096; email address:

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 2012-29250 Filed 12—4—12; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2011-0743; FRL-9364-7]
Dodine; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of dodine, (IN-
dodecyl guanidine acetate) in or on
multiple commodities and also removes
multiple, previously established
tolerances which are identified and
discussed later in this document.
Agriphar S.A., c/o Ceres International

gibson.tamue@epa.gov.
SUPPLEMENTARY INFORMATION:

I. General Information
A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through

2011-0743, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW., Washington, DC 20460-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.htm.
Additional instructions on commenting
or visiting the docket, along with more
information about dockets generally, is
available at http://www.epa.gov/
dockets.

II. Summary of Petitioned-for Tolerance

In the Federal Register of August 22,
2012 (77 FR 50661) (FRL-9358-9), EPA
issued a notice pursuant to FFDCA
section 408(d)(3), 21 U.S.C. 346a(d)(3),
announcing the filing of a pesticide
petition (PP 1F7872) by Agriphar S.A.,


http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.epa.gov/dockets/contacts.htm
http://www.epa.gov/dockets/contacts.htm
http://www.regulations.gov
http://www.regulations.gov
http://www.epa.gov/dockets
http://www.epa.gov/dockets
http://www.regulations.gov
http://www.epa.gov/dockets
mailto:gibson.tamue@epa.gov
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c/o Ceres International LLC, 1087
Heartsease Drive, West Chester, PA
19382. The petition requested that 40
CFR 180.172 be amended by
establishing tolerances for residues of
the fungicide dodine, (N-dodecyl
guanidine acetate), in or on stone fruits
(group 12) at 5 parts per million (ppm);
tree nuts (group 14) at 0.3 ppm; and
almond, hulls at 20 ppm. The petitioner
also requested that the tolerances in 40
CFR 180.172 be amended by removing
established tolerances for residues of
dodine as follows: Cherry, sweet at 3
ppm; cherry, tart at 3 ppm; peach at 5
ppm; pecan at 0.3 ppm; and walnut at
0.3 ppm. These tolerances would be
redundant if the crop group tolerances
for stone fruits (group 12) and tree nuts
(group 14) are established. That notice
referenced a summary of the petition
prepared by Agriphar S.A., c/o Ceres
International LLC, the registrant, which
is available in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

Based upon review of the data
supporting the petition, EPA has raised
the requested tolerance level for
almond, hull. The reason for this change
is explained in Unit IV.C.

III. Aggregate Risk Assessment and
Determination of Safety

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

Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA 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 for dodine,

including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with dodine 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.

Dodine is moderately toxic via the
acute oral, dermal and inhalation routes
of exposure. It is a severe eye irritant
and causes severe dermal irritation; it is
not a skin sensitizer. A definitive target
organ has not been identified for
dodine. The most common effects
observed in sub-chronic and chronic
studies were decreases in food
consumption, body weight and/or body
weight gain. Possible neurological
clinical signs (excessive salivation and
hunched posture/hypoactivity) were
observed in chronic studies in rats and
mice but were not dose-related or
statistically significant. Excessive
salivation in the chronic study in dogs
was not consistent with a neurological
adverse effect since it was seen prior to
dosing and was a persistent finding
throughout the study. Therefore, there is
no evidence of neurotoxicity and the
acute and subchronic neurotoxicity
studies are not required (HASPOC,
October 25, 2012). The current database
does not indicate concerns for
immunotoxicity and the registrant has
agreed to perform an immunotoxicity
study (OCSPP Guideline 870.7800).
Therefore, the Food Quality Protection
Act (FQPA) safety factor is reduced to
1X.

There is no evidence of increased
susceptibility (quantitative or
qualitative) in pups versus adults based
on rat and rabbit developmental studies
and the rat multi-generation
reproduction study. In rat and rabbit
prenatal developmental studies, there
was no toxicity identified in the fetuses
up to the highest dose tested (HDT). In
the 2-generation reproduction study,
decreases in body weight gain and food
consumption were seen in pups at the
same dose at which maternal toxicity
(decreased body weight, body weight
gain and food consumption) was
observed.

There was equivocal evidence of
carcinogenicity in animal
carcinogenicity studies; however, a
weight-of-evidence evaluation of the
carcinogenic potential of dodine was

performed, and based on the results it
was concluded that dodine should be
classified as Not Likely to be
Carcinogenic to Humans based on the
following:

(1) There was no evidence of tumors
in male mice or in rats of either sex;

(2) In female mice, the increase in
incidence of combined tumors is
marginal (8.3%) compared to historical
controls (8%), and there were no pre-
neoplastic lesions that can be associated
with the tumor response, and therefore
no evidence that the high dose was
associated with further progression to
carcinoma;

(3) There was no evidence of
genotoxicity, and therefore no
mutagenicity concern; and

(4) The Structure Activity
Relationship (SAR) assessment does not
indicate probable carcinogenicity.
Factors bearing on this weight of the
evidence determination are described in
“Dodine: Human Health Risk
Assessment for Proposed Use Bananas
and Peanuts,” pages 20-21 in docket ID
number EPA-HQ-OPP-2007-0221, at
http://www.regulations.gov. In the
absence of carcinogenicity concern, risk
assessment using the chronic
population adjusted dose will be
protective for any chronic toxicity.

Specific information on the studies
received and the nature of the adverse
effects caused by dodine as well as the
no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
“Dodine. Amended Human Health Risk
Assessment to Support Use on Stone
Fruit and Tree Nut Crops,” pages 14 and
42 in docket ID number EPA-HQ-OPP-
2011-0743.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest
dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as


http://www.regulations.gov
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a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability

of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://

www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for dodine used for human
risk assessment is shown in the
following Table.

TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR DODINE FOR USE IN DIETARY AND NON-
OCCUPATIONAL HUMAN HEALTH RISK ASSESSMENTS

Point of departure and

RfD, PAD, LOC for risk

Study and toxicological effects

Exposure/scenario uncertainty/safety factors assessment
Acute dietary (Females 13-50 N/A e N/A e
years of age).
Acute dietary (General popu- N/A e N/A e

lation including infants and
children).
Chronic dietary (All populations)

Incidental oral short-term (1 to
30 days). UFA = 10x

Incidental oral intermediate-term
(1 to 6 months).

Dermal short-term (1 to 30

days).
Dermal intermediate-term (1 to UFA = 10xUFy = 10x.
6 months).
Inhalation short-term(1 to 30
days).
IAF = 100%
Inhalation (1 to 6 months) ......... UFA = 10x

NOAEL = 200 mg/kg/day (HDT)

Developmental Study Maternal
NOAEL = 10 mg/kg/day.

cRfD=0.02 mg/kg/day

UFA = 10x
UFy = 10x
FQPA SF = 1X oo cPAD = 0.02 mg/kg/day.

Residential MOE = 100

Residential MOE = 100

Residential MOE = 100

No appropriate endpoint for females age
13-49.
No appropriate endpoint identified.

Chronic toxicity-dog LOAEL = 10 mg/kg/
day based on body weight loss in fe-
males.

2-Generation Reproduction-rat Offspring
LOAEL = 53 mg/kg/day based on de-
creased body weight.

28-Day Dermal Toxicity-rat LOAEL = not
identified.

Developmental Toxicity Study-rat Mater-
nal LOAEL = 45 mg/kg/day based on
decreased body weight gain and food
consumption.

Cancer (oral, dermal, inhalation)

Not likely to be carcinogenic to humans.

FQPA SF = Food Quality Protection Act Safety Factor. HDT= Highest Dose Tested. IAF = inhalation absorption rate. LOAEL = lowest-ob-
served-adverse-effect-level. LOC = level of concern. mg/kg/day = milligram/kilogram/day. MOE = margin of exposure. NOAEL = no-observed-ad-

verse-effect-level. PAD = population adjusted dose (a = acute, ¢ = chronic). RfD = reference dose. UF, =

extrapolation from animal to human

(interspecies). UFy = potential variation in sensitivity among members of the human population (intraspecies).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to dodine, EPA considered
exposure under the petitioned-for
tolerances as well as all existing dodine
tolerances in 40 CFR 180.172. EPA
assessed dietary exposures from dodine
in food as follows:

i. Acute exposure. Quantitative acute
dietary exposure and 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.

No such effects were identified in the
toxicological studies for dodine;
therefore, a quantitative acute dietary
exposure assessment is unnecessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
Continuing Survey of Food Intakes by

Individuals (CSFII). As to residue levels
in food, EPA assumed tolerance level
residues for all treated crops. In terms
of extent of usage, percent crop treated
(PCT) information was used for apples,
cherries, peaches, pears, peanuts,
pecans, and strawberries. One hundred
PCT was assumed for the remainder of
crops.

iii. Cancer. Based on the data
discussed in Unit III.A., EPA
determined that dodine did not pose a
carcinogenicity concern and that risk
assessment using the chronic
population adjusted dose will be
protective for any chronic toxicity.
Accordingly, no exposure assessment,
separate from the chronic assessment,
was conducted with regard to cancer
risk.

iv. PCT information. Section
408(b)(2)(F) of FFDCA states that the
Agency may use data on the actual
percent of food treated for assessing
chronic dietary risk only if:

¢ Condition a: The data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain the pesticide residue.

e Condition b: The exposure estimate
does not underestimate exposure for any
significant subpopulation group.

¢ Condition c: Data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area.

In addition, the Agency must provide
for periodic evaluation of any estimates
used. To provide for the periodic
evaluation of the estimate of PCT as
required by FFDCA section 408(b)(2)(F),
EPA may require registrants to submit
data on PCT.

The Agency estimated the PCT for
existing uses as follows:

The Agency used the following PCT
information for the currently registered
uses of dodine: 10% PCT for pecans, 5%
PCT for cherries and pears, 2.5% PCT
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for apples and peanuts along with 1%
PCT for peaches and strawberries.

In most cases, EPA uses available data
from U.S. Department of Agriculture/
National Agricultural Statistics Service
(USDA/NASS), proprietary market
surveys, and the National Pesticide Use
Database for the chemical/crop
combination for the most recent 6-7
years. EPA uses an average PCT for
chronic dietary risk analysis. The
average PCT figure for each existing use
is derived by combining available
public and private market survey data
for that use, averaging across all
observations, and rounding to the
nearest 5%, except for those situations
in which the average PCT is less than 1.
In those cases, 1% is used as the average
PCT and 2.5% is used as the maximum
PCT. EPA uses a maximum PCT for
acute dietary risk analysis. The
maximum PCT figure is the highest
observed maximum value reported
within the recent 6 years of available
public and private market survey data
for the existing use and rounded up to
the nearest multiple of 5%.

The Agency believes that the three
conditions discussed in Unit III.C.1.iv.
have been met. With respect to
Condition a, PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. The Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimation.
As to Conditions b and c, regional
consumption information and
consumption information for significant
sub-populations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available reliable information on
the regional consumption of food to
which dodine may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for dodine in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of dodine.
Further information regarding EPA

drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the FQPA Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of dodine
for chronic exposures for non-cancer
assessments are estimated to be 1.79
parts per billion (ppb) for surface water
and <0.05 ppb for ground water.

Modeledp estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
chronic dietary risk assessment, the
water concentration of value 1.79 ppb
was used to assess the contribution to
drinking 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).

Dodine is not registered for any
specific use patterns that would result
in residential exposure. However, a
closely related chemical,
dodecylguanidine hydrochloride (DGH)
is used as an antimicrobial in
household, industrial, and commercial
products having residential and
occupational exposure potential. DGH is
used as a bacteriostat in paints and in
absorbent material in disposal diapers.
Dodine and DGH have similar chemical
compositions and properties and are
therefore considered bio-equivalents.

Residential painters may have short
term dermal and inhalation exposure as
a result of using DGH treated paint.
Infants and small children may have
short-, intermediate-, and long-term
dermal exposure as a result of wearing
DGH impregnated diapers. The Agency
believes that a transfer factor of 30%
does not underestimate exposure in
determining the amount of DGH
transferred to infants from diapers based
on a transfer study using dodine-treated
paper exposed to extreme conditions.
Inhalation exposure of infants and
children is expected to be negligible.
Although small children may have
short-term post application oral
exposure as a result of accidental
ingestion of paint chips which contain
DGH, the Agency does not believe that
this would occur on a regular basis.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the

cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

EPA has not found dodine to share a
common mechanism of toxicity with
any other substances, and dodine does
not appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that dodine
does not have 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 EPA’s Web site at
http://www.epa.gov/pesticides/
cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) 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
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
There is no evidence (quantitative or
qualitative) of increased susceptibility
and no residual uncertainties with
regard to prenatal and/or postnatal
toxicity following in utero exposure to
rats or rabbits. In rat and rabbit prenatal
developmental studies, there was no
toxicity identified in the fetuses up to
the HDT. In the 2-generation
reproduction study, decreases in body
weight gain and food consumption were
seen in pups at the same dose at which
maternal toxicity (decreased body
weight, body weight gain and food
consumption) was observed.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

The toxicity database for dodine is
mostly complete. The database contains
the following toxicity studies:

i. A sub-chronic mouse toxicity study.

ii. Chronic rat, mouse, and dog
toxicity studies.
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iii. A 28-day dermal and dermal
penetration studies (rats.

iv. Prenatal developmental studies
(rats and rabbits).

v. A reproduction study in rats.

There are also acute LDsp studies via
the oral, dermal and inhalation routes,

a metabolism study, and a complete
mutagenicity battery. The current
database does not indicate neurotoxicity
or immunotoxicity concerns. Thus, EPA
has waived the acute and subchronic
neurotoxicity studies. An
immunotoxicity study is required
pursuant to the recent amendment of
EPA’s data regulations to evaluate the
potential of a repeated chemical
exposure to produce adverse effects (i.e.,
suppression) on the immune system.
However, because no immunotoxicity
was observed in available toxicity
studies, EPA has confidence that this
study is unlikely to change the POD in
assessing risk to infants and children.

a. There is no evidence that dodine
results in increased susceptibility in in
utero rats or rabbits in the prenatal
developmental studies or in young rats
in the 2-generation reproduction study.

b. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on Agency
recommended tolerance-level residues
and health protective modeling
assumptions. Although PCT estimates
were used for crops with existing
tolerances, the use of tolerance values
for residue levels will likely
overestimate actual exposures. EPA
made conservative (protective)
assumptions in the ground and surface
water modeling used to assess exposure
to dodine in drinking water. EPA used
similarly conservative assumptions to
assess postapplication exposure of
children, as well as incidental oral
exposure of children and incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by dodine.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. An acute aggregate risk
assessment takes into account acute
exposure estimates from dietary
consumption of food and drinking
water. No adverse effect resulting from
a single oral exposure was identified
and no acute dietary endpoint was
selected. Therefore, dodine is not
expected to pose an acute risk.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to dodine from
food and water will utilize 21% of the
cPAD for all infants <1 year old, the
population group receiving the greatest
exposure. Further, EPA has concluded
that the combined long-term food,
water, and dermal exposure for infants
wearing diapers containing DGH treated
material results in an aggregate MOE
greater than 100. Because EPA’s level of
concern for dodine is for MOEs below
100, this MOE does not raise a risk
concern.

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

Using the exposure assumptions
described in this unit for short- and
intermediate-term exposures, EPA has
concluded the combined short- and
intermediate-term combined food,
water, and residential exposures
aggregated result in aggregate MOEs of
4,200 for adult males handling paint
and 4,500 for adult females handling
paint. The exposures do not exceed the
Agency'’s level of concern. EPA has
concluded that the combined
intermediate-term food, water, and
dermal exposure for infants wearing
diapers containing DGH treated material
results in aggregate MOEs of 120 when
using a 30% transfer factor. Because
EPA’s level of concern for dodine is for
MOEs below 100, this MOE does not
raise a risk concern.

4. Aggregate cancer risk for U.S.
population. Based on the data discussed
in Unit III.A., EPA concluded that
dodine is not expected to pose a cancer
risk to humans.

5. 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, or to infants and children,
from aggregate exposure to dodine
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(colormetric method with spectrometric
detection and various modifications is
listed in FDA’s Pesticide Analytical
Manual (PAM), Volume II as Methods I,
I(a), I(b), and I(d)) is available to enforce
the tolerance expression.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

The Codex has not established MRLs
for dodine on the tree nut crop group.
The Codex has established MRLs for
dodine in or on cherries, sweet and
cherries, tart at 3 ppm and on peaches
and nectarines at 5 ppm. The Codex
MRL for cherries is not harmonized
with the stone fruit crop group tolerance
of 5 ppm.

Harmonization with the Codex MRL
for cherries is not possible because the
cherry field trial data shows that
residues from the domestic, labeled use
may exceed the 3 ppm Codex MRL
making it impractical for limits to be
harmonized based on the proposed
domestic use pattern. However, the
cherry data when considered as part of
the data set to support a stone fruit crop
group tolerance, indicate that a 5 ppm
crop group tolerance would be
appropriate. To harmonize to the best
extent possible with Codex, the crop
group tolerance will be set at 5 ppm,
This at least harmonizes the Codex and
U.S. tolerances for peaches and
nectarines.

C. Revisions to Petitioned-for Tolerances

Based on the analysis of the residue
trial data using the Organization for

Economic Cooperation and
Development (OECD) tolerance



Federal Register/Vol. 77, No. 234/ Wednesday, December 5, 2012/Rules and Regulations

72237

calculation procedures, tolerances for
almond hulls were increased.

V. Conclusion

Therefore, tolerances are established
for residues of dodine, N-
dodecylguanidine acetate, including its
metabolites and degradates, in or on
almond, hulls at 30 ppm; fruit, stone,
crop group 12 at 5.0 ppm; and nuts, tree,
crop group 14 at 0.3 ppm. This final rule
removes established tolerances for
cherry, sweet; cherry, tart; peach; pecan;
and walnut.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). 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.), 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).

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.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of FFDCA section 408(n)(4). As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal

governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (2 U.S.C. 1501 et seq.).

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) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), 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).

List of Subjects in 40 CFR Part 180

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

Dated: November 21, 2012.

Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

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

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

m 2. Amend § 180.172 as follows:
m i. Revise the introductory text in
paragraph (a).
m ii. Remove the entries for cherry,
sweet; cherry, tart; peach, pecan and
walnut from the table in paragraph (a).
m iii. Add alphabetically the entries for
almond, hull; fruit, stone, crop group
12; and nuts, tree, crop group 14.

The additions and revision read as
follows:

§180.172 Dodine; tolerances for residues.

(a) General. Tolerances are
established for residues of the fungicide
dodine, including its metabolites and
degradates, in or on the commodities
listed in the table below. Compliance
with the tolerance levels specified in the
table is to be determined by measuring
only dodine, N-dodecylguanidine
acetate; in or on the following

commodities.
: Parts per
Commodity million
Almond, hull ..o 30.0
Fruit, stone, crop group 12 ... 5.0
Nuts, tree, crop group 14 ..... 0.3

* * * * *

[FR Doc. 2012-29251 Filed 12—4-12; 8:45 am]
BILLING CODE 6560-50—-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MB Docket No. 09-52; FCC 12-127]

Policies To Promote Rural Radio
Service and To Streamline Allotment
and Assignment Procedures

AGENCY: Federal Communications
Commission.

ACTION: Final rule; petitions for
reconsideration and clarification.

SUMMARY: In this document, the
Commission denied four of six Petitions
for Reconsideration, Petitions for Partial
Reconsideration, and Petitions for
Clarification of the Second Report and
Order (Second R&O) in this proceeding,
granting in part and denying in part two
of the petitions. The Commission
clarified some of the methodology to be
used in applying the new rules and
procedures in the Second R&O, in
particular the method of counting
reception services in service gain and
loss areas, to assist applicants and
allotment proponents in accurately
applying the new rules and procedures.
The Commission also further restricted
the categories of applicants and
allotment proponents to whom the new
rules and procedures apply, finding that
equitable considerations supported such
restrictions. In addition to restrictions
set forth in the Second R&O, the new
rules will not apply to applications and
allotment proposals filed before the new
rules were proposed, or to those
applications and proposals that have
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already been subject to Commission
decisions, but that remain pending due
to subsequent legal challenges.

DATES: The rules discussed in the
Second Order on Reconsideration
(Order) became effective on May 6, 2011
(see 76 FR 18942 (Apr. 6, 2011)) and on
July 19, 2011 (see 76 FR 42575 (Jul. 19,
2011)). The Commission, in the Order,
clarified some of the methods to be used
in applying the new rules, and further
limited the categories of parties to
whom the new rules apply.

ADDRESSES: Peter Doyle or Thomas
Nessinger, Federal Communications
Commission, Media Bureau, Audio
Division, 445 12th Street SW., Room 2—
B450, Washington, DC 20445.

FOR FURTHER INFORMATION CONTACT:
Peter Doyle, Chief, Media Bureau,
Audio Division, (202) 418—2700 or
Peter.Doyle@fcc.gov; Thomas Nessinger,
Attorney-Advisor, Media Bureau, Audio
Division, (202) 418-2700 or
Thomas.Nessinger@fcc.gov.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Second
Order on Reconsideration (Order), FCC
12-127, adopted October 11, 2012, and
released October 12, 2012. The full text
of the Order is available for inspection
and copying during regular business
hours in the FCC Reference Center, 445
12th Street SW., Room CY-A257,
Portals II, Washington, DC 20554, and
may also be purchased from the
Commission’s copy contractor, BCPI,
Inc., Portals I, 445 12th Street SW.,
Room CY-B402, Washington, DC 20554.
Customers may contact BCPI, Inc. via
their Web site, http://www.bcpi.com, or
call 1-800-378-3160. This document is
available in alternative formats
(computer diskette, large print, audio
record, and Braille). Persons with
disabilities who need documents in
these formats may contact the FCC by
email: FCC504@fcc.gov or phone: 202—
418-0530 or TTY: 202—418-0432.

Synopsis of Order

1. In the Order, the Commission
addressed six petitions for
reconsideration, petitions for partial
reconsideration, and petitions for
clarification of certain procedures
adopted in the Second R&O in this
proceeding (76 FR 18942, April 6, 2011,
FCC 11-28, 26 FCC Rcd 2556, rel. Mar.
3, 2011). These included a number of
measures designed to limit the use of
population as the principal metric when
considering competing proposals for
new radio stations, a standard that has
largely favored proposals located in or
near large urbanized areas, rather than
those located in less well-served rural
areas and smaller communities. In the

Second R&O, the Commission adopted
procedures to limit dispositive
preferences under 47 U.S.C. 307(b)
(section 307(b)) for new AM
construction permits, as well as new FM
allotments, in already well-served
urbanized areas.

2. The Commission also adopted
procedures to forestall the movement of
radio service from rural areas to more
urban areas absent a compelling
showing of need. Among these
procedures was an urbanized area
service presumption (UASP), under
which a proposal for new or relocated
radio service that would constitute the
first local transmission service at a
specified community is presumed to be
a proposal to serve an entire urbanized
area if the community is located within
the urbanized area, or if the proposal
would place, or could be modified to
place, a daytime principal community
signal over 50 percent or more of the
urbanized area. The UASP can be
rebutted by a compelling showing (1)
that the specified community is truly
independent of the urbanized area, (2)
that the community has a specific need
for an outlet for local expression
separate from the urbanized area and (3)
that the proposed station is able to
provide that outlet. The basis for such
a rebuttal showing is the longstanding
test first set forth in Faye and Richard
Tuck, Memorandum Opinion and
Order, 3 FCC Rcd 5374, 5376 (1988)
(Tuck), as slightly modified in the
Second R&O. The UASP applies, albeit
in somewhat different forms, to
applications for new AM stations,
proposals for new FM allotments, and
applications to change a station’s
community of license.

3. The Commission also limited the
circumstances under which a mutually
exclusive applicant for a new AM
station may receive a dispositive section
307(b) preference under Priority (4),
other public interest matters, of the
Commission’s allotment priorities. In
the context of proposals for new FM
allotments, raw reception population
totals will receive less weight than other
legitimate service-based considerations,
especially service to underserved
populations. The UASP also applies to
applications to change a station’s
community of license. Additionally,
with regard to such applications, the
Commission mandated greater
transparency in applicants’ section
307(b) showings, including the
submission of more detailed showings
demonstrating the populations gaining
and losing radio service, and the
numbers of services those populations
receive before and after the proposed
move. The Commission also announced

it would strongly disfavor any proposed
community of license change that
would result in the net loss of third,
fourth, or fifth reception service to more
than 15 percent of the population in the
station’s current protected contour, or
loss of a second local transmission
service to a community with a
population of 7,500 or greater. With two
exceptions, the Commission stated that
the new procedures would apply to all
applications or proposals pending as of
the Second R&O’s adoption date.

4. Most of the Petitions for
Reconsideration or Partial
Reconsideration (Petitions) merely
repeated points from the comments filed
in this proceeding that were considered
and rejected in the Second R&O. On that
basis, the Commission denied the
Petitions filed by Friendship
Broadcasting, LLC; William B. Clay;
M&M Broadcasters, Ltd.; and
Educational Media Foundation and the
Kent Frandsen Radio Companies. The
Commission granted in part and denied
in part the Petitions filed by Entravision
Communications Corporation
(Entravision) and Radio One, Inc., et al.
(Radio One Parties). The Commission
did address requests for clarification of
certain issues, specifically, for
clarification of the methodology for
calculating reception service in section
307(b) analyses under Priority (4), other
public interest matters; for clarification
or amendment of some of the factors
used to determine whether a community
is independent of an urbanized area;
and for clarification of the applicability
of the UASP to intra-urbanized area
station relocations. The Commission
also addressed the requests of
petitioners M&M Broadcasters, Inc.
(M&M) and Entravision to exclude
certain pending community of license
change applications from the new
policies.

5. Although many of the arguments in
the Petitions were considered and
rejected in the Second R&O, the
Commission found it to be in the public
interest to discuss the merits of these
arguments in light of its contrary
determinations. While some petitioners
argued that the new procedures ““ignore
current marketplace realities,” causing
radio stations to relocate to more
populous areas because there is little or
no money to be made in rural areas, the
Commission reiterated that new stations
are assigned or allotted on a demand
basis, with the economic decision to
locate a station in a particular
community resting solely with the
applicant. To the extent that changed
circumstances render it an economic
hardship for a station to remain in its
community of license, the new
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procedures allow for such a showing.
The Commission again rejected the
suggestion that rural residents should
simply purchase any radio service they
desire above ‘“basic” broadcast service
of as few as two reception services, or
that section 307(b) obliges it only to
assign minimal free radio service to
certain Americans, based solely on
where they choose to live.

6. The Radio One Parties contended
that the new procedures, particularly
the UASP, were arbitrary and
capricious, based largely on reiterating
arguments made in their comments,
which were mostly confined to the
context of community of license change
applications. The Commission rejected
the Radio One Parties’ re-argument that
“only” 19 percent of community of
license change applications would
trigger the UASP, and thus that this
level of activity is insufficient to
warrant remedial agency action. The
Commission stated that the number of
comments in the record indicating a
strong interest of many radio
broadcasters in relocating to more
populated areas reflects the importance
of the UASP as a section 307(b)
licensing policy. For the reasons set
forth in the Second R&O, the
Commission reiterated that allowing
such migration in all cases does not
comport with its statutory duty under
section 307(b), also noting that because
the UASP is a presumption rather than
a hard-and-fast rule, a licensee seeking
to relocate its facilities due, for example,
to changed conditions in its current
community of license may rebut the
presumption. Additionally, the
Commission rejected the Radio One
Parties’ argument that the UASP
constitutes an improper attempt to
assume an applicant’s service intentions
based on the fact that the population of
the proposed community of license may
constitute a very small percentage of the
overall coverage population. The UASP
was not designed to divine an
applicant’s service intent, but rather to
eliminate the undue, often dispositive
advantage that prior section 307(b)
policies conferred on proposals to serve
communities located in large urbanized
areas, especially in the context of
selecting among mutually exclusive
applications for new AM service. This
advantage was based largely on the fact,
supported by the record, that applicants
would often designate as the community
of license a community lacking local
transmission service but whose
population constituted a small
percentage of the total audience to be
served, to the detriment of mutually
exclusive applicants proposing service

to smaller, non-urbanized communities
that might benefit more from new
service.

7. The Radio One Parties again argued
that the new procedures constitute a
return to the policies eliminated in The
Suburban Community Policy, the
Berwick Doctrine, and the De Facto
Reallocation Policy, Report and Order,
93 F.C.C.2d 436 (1993), an argument
considered and rejected in the Second
R&O. The Commission in that
proceeding discontinued those policies
based in part on application processes
and procedural safeguards that now no
longer exist. The Commission in the
Second R&O also noted the
dissimilarities between its new
procedures and the processes formerly
used to implement the policies that
were discontinued in Suburban
Community Policy. To the extent that
similarities exist, it is because both are
grounded in fulfilling the Commission’s
section 307(b) responsibilities. The
record in this proceeding and the
Commission’s recent experience with
broadcast auctions and community of
license change proposals filed as minor
modification applications—both
licensing processes that post-date
Suburban Community Policy by many
years—convinced the Commission that
the new procedures are necessary.

8. The Commission declined the
Radio One Parties’ request that it revise
the eight factors, first enumerated in the
Tuck case, that are used to evaluate the
interdependence of the community of
license specified by the applicant with
the larger metropolitan area. It did,
however, agree that some of the factors
should be accorded less weight. For
example, while disagreeing with the
Radio One Parties’ claim that the closing
or consolidation of post office facilities
necessarily invalidates the use of the
remaining ZIP code as an indicator of
community independence, the
Commission agreed that the ubiquity of
ZIP codes gives the presence of a
dedicated ZIP code little probative
significance of itself in establishing a
community’s independence, and thus
that this factor should be given little
weight. While generally declining to
revise the Tuck factors, the Commission
noted that it would provide applicants
seeking to rebut the UASP wide latitude
to present whatever facts they deem
appropriate to its evaluation. While
such showings would be scrutinized,
the Commission will be receptive to
presentations that may in some cases
provide better and more reliable
measures of community status than
those set forth in Tuck. The Commission
further emphasized that the eight Tuck
factors are merely potential indicators of

independence or interdependence, and
that the burden remains on the
applicant to show that the presence of
such factors provides meaningful and
relevant support for an “independent”
community finding. The Commission
also clarified that its analysis of
showings rebutting the UASP will place
primary emphasis on the first two
prongs of the Tuck test, namely, the
degree to which the proposed station
would provide coverage to the
urbanized area, and the size and
proximity of the proposed community
of license relative to the central city of
the urbanized area.

9. The Radio One Parties also asked
that the Commission clarify the
methodology for measuring ‘“‘reception
service” for Priority (4) analyses of
applications to change a station’s
community of license, as discussed in
paragraph 39 of the Second R&O.
Specifically, they ask, first, whether the
contours of a non-reserved band FM
station, for purposes of gain/loss
analysis of a community of license
change, should be calculated from the
allotment coordinates at the proposed
new community or from the transmitter
coordinates specified in the actual
proposal; second, when evaluating gain
and loss areas, and in particular when
determining the number of reception
services to the gain and loss areas,
which signal contour should be used;
and third, in assessing reception service,
whether “potential services,” such as
vacant FM allotments or granted but
unbuilt construction permits, should be
counted. The Commission clarified the
standards for evaluating reception
services in the gain and loss areas for
applications to change community of
license, and thus granted the Radio One
Petition in part.

10. First, when determining gain and
loss areas for an FM station changing its
community of license, the contours
should be calculated using the
authorized transmitter coordinates for
the current facility, and the transmitter
coordinates specified for the proposed
new or modified facility. This is a
change from past practice, under which
the staff used allotment coordinates
rather than the transmitter coordinates
specified in the actual proposal. That
practice, however, was an artifact of
former licensing procedures, under
which all community of license changes
for FM stations first involved a
reallotment of the station’s channel at
the new community. Since the
Commission changed its procedures in
2006 to permit the filing of community
of license change proposals by minor
change applications, the staff can now
evaluate the actual proposed transmitter
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site. It is more appropriate to do so than
to use allotment coordinates that may be
miles from the actual transmitter site
specified in the proposal. Moreover, this
new approach is consistent with
Commission practice regarding AM
change of community applications, for
which contours are calculated from the
applicants’ authorized and proposed
transmitter sites.

11. Second, the Commission clarified
that, when determining the number of
reception services in gain and loss areas,
the signal level to be evaluated for non-
reserved band FM stations (including
noncommercial educational [NCE]
stations in the non-reserved band) shall
be the service contour originating at the
currently authorized and proposed
transmitter coordinates. The service
contour shall be calculated based on the
facility’s authorized and proposed
effective radiated power (ERP) and
height above average terrain (HAAT)
and shall, as described below, take into
account actual terrain. This is a
departure from the method previously
used to determine the number of
reception services in gain and loss areas,
which was based on maximum class
facilities for all FM stations except for
full Class C and NCE stations, and did
not take into account actual terrain.
However, in the Second R&O, the
Commission required applicants
proposing to change a station’s
community of license to provide
detailed reports of populations receiving
service and the numbers of services
received. This increased scrutiny of the
current and proposed reception service
landscape demands a realistic picture of
the populations receiving various levels
of service, overruling the considerations
of “uniformity and certainty” in service
area calculations previously cited to
justify the use of maximum rather than
actual facilities. See Greenup, Kentucky
and Athens, Ohio, Memorandum
Opinion and Order, 6 FCC Rcd 1493,
1494 (1991). Moreover, population
counts using the new methodology do
not lack certainty. Additionally, many
existing stations, for technical,
economic, or other reasons, may never
be able to realize full class facilities.
Thus, the Commission believed it more
appropriate to base an evaluation of the
section 307(b) merits of community of
license change applications on the
populations actually receiving service
from stations in an area, rather than on
what may be, in many cases, merely a
hypothetical level of reception service.
For purposes of these gain and loss area
calculations, the FM service contour
shall be that set forth for the class of
station in 47 CFR 73.215(a)(1), and shall

be calculated using actual terrain under
the standard prediction methodology set
forth in 47 CFR 73.313 rather than
assuming uniform terrain. For NCE
reserved band stations, the service
contours will be determined in the same
manner, using actual currently
authorized and proposed facilities
(including directional patterns) and
actual terrain. The service contour shall
be the 60 dBy contour, calculated as set
forth in 47 CFR 73.509(c)(1).

12. For an AM station, the signal level
to be evaluated for purposes of gain and
loss calculations in applications to
change community of license shall be
the predicted or measured daytime 2.0
mV/m groundwave contour, calculated
from the current and proposed
transmitter coordinates using authorized
facilities. When calculating AM
reception services in gain and loss areas
under Priority (4), “reception service”
should include all AM daytime
reception services. In this regard, the
Commission noted that the AM primary
service contours are set forth in 47 CFR
73.182(d), and are the daytime 0.5 mV/
m groundwave contour for communities
under 2,500 population, and the
daytime 2.0 mV/m groundwave contour
for communities over 2,500 population.
The different primary service contours
take into account the higher level of
environmental noise resulting from
greater population density. However,
using different contours for
communities of different sizes will often
result in complicated calculations of the
number of services to certain areas lying
between the daytime 2.0 mV/m and 0.5
mV/m groundwave contours of an AM
station. Because 47 CFR 73.182
implicitly recognizes that all areas, of
whatever population, receive primary
service within an AM station’s daytime
2.0 mV/m groundwave contour, for
purposes of determining the number of
AM services and populations in gain
and loss areas, the daytime 2.0 mV/m
groundwave contour should be used.
Applicants for new commercial AM
stations providing showings under
section 307(b) should, however,
continue to count populations to be
served by using the primary service
contours (0.5 mV/m for communities
under 2,500 population, 2.0 mV/m for
communities over 2,500) set forth in 47
CFR 73.182(d). An applicant for a new
AM station provides a section 307(b)
showing only after being directed to do
so by the staff (that is, after its
application has been determined to be
mutually exclusive with one or more
other AM proposals), and in such cases
the staff typically directs the applicant
to provide the populations receiving

both 0.5 mV/m and 2.0 mV/m daytime
service from the proposed facilities.

13. Third, for purposes of the gain and
loss calculations in Priority (4) analyses,
as described in paragraph 39 of the
Second R&O, applicants shall count all
full-service AM (including daytime-only
AM),1 FM, and NCE FM stations,
including granted, but unbuilt,
construction permits for new stations.
However, for purposes of these
calculations applicants should not
count vacant FM allotments. For the
reasons cited above, the increased
scrutiny of reception service in gain and
loss areas requires an evaluation of
actual, rather than hypothetical service.
Thus, the Commission will evaluate the
reception service as of the time of
application, and will count only those
facilities that have advanced to the
point of a granted construction permit.
Accordingly, in conducting the
remaining services analysis and making
a showing as described in paragraph 39
of the Second R&O, applicants should
exclude vacant FM allotments from
counts of reception services. Applicants
for changes to a station’s community of
license following release of the Order
shall use these clarified procedures
when determining the number of
reception services to gain and loss areas,
and the procedures shall also apply to
pending applications. However, the
Commission found that because the
Radio One Petition did not constitute
notice to applicants of the exact nature
of any clarifications of procedure on
reconsideration, it shall allow parties
with pending change of community
applications as of the release date of the
Order the option of either amending
their application showings to conform
to the clarified procedures announced
in the Order, or proceeding based on the

1For purposes of the prohibition against any
facility change that would create white or gray area,
however (see Second R&0O, 26 FCC Rcd at 2577),
daytime-only AM stations will not count as
providing full-time r