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

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

SMALL BUSINESS ADMINISTRATION

13 CFR Part 121
RIN 3245-AG29

Small Business Size Standards;
Educational Services; Correction

Correction

In rule document 2013-14263,
appearing on pages 36083—-36084 in the
issue of Monday, June 17, 2013, make
the following correction:

§121.201 What size standards has SBA
identified by North American Industry
Classification System codes? [Corrected]
On page 36083, in the table entitled
“SMALL BUSINESS SIZE STANDARDS
BY NAICS INDUSTRY”, in the third
column, in the third row, ““1635.5”
should read “$35.5 16",
[FR Doc. C1-2013-14263 Filed 6-21-13; 8:45 am]
BILLING CODE 1505-01-D

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2013-0223; Directorate
Identifier 2012-CE-049-AD; Amendment
39-17468; AD 2013-11-08]

RIN 2120-AA64

Airworthiness Directives; Pilatus
Aircraft Ltd. Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding an
existing airworthiness directive (AD) for
Pilatus Aircraft Ltd. Models PC—6, PC—
6-H1, PC-6-H2, PC-6/350, PC—6/350—
H1, PC-6/350-H2, PC-6/A, PC-6/A-H1,
PC-6/A-H2, PC-6/B-H2, PC-6/B1-H2,

PC-6/B2-H2, PC-6/B2-H4, PC-6/C-H2,
and PC-6/C1-H2 airplanes. This AD
results from mandatory continuing
airworthiness information (MCAI)
issued by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as failure to inspect and
maintain stabilizer-trim attachment
components and the flap actuator could
result in loss of control. We are issuing
this proposed AD to require actions to
address the unsafe condition on these
products.

DATES: This AD is effective July 29,
2013.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the AD
as of July 29, 2013.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
Docket Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE., Washington,
DC 20590.

For service information identified in
this AD, contact PILATUS AIRCRAFT
LTD., Customer Service Manager, CH—
6371 STANS, Switzerland; telephone:
+41 (0) 41 619 65 01; fax: +41 (0) 41 619
65 76; Internet: http.//www.pilatus-
aircraft.com/#32. You may review
copies of the referenced service
information at the FAA, Small Airplane
Directorate, 901 Locust, Kansas City,
Missouri 64106. For information on the
availability of this material at the FAA,
call (816) 329-4148.

FOR FURTHER INFORMATION CONTACT:
Doug Rudolph, Aerospace Engineer,
FAA, Small Airplane Directorate, 901
Locust, Room 301, Kansas City,
Missouri 64106; telephone: (816) 329—
4059; fax: (816) 329—4090; email:
doug.rudolph@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on March 7, 2013 (78 FR
14729), and proposed to supersede AD
2011-01-14, Amendment 39-16571 76

FR 5467; February 1, 2011). That NPRM
proposed to correct an unsafe condition
for the specified products. The MCAI
states that:

The mandatory instructions and
airworthiness limitations applicable to the
Structure and Components of the PC—6 are
specified in the Aircraft Maintenance Manual
(AMM) under Chapter 4 or in the
Airworthiness Limitations Document (ALS),
depending on the aeroplane model.

These documents include the maintenance
instructions and/or airworthiness limitations
developed by Pilatus Aircraft Ltd. and
approved by EASA. Failure to comply with
these instructions and limitations could
potentially lead to an unsafe condition. To
address this potentially unsafe condition
EASA issued AD 2010-0176 to require
implementation of maintenance instructions
and/or airworthiness limitations in
accordance with Pilatus PC—6 ALS issue 1,
dated 14 May 2010 and Pilatus PC-6 AMM
Chapter 4, issue 12, dated 14 May 2010.

Since that AD was issued, Pilatus Aircraft
Ltd published Pilatus PC-6 AMM (Number
01975) Chapter 4, issue 16 and PC-6 ALS
(Number 02334) issue 3 to introduce a
threshold for replacement of previously not
listed Flap Actuator.

For the reason described above, this AD
retains the requirement of AD 2010-0176,
which is superseded, and requires the
implementation of more restrictive
maintenance requirements and/or
airworthiness limitation as specified in issue
16 of Chapter 4 of AMM and issue 3 of ALS.
This AD also requires replacement of any
Flap Actuator which, on the effective date of
this AD, has accumulated or exceeded 7
years since new or since last overhaul.

Comments

We gave the public the opportunity to
participate in developing this AD. The
following presents the comments
received on the proposal and the FAA’s
response to each comment.

Use Latest Revision of the Airplane
Maintenance Manual

Pilatus Aircraft stated that the latest
revision of the Aircraft Maintenance
Manual (AMM) 01975 be quoted in the
AD, which is Pilatus PC-6 B2-H2/B2—
H4 Maintenance Manual, document No.
01975, Revision No. 17, dated December
31, 2012. They stated this will prevent
applications for an alternative method
of compliance (AMOC) shortly after AD
release and that the Airworthiness
Limitations Section (ALS) section
remained unchanged in this revision of
the AMM. They stated the AMM update
was released after the MCAI was
submitted and the Aircraft Limitations


http://www.pilatus-aircraft.com/#32
http://www.pilatus-aircraft.com/#32
http://www.regulations.gov
http://www.regulations.gov
mailto:doug.rudolph@faa.gov

37702 Federal Register/Vol.

78, No. 121/Monday, June 24, 2013 /Rules and Regulations

document 02334 at Revision No. 3,
dated July 31, 2012, is correct.

We agree and have added the
reference to Pilatus PC—6 B2-H2/B2-H4
Maintenance Manual, document No.
01975, Revision No. 17, dated December
31, 2012 in paragraph (f)(1) of this AD.

Requested Change to Compliance Time

Pilatus Aircraft stated they found the
specified compliance time complicated
and not as intended in the ALS,
therefore, they request the FAA use the
compliance time and grace period as
specified in the EASA AD 2012-0268 or
Pilatus proposes a flight hour limitation
also be added to paragraph (f)(3)(ii) in
the NPRM. Pilatus commented that
should an operator have more than 8
years but less than 8.5 years actuator
service with no flight hour limitation,
the operator with extreme operating
hours may exceed the allowed 3,500-
hour TIS or 350-hour TIS grace period.

We agree with this comment. We have
revised paragraph (f)(3) to require
replacement of the actuator if it has
accumulated 3,500 hours TIS or 7 years
or more since new or since last
overhauled, with a 350-hour TIS or 6-
month grace period.

Conclusion

We reviewed the relevant data,
considered the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously
and minor editorial changes. We have
determined that these minor changes:

e Are consistent with the intent that
was proposed in the NPRM (78 FR
14729, March 7, 2013) for correcting the
unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM (78 FR 14729,
March 7, 2013).

We also determined that these
changes will not increase the economic
burden on any operator or increase the
scope of the AD.

Costs of Compliance

We estimate that this AD will affect
15 products of U.S. registry. We also
estimate that it would take about 7
work-hours per product to comply with
the basic requirements of this AD. The
average labor rate is $85 per work-hour.

Based on these figures, we estimate
the cost of the AD on U.S. operators to
be $8,925, or $595 per product.

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

We determined that 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 this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866,

(2) Is not a “significant rule” under
the DOT Regulatory Policies and
Procedures (44 FR 11034, February 26,
1979),

(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.

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 the NPRM, the
regulatory evaluation, any comments
received, and other information. The
street address for the Docket Office
(telephone (800) 647—-5527) is in the
ADDRESSES section. Comments will be
available in the AD docket shortly after
receipt.

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
removing Amendment 39-16571 (76 FR
5467, February 1, 2011) and adding the
following new AD:

2013-11-08 Pilatus Aircraft Ltd. Airplanes:
Amendment 39-17468; Docket No.
FAA-2013-0223; Directorate Identifier
2012—-CE—-049-AD.

(a) Effective Date

This airworthiness directive (AD) becomes
effective July 29, 2013.

(b) Affected ADs

This AD supersedes AD number 2011-01—
14, Amendment 39-16571 (76 FR 5467;
February 1, 2011).

(c) Applicability

This AD applies to Pilatus Aircraft Ltd.
Models PC-6, PC-6-H1, PC-6—-H2, PC-6/350,
PC-6/350-H1, PC-6/350-H2, PC-6/A, PC-6/
A-H1, PC-6/A-H2, PC-6/B-H2, PC-6/B1—
H2, PC-6/B2-H2, PC-6/B2-H4, PC-6/C-H2,
and PG-6/C1-H2 airplanes, all manufacturer
serial numbers (MSN), and MSN 2001
through 2092, that are certificated in any
category.

Note 1 of paragraph (c): For MSN 2001—
2092, these airplanes are also identified as
Fairchild Republic Company PC-6 airplanes,
Fairchild Industries PC—6 airplanes,
Fairchild Heli Porter PC-6 airplanes, or
Fairchild-Hiller Corporation PC—6 airplanes.

(d) Subject

Air Transport Association of America
(ATA) Code 5: Time Limits.

(e) Reason

This AD was prompted by inspection
requirements of the stabilizer-trim
attachment components. The inspection
requirements have been revised to now
include an additional inspection requirement
for the flap actuator. We are issuing this
proposed AD to update the maintenance
program with new requirements and
limitations.

(f) Actions and Compliance

Unless already done, do the following
actions:

(1) For all affected Models PC-6/B2-H2
and PC-6/B2-H4: Before further flight after
July 29, 2013 (the effective date of this AD),
incorporate the maintenance requirements as
specified in Chapter 04, Airworthiness
Limitations, dated July 31, 2012, of the
Pilatus PC—6 Maintenance Manual; into your
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FAA-accepted maintenance program
(maintenance manual).

Note 2 of paragraph ()(1) of this AD:
European Aviation Safety Agency (EASA),
which is the Technical Agent for the Member
States of the European Community, has
issued EASA AD No.: 2012-0268, dated
December 19, 2012, that discusses revision
16 of the Pilatus PC—6 Maintenance Manual.
Revision 16 and revision 17 of the Pilatus
PC-6 Maintenance Manual both contain the
Chapter 04, Airworthiness Limitations, dated
July 31, 2012.

(2) For all affected Models PC-6 other than
the Models PC-6/B2-H2 and PC-6/B2-H4:
Before further flight after July 29, 2013 (the
effective date of this AD), incorporate the
maintenance requirements as specified in
Pilatus PC—6 Airworthiness Limitations,
Document No. 02334, Revision No. 3, dated
July 31, 2012, into your FAA-accepted
maintenance program.

(3) For all Models PC-6 airplanes: If the
actuator has accumulated 3,500 hours TIS or
more since new or last overhauled or 7 years
or more since new or last overhauled,
whichever occurs first, replacement of the
flap actuator (except part numbers
978.73.14.101 and 978.73.14.103) is I‘equired
within 350 hours TIS after July 29, 2013 (the
effective date of this AD) or 6 months after
July 29, 2013 (the effective date of this AD),
whichever occurs first. Actuators with less
than 3,500 hours TIS or 7 years since new or
last overhauled are covered by the ALS
requirement.

(g) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Standards Office,
FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. Send information to
ATTN: Doug Rudolph, Aerospace Engineer,
FAA, Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329-4059; fax: (816) 329—
4090; email: doug.rudolph@faa.gov. Before
using any approved AMOC on any airplane
to which the AMOC applies, notify your
appropriate principal inspector (PI) in the
FAA Flight Standards District Office (FSDO),
or lacking a PI, your local FSDO.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(h) Related Information

Refer to MCAI EASA AD No.: 2012—-0268,
dated December 19, 2012; and Pilatus PC-6
B2-H2/B2-H4 Airplane Maintenance Manual
(AMM); Document No. 01975, revision 17;
dated December 31, 2012, for related
information. For the Pilatus Aircraft Ltd.
related information use the contact
information found in paragraph (i)(3) of this
AD.

(i) 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) Chapter 04, Airworthiness Limitations,
dated July 31, 2012, of the Pilatus PC-6
Maintenance Manual.

(ii) Pilatus PC—6 Airworthiness
Limitations, Document No. 02334, Revision
No. 3, dated July 31, 2012.

(3) For Pilatus Aircraft Ltd. service
information identified in this AD, contact
Pilatus Aircraft Ltd., Customer Service
Manager, CH-6371 STANS, Switzerland;
telephone: +41 (0) 41 619 65 01; fax: +41 (0)
41 619 65 76; Internet: http://www.pilatus-
aircraft.com/#32.

(4) You may view this service information
at FAA, Small Airplane Directorate, 901
Locust, Kansas City, Missouri 64106. For
information on the availability of this
material at the FAA, call (816) 329—4148.

(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 Kansas City, Missouri, on May
22,2013.

Earl Lawrence,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 2013-14967 Filed 6-21-13; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2012-1327; Directorate
Identifier 2012—-NE—47—-AD; Amendment 39—
17478; AD 2013-12-01]

RIN 2120-AA64

Airworthiness Directives; Rolls-Royce
plc Turbofan Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for all
Rolls-Royce plc (RR) model RB211 Trent
76860, 772—60, and 772B—60 turbofan
engines. This AD was prompted by low-
pressure (LP) compressor blade partial
airfoil release events. This AD requires

a one-time ultrasonic inspection of LP
compressor blades that had
accumulated more than 2,500 flight

cycles (FC) since new. We are issuing
this AD to prevent LP compressor blade
airfoil separations, engine damage, and
damage to the airplane.

DATES: This AD becomes effective July
29, 2013. The Director of the Federal
Register approved the incorporation by
reference of certain publications listed
in this AD as of July 29, 2013.
ADDRESSES: The Docket Operations
office is located at Docket Management
Facility, U.S. Department of
Transportation, 1200 New Jersey
Avenue SE., West Building Ground
Floor, Room W12-140, Washington, DC
20590-0001.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office 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 Operations office (phone:
800—-647-5527) is provided in the
ADDRESSES section. Comments will be
available in the AD docket shortly after
receipt.

FOR FURTHER INFORMATION CONTACT:
Robert Green, Aerospace Engineer,
Engine Certification Office, FAA, Engine
& Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;
phone: 781-238-7754; fax: 781-238—
7199; email: robert.green@faa.gov.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on January 31, 2013 (78 FR
6749). That NPRM proposed to require
a one-time ultrasonic C-scan inspection
of LP compressor blades that have
accumulated more than 2,500 FC since
new. The European Aviation Safety
Agency (EASA) subsequently
superseded EASA AD 2012-0247, dated
November 20, 2012, by issuing EASA
AD 2013-0060, dated March 11, 2013,
to include a re-inspection requirement
for certain LP compressor blades that
were not inspected correctly.

The new mandatory continuing
airworthiness information (MCAI)
states:

Low-Pressure (LP) compressor partial
aerofoil blade release events have occurred in
service on RR Trent 700 engines. While
primary containment of the released sections
has been achieved in each case, some of the
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releases did exhibit secondary effects that are
considered to present a potential hazard.
Previously, expeditious actions by RR have
mitigated the risks presented by these effects,
by removal from service of batches of LP
compressor blades. However, some causal
factors still exist that are not fully
understood.

This condition, if not detected and
corrected, could lead to LP compressor blade
release with possible consequent loss of the
engine nose cowl, under cowl fires and
forward projection of secondary debris,
possibly resulting in damage to the aeroplane
and/or injury to persons on the ground.

To mitigate the risk of further partial fan
blade release events, RR issued Non-
Modification Service Bulletin (NMSB)
RB.211-72-G872, providing instructions for
an ultrasonic inspection of the affected LP
compressor blades to detect subsurface
anomalies in the aerofoil and, depending on
findings, replacement of LP compressor
blades.

To address this potential unsafe condition,
EASA issued AD 2012-0247 to require a one-
time inspection of the affected LP compressor
blades.

Since that AD was issued, a population of
LP compressor blades have been identified as
incorrectly inspected and therefore require
re-inspection. Consequently, RR issued
NMSB RB.211-72-H311 to provide the
instructions for this re-inspection.

For the reason described above, this AD
retains the requirements of EASA AD 2012—
0247, which is superseded, and adds, for the
affected group of LP compressor blades, a
one-time re-inspection.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comments received.

Request To Change Summary

RR requested that we change the
Summary to state that the AD would
require a one-time ultrasonic inspection
of LP compressor blades (without being
specific to C—scan). The reason for this
request is that RR issued Revision 2 to
NMSB RB.211-72-G872, dated March 8,
2013, which added phased array as an
alternative ultrasonic technique to G-
scan.

We agree. We changed the AD
Summary to state: ‘““This AD requires a
one-time ultrasonic inspection of LP
compressor blades that had . . .”

Request To Change Discussion

RR requested that we change the
Discussion to note that EASA AD 2012—
0247, dated November 20, 2012, was
superseded by EASA AD 2013-0060,
dated March 11, 2013, which includes
a re-inspection requirement for certain
LP compressor blades that were not
inspected correctly.

We agree. We referenced EASA AD
2013-0060, dated March 11, 2013 in the

Discussion and Related Information
paragraphs of this AD.

Request To Change Relevant Service
Information

RR requested that the Relevant
Service Information paragraph be
changed because they issued NMSB
RB.211-72-G872, Revision 2, dated
March 8, 2013. This NMSB adds phased
array ultrasonic inspection as an on-
wing or in-shop alternative to the C—-
scan inspection technique. Also,
because certain LP compressor blades
were not inspected correctly in
accordance with RR NMSB RB.211-72—
G872, Revision 1, dated July 2, 2012, RR
issued NMSB RB.211-72-H311, dated
March 8, 2013, to require re-inspection
of blades identified by serial number (S/
N). The accomplishment instructions
and compliance period for NMSB
RB.211-72-H311, dated March 8, 2013,
are identical to those of NMSB RB.211—
72—G872, Revision 2, dated March 8,
2013. Blades inspected to NMSB
RB.211-72-H311, dated March 8, 2013,
do not then need inspection to NMSB
RB.211-72-G872, Revision 2, dated
March 8, 2013.

We partially agree. We agree that RR
updated its service information. We do
not agree that the Relevant Service
Information paragraph be changed,
because that paragraph only exists in
the proposed AD (78 FR 6749, January
31, 2013). We did not change the AD.

Request To Change AD Requirements
Statement

RR requested that we replace the
requirements statement, of inspections
specific to C—scan, with a statement
requiring a one-time ultrasonic
inspection of LP compressor blades
(without being specific to C—scan).

We agree. We changed the AD
Summary to state that the AD requires
a one-time ultrasonic inspection of LP
compressor blades that had
accumulated more than 2,500 FC since
new.

Request To Change Compliance Time

RR requested that the compliance
time be changed from within 500 FC, to
within 500 FC or 10 months, whichever
is earlier. RR stated that this change is
necessary to ensure compliance within
a reasonable period of time.

We agree that a calendar end date is
appropriate for AD management, and for
that purpose, we agree 10 months is
appropriate. We changed the AD to
include the 10-month compliance end
date.

Request To Change Actions and
Compliance

RR requested that paragraph (e) of the
AD be changed to reflect the revised
inspection methods issued in RR NMSB
RB.211-72-G872, Revision 2, dated
March 8, 2013, to include a re-
inspection requirement for certain
blades provided by NMSB RB.211-72—
H311, dated March 8, 2013, and to
eliminate the requirement to remove the
LP compressor blades. RR stated that
these changes were needed because the
revised inspections in their service
information adds phased array
ultrasonic inspection and on-wing
inspection instructions. RR NMSB
RB.211-72-H311 introduces a re-
inspection requirement for blades that
were previously inspected incorrectly.
The on-wing phased array ultrasonic
inspection added by NMSB RB.211-72—
G872, Revision 2, dated March 8, 2013,
and included in NMSB RB.211-72—
H311, does not require removal of the
blades from the engine for inspection.

We agree. We changed paragraph (e)
of this AD to state the following:

For engines with LP compressor
blades that have 2,500 FC or more since
new or since last inspection using RR
NMSB RB.211-72-G702, dated May 23,
2011, perform an ultrasonic inspection
of each compressor blade within 500 FC
or within 10 months after the effective
date of this AD, whichever is sooner.
Use paragraphs 3.C through 3.H of RR
NMSB RB.211-72-G872, Revision 2,
dated March 8, 2013, to do the
inspection. You may do the on-wing
phased array ultrasonic inspection
added by NMSB RB.211-72-G872, and
included in NMSB RB.211-72-H311,
without removing the blades from the
engine for the inspection.

We added a Credit for Previous
Actions paragraph (g) of this AD, which
states that you may take credit for the
ultrasonic C—scan inspection of each LP
compressor blade if you performed the
inspection before the effective date of
this AD using RR NMSB RB.211-72—
G872, dated April 3, 2012, or Revision
1, dated July 2, 2012.

Request To Change Actions and
Compliance

RR requested that the Actions and
Compliance paragraph be changed from
“. . .donot install on an engine any LP
compressor blade . . .”to “. . . donot
install on an engine any replacement
blade . . .”. RR stated that the purpose
of this change was to avoid confusion in
the case that the blades are removed for
routine maintenance such as re-
lubrication of the blade root.

We partially agree. We agree that
blades removed for routine on-wing
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maintenance such as the re-lubrication
of the blade roots should not be subject
to the installation prohibition if they are
within the compliance period interval.
We do not agree with the use of the
word “‘replacement” as it is ambiguous.
We changed the Installation Prohibition
paragraph (f) of this AD to read: “After
the effective date of this AD, do not
install, on any engine, any LP
compressor blade that has 2,500 FC or
more since new or since last inspection
using RR NMSB RB.211-72-G702, dated
May 23, 2011, unless the LP compressor
blade has passed the ultrasonic
inspection required in paragraphs (e)(1)
or (e)(2) of this AD. LP compressor
blades that are removed for routine on-
wing maintenance such as blade root re-
lubrication that will subsequently be
reassembled into the engine are not
subject to this Installation Prohibition.”

Conclusion

We reviewed the available data,
including the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Costs of Compliance

We estimate that this AD will affect
56 engines installed on airplanes of U.S.
registry. We also estimate that it will
take about 38 hours per engine to
comply with this AD. The average labor
rate is $85 per hour. Based on these
figures, we estimate the cost of the AD
on U.S. operators to be $180,880.

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

We determined that 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 this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866,

(2) Is not a “significant rule” under
the DOT Regulatory Policies and
Procedures (44 FR 11034, February 26,
1979),

(3) Will not affect intrastate aviation
in Alaska to the extent that it justifies
making a regulatory distinction, 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.

We prepared a regulatory evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

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 AD:

2013-12-01 Rolls-Royce plc: Amendment
39-17478; Docket No. FAA-2012-1327;
Directorate Identifier 2012-NE-47—-AD.

(a) Effective Date

This airworthiness directive (AD) becomes
effective July 29, 2013.

(b) Affected ADs

None.
(c) Applicability

This AD applies to all Rolls-Royce plc (RR)
model RB211 Trent 768-60, 772—60, and
772B-60 turbofan engines.
(d) Reason

This AD was prompted by low-pressure
(LP) compressor blade partial airfoil release

events. We are issuing this AD to prevent LP
compressor blade airfoil separations, engine
damage, and damage to the airplane.

(e) Actions and Compliance

Unless already done, do the following
actions.

(1) Inspection of LP Compressor Blade On-
Wing or In-Shop

(i) For engines with LP compressor blades
that have 2,500 flight cycles (FC) or more
since new or since last inspection using RR
Non-Mandatory Service Bulletin (NMSB)
RB.211-72-G702, dated May 23, 2011,
perform an ultrasonic inspection of each LP
compressor blade within 500 FC or within 10
months after the effective date of this AD,
whichever is sooner.

(ii) Use paragraphs 3.C through 3.H of the
Accomplishment Instructions of RR NMSB
RB.211-72—-G872, Revision 2, dated March 8,
2013, to do the inspection.

(iii) You may do the on-wing phased array
ultrasonic inspection added by NMSB
RB.211-72—G872, Revision 2, dated March 8,
2013, and included in NMSB RB.211-72—
H311, without removing the blades from the
engine for the inspection.

(2) Re-Inspection of LP Compressor Blade
Identified by Serial Number (S/N)

(i) For engines with LP compressor blades
installed and identified by S/N in Appendix
1 of RR NMSB RB.211-72-H311, dated
March 8, 2013, and that have, on the effective
date of this AD, accumulated 2,500 FC since
new or since last inspection using RR NMSB
RB.211-72-G702, dated May 23, 2011,
perform an ultrasonic inspection of each LP
compressor blade.

(ii) The inspection, either on-wing or in-
shop, must be performed within 500 FC or
10 months, whichever is sooner, after the
effective date of this AD.

(iii) Use paragraphs 3.C through 3.H of the
Accomplishment Instructions of RR NMSB
RB.211-72-H311, dated March 8, 2013, to do
the inspection.

(f) Installation Prohibition

(1) After the effective date of this AD, do
not install, on any engine, any LP compressor
blade that has 2,500 FC or more since new
or since last inspection using RR NMSB
RB.211-72-G702, dated May 23, 2011, unless
the LP compressor blade has passed the
ultrasonic inspection required in paragraphs
(e)(1) or (e)(2) of this AD.

(2) LP compressor blades that are removed
for routine on-wing maintenance such as
blade root re-lubrication that will
subsequently be reassembled into the engine
are not subject to this Installation
Prohibition.

(g) Credit for Previous Actions

You may take credit for the ultrasonic C-
scan inspection of each compressor blade if
you performed the inspection before the
effective date of this AD using RR NMSB
RB.211-72-G872, dated April 3, 2012, or
Revision 1, dated July 2, 2012.
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(h) Alternative Methods of Compliance
(AMOCs)

The Manager, Engine Certification Office,
FAA, may approve AMOCs for this AD. Use
the procedures found in 14 CFR 39.19 to
make your request.

(i) Related Information

(1) For more information about this AD,
contact Robert Green, Aerospace Engineer,
Engine Certification Office, FAA, Engine &
Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;
phone: 781-238-7754; fax: 781-238-7199;
email: robert.green@faa.gov.

(2) European Aviation Safety Agency AD
2013-0060, dated March 11, 2013, pertains to
the subject of this AD. You may examine this
AD on the Internet at http://
ad.easa.europa.eu/ad/2013-0060.

(3) RR Non-Mandatory Service Bulletin
(NMSB) RB.211-72-G702, dated May 23,
2011, which is not incorporated by reference
in this AD, can be obtained from Rolls-Royce
plc using the contact information in
paragraph (j)(3) of this AD.

(j) 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) Rolls-Royce plc Non-Modification
Service Bulletin RB.211-72-H311, dated
March 8, 2013.

(ii) Rolls-Royce plc Non-Modification
Service Bulletin RB.211-72-G872, Revision
2, dated March 8, 2013.

(3) For Rolls-Royce plc service information
identified in this AD, contact Rolls-Royce
plc, P.O. Box 31, Derby DE24 8BJ, UK; phone:
44 (0) 1332 242424; fax: 44 (0) 1332 249936.

(4) You may view this service information
at FAA, Engine & Propeller Directorate, 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: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Burlington, Massachusetts, on
June 5, 2013.

Colleen M. D’Alessandro,

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

[FR Doc. 2013—-14922 Filed 6-21-13; 8:45 am]|
BILLING CODE 4910-13-P

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Parts 1216 and 1223

Safety Standards for Infant Walkers
and Infant Swings

AGENCY: Consumer Product Safety
Commission.

ACTION: Direct final rule.

SUMMARY: In accordance with section
104(b) of the Consumer Product Safety
Improvement Act of 2008 (CPSIA), also
known as the Danny Keysar Child
Product Safety Notification Act, the U.S.
Consumer Product Safety Commission
(Commission or CPSC) has published
consumer product safety standards for
numerous durable infant or toddler
products, including infant walkers and
infant swings. These standards
incorporated by reference the ASTM
voluntary standards associated with
those products, with some
modifications. In August 2011, Congress
enacted legislation which sets forth a
process for updating standards that the
Commission has issued under the
authority of the CPSIA. In accordance
with that process, the CPSC is
publishing this direct final rule, revising
the CPSC’s standards for infant walkers
and infant swings, to incorporate by
reference more recent versions of the
applicable ASTM standards.

DATES: The rule is effective on October
7, 2013, unless we receive significant
adverse comment by July 24, 2013. If we
receive timely significant adverse
comments, we will publish notification
in the Federal Register, withdrawing
this direct final rule before its effective
date. The incorporation by reference of
the publications listed in this rule is
approved by the Director of the Federal
Register as of October 7, 2013.

ADDRESSES: You may submit comments,
identified by Docket No. CPSC-2013—
0025, by any of the following methods:

Submit electronic comments in the
following way:

Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
To ensure timely processing of
comments, the Commission is no longer
accepting comments submitted by
electronic mail (email), except through
www.regulations.gov.

Submit written submissions in the
following way:

Mail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions),
preferably in five copies, to: Office of
the Secretary, Consumer Product Safety
Commission, Room 820, 4330 East West

Highway, Bethesda, MD 20814;
telephone (301) 504-7923.

Instructions: All submissions received
must include the agency name and
docket number for this notice. All
comments received may be posted
without change, including any personal
identifiers, contact information, or other
personal information provided, to
http://www.regulations.gov. Do not
submit confidential business
information, trade secret information, or
other sensitive or protected information
electronically. Such information should
be submitted in writing.

FOR FURTHER INFORMATION CONTACT: For
information related to the infant walkers
standard, contact Carolyn Manley,
Office of Compliance and Field
Operations, Consumer Product Safety
Commission, 4330 East West Highway,
Bethesda, MD 20814—-4408; telephone
(301) 504—7607; cmanley@cpsc.gov. For
information related to the infant swings
standard, contact Keysha L. Watson,
Office of Compliance and Field
Operations, Consumer Product Safety
Commission, 4330 East West Highway,
Bethesda, MD 20814—4408; telephone
(301) 504-6820; kwatson@cpsc.gov.

SUPPLEMENTARY INFORMATION:

A. Background

The Danny Keysar Child Product
Safety Notification Act. The Consumer
Product Safety Improvement Act of
2008 (CPSIA, Pub. L. 110-314) was
enacted on August 14, 2008. Section
104(b) of the CPSIA, also known as the
Danny Keysar Child Product Safety
Notification Act, requires the
Commission to promulgate consumer
product safety standards for durable
infant or toddler products. The law
requires that these standards are to be
“substantially the same as’” applicable
voluntary standards or more stringent
than the voluntary standards if the
Commission concludes that more
stringent requirements would further
reduce the risk of injury associated with
the product. Under the statute, the term
“durable infant or toddler product”
explicitly includes infant walkers and
infant swings. In accordance with
section 104(b), the Commission has
published safety standards for these
products that incorporate by reference
the relevant ASTM standards, with
certain modifications that make the
voluntary standard more stringent.

Public Law 112-28. On August 12,
2011, Congress enacted P.L. 112-28,
amending and revising several
provisions of the CPSIA, including the
Danny Keysar Child Product Safety
Notification Act. The revised provision
sets forth a process for updating CPSC’s
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durable and infant or toddler standards
when the voluntary standard upon
which the CPSC standard was based is
changed. This provision states:

If an organization revises a standard that
has been adopted, in whole or in part, as a
consumer product safety standard under this
subsection, it shall notify the Commission.
The revised voluntary standard shall be
considered to be a consumer product safety
standard issued by the Commission under
section 9 of the Consumer Product Safety Act
(15 U.S.C. 2058), effective 180 days after the
date on which the organization notifies the
Commission (or such later date specified by
the Commission in the Federal Register)
unless, within 90 days after receiving that
notice, the Commission notifies the
organization that it has determined that the
proposed revision does not improve the
safety of the consumer product covered by
the standard and that the Commission is
retaining the existing consumer product
safety standard.

Public Law 112-28, section 3.

Notification and Review of Revisions.
On April 10, 2013, ASTM notified CPSC
of ASTM’s approval and publication of
revisions to ASTM F977, Standard
Consumer Safety Specification for Infant
Walkers and ASTM F2088, Standard
Consumer Safety Specification for Infant
Swings. In its notification, ASTM stated
that revisions to these standards have
occurred since the Commission adopted
the earlier versions of the standards as
CPSC mandatory standards.

The Commission has reviewed the
revisions. As explained below, ASTM’s
revisions to its standards for infant
walkers and infant swings make these
revised ASTM standards nearly the
same as the CPSC-mandated standards
for these products. In accordance with
Public Law 112-28, the revised standard
shall be considered a consumer product
safety rule unless the Commission
notifies ASTM that these revisions do
not improve the safety of these
consumer products and that the
Commission is retaining the existing
standard. Because the Commission
declines to make such a notification to
ASTM, we are publishing this direct
final rule, revising the incorporation by
reference included in each of these rules
so that they will accurately reflect the
revised version of the relevant ASTM
standards.

B. Revisions to the Particular ASTM
Standards

1. Infant Walkers

On June 21, 2010, the Commission
published a final rule issuing a safety
standard for infant walkers that
incorporated by reference ASTM F977—
07, Standard Consumer Specification
for Infant Walkers, with 22

modifications to make the standard
more stringent. 75 FR 35266.

ASTM notified CPSC that the current
version of the ASTM standard for infant
walkers is ASTM F977-12, which was
approved on May 1, 2012, and
published in May 2012. There have
been four revisions to ASTM F977 since
publication of ASTM F977-07:

e ASTM F977-09, approved on
November 1, 2009, and published in
December 2009;

e ASTM F977-11a, approved on
September 26, 2011, and also published
in September 2011;

e ASTM F977-11b, approved on
December 1, 2011, and published in
January 2012; and

e ASTM F977-12 approved on May 1,
2012 and also published in May 2012.
The first two revisions referenced above
contain changes that matched closely or
identically the various modifications
included in 16 CFR part 1216. The latter
two revisions of ASTM F977 contain
changes to the standard that were not
included in 16 CFR part 1216.

As revised, ASTM F977-12 differs
from 16 CFR part 1216 in the following
ways:

e ASTM F977-12 includes a revised
forward stability test procedure that is
needed for testing certain style walkers;

e Two references to federal
regulations that are no longer valid were
removed from ASTM F977-12, as well
as a requirement that was written in the
standard twice;

e A few sections in ASTM F977-12
have modified language that corrects
errors or adds clarity to the section; and

e Other minor editorial changes were
made throughout the standard, as
needed.

Most of these changes are editorial in
nature. The change to the forward
stability test procedure adds a new step
to the test procedure that enables test
laboratories to test certain styles of
walkers more effectively. This
additional step requires the test
laboratory to exchange the specified
aluminum stop with one that is
“suitable” to complete the test. Because
these changes make the revised ASTM
standard nearly the same as the CPSC
mandatory standard for walkers, the
Commission declines to notify ASTM
that it is retaining the existing standard
and therefore, in accordance with P.L.
112-28, the revised ASTM standard for
infant walkers becomes the new CPSC
standard 180 days from the date the
CPSC received notification of the
revision from ASTM. This rule revises
the incorporation by reference at 16 CFR
part 1216, to reference the revised
ASTM standard.

2. Infant Swings

On November 7, 2012, the
Commission published a final rule
issuing a standard for infant swings that
incorporated by reference ASTM
F2088-12a, with two modifications to
make the standard more stringent. 77 FR
66703.

ASTM notified CPSC that the current
version of the ASTM standard for infant
swings is ASTM F2088-13, which was
approved on January 15, 2013, and
published in February 2013. ASTM
F2088-13 is the first revision since 16
CFR part 1223 was published. The
changes to the ASTM standard were
made specifically to bring the standard
into accord with CPSC’s regulation.
These changes were made to address
three sections of the standard:

e Mobile Attachment Strength (7.12);

e Warning labels (8.3.1); and

¢ Instructional Literature (9.2).

The changes made to the mobile
attachment strength section of the
standard update the testing
requirements to bring testing into
accordance with the CPSC regulation.
The other changes to this section are
editorial and include removing
references to the previous test fixture
and renumbering the figures to place the
figure of the new Hinged Weight Gage—
Infant before the other test figures.
ASTM F2088-13 revises the warning
label requirements that were in ASTM
F2088-12a to bring the standard into
accord with CPSC’s regulation. There
are two differences between these
changes and CPSC’s regulation. First,
ASTM switched the order of the first
two warnings. The CPSC regulation
places the adjustable seat recline
warning before the fall and
strangulation warning. Second, in the
warning about the adjustable seat
recline, the CPSC regulation includes
the statement: “Young infants have
limited head and neck control.” To
reduce the amount of information on the
warning label, ASTM removed that
statement from the warning but left it in
the instructional literature. The
statement was intended to provide more
clarification; however, the same
information is implied by other
references to head control in the
warning, so limiting that statement to
the instructional literature as ASTM has
done in F2088-13 is acceptable.

Because the Commission declines to
notify ASTM that it is retaining the
existing standard, in accordance with
Public Law 112-28, the revised ASTM
standard for infant swings becomes the
new CPSC standard 180 days from the
date we received notification of the
revision from ASTM. This rule revises
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the incorporation by reference at 16 CFR
part 1223 to reference the revised ASTM
standard.

C. Direct Final Rule Process

The Commission is issuing this rule
as a direct final rule. Although the
Administrative Procedure Act (APA)
generally requires notice and comment
rulemaking, section 553 of the APA
provides an exception when the agency,
for good cause, finds that notice and
public procedure are “impracticable,
unnecessary, or contrary to the public
interest.” The Commission concludes
that in the context of these revisions to
ASTM standards upon which CPSC’s
durable infant or toddler product
standards are based, notice and
comment is not necessary. Public Law
112-128 provides for updating of
durable infant or toddler product
standards that the Commission issues
under the Danny Keysar Child Product
Safety Notification Act, if ASTM revises
the underlying voluntary standard and
the Commission does not determine that
the revision ‘“does not improve the
safety of the consumer product covered
by the standard.”

Without Commission action to update
the incorporation by reference in the
CPSC’s mandated standards, the
standard published in the Code of
Federal Regulations will not reflect the
revised ASTM standard that will be in
effect by operation of law under Public
Law 112-28. Thus, the Commission
believes that issuance of a rule revising
the incorporation by reference in these
circumstances is appropriate. However,
little would be gained by allowing
public comment because Public Law
112-28 requires that the CPSC’s
mandatory standard must change to the
revised voluntary standard (unless the
Commission has made the requisite
finding concerning safety).

In Recommendation 95—4, the
Administrative Conference of the
United States (ACUS) endorsed direct
final rulemaking as an appropriate
procedure to expedite promulgation of
rules that are noncontroversial and that
are not expected to generate significant
adverse comment. See 60 FR 43108
(August 18, 1995).

Thus, the Commission is publishing
this rule as a direct final rule because
we do not expect any significant adverse
comments. Revising the references to
the ASTM standards reflects what
occurs by operation of law under Public
Law 112-28. Therefore, there is little for
the public to comment upon. Unless we
receive a significant adverse comment
within 30 days, the rule will become
effective on October 7, 2013. In
accordance with ACUS’s

recommendation, the Commission
considers a significant adverse comment
to be one where the commenter explains
why the rule would be inappropriate,
including an assertion challenging the
rule’s underlying premise or approach,
or a claim that the rule would be
ineffective or unacceptable without
change. Should the Commission receive
a significant adverse comment, the
Commission would withdraw this direct
final rule. Depending on the comments
and other circumstances, the
Commission may then incorporate the
adverse comment into a subsequent
direct final rule or publish a notice of
proposed rulemaking providing an
opportunity for public comment.

D. Effective Date

Under the procedure set forth in
Public Law 112-28, when a voluntary
standard organization revises a standard
upon which a consumer product safety
standard issued under the Danny Keysar
Child Product Safety Notification Act
was based, the revision becomes the
CPSC standard within 180 days of
notification to the Commission, unless
the Commission determines that the
revision does not improve the safety of
the product, or the Commission sets a
later date in the Federal Register. In
accordance with this provision, this rule
establishes an effective date that is 180
days after we received notification from
ASTM of revisions to these standards.
As discussed in the preceding section,
this is a direct final rule. Unless the
Commission receives a significant
adverse comment within 30 days, the
rule will become effective on October 7,
2013.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires that agencies review
proposed and final rules for their
potential economic impact on small
entities, including small businesses, and
prepare regulatory flexibility analyses. 5
U.S.C. 603 and 604. The changes to the
incorporation by reference in the infant
walkers and infant swings standards
will not result in any substantive
changes to the standards. Therefore, this
rule will not have any economic impact
on small entities.

F. Environmental Considerations

The Commission’s regulations
provide a categorical exclusion for the
Commission’s rules from any
requirement to prepare an
environmental assessment or an
environmental impact statement
because they “have little or no potential
for affecting the human environment.”
16 CFR 1021.5(c)(2). This rule falls

within the categorical exclusion, so no
environmental assessment or
environmental impact statement is
required.

G. Paperwork Reduction Act

Both the infant walkers standard and
the infant swings standard contain
information collection requirements
under the Paperwork Reduction Act of
1995 (44 U.S.C. 3501-3520). No changes
have been made to those sections of the
standards. Thus, these revisions will not
have any effect on the information
collection requirements related to those
standards.

H. Preemption

Section 26(a) of the CPSA, 15 U.S.C.
2075(a), provides that where a
“consumer product safety standard
under [the Consumer Product Safety Act
(CPSA)]” is in effect and applies to a
product, no state or political
subdivision of a state may either
establish or continue in effect a
requirement dealing with the same risk
of injury unless the state requirement is
identical to the federal standard.
(Section 26(c) of the CPSA also provides
that states or political subdivisions of
states may apply to the Commission for
an exemption from this preemption
under certain circumstances.) The
Danny Keysar Child Product Safety
Notification Act (at section 104(b)(1)(B)
of the CPSIA) refers to the rules to be
issued under that section as ‘““consumer
product safety standards,” thus,
implying that the preemptive effect of
section 26(a) of the CPSA would apply.
Therefore, a rule issued under section
104 of the CPSIA will invoke the
preemptive effect of section 26(a) of the
CPSA when it becomes effective.

I. Certification

Section 14(a) of the CPSA imposes the
requirement that products subject to a
consumer product safety rule under the
CPSA, or to a similar rule, ban,
standard, or regulation under any other
act enforced by the Commission, be
certified as complying with all
applicable CPSC requirements. 15
U.S.C. 2063(a). Such certification must
be based on a test of each product, or
on a reasonable testing program or, for
children’s products, on tests on a
sufficient number of samples by a third
party conformity assessment body (test
laboratory) accredited by the
Commission to test according to the
applicable requirements. As noted in
the preceding discussion, standards
issued under section 104(b)(1)(B) of the
CPSIA are “consumer product safety
standards.” Thus, they are subject to the
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testing and certification requirements of
section 14 of the CPSA.

Because infant walkers and infants
swings are children’s products, they
must be tested by a third party
conformity assessment body whose
accreditation has been accepted by the
Commission. They also must comply
with all other applicable CPSC
requirements, such as the lead content
requirements of section 101 of the
CPSIA, the tracking label requirement in
section 14(a)(5) of the CPSA, and the
consumer registration form
requirements in the Danny Keysar Child
Product Safety Notification Act.

J. Notice of Requirements

In accordance with section
14(a)(3)(B)(iv) of the CPSIA, the
Commission has previously published
notices of requirements for accreditation
of third party conformity assessment
bodies for testing infant walkers (75 FR
35282 (June 21, 2010)) and infant
swings (78 FR 15836 (March 12, 2013)).
The notices of requirements provided
the criteria and process for our
acceptance of accreditation of third
party conformity assessment bodies for
testing infant walkers to 16 CFR part
1216 (which incorporated ASTM F977—
07 with modifications) and for testing
infant swings to 16 CFR part 1223
(which incorporated ASTM F2088-12a
with modifications). This rule revises
the references to the standards that are
incorporated by reference in the CPSC’s
infant walkers and infant swings
standards.

1. Infant Walkers

As discussed previously, the revised
ASTM F977-12 standard for infant
walkers is nearly the same as the infant
walkers standard that the Commission
mandated, with one exception regarding
an alternative test method. Section
7.3.2.4 of ASTM F977-12 has added a
new alternative test method concerning
the forward stability test procedure that
would affect how a third party
assessment body would test certain
styles of walkers. The revised test
procedure was added to the ASTM
standard because testing laboratories
were having difficultly completing the
forward stability test on certain styles of
walkers. The test method requires that
the walkers be manually tipped over.
This is accomplished by blocking the
walker up against a specified aluminum
stop and then applying a horizontal
force to the walker until it tips over. The
amount of force required to tip the
walker over determines whether the
walker passes or fails the requirement.
With certain styles of walkers, the
aluminum stop that is specified in the

standard is ineffective, and the walker
will not tip over, but rather, the wheels
lift and “jump”’ the stop. Therefore,
ASTM added an additional step in the
test procedure for walkers that will not
tip over during the procedure specified
in section 7.3.2.4 of the revised
standard. This additional step requires
the third party conformity assessment
body to exchange the specified
aluminum stop with one that is
“suitable” to complete the test.

Thus, revising the infant walkers
reference will necessitate, in limited
circumstances, one change in the way
that third party conformity assessment
bodies are testing walkers for
compliance to the CPSC standard.
However, the Commission considers the
existing accreditations that the
Commission has accepted for testing to
the infant walkers standard to continue
to be acceptable because the original test
method for ASTM F977-07 remains
unchanged in ASTM F977-12 for most
walkers that undergo the test. The
existing NOR remains in place for
ASTM F977, and CPSC-accepted third
party conformity assessment bodies are
expected to update the scope of their
accreditation to reflect ASTM F977-12
in the normal course of renewing their
accreditation. Third party conformity
assessment bodies that are currently
accepted by the CPSC to test for ASTM
F977-07 may conduct testing for the
alternative test method in ASTM F977—
12 before having updated their scope of
accreditation under the normal renewal
process.

2. Infant Swings

As discussed previously, the revised
standard for infant swings, ASTM
F2088-13, is nearly the same as the
infant swings standard that the
Commission mandated. The principal
difference is in requirements for the
warning label. This would not
necessitate any change in the way that
a test laboratory would test the product.
Thus, revising the reference to specify
ASTM F2088-13 will not necessitate
any change in the way that third party
conformity assessment bodies are
testing infant swings for compliance to
CPSC the standard. Therefore, the NOR
does not require modification, and the
Commission considers the existing
accreditations that the Commission has
accepted for testing to the ASTM
F2088-12a infant swings standard also
to cover testing to the revised standard,
ASTM F2088-13.

List of Subjects in 16 CFR Parts 1216
and 1223

Consumer protection, Incorporation
by reference, Imports, Infants and

children, Law enforcement, Safety,
Toys.

For the reasons stated above, the
Commission amends Title 16 CFR
chapter II as follows:

PART 1216—SAFETY STANDARD FOR
INFANT WALKERS

m 1. The authority citation for part 1216
is revised to read as follows:

Authority: The Consumer Product Safety
Improvement Act of 2008, Pub. L. 110-314,
Sec. 104, 122 Stat. 3016 (August 14, 2008);
section 3 of Pub. L. 112-28, 125 Stat. 273
(August 12, 2011).

m 2. Revise § 1216.2 to read as follows:

§1216.2 Requirements for infant walkers.
Each infant walker shall comply with
all applicable provisions of ASTM
F977-12, Standard Consumer Safety
Specification for Infant Walkers,
approved on May 1, 2012. The Director
of the Federal Register approves the
incorporation by reference listed in this
section in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. You may
obtain a copy of these ASTM standards
from ASTM International, 100 Barr
Harbor Drive, PO Box C700, West
Conshohocken, PA 19428-2959 USA,
telephone: 610-832-9585; http://
www.astm.org/. You may inspect copies
at the Office of the Secretary, U.S.
Consumer Product Safety Commission,
Room 820, 4330 East West Highway,
Bethesda, MD 20814, telephone 301-
504—7923, or 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/
code of federal regulations/
ibr locations.html.

PART 1223—SAFETY STANDARD FOR
INFANT SWINGS

m 3. The authority citation for part 1223
is revised to read as follows:

Authority: The Consumer Product Safety
Improvement Act of 2008, Pub. L. 110-314,
Sec. 104, 122 Stat. 3016 (August 14, 2008);
section 3 of Pub. L. 112-28, 125 Stat. 273
(August 12, 2011).

m 4. Revise § 1223.2 to read as follows:

§1223.2 Requirements for infant swings.

Each infant swing shall comply with
all applicable provisions of ASTM
F2088-13, Standard Consumer Safety
Specification for Infant Swings,
approved on January 15, 2013. The
Director of the Federal Register
approves this incorporation by reference
in accordance with 5 U.S.C. 552(a) and
1 CFR part 51. You may obtain a copy
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from ASTM International, 100 Barr
Harbor Drive, PO Box 0700, West
Conshohocken, PA 19428; telephone
610-832-9585; www.astm.org. You may
inspect a copy at the Office of the
Secretary, U.S. Consumer Product
Safety Commission, Room 820, 4330
East West Highway, Bethesda, MD
20814, telephone 301-504-7923, or 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/

code of federal regulations/

ibr locations.html.

Dated: June 19, 2013.
Todd A. Stevenson,

Secretary, U.S. Consumer Product Safety
Commission.

[FR Doc. 2013—-14991 Filed 6—21-13; 8:45 am]|
BILLING CODE 6355-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2013-0020]

Safety Zone; Milwaukee Air and Water
Show; Lake Michigan; Milwaukee, WI

AGENCY: Coast Guard, DHS.

ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the safety zone on Lake Michigan in
Milwaukee, Wisconsin for the
Milwaukee Air and Water Show. This
action is necessary and intended to
ensure safety of life on the navigable
waters during the 2013 Milwaukee Air
and Water Show. During the
aforementioned periods, the Coast
Guard will enforce restrictions upon,
and control movement of, vessels in the
safety zone. No person or vessel may
enter the safety zone while it is being
enforced without permission of the
Captain of the Port, Lake Michigan.
DATES: This zone will be enforced from
8:30 a.m. until 5 p.m. on each day of
July 31 and August 1, 2, 3, and 4, 2013.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this notice, call
or email MST1 Joseph McCollum,
Prevention Department, Coast Guard
Sector Lake Michigan, Milwaukee, WT at
(414) 747-7148, email
joseph.p.mccollum@uscg.mil.

SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the safety zone listed

in 33 CFR 165.929(a)(42) as well as the
general regulations in 33 CFR 165.929,
Safety Zones; Annual events requiring
safety zones in the Captain of the Port
Lake Michigan zone, for the Milwaukee
Air and Water Show. This zone will be
enforced from 8:30 a.m. until 5 p.m. on
each day of July 31 and August 1, 2, 3,
and 4, 2013.

All vessels must obtain permission
from the Captain of the Port, Lake
Michigan, or his or her on-scene
representative to enter, move within, or
exit a safety zone. Requests must be
made in advance and approved by the
Captain of the Port before transits will
be authorized. Approvals will be
granted on a case by case basis. Vessels
and persons granted permission to enter
the safety zone shall obey all lawful
orders or directions of the Captain of the
Port, Lake Michigan, or a designated
representative. While within a safety
zone, all vessels shall operate at the
minimum speed necessary to maintain a
safe course.

This notice is issued under authority
of 33 CFR 165.929, Safety Zones;
Annual events requiring safety zones in
the Captain of the Port Lake Michigan
zone and 5 U.S.C. 552(a). In addition to
this notice in the Federal Register, the
Coast Guard will provide the maritime
community with advance notification of
this event via Broadcast Notice to
Mariners or Local Notice to Mariners. If
the Captain of the Port determines that
the enforcement of these safety zones
need not occur as stated in this notice,
he or she might suspend such
enforcement and notify the public of the
suspension via a Broadcast Notice to
Mariners. The Captain of the Port, Lake
Michigan, or his or her on-scene
representative may be contacted via
VHF Channel 16.

Dated: June 3, 2013.
M.W. Sibley,

Captain, U.S. Coast Guard, Captain of the
Port, Lake Michigan.

[FR Doc. 2013-14954 Filed 6-21-13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—2013-0386]
RIN 1625-AA00

Safety Zone; Wicomico Community
Fireworks Rain Date, Great Wicomico
River, Heathsville, VA

AGENCY: Coast Guard, DHS.

ACTION: Temporary Final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the Great Wicomico River in the vicinity
of Mila, VA for the Wicomico
Community Fireworks event Rain Date.
This action is necessary to provide for
the safety of life on navigable waters
during the Wicomico Community
Fireworks event. This action is intended
to restrict vessel traffic movement on
the Great Wicomico River to protect
mariners from the hazards associated
with fireworks displays.

DATES: This rule is effective on July 7,
2013, from 9 p.m. to 10 p.m.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG-2013—
0386 and are available online by going
to http://www.regulations.gov, inserting
USCG-2013-0386 in the “Keyword”
box, and then clicking “Search.” They
are also available for inspection or
copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, 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 FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or email LCDR Hector Cintron,
Waterways Management Division Chief,
Sector Hampton Roads, Coast Guard;
telephone 757-668-5581, email
Hector.L.Cintron@uscg.mil. If you have
questions on viewing the docket, call
Barbara Hairston, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

A. Regulatory History and Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because it
would be impracticable. The Coast
Guard did not learn of the need for a
rain date until insufficient time
remained before the fireworks display.
As such, it is impracticable because
immediate action is necessary to
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provide for the safety of life and
property on navigable waters.

Under 5 U.S.C. 553(d)(3), for the same
reasons as noted earlier, the Coast Guard
finds that good cause exists for making
this rule effective less than 30 days after
publication in the Federal Register.
Delaying the effective date would be
impracticable and contrary to the public
interest since immediate action is
needed to ensure the safety of the event
participants, spectator craft, and other
vessels transiting the event area.

B. Background and Purpose

On July 4, 2013, the Wicomico
Community Fireworks, LLC will
sponsor a fireworks display. If the
scheduled event is cancelled on July 4,
2013, the event will instead take place
on July 7, 2013. The fireworks display
will be held on the Great Wicomico
River in the vicinity of Heathsville, VA.
Due to the need to protect mariners and
spectators from the hazards associated
with the fireworks display, access to the
Great Wicomico River will be
temporarily restricted.

C. Discussion of the Rule

The Coast Guard is establishing a
safety zone on specified waters of the
Great Wicomico River in the vicinity of
Heathsville, Virginia. The fireworks will
be launched from land adjacent to the
Great Wicomico River and the safety
zone is intended to protect mariners
from any fall out that may enter the
water. This safety zone will encompass
all navigable waters within 420 feet of
the fireworks launching platform
located at position 37°50"31” N/
076°19’42” W. This safety zone will be
established during the Wicomico
Community Fireworks event and will be
enforced from 9 p.m. until 10 p.m. on
July 7, 2013. Access to the safety zone
will be restricted during the specified
date and times. Except for individuals
responsible for launching the fireworks
and vessels authorized by the Captain of
the Port or his Representative, no person
or vessel may enter or remain in the
regulated area.

D. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on these statutes or executive
orders.

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs

and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. Although this regulation restricts
access to the safety zone, the effect of
this rule will not be significant because:
(i) The safety zone will be in effect for

a limited duration; (ii) the zone is of
limited size; (iii) mariners may transit
the waters in and around this safety
zone at the discretion of the Captain of
the Port or designated representative;
and (iv), the Coast Guard will make
notifications via maritime advisories so
mariners can adjust their plans
accordingly.

2. Impact on Small Entities

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

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

The rule would affect the following
entities, some of which might be small
entities: The owners or operators of
vessels intending to transit or anchor in
that portion of the Great Wicomico
River from 9 p.m. until 10 p.m. on July
7,2013.

This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the following reasons: (i) The safety
zone will only be in place for a limited
duration. (ii) Before the enforcement
period of July 7, 2013, maritime
advisories will be issued allowing
mariners to adjust their plans
accordingly. (iii) This regulation will
only be enforced if inclement weather
caused the cancellation of the fireworks
display currently scheduled for July 4,
2013.

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

3. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),

we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—
888—REG-FAIR (1-888-734-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

4. Collection of Information

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

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

6. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to contact the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

7. Unfunded Mandates Reform Act

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

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

9. Civil Justice Reform

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

10. Protection of Children

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

11. Indian Tribal Governments

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

12. Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “‘significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

13. Technical Standards

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

14. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in

complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions which do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves establishing a temporary safety
zone. An environmental analysis
checklist and a categorical exclusion
determination will be available in the
docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and record keeping
requirements, Security measures, and
Waterways.

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1231; 46 U.S.C.
Chapter 701; 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04—-1, 6.04—6 and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1

m 2. Add § 165.T05—-0386, to read as
follows:

§165.T05-0386 Safety Zone; Wicomico
Community Fireworks Rain Date, Great
Wicomico River, Mila, VA

(a) Regulated area. The following area
is a safety zone: Specified waters of the
Great Wicomico River located within a
420 foot radius of the fireworks display
at approximate position 37°50°31” N/
076°19’42” W in Heathsville, VA.

(b) Definition. For purposes of
enforcement of this section, Captain of
the Port Representative means any U.S.
Coast Guard commissioned, warrant or
petty officer who has been authorized
by the Captain of the Port, Hampton
Roads, Virginia to act on his behalf.

(c) Regulation. (1) In accordance with
the general regulations in 165.23 of this
part, entry into this zone is prohibited
unless authorized by the Captain of the
Port, Hampton Roads or his designated
representatives.

(2) The operator of any vessel in the
immediate vicinity of this safety zone
shall:

(i) Stop the vessel immediately upon
being directed to do so by any
commissioned, warrant or petty officer
on board a vessel displaying a U.S.
Coast Guard Ensign; and

(ii) Proceed as directed by any
commissioned, warrant or petty officer
on board a vessel displaying a U.S.
Coast Guard Ensign.

(3) The Captain of the Port, Hampton
Roads, Virginia can be contacted at
telephone number (757) 638—6637.

(4) U.S. Coast Guard vessels enforcing
the safety zone can be contacted on
VHF-FM marine band radio, channel 13
(156.65 MHz) and channel 16 (156.8
MHz).

(d) Enforcement period. This
regulation will be enforced from 9 p.m.
until 10 p.m. on July 7, 2013, if the
event is cancelled on July 4, 2013.

Dated: June 3, 2013.
John K. Little,

Captain, U.S. Coast Guard, Captain of the
Port Hampton Roads.

[FR Doc. 2013-14955 Filed 6—-21-13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG-2013-0020]
Safety Zone; Chicago Match Cup Race;
Lake Michigan; Chicago, IL

AGENCY: Coast Guard, DHS.

ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the safety zone on Lake Michigan near
Chicago, lllinois for the 2013 AWMRT
Chicago Match Cup Race. This zone will
be enforced from 8 a.m. until 8 p.m. on
each day of August 6, 7, 8, 9, 10, and
11, 2013. This action is necessary and
intended to ensure safety of life on the
navigable waters during the 2013
AWMRT Chicago Match Cup. During
the aforementioned periods, the Coast
Guard will enforce restrictions upon,
and control movement of, vessels in the
safety zone. No person or vessel may
enter the safety zone while it is being
enforced without permission of the
Captain of the Port, Lake Michigan.
DATES: This regulation will be enforced
at the dates and times listed in the
SUPPLEMENTARY INFORMATION section of
this notice.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this notice, call
or email MST1 Joseph McCollum,
Prevention Department, Coast Guard
Sector Lake Michigan, Milwaukee, WT at
(414) 747-7148, email
joseph.p.mccollum@uscg.mil.
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SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the safety zone listed
in 33 CFR 165.929(a)(76) as well as the
general regulations in 33 CFR 165.929,
Safety Zones; Annual events requiring
safety zones in the Captain of the Port
Lake Michigan zone, for the 2013
AWMRT Chicago Match Cup. This zone
will be enforced from 8 a.m. until 8 p.m.
on each day of August 6, 7, 8, 9, 10, and
11, 2013.

All vessels must obtain permission
from the Captain of the Port, Lake
Michigan, or the on-scene representative
to enter, move within, or exit a safety
zone. Vessels and persons granted
permission to enter the safety zone shall
obey all lawful orders or directions of
the Captain of the Port, Lake Michigan,
or a designated representative. Vessels
that wish to transit through the safety
zones may request permission from the
Captain of the Port Lake Michigan.
Requests must be made in advance and
approved by the Captain of the Port
before transits will be authorized.
Approvals will be granted on a case by
case basis. While within a safety zone,
all vessels shall operate at the minimum
speed necessary to maintain a safe
course.

This notice is issued under authority
of 33 CFR 165.929(a)(76), and 5 U.S.C.
552(a). In addition to this notice in the
Federal Register, the Coast Guard will
provide the maritime community with
advance notification of this event via
Broadcast Notice to Mariners that the
regulation is in effect. If the Captain of
the Port determines that the
enforcement of these safety zones need
not occur as stated in this notice, he or
she might suspend such enforcement
and notify the public of the suspension
via a Broadcast Notice to Mariners. The
Captain of the Port, Lake Michigan, or
his or her on-scene representatives may
be contacted on channel 16, VHF-FM.

Dated: June 3, 2013.
M.W. Sibley,

Captain, U.S. Coast Guard, Captain of the
Port, Lake Michigan.

[FR Doc. 2013-14956 Filed 6—-21-13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard
33 CFR Part 165
[Docket No. USCG-2013-0020]

Safety Zone; Chicago Air and Water
Show; Lake Michigan; Chicago, IL

AGENCY: Coast Guard, DHS.

ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the safety zone on Lake Michigan near
Chicago, Illinois for the Chicago Air and
Water Show. This zone will be enforced
from 8:30 a.m. until 5 p.m. on each day
of August 14, 15, 16, 17, and 18, 2013.
This action is necessary and intended to
ensure safety of life on the navigable
waters during the 2013 Chicago Air and
Water Show. During the aforementioned
periods, the Coast Guard will enforce
restrictions upon, and control
movement of, vessels in the safety zone.
No person or vessel may enter the safety
zone while it is being enforced without
permission of the Captain of the Port,
Lake Michigan.

DATES: This regulation will be enforced
at the dates and times listed in the
SUPPLEMENTARY INFORMATION section of
this notice.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this notice, call
or email MST1 Joseph McCollum,
Prevention Department, Coast Guard
Sector Lake Michigan, Milwaukee, WI at
(414) 747-7148, email
joseph.p.mccollum@uscg.mil.

SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the safety zone listed
in 33 CFR 165.929(a)(63) as well as the
general regulations in 33 CFR 165.929,
Safety Zones; Annual events requiring
safety zones in the Captain of the Port
Lake Michigan zone, for the Chicago Air
and Water Show. This zone will be
enforced from 8:30 a.m. until 5 p.m. on
each day of August 14, 15, 16, 17, and
18, 2013.

All vessels must obtain permission
from the Captain of the Port, Lake
Michigan, or his or her on-scene
representative to enter, move within, or
exit the safety zone. Vessels and persons
granted permission to enter the safety
zone shall obey all lawful orders or
directions of the Captain of the Port,
Lake Michigan, or a designated
representative. Vessels that wish to
transit through the safety zones may
request permission from the captain of
the Port Lake Michigan. Requests must
be made in advance and approved by
the Captain of the Port before transits
will be authorized. Approvals will be
granted on a case by case basis. While
within the safety zone, all vessels shall
operate at the minimum speed
necessary to maintain a safe course.

This notice is issued under authority
of 33 CFR 165.929(a)(63), Safety Zones;
Annual events requiring safety zones in
the Captain of the Port Lake Michigan
zone and 5 U.S.C. 552(a). In addition to
this notice in the Federal Register, the

Coast Guard will provide the maritime
community with advance notification of
this event via Broadcast Notice to
Mariners or Local Notice to Mariners. If
the captain of the Port determines that
the enforcement of these safety zones
need not occur as stated in this notice,
he or she might suspend such
enforcement and notify the public of the
suspension via a Broadcast Notice to
Mariners. The Captain of the Port, Lake
Michigan, or his or her on-scene
representative may be contacted via
VHF Channel 16.

Dated: June 3, 2013.
M.W. Sibley,

Captain, U.S. Coast Guard, Captain of the
Port, Lake Michigan.

[FR Doc. 2013—-14953 Filed 6—21-13; 8:45 am]|
BILLING CODE 9110-04-P

DEPARTMENT OF THE INTERIOR

National Park Service

36 CFR Part 2

[NPS-WASO-REGS-8546; PXXVPADO515]
RIN 1024—-AD91

General Regulations; National Park

System, Demonstrations, Sale or
Distribution of Printed Matter

AGENCY: National Park Service, Interior.
ACTION: Final rule.

SUMMARY: The National Park Service is
amending its interim regulations
governing demonstrations and the sale
or distribution of printed matter
applicable to most units of the National
Park System. The rule clarifies
provisions regarding permits for
demonstrations or distributing printed
matter and in management of two or
more small (non-permit) groups seeking
to use at the same time, an area that has
been designated as available for these
activities.

DATES: This rule is effective June 24,
2013.

FOR FURTHER INFORMATION CONTACT: Lee
Dickinson, Special Park Use Program
Manager, 1849 C St. NW., Washington,
DC, 20240 (202) 208—4206.
SUPPLEMENTARY INFORMATION:

Background

On October 19, 2010, the National
Park Service (NPS) issued an interim
rule that revised regulations at 36 CFR
2.51 and 2.52 that governed
demonstrations and the sale or
distribution of printed matter applicable
to most areas of the National Park
System, and added two public conduct
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provisions to regulations at 36 CFR 2.31,
that prohibit harassing visitors and
obstructing public passageways. The
interim rule became effective
immediately upon publication in the
Federal Register October 19, 2010 (75
FR 64148) and requested public
comment.

As more fully detailed in the
preamble to the interim rule, the NPS is
governed by the NPS Organic Act as
well as by First Amendment
jurisprudence. Currently consisting of
401 park units in all 50 states, the
District of Columbia, and various U.S
territories, the National Park System
encompasses more than 84 million
acres. These park units are located in a
wide range of environments as diverse
as the United States itself. The size of
these park units also varies
tremendously, ranging from Wrangell-
St. Elias National Park and National
Preserve, Alaska, at 13.2 million acres to
Thaddeus Kosciuszko National
Memorial, Pennsylvania, at 0.02 acres.
About one-third of the units of the
National Park System preserve nature’s
many and varied gifts to the Nation,
while the other two-thirds recognize
benchmarks of human history in
America.

The National Park System provides
habitat for 378 threatened or endangered
species, has more than 100 million
items in museum collections, has 1.5
million archaeological sites, and has
27,000 historic and prehistoric
structures. The National Park System
also has an extensive physical
infrastructure, which includes
thousands of buildings, tens of
thousands of miles of trails and roads,
and almost 30,000 housing units,
campground, and picnic areas as well as
3,000 water and wastewater treatment
systems.

According to the NPS Statistical
Abstract, in 2012 there were
approximately 282 million visits to
units of the National Park System that
offers visitors not only visual,
educational, and recreational
experiences but also inspirational,
contemplative, and spiritual
experiences. For neighboring Native
Americans, certain National Parks are
also considered sacred sites, where the
NPS asks visitors to respect these long-
standing beliefs.

Equally important, the National Park
System has traditionally offered visitors
the opportunity to engage in
demonstration activity and the sale or
distribution of printed matter in
designated park areas. In that regard, the
NPS general regulations at 36 CFR 2.51
and 2.52, applicable to parks not subject

to 36 CFR 7.96(g), have governed such
activities since 1983.

[Enacted] . . . to protect the natural and
cultural resources of the parks and to protect
visitors and property within the parks, [these
NPS general regulations] intended effect . . .
is to impose on those activities that involve
First Amendment consideration only those
narrow restrictions that are necessary to
protect park resources and to ensure the
management of park areas for public
enjoyment.

48 FR 30252, 30272, June 30, 1983.

In 2010, the U.S. Court of Appeals for
the District of Columbia Circuit issued
its decision in Boardley v. Department
of the Interior, 615 F.3d 508 (D.C. Cir.
2010), which stemmed from a
demonstration and leaflet-distribution
incident at Mount Rushmore National
Memorial, South Dakota, for which the
NPS had required a permit. The Court
of Appeals vacated §§2.51 and 2.52 in
their entirety, based on the system-wide
lack of an exception from the permit
requirement for individual and small-
group activity in NPS-designated free
speech areas. The U.S. District Court for
the District of Columbia in Boardley v.
Department of the Interior, 605 F. Supp.
2d 8 (D.D.C. 2009), had earlier also
found fault with the NPS’s regulatory
definition of a demonstration.

Consistent with these judicial
decisions and in order to avoid a
regulatory vacuum that could impact
the NPS’s conservation mandate and the
use of park areas by the public, the NPS
issued the interim rule governing
demonstrations and the sale or
distribution of printed matter applicable
to most of the National Park System.
While retaining the park
superintendent’s ability to designate
available areas as well as the permit
requirement for large groups, the NPS
interim rule narrowed the definition of
what constitutes a demonstration;
created a small-group permit exception;
detailed how the NPS addresses
competing small (non-permit) groups
that seek to use the same designated
area; refined how applications are to be
processed; and prohibited harassment of
visitors by physical touch or by
obstruction of building entranceways,
sidewalks, and other public
passageways.

Consistent with evolving First
Amendment jurisprudence, the interim
rule as revised by this final rule is
intended to protect the natural and
cultural resources of the National Park
System and to protect visitors and
property within the parks by imposing
on demonstrators only the most limited
restrictions necessary to accomplish
those goals.

Response to Comments and
Supplemental Explanation of the
Interim Regulations

When the interim rule was published,
the NPS requested public comments to
be submitted by December 19, 2010. The
NPS received four comments, each
through the Federal eRulemaking Portal
at http://www.regulations.gov. The NPS
reviewed the comments and, besides
reaffirming and incorporating by
reference its explanation found in its
earlier rulemaking, offers the following
responses to the issues raised.

One comment disagreed with the NPS
decision to exempt small groups of
under 25 persons from the requirement
to obtain a permit, and stated that all
individuals should be required to obtain
a permit, although through an easier
permit process. To be consistent with
the Court of Appeals decision in
Boardley, the NPS believes that it is
legally obligated to create a regulatory
small-group permit exception.

Another comment stated that small
groups that simply hand out printed
material should not be required to get a
permit, unless their activity involves
tables, signs, banners, or drums.
Consistent with the Court of Appeals
decision in Boardley, the NPS interim
rule created a small-group permit
exception for sale or distribution of
printed matter in designated free speech
areas. While the NPS interim rule at 36
CFR 2.52(b)(1) and this final rule allow
for small groups to sell or distribute
printed matter and use hand-carried
signs without a permit, the use of stages,
platforms or structures will require a
permit. As the NPS explained in the
preamble to the interim rule, this is
because the unregulated presence of
such structures would negatively impact
park resources and park visitors. A
permit allows the superintendent to
consider the impact of the proposed
equipment and to impose content-
neutral, site-specific and reasonably
appropriate resource-protection and
safety conditions. Because a drum is a
musical instrument, such use would be
governed by the NPS audio disturbance
regulations found at 36 CFR
2.12(a)(1)(1)-({i).

One comment thought that by
defining a small group as 25 or fewer
persons, too many groups fell within the
“target” of the NPS interim rule. The
comment used the example of a school
field trip of 26 or more students and
chaperones, and expressed concern that
it might be considered an unlawful
demonstration if the participants
communicate or express their views at
a national park. The comment suggests
that the small-group permit exception
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should be enlarged to 50 persons, to
help accommodate normal school field
trip activity and other gatherings.

The NPS believes that the interim
rule’s more narrowly limited definition
of demonstration already addressed this
concern. As the NPS explained in the
preamble to the interim rule:

Application of the NPS’s narrowed
definition of a demonstration thus excludes
visitors who merely have tattoos or are
wearing baseball caps, T-shirts, or other
articles of clothing that convey a message; or
visitors whose vehicles merely display
bumper stickers. By limiting the definition of
what constitutes a demonstration, and by
explicitly excluding casual park use by
visitors or tourists which is not reasonably
likely to attract a crowd or onlookers—such
as when scout leaders or teachers engage in
discussions with their charges—the NPS
believes that the rule comports with the First
Amendment and is narrowly tailored to serve
significant government interests.

75 FR 64150, October 19, 2010.

The NPS’s selection of 25 persons as
the number of individuals that generally
qualify for the small-group permit
exception is also consistent with the
Court of Appeal’s decision in Boardley
that explicitly recognized that the
agency may decide where to draw that
line. 615 F.3d at 525. The NPS believes
that its determination is reasonable; it
also is identical to a long-standing
small-group permit exception in the
NPS’s special regulations for the
National Capital Region at 36 CFR
7.96(g)(2)(1).

One comment asked if sound systems
are allowed without a permit. This
question is answered by 36 CFR
2.12(a)(4), which requires individual(s)
who want to operate a public address
system in connection with
demonstrations and special events to
obtain a permit.

One comment asked if a small group
needs a permit to engage in
demonstration or printed matter
activities that are located outside of a
park-designated First Amendment area.

Consistent with the NPS’s interim
rule, demonstrations and printed matter
distributions are limited to locations
designated by the superintendent as
available for these activities. If a person
or group wishes to engage in such
activities in an area not designated by
the superintendent, the person or group
may request in writing that the
superintendent reconsider whether the
area should be designated as available
under 36 CFR 2.51(c). This regulation
does not alter a dissatisfied petitioner’s
right, if any, to challenge a
superintendent’s designation of any area
under 36 CFR 2.51(c) under the
Administrative Procedure Act.

One comment stated that designated
free speech areas needed to be clearly
described to preserve the parks as
educational places and asked what steps
parks could take to avoid disturbances
there. The NPS believes that the interim
rule addressed these issues.
Specifically, 36 CFR 2.51(c)(2) provides
that the superintendent must designate
on a map, which must be available in
the office of the superintendent and by
public notice, the locations designated
as available for demonstrations and the
sale or distribution of printed matter. As
for concerns about disturbances there,
any NPS action must comport with
relevant First Amendment
jurisprudence.

It is firmly settled under our
Constitution that the public expression
of ideas may not be prohibited merely
because the ideas themselves are
offensive to some of their hearers. Street
v. New York, 394 U.S. 576, 592 (1969).
While speech is often provocative and
challenging, it is nevertheless protected
against censorship or punishment,
unless shown likely to produce a clear
and present danger of serious
substantive evil that rises far above
public inconvenience, annoyance or
unrest. Terminiello v. Chicago, 337 U.S.
1, 4 (1949). In response to a disturbance,
in a designated First Amendment area
or elsewhere, the NPS will take action
consistent with relevant First
Amendment jurisprudence. Such NPS
actions may generally center on whether
the unlawful disturbance violates the
NPS regulations, such as those
prohibiting harassment, obstruction, or
disorderly conduct at 36 CFR 2.31(a)(4)-
(5), and 2.34.

Finally, the NPS interim rule’s 36 CFR
2.51(b)(2) and 2.52(b)(2), and this final
rule request that an organizer, who
seeks to take advantage of the small-
group permit exception, provide
reasonable notice to the superintendent
if the organizer has reason to believe
there may be an attempt to disrupt,
protest, or prevent the event. While not
mandatory, this voluntary notice
provision gives park officials an
opportunity to plan additional public
safety and resource protection measures.
The NPS had asked for comments at 75
FR 64151, October 19, 2010, whether
such notice should be made mandatory
in future regulations. The NPS received
no comments on this issue and will
defer to future rulemaking whether such
notice should be made mandatory.

Clarifications of the Interim
Regulations

After further internal review, the NPS
is making three clarifications and one
correction to the interim rule. Two

clarifications, at 36 CFR 2.51(f) and
2.52(e), are intended to make the
regulatory text more explicit that the
superintendent must either issue a
permit or a written denial within ten
days of receiving a complete and fully
executed application. The ten-day
action deadline, to issue either a permit
or a written denial, was clearly part of
the NPS’s intention in the interim rule
and is consistent with the Court of
Appeals decision in Boardley, which
found the NPS’s regulatory deadline to
be reasonable under the Supreme
Court’s First Amendment jurisprudence.
615 F.3d at 519 (citing Thomas v.
Chicago Park District, 534 U.S. 316, 318
(2002)).

The third clarification, at 36 CFR
2.52(b)(4), inserts the phrase “to use.”
Inadvertently omitted in the initial
rulemaking, the phrase clarifies the
situation when a park addresses two or
more (non-permitted) small groups that
are seeking to use the same designated
area at the same time. The paragraph is
identical to 36 CFR 2.51(b)(4), and has
been amended to read as set forth in the
regulatory text of this rule.

Finally, the NPS is making one
correction to fix a clerical error, by
deleting the word “and” at the end 36
CFR 2.52(b)(1)(i). The sentence has been
amended to read: None of the reasons
for denying a permit that are set out in
paragraph (e) of this section are present;.

Effective Date

This final rule is effective
immediately. To the extent it is a
substantive rule, it relieves a restriction
on permit applicants, in that it provides
more explicitly for a prompt response
by the superintendent to the
application. The other clarifications and
corrections in this rule, while necessary,
are essentially non-substantive. The
Department of the Interior also finds
that there is good cause for making this
rule effective immediately, pursuant to
the Administrative Procedure Act, 5
U.S.C. 553(d)(3) and 318 DM 6.25. As
noted above, the ten-day response
deadline was clearly part of NPS’s
intention in the interim rule. Because
this clarification makes the rule more
consistent with the Court of Appeals
decision in Boardley, it should go into
effect immediately. Moreover, there
would be a benefit to the public in
making the rule effective immediately,
in that it clarifies and corrects
provisions governing the permit
application process.
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Compliance With Other Laws,
Executive Orders, and Department
Policy

Regulatory Planning and Review
(Executive Orders 12866 and 13563)

Executive Order 12866 provides that
the Office of Information and Regulatory
Affairs in the Office of Management and
Budget will review all significant rules.
The Office of Information and
Regulatory Affairs has determined that
this rule is significant because it will
raise novel legal or policy issues. The
rule amends existing NPS interim
regulations applicable to most areas of
the National Park System, pertaining to
demonstrations and sale or distribution
of printed matter. The rule also clarifies
provisions governing permits for
demonstrations and sale or distribution
of printed matter and for managing
groups engaged in these activities.

Executive Order 13563 reaffirms the
principles of E.O. 12866 while calling
for improvements in the nation’s
regulatory system to promote
predictability, to reduce uncertainty,
and to use the best, most innovative,
and least burdensome tools for
achieving regulatory ends. The
executive order directs agencies to
consider regulatory approaches that
reduce burdens and maintain flexibility
and freedom of choice for the public
where these approaches are relevant,
feasible, and consistent with regulatory
objectives. E.O. 13563 emphasizes
further that regulations must be based
on the best available science and that
the rulemaking process must allow for
public participation and an open
exchange of ideas. We have developed
this rule in a manner consistent with
these requirements.

Regulatory Flexibility Act (RFA)

This rule will not have a significant
economic effect on a substantial number
of small entities under the RFA (5
U.S.C. 601 et seq.).

The rule only amends existing NPS
regulations to clarify regulatory text.
Other organizations with interest in the
rule will not be effected economically.

Small Business Regulatory Enforcement
Fairness Act (SBREFA)

This rule is not a major rule under 5
U.S.C. 804 (2), the SBREFA. This rule:

a. Does not have an annual effect on
the economy of $100 million or more.

b. Will not cause a major increase in
costs or prices for consumers,
individual industries, Federal, State, or
local government agencies, or
geographic regions.

c. Does not have significant adverse
effects on competition, employment,

investment, productivity, innovation, or
the ability of U.S.-based enterprises to
compete with foreign-based enterprises.

Unfunded Mandates Reform Act
(UMRA)

This rule does not impose an
unfunded mandate on State, local, or
tribal governments or the private sector
of more than $100 million per year. The
rule does not have a significant or
unique effect on State, local, or tribal
governments or the private sector. A
statement containing the information
required by the UMRA, (2 U.S.C. 1531
et seq.) is not required.

Takings (Executive Order 12630)

Under the criteria in section 2 of
Executive Order 12630, this rule does
not have significant takings
implications. It pertains specifically to
operation and management of locations
outside the NPS-National Capital
Region. A takings implication
assessment is not required.

Federalism (Executive Order 13132)

Under the criteria in section 1 of
Executive Order 13132, the rule does
not have sufficient federalism
implications to warrant the preparation
of Federalism summary impact
statement. A Federalism summary
impact statement is not required.

Civil Justice Reform (Executive Order
12988)

This rule complies with the
requirements of Executive Order 12988.
Specifically, this rule:

(a) Meets the criteria of section 3 (a)
requiring that all regulations be
reviewed to eliminate errors and
ambiguity and be written to minimize
litigation; and

(b) Meets the criteria of section 3 (b)
(2) requiring that all regulations be
written in clear language and contain
clear legal standards.

Consultation With Indian Tribes
(Executive Order 13175 and Department
Policy)

The Department of the Interior strives
to strengthen its government-to-
government relationship with Indian
tribes through a commitment to
consultation with Indian tribes and
recognition of their right to self-
governance and tribal sovereignty. We
have evaluated this rule under the
Department’s consultation policy and
under the criteria in Executive Order
13175 and have determined that it has
no substantial direct effects on federally
recognized Indian tribes and that
consultation under the Department’s
tribal consultation policy is not

required. The rule only applies to
management and operation of NPS areas
outside the National Capital Region.

Paperwork Reduction Act (PRA)

This rule contains information
collection requirements, and a
submission under the PRA is required.
A Federal agency may not conduct or
sponsor and you are not required to
respond to a collection of information,
unless it displays a currently valid
Office of Management and Budget
(OMB) control number. OMB has
approved the information collections in
this rule and has assigned control
number 1024-0026, expiring on June 30,
2013. We estimate the burden associated
with this information collection to be
thirty (30) minutes. The information
collection activities are necessary for the
public to obtain benefits in the form of
special park use permits.

National Environmental Policy Act
(NEPA)

This rule does not constitute a major
Federal action significantly affecting the
quality of the human environment. A
detailed statement under the NEPA of
1969 is not required because the rule is
covered by a categorical exclusion. We
have determined that the rule is
categorically excluded under 516 DM
12.5(A)(10) as it is a modification of
existing NPS regulations that does not
increase public use to the extent of
compromising the nature and character
of the area or causing physical damage
to it. Further, the rule will not result in
the introduction of incompatible uses
which might compromise the nature
and characteristics of the area or cause
physical damage to it. Finally, the rule
will not cause conflict with adjacent
ownerships or land uses, or cause a
nuisance to adjacent owners or
occupants. We have also determined
that the rule does not involve any of the
extraordinary circumstances listed in 43
CFR 46.215 that would require further
analysis under NEPA.

Effects on the Energy Supply (Executive
Order 13211)

This rule is not a significant energy
action under the definition in Executive
Order 13211. A Statement of Energy
Effects is not required.

List of Subjects in 36 CFR Part 2

Environmental protection, National
parks, Reporting and recordkeeping
requirements.

In consideration of the foregoing, the
National Park Service amends 36 CFR
part 2 as set forth below:



Federal Register/Vol.

78, No. 121/Monday, June 24, 2013 /Rules and Regulations

37717

PART 2—RESOURCE PROTECTION,
PUBLIC USE AND RECREATION

m 1. The authority citation for Part 2
continues to read as follows:

Authority: 16 U.S.C. 1, 3, 9a, 462(k).

m 2.In § 2.51 revise the introductory
text of paragraph (f) to read as follows:

§2.51 Demonstrations.

* * * * *

(f) Processing the application. The
superintendent must issue a permit or a
written denial within ten days of
receiving a complete and fully executed
application. A permit will be approved
unless:

* * * * *

m 3.In § 2.52 revise paragraph (b)(1)(i),
paragraph (b)(4), and the introductory
text of paragraph (e) to read as follows:

§2.52 Sale or distribution of printed
matter.
* * * * *

(b)* ]
(1)* L

(i) None of the reasons for denying a
permit that are set out in paragraph (e)
of this section are present;

* * * * *

(4) In the event that two or more
groups taking advantage of the small
group permit exception seek to use the
same designated available area at the
same time, and the area cannot
reasonably accommodate multiple
occupancy, the superintendent will,
whenever possible, direct the later
arriving group to relocate to another
nearby designated available area.

* * * * *

(e) Processing the application. The
superintendent must issue a permit or a
written denial within ten days of
receiving a complete and fully executed
application. A permit will be approved
unless:

* * * * *

Dated: June 12, 2013.
Michael J. Bean,

Acting Principal Deputy Assistant Secretary
for Fish and Wildlife and Parks.

[FR Doc. 2013-15005 Filed 6-21-13; 8:45 am|
BILLING CODE 4312-EJ-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[Docket No. EPA-R02-OAR-2012-0889;
FRL-9826-9]

Adequacy Status of the Submitted
2009 and 2025 PM. s Motor Vehicle
Emission Budgets for Transportation
Conformity Purposes for New Jersey

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice of adequacy.

SUMMARY: In this action, EPA is
notifying the public that we have found
that the motor vehicle emissions
budgets for PM» s and NOx in the
submitted maintenance plans for the
New Jersey portions of the New York-
Northern New Jersey-Long Island, NY-
NJ-CT, and Philadelphia-Wilmington,
PA-NJ-DE, PM, s nonattainment areas to
be adequate for transportation
conformity purposes. The transportation
conformity rule requires that the EPA
conduct a public process and make an
affirmative decision on the adequacy of
budgets before they can be used by
metropolitan planning organizations in
conformity determinations. As a result
of our finding, two metropolitan
planning organizations in New Jersey
(the North Jersey Transportation
Planning Authority and the Delaware
Valley Regional Planning Commission)
must use the new 2009 and 2025 PM, 5
budgets for future transportation
conformity determinations.
DATES: This finding is effective July 9,
2013.
FOR FURTHER INFORMATION CONTACT: Matt
Laurita, Air Programs Branch,
Environmental Protection Agency—
Region 2, 290 Broadway, 25th Floor,
New York, New York 10007-1866, (212)
637-3895, laurita.matthew@epa.gov.
The finding and the response to
comments will be available at EPA’s
conformity Web site: http://
www.epa.gov/otaq/stateresources/
transconf/adequacy.htm.

SUPPLEMENTARY INFORMATION:

Background

On December 26, 2012, New Jersey
submitted redesignation requests and
maintenance plans to EPA for both the
New York-Northern New Jersey-Long
Island, NY-NJ-CT (Northern New
Jersey), and Philadelphia-Wilmington,
PA-NJ-DE (Southern New Jersey), PM, s
nonattainment areas. The purpose of
New Jersey’s submittal was to request a
redesignation to attainment for both the
1997 and 2006 PM, s National Ambient

Air Quality Standards (NAAQS) and
submit a state implementation plan to
provide for maintenance of the standard
for the first ten years of a 20-year
maintenance period. New Jersey’s
request was pursuant to EPA’s findings
that that the Northern New Jersey area
had attained the 1997 (75 FR 69589) and
2006 (77 FR 76867) PM, s NAAQS, and
that the Southern New Jersey area had
attained the 1997 (77 FR 28782) and
2006 (78 FR 882) PM, s NAAQS, based
on ambient air quality monitoring data.
New Jersey’s submittal included motor
vehicle emissions budgets (‘“budgets’)
for 2009 and 2025 for use by the State’s
metropolitan planning organizations in
making transportation conformity
determinations. On September 12, 2012,
EPA posted the availability of the
budgets our Web site for the purpose of
soliciting public comments. The
comment period closed on October 12,
2012, and we received no comments.

New Jersey developed these budgets,
as required, for the last year of its
maintenance plan, 2025, and an
additional year, 2009, for the purpose of
establishing budgets for the near-term
based on EPA’s MOVES model.
Previously established and approved
budgets had been based on MOBILE6.2.
New Jersey also determined that budgets
based on annual emissions of direct
PM, 5 and NOx, a precursor, are
appropriate for the 2006 daily standard
because exceedences of the standard
were not isolated to one particular
season; therefore, the budgets being
found adequate today will be used by
transportation agencies to meet
conformity requirements for both the
annual and daily standards.

The 2009 budgets were developed
without an accompanying full emissions
inventory. EPA believes that this
approach is approvable and is
consistent with attainment and
maintenance of both the 1997 and 2006
PM, s standards because of our earlier
determinations that both the Northern
New Jersey and Southern New Jersey
PM, 5 nonattainment areas had attained
the standards based on monitored air
quality that included the year 2009.

The budgets for 2025 reflect the total
on-road emissions for 2025, plus an
allocation from the available NOx and
PM, 5 safety margins. Under 40 CFR
93.101, the term ‘““safety margin” is the
difference between the attainment level
(from all sources) and the projected
level of emissions (from all sources) in
the maintenance plan. The safety
margin can be allocated to the
transportation sector; however, the total
emissions must remain below the
attainment level. New Jersey chose to
add 8% of the available safety margin to
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both the PM; 5 and NOx budgets for
2025 for both the Northern New Jersey
and Southern New Jersey nonattainment
areas. The NOx and PM; s budgets and
safety margin allocations were
developed in consultation with the
transportation partners and were added
to accommodate expected future
improvements to MOVES model inputs
and methodologies.

In the submittal, the State has also
established ‘“‘sub-area budgets” for the
two metropolitan planning
organizations (MPO) within the
Northern New Jersey nonattainment
area: the North Jersey Transportation
Planning Authority (NJTPA) and the
Delaware Valley Regional Planning
Commission (DVRPC). These sub-area
budgets allow each MPO to work
independently to demonstrate
conformity by meeting its own PM, s
and NOx budgets. Each MPO must still
verify, however, that the other MPO
currently has a conforming long range
transportation plan and transportation
improvement program (TIP) prior to
making a new plan or TIP conformity
determination. The budgets for both the
Northern New Jersey and Southern New
Jersey areas are defined in Tables 1 and
2 below.

Adequacy Process

Transportation conformity is required
by section 176(c) of the Clean Air Act.
EPA’s conformity rule requires that
transportation plans, programs, and
projects conform to SIPs and establishes
the criteria and procedures for
determining whether or not they
conform. Conformity to a SIP means that
transportation activities will not
produce new air quality violations,
worsen existing violations, or delay
timely attainment of the National
Ambient Air Quality Standards.

The criteria by which we determine
whether a SIP’s motor vehicle emission
budgets are adequate for conformity
purposes are outlined in 40 CFR
93.118(e)(4). Please note that an
adequacy review is separate from EPA’s
completeness review, and it also should
not be used to prejudge EPA’s ultimate
approval of the SIP. Even if we find a
budget adequate, the SIP could later be
disapproved.

We have described our process for
determining the adequacy of submitted
SIP budgets in 40 CFR 93.118(f). We
have followed this rule in making our
adequacy determination. The motor
vehicle emissions budgets being found
adequate today are listed in Tables 1
and 2 and include direct PM5 5 and its
precursor, NOx. EPA’s finding will also
be announced on EPA’s conformity Web
site: http://www.epa.gov/otaq/
stateresources/transconf/adequacy.htm.

EPA Review

EPA’s adequacy review of New
Jersey’s submitted budgets indicates that
the budgets meet the adequacy criteria
set forth by 40 CFR 93.118(e)(4), as
follows:

(i) The submitted control strategy
implementation plan revision or
maintenance plan was endorsed by the
Governor (or his or her designee) and
was subject to a State public hearing:
The SIP revision was submitted to EPA
by the Commissioner of the New Jersey
Department of Environmental
Protection, who is the Governor’s
designee.

(i) Before the control strategy
implementation plan or maintenance
plan was submitted to EPA,
consultation among federal, State, and
local agencies occurred; full
implementation plan documentation
was provided to EPA; and EPA’s stated
concerns, if any, were addressed: New
Jersey conducted an interagency
consultation process involving EPA and
USDOT, the New Jersey Department of
Transportation and affected MPOs. All
comments and concerns were addressed
prior to the final submittal.

(iiil) The motor vehicle emissions
budget(s) is clearly identified and
precisely quantified: The budgets were
clearly identified and quantified and are
presented here in Tables 1 and 2.

(iv) The motor vehicle emissions
budget(s), when considered together
with all other emissions sources, is
consistent with applicable requirements
for maintenance: Both the 2009 and
2025 budgets are less than the on-road
mobile source inventory for 2007 that
was shown to be consistent with
attainment of the standards. In addition,
the 2009 budgets are for a year in which
EPA has determined that New Jersey

attained the applicable air quality
standards and are therefore consistent
with maintenance of the respective
standards.

(v) The motor vehicle emissions
budget(s) is consistent with and clearly
related to the emissions inventory and
the control measures in the submitted
control strategy implementation plan
revision or maintenance plan: The
budgets were developed from the on-
road mobile source inventories,
including all applicable state and
Federal control measures. Inputs related
to inspection and maintenance and fuels
are consistent with New Jersey’s
Federally-approved control programs.

(vi) Revisions to previously submitted
control strategy implementation plans
or maintenance plans explain and
document any changes to previously
submitted budgets and control
measures; impacts on point and area
source emissions; any changes to
established safety margins (see § 93.101
for definition); and reasons for the
changes (including the basis for any
changes related to emission factors or
estimates of vehicle miles traveled): The
submitted maintenance plan establishes
new 2009 and 2025 budgets to ensure
continued maintenance of the
standards; therefore, this is not
applicable.

Adequacy Finding

Today’s action is simply an
announcement of a finding that we have
already made. EPA Region 2 sent a letter
to New Jersey on May 14, 2013, stating
that the 2009 and 2025 motor vehicle
emissions budgets in New Jersey’s SIPs
for both the Northern New Jersey and
Southern New Jersey PM, s
nonattainment areas are adequate
because they are consistent with the
required maintenance demonstration. In
our letter we noted that there are
existing approved and adequate budgets
for 2009, but that the 2009 budgets
contained in the submitted maintenance
plans will be the most recent budgets in
place to satisfy the latest Clean Air Act
requirement and therefore will be the
applicable 2009 budgets to be used in
future transportation conformity
determinations for analysis years prior
to 2025.

TABLE 1—2009 PM, s MOTOR VEHICLE EMISSIONS BUDGETS FOR NEW JERSEY

[Tons per year]

Metropolitan planning organization Direct PM> s NOx
North Jersey Transportation Planning AUTNOIILY ........cociiiiiiiiiiii et 2,736 67,272
Delaware Valley Regional Planning Commission (Mercer County ONlY) .......cccooierireerienieiieneeieneeeesieeee e 224 5,835
Delaware Valley Regional Planning Commission (Burlington, Camden, and Gloucester Counties) ............c........ 680 18,254
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TABLE 2—2025 PM; s MOTOR VEHICLE EMISSIONS BUDGETS FOR NEW JERSEY
[Tons per year]
Metropolitan planning organization Direct PM, 5 NOx
North Jersey Transportation Planning AUTNOIILY ........cccooiiiiiiiiiii et 1,509 25,437
Delaware Valley Regional Planning Commission (Mercer County only) .......ccccccoveerienneeniieeneesieeenen. 119 2,551
Delaware Valley Regional Planning Commission (Burlington, Camden, and Gloucester Counties) 363 8,003

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Particulate matter,
Reporting and recordkeeping
requirements.

Authority: 42 U.S.C. 7401-7671q.

Dated: June 10, 2013.
Judith A. Enck,
Regional Administrator, Region 2.
[FR Doc. 2013—-14908 Filed 6—21-13; 8:45 am|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R09-OAR-2013-0384; FRL-9826-3]
Interim Final Determination To Defer

Sanctions; California; South Coast Air
Quality Management District

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

SUMMARY: EPA is making an interim
final determination to defer the
imposition of sanctions based on a
proposed approval of revisions to the
South Coast Air Quality Management
District’s (SCAQMD) portion of the
California State Implementation Plan
(SIP) published elsewhere in this
Federal Register. The revisions concern
the Clean Air Act (CAA) contingency
measure requirement for the 1997
annual and 24-hour national ambient air
quality standards (NAAQS) for fine
particulate matter (PM,s) in the Los
Angeles-South Coast Air Basin (South
Coast).

DATES: This interim final determination
is effective on June 24, 2013. However,
comments will be accepted until July
24, 2013.
ADDRESSES: Submit comments,
identified by docket number EPA-R09-
OAR-2013-0384, by one of the
following methods:

1. Federal eRulemaking Portal:
www.regulations.gov. Follow the on-line
instructions.

2. Email: lo.doris@epa.gov.

3. Mail or deliver: Doris Lo (Air-2),
U.S. Environmental Protection Agency
Region IX, 75 Hawthorne Street, San
Francisco, CA 94105-3901.

Instructions: All comments will be
included in the public docket without
change and may be made available
online at www.regulations.gov,
including any personal information
provided, unless the comment includes
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Information that
you consider CBI or otherwise protected
should be clearly identified as such and
should not be submitted through
www.regulations.gov or email.
www.regulations.gov is an “‘anonymous
access” system, and EPA will not know
your identity or contact information
unless you provide it in the body of
your comment. If you send email
directly to EPA, your email address will
be automatically captured and included
as part of the public comment. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.

Docket: Generally, documents in the
docket for this action are available
electronically at www.regulations.gov
and in hard copy at EPA Region IX, 75
Hawthorne Street, San Francisco,
California. While all documents in the
docket are listed at
www.regulations.gov, some information
may be publicly available only at the
hard copy location (e.g., copyrighted
material, large maps), and some may not
be publicly available in either location
(e.g., CBI). To inspect the hard copy
materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section.
FOR FURTHER INFORMATION CONTACT:
Doris Lo, EPA Region IX, (415) 972—
3959, lo.doris@epa.gov.
SUPPLEMENTARY INFORMATION:
Throughout this document, “we,
and “our” refer to EPA.

EENTS ”

us

I. Background

On November 9, 2012 (76 FR 69928),
we published a partial approval and
partial disapproval of the South Coast
2007 AQMP and the 2007 State Strategy

(collectively the “South Coast PM- s
SIP”). As part of this action, EPA
disapproved the contingency measure
provisions in the South Coast PM, s SIP
as failing to meet the requirements of
CAA section 172(c)(9) and 40 CFR
51.1012, which require that the SIP for
each PM, s nonattainment area contain
contingency measures to be
implemented if the area fails to make
reasonable further progress or to attain
the NAAQS by the applicable
attainment date. See 76 FR 41562, 41578
to 41580 (July 14, 2011) and 76 FR
69928, 69947 and 69952 (November 9,
2011). This disapproval action became
effective on January 9, 2012 and started
a sanctions clock for imposition of offset
sanctions 18 months after January 9,
2012 and highway sanctions 6 months
later, pursuant to section 179 of the
Clean Air Act (CAA) and our regulations
at 40 CFR 52.31. As such, offset
sanctions will apply on July 9, 2013 and
highway sanctions will apply on
January 9, 2014, unless EPA determines
that the deficiency forming the basis of
the disapproval has been corrected.

On November 14, 2011, the State of
California submitted the “South Coast
Air Quality Management District
Proposed Contingency Measures for the
2007 PM, 5 SIP”’ (dated October 2011) as
a SIP revision to correct the deficiency
identified in our partial disapproval
action. On April 13, 2013, the SCAQMD
submitted a technical clarification to the
SIP revision, including updated
emissions data for the year 2012. In the
Proposed Rules section of today’s
Federal Register, we have proposed to
approve this submittal because we
believe it corrects the deficiency
identified in our November 9, 2011
partial disapproval action. Based on
today’s proposed approval, we are
taking this final rulemaking action,
effective on publication, to defer the
imposition of offset and highway
sanctions triggered by our November 9,
2011 partial disapproval.

EPA is providing the public with an
opportunity to comment on this deferral
of sanctions. If comments are submitted
that change our assessment described in
this final determination and the
proposed full approval of the SIP
revision, we intend to take subsequent


http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
mailto:lo.doris@epa.gov
mailto:lo.doris@epa.gov

37720

Federal Register/Vol. 78, No. 121/Monday, June 24, 2013/Rules and Regulations

final action to impose sanctions
pursuant to 40 CFR 52.31(d). If no
comments are submitted that change our
assessment, then all sanctions and
sanction clocks will be permanently
terminated on the effective date of a
final rule approval.

II. EPA Action

We are making an interim final
determination to defer CAA section 179
sanctions associated with our partial
disapproval of the South Coast PM, s
SIP based on our concurrent proposal to
approve the State’s SIP revision as
correcting the deficiency that initiated
sanctions.

Because EPA has preliminarily
determined that the State has corrected
the deficiency identified in EPA’s
partial disapproval action, relief from
sanctions should be provided as quickly
as possible. Therefore, EPA is invoking
the good cause exception under the
Administrative Procedure Act (APA) in
not providing an opportunity for
comment before this action takes effect
(5 U.S.C. 553(b)(3)). However, by this
action EPA is providing the public with
a chance to comment on EPA’s
determination after the effective date,
and EPA will consider any comments
received in determining whether to
reverse such action.

EPA believes that notice-and-
comment rulemaking before the
effective date of this action is
impracticable and contrary to the public
interest. EPA has reviewed the State’s
submittal and, through its proposed
action, is indicating that it is more likely
than not that the State has corrected the
deficiency that started the sanctions
clocks. Therefore, it is not in the public
interest to initially impose sanctions
when the State has most likely done all
it can to correct the deficiency that
triggered the sanctions clocks.
Moreover, it would be impracticable to
go through notice-and-comment
rulemaking on a finding that the State
has corrected the deficiency prior to the
rulemaking approving the State’s
submittal. Therefore, EPA believes that
it is necessary to use the interim final
rulemaking process to defer sanctions
while EPA completes its rulemaking
process on the approvability of the
State’s submittal. Moreover, with
respect to the effective date of this
action, EPA is invoking the good cause
exception to the 30-day notice
requirement of the APA because the

purpose of this notice is to relieve a
restriction (5 U.S.C. 553(d)(1)).

III. Statutory and Executive Order
Reviews

This action defers federal sanctions
and imposes no additional
requirements.

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “‘significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget.

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

The administrator certities that this
action will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.).

This rule does not contain any
unfunded mandate or significantly or
uniquely affect small governments, as
described in the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4).

This rule does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the federal government and
Indian tribes, or on the distribution of
power and responsibilities between the
federal government and Indian tribes, as
specified by Executive Order 13175 (65
FR 67249, November 9, 2000).

This action does not have federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999).

This rule is not subject to Executive
Order 13045, “Protection of Children
from Environmental Health Risks and
Safety Risks” (62 FR 19885, April 23,
1997), because it is not economically
significant.

The requirements of section 12(d) of
the National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272) do not apply to this rule because
it imposes no standards.

This rule does not impose an
information collection burden under the

provisions of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to Congress and the
Comptroller General. However, section
808 provides that any rule for which the
issuing agency for good cause finds that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest, shall take effect at
such time as the agency promulgating
the rule determines. 5 U.S.C. 808(2).
EPA has made such a good cause
finding, including the reasons therefore,
and established an effective date of June
24, 2013. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This rule is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by August 23, 2013. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this rule for the
purpose of judicial review nor does it
extend the time within which petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements (see section
307(b)(2)).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental
regulations, Ozone, Particulate matter,
Reporting and recordkeeping
requirements.

Dated: June 12, 2013.
Jared Blumenfeld,
Regional Administrator, Region IX.
[FR Doc. 2013—-14916 Filed 6—21-13; 8:45 am]
BILLING CODE 6560-50-P
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purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 50

[NRC-2009-0359]

RIN 3150-AlI72

Approval of American Society of
Mechanical Engineers’ Code Cases

AGENCY: Nuclear Regulatory
Commission.

ACTION: Draft regulatory guides; request
for comment.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC) is issuing for public
comment three draft regulatory guides
(DG), DG-1230, “Design, Fabrication
and Materials Code Case Acceptability,
ASME Section III"’; DG-1231, “Inservice
Inspection Code Case Acceptability,
ASME Section XI, Division 1”’; and DG—
1232, “Operation and Maintenance code
Case, Acceptability, ASME OM Code.”
The subject DGs list the Code Cases that
the NRC has approved for use by
applicants and licensees. Code Cases
provide an acceptable voluntary
alternative to the mandatory American
Society of Mechanical Engineers
(ASME) Boiler and Pressure Vessel
(BPV) Code and Operation and
Maintenance (OM) of nuclear power
plant provisions approved by the NRC.
DATES: Submit comments by September
9, 2013. Comments received after this
date will be considered if it is practical
to do so, but the NRC is able to ensure
consideration only for comments
received on or before this date.
Although a time limit is given,
comments and suggestions in
connection with items for inclusion in
guides currently being developed or
improvements in all published guides
are encouraged at any time.
ADDRESSES: You may submit comments
by any of the following methods (unless
this document describes a different
method for submitting comments on a
specific subject):

e Federal rulemaking Web site: Go to
http://www.regulations.gov and search

for Docket ID NRC-2009-0359. Address
questions about NRC dockets to Carol
Gallagher; telephone: 301-492-3668;
email: Carol.Gallagher@nrc.gov. For
technical questions, contact the
individuals listed in the FOR FURTHER
INFORMATION CONTACT section of this
document.

¢ Mail comments to: Cindy Bladey,
Chief, Rules, Announcements, and
Directives Branch (RADB), Office of
Administration, Mail Stop: TWB-05—
B01M, U.S. Nuclear Regulatory
Commission, Washington, DC 20555—
0001.

For additional direction on accessing
information and submitting comments,
see “Accessing Information and
Submitting Comments” in the
SUPPLEMENTARY INFORMATION section of
this document.

FOR FURTHER INFORMATION CONTACT:
Wallace E. Norris, telephone: 301-251—
7650, email: Wallace.Norris@nrc.gov; or
Hector Rodriguez-Luccioni, telephone:
301-251-7685 or email:
Hector.Rodriguez-Luccioni@nrc.gov.
Both of the Office of Nuclear Regulatory
Research, U.S. Nuclear Regulatory
Commission, Washington, DC 20555—
0001.

SUPPLEMENTARY INFORMATION:

I. Accessing Information and
Submitting Comments

A. Accessing Information

Please refer to Docket ID NRG—2009—
0359 when contacting the NRC about
the availability of information regarding
this document. You may access
information related to this document,
which the NRC possesses and is
publicly available, by any of the
following methods:

e Federal Rulemaking Web site: Go to
http://www.regulations.gov and search
for Docket ID NRC-2009-0359.

e NRC’s Agencywide Documents
Access and Management System
(ADAMS): You may access publicly
available documents online in the NRC
Library at http://www.nrc.gov/reading-
rm/adams.html. To begin the search,
select “ADAMS Public Documents” and
then select “Begin Web-based ADAMS
Search.” For problems with ADAMS,
please contact the NRC’s Public
Document Room (PDR) reference staff at
1-800-397-4209, 301-415-4737, or by
email to pdr.resource@nrc.gov. The
ADAMS accession number for each

document referenced in this document
(if that document is available in
ADAMS) is provided the first time that
a document is referenced.

e NRC’s PDR: You may examine and
purchase copies of public documents at
the NRC’s PDR, Room O1-F21, One
White Flint North, 11555 Rockville
Pike, Rockville, Maryland 20852.

Regulatory guides are not
copyrighted, and NRC approval is not
required to reproduce them.

B. Submitting Comments

Please include Docket ID NRC-2009—
0359 in the subject line of your
comment submission, in order to ensure
that the NRC is able to make your
comment submission available to the
public in this docket.

The NRC cautions you not to include
identifying or contact information that
you do not want to be publicly
disclosed in you comment submission.
The NRC will post all comment
submissions at http://
www.regulations.gov as well as enter the
comment submissions into ADAMS.
The NRC does not routinely edit
comment submissions to remove
identifying or contact information.

If you are requesting or aggregating
comments from other persons for
submission to the NRC, then you should
inform those persons not to include
identifying or contact information that
they do not want to be publicly
disclosed in their comment submission.
Your request should state that the NRC
does not routinely edit comment
submissions to remove such information
before making the comment
submissions available to the public or
entering the comment submissions into
ADAMS.

II. Discussion

The NRC is issuing for public
comment three DGs in the NRC’s
“Regulatory Guide” series. In a notice of
proposed rulemaking, “Approval of
American Society of Mechanical
Engineers’ Code Cases” (RIN 3150—
Al72; NRC-2009-0359), published
elsewhere in the Proposed Rules section
of today’s Federal Register (the
“underlying proposed rule”), the NRC is
proposing to incorporate by reference
these three DGs into the Commission’s
regulations at § 50.55a of Title 10 of the
Code of Federal Regulations (10 CFR).
The underlying proposed rule would
allow nuclear power plant applicants
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and licensees, and applicants for
standard design certifications, and
standard design approvals to use the
Code Cases listed in these three DGs as
alternatives to requirements in those
Editions and Addenda of the ASME
BPV and OM Codes which the NRC has
incorporated by reference into 10 CFR
50.55a.

III. Description of Draft Regulatory
Guides

Code Cases provide ASME approved
voluntary alternatives to the BPV and
OM Codes. The DGs are incorporated by
reference in 10 CFR 50.55a. The NRC-
approved Code Cases provide an
acceptable voluntary alternative to the
mandatory ASME Code provisions, but
all of the provisions of a Code Case must
be used, with any identified limitations
or modifications, if implemented by an
applicant or licensee. The NRC
approves Code Cases in the three DGs
described below regarding the
construction, in-service inspection, and
in-service testing of nuclear power plant
components.

The DG entitled, ‘“Design, Fabrication
and Materials Code Case Acceptability,
ASME Section III,” is temporarily
identified by its task number, DG-1230
(ADAMS Accession No. ML102590003).
The DG-1230 is proposed Revision 36
of Regulatory Guide 1.84. Revision 35 of
Regulatory Guide 1.84 was published in
October 2010 (ADAMS Accession No.
ML101800532).

The DG entitled, “Inservice
Inspection Code Case Acceptability,
ASME Section XI, Division1,” is
temporarily identified by its task
number, DG-1231 (ADAMS Accession
No. ML102590004). The DG-1231 is
proposed Revision 17 of Regulatory
Guide 1.147. Revision 16 of Regulatory
Guide 1.147 was published in October
2010 (ADAMS Accession No.
ML101800536).

The DG entitled, “Operation and
Maintenance code Case, Acceptability,
ASME OM Code,” is temporarily
identified by its task number, DG-1232
(ADAMS Accession No. ML102600001).
The DG-1232 is proposed Revision 1 of
Regulatory Guide 1.192. Revision 0 of
Regulatory Guide 1.192 was published
in June 2003 (ADAMS Accession No.
ML030730430).

The DG-1230 lists the new and
revised ASME BPV Section III, “Rules
for Construction of Nuclear Power Plant
Components,” Code Cases that the NRC
has approved for use. The DG-1231 lists
the new and revised ASME BPV Section
XI, “Rules for Inservice Inspection of
Nuclear Power Plant Components,”

Code Cases that the NRC has approved
for use. The new and revised OM Code
Cases that the NRC has approved for use
are listed in DG-1232, “Operation and
Maintenance Code Case Acceptability,
ASME OM Code.” For these regulatory
guide revisions, the NRC reviewed the
Code Cases listed in Supplements 1
through 10 to the 2007 Edition of the
ASME BPV Code and the 2002 through
2006 Addenda of OM Code.

IV. Regulatory Analysis

The regulatory analysis for the
underlying proposed rule also addresses
these three DGs. Therefore, the NRC did
not prepare a separate regulatory
analysis for these DGs. The NRC is
proposing to incorporate by reference
these DGs into 10 CFR 50.55a, “‘Codes
and standards” in of the aforementioned
proposed rulemaking published
elsewhere in the Proposed Rules section
of today’s Federal Register.

V. Backfitting and Issue Finality

These regulatory guides would
approve for use (at the option of nuclear
power plant applicants and licensees)
the ASME Code Cases listed in the
applicable regulatory guide. In some
cases, the NRC’s approval is
conditioned on meeting certain
requirements or prerequisites
(“conditions”). The NRC is proposing to
incorporate by reference these DGs, with
conditions, into 10 CFR 50.55a, Codes
and standards, in the aforementioned
proposed rulemaking published
elsewhere in the Proposed Rules section
of today’s Federal Register.

These DGs, if finalized, do not
constitute backfitting as defined in 10
CFR 50.109 (the Backfit Rule) and are
not otherwise inconsistent with the
issue finality provisions in 10 CFR Part
52, “Licenses, Certifications and
Approvals for Nuclear Power Plants.”
The backfitting and issue finality
considerations for these regulatory
guides are addressed in the Federal
Register notice for the underlying
proposed rule, and introduces no new
backfitting or issue finality matters not
already addressed in that Federal
Register notice. Therefore, the NRC’s
consideration of backfitting and issue
finality matters for the underlying
proposed rule also serves as the NRC’s
consideration of the same backfitting
and issue finality matters for the
issuance of these DGs.

In addition, these DGs identify NRC-
approved ASME Code Cases which
applicants and licensees may
voluntarily utilize as way of meeting the
NRC requirements in 10 CFR 50.55a. An

applicant’s and/or licensees’ voluntary
application of an approved Code Case
does not constitute backfitting,
inasmuch as there is no imposition of a
new requirement or new position.
Similarly, voluntary application of an
approved Code Case by a 10 CFR Part
52 applicant or licensee does not
represent NRC imposition of a
requirement or action which is
inconsistent with any issue finality
provision in 10 CFR Part 52. Therefore,
the NRC concludes that these DGs, if
finalized, do not constitute backfitting
as defined in 10 CFR 50.109 and are not
otherwise inconsistent with the issue
finality provisions in 10 CFR Part 52.

Dated at Rockville, Maryland, this 29th day
of May, 2013.

For the Nuclear Regulatory Commission.
Thomas H. Boyce,

Chief, Regulatory Guide Development Branch,
Division of Engineering, Office of Nuclear
Regulatory Research.

[FR Doc. 2013-15021 Filed 6-21-13; 8:45 am)]

BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No.: FAA-2013-0142; Notice No.
25-139]

RIN 2120-AK12

Harmonization of Airworthiness
Standards—Gust and Maneuver Load
Requirements

Correction

In proposed rule document 2013-
12445 appearing on pages 31851-31860
in the issue of Tuesday, May 28, 2013,
make the following corrections:

§25.341 [Corrected]

1. On page 31858, in § 25.341, in the
second column, in the twelfth line from
the bottom, “Ugpee”’ should read
“Uspeo”-

2. On the same page, in the same

section, in the same column, in the
same line, “Uc” should read “Ug”.

3. On the same page, in the same
section, in the same column, in the
tenth and third lines from the bottom,
“Uo” should read “Ug”.

[FR Doc. C1-2013-12445 Filed 6-21-13; 8:45 am]
BILLING CODE 1505-01-D
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 1002, 1010, and 1040
[Docket No. FDA-2011-N-0070]

RIN 0910-AF87

Laser Products; Proposed Amendment
to Performance Standard

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
proposing to amend the performance
standard for laser products to achieve
closer harmonization between the
current standard and the International
Electrotechnical Commission (IEC)
standards for laser products and
medical laser products, to reduce the
economic burden on affected
manufacturers, to improve the
effectiveness of FDA’s regulation of
laser products, and to better protect and
promote the public health.

DATES: Submit either electronic or
written comments on the proposed rule
by September 23, 2013. Submit
comments on information collection
issues under the Paperwork Reduction
Act of 1995 by July 24, 2013 (see section
VIII, the “Paperwork Reduction Act of
1995” section of this document). See
section IV of this document for the
proposed effective date of a final rule
based on this proposed rule.
ADDRESSES: You may submit comments,
identified by Docket No. FDA-2011-N—
0070 and/or Regulatory Information
Number (RIN) 0910-AF87, by any of the
following methods, except that
comments on information collection
issues under the Paperwork Reduction
Act of 1995 must be submitted to the
Office of Information and Regulatory
Affairs (OIRA), Office of Management
and Budget (OMB) (see section VIII
“Paperwork Reduction Act of 1995” of
this document):

Electronic Submissions

Submit electronic comments in the
following way:

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

Written Submissions

Submit written submissions in the
following ways:

e Mail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions):
Division of Dockets Management (HFA—

305), Food and Drug Administration,
5630 Fishers Lane, Rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name, Docket
No. FDA-2011-N-0070, and RIN 0910-
AF87 for this rulemaking. All comments
received may be posted without change
to http://www.regulations.gov, including
any personal information provided. For
additional information on submitting
comments, see the “Comments’” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852.

Information Collection Provisions

The information collection provisions
of this proposed rule have been
submitted to OMB for review. Interested
persons are requested to fax or email
comments regarding the information
collection provisions to the Office of
Information and Regulatory Affairs,
OMB (see DATES). To ensure that
comments on information collection are
received, OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
202-395-5806, or emailed to oira-
submission@omb.eop.gov. All
comments should be identified with the
OMB control number 0910-0025. Also
include the FDA docket number found
in brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT:
Robert J. Doyle, Office of
Communication, Education, and
Radiation Programs, Center for Devices
and Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 4672, Silver Spring,
MD 20993, 301-796—5863.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Background
A. Laser Standards and the Laser Industry
B. Harmonization Efforts
II. Contents of the Proposed Regulation
III. Legal Authority
IV. Proposed Effective Date
V. Environmental Impact
VI. Analysis of Impacts
A. Need for Regulation
B. Background
C. Affected Entities
D. Costs of the Proposed Regulation

E. Benefits of the Proposed Regulation
F. Summary of Costs and Benefits
G. Impact on Small Entities
VII. Federalism
VIIIL Paperwork Reduction Act of 1995
IX. Comments
X. References

I. Background

A. Laser Standards and the Laser
Industry

The Safe Medical Devices Act of 1990
(SMDA) (Pub. L. 101-629) transferred
the provisions of the Radiation Control
for Health and Safety Act of 1968 (Pub.
L. 90-602) from title III of the Public
Health Service Act (42 U.S.C. 201 et
seq.) to Chapter V of the Federal Food,
Drug, and Cosmetic Act (the FD&C Act)
(21 U.S.C. 351 et seq.). Under the FD&C
Act, FDA administers an electronic
product radiation control program to
protect the public health and safety.
FDA also develops and administers
radiation safety performance standards
for electronic products, including lasers.

The Agency is proposing to amend its
regulations applicable to laser products
under Chapter 1, Subchapter ] of Title
21 of the Code of Federal Regulations
(21 CFR) because the current
performance standard for laser products,
last updated in 1985, is based on an
outdated understanding of
photobiological science and no longer
reflects the current state of a
technologically-evolving industry.
Lasers now commonly used in the
semiconductor and communications
industries, for example, had not yet
been invented at the time of the last
update. FDA is proposing this
amendment in order to make its
standard consistent with current science
and achieve closer harmonization with
international standards already in use
by the global laser industry. Moreover,
this amendment to the performance
standard addresses laser technology
advancements and concomitant risks
and benefits in order to more effectively
protect and promote the public health.

The term “laser industry’’ covers
manufacturers in numerous industries.
Examples of products that incorporate
lasers are compact disc and DVD
players, fax machines, fiber optic and
free-air communication peripherals, bar
code scanners, cutting and welding
tools, and laser speed detectors.

Through this action, the Agency
intends to better harmonize its standard
applicable to the laser industry with the
current IEC standards (IEC 60825-1,
Safety of laser products—Part 1:
Equipment classification and
requirements, 2d edition, 2007—03 as
corrected by IEC 60825-1 (2d edition—
2007), Corrigendum 1:2008-08
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(identified as “IEC 60825—1:2007"’) and
(IEC 60601-2—-22, Medical electrical
equipment—Part 2—22: Particular
requirements for basic safety and
essential performance of surgical,
cosmetic, therapeutic and diagnostic
laser equipment, Edition 3.0, 2007-05
(identified as “IEC 60601-2-22:2007""))
by adopting various aspects of the IEC
standards. By doing so, we would bring
FDA'’s standard up to date with current
science and better align FDA’s standard
for emission limits and hazard classes
with those in international use.
Currently, firms producing laser
products for sale within the United
States and abroad have to follow both
IEC and FDA standards. Aligning such
standards would mean that firms
currently complying with two different
sets of standards would generally need
to comply with only one, except where
the standards differ (e.g., collateral
radiation limit). In addition, this rule
results in better protection of public
health because adherence to the rule
will mitigate identified risks associated
with laser technology.

B. Harmonization Efforts

In the Federal Register of March 24,
1999 (64 FR 14180), FDA published a
proposed rule to amend the
performance standard for laser products
to achieve harmonization between the
current standard and the IEC standards
in place at that time for laser products
and medical laser products (the March
1999 proposal). Since the time of that
proposal, the IEC has amended its
standards, and continued work on the
March 1999 proposal would no longer
have achieved FDA'’s goal of increased
harmonization of requirements. In the
Federal Register of November 26, 2004
(69 FR 68831), the Agency withdrew its
March 1999 proposal.

In September 1999, FDA consulted
with its advisory committee, the
Technical Electronic Product Radiation
Safety Standards Committee (TEPRSSC),
and discussed the options for
responding to the developing changes in
the IEC standards. At that time,
amendments to the 1993 version of IEC
60825—1 had been distributed as a
Committee Draft for Vote (CDV) by the
members of IEC Technical Committee
76 (TC76). The advice from TEPRSSC
was for FDA to wait upon the results of
that voting. The TEPRSSC
recommended that if the CDV was
approved by the IEC and it appeared
that the amendments to the 1993
version of IEC 60825—1 would continue
to progress toward adoption, FDA
should modify its March 1999 proposal
accordingly. The CDV was approved in
October 1999. At its plenary meeting in

November 1999, TC76 approved
circulation for vote of the amendments
as a Final Draft International Standard
(FDIS). FDA then began drafting this
reproposal of its amendments based on
the FDIS.

In June 2000, FDA presented a status
report to TEPRSSC. TEPRSSC
recommended that FDA continue on
this course towards increased
harmonization with IEC standards
regardless of the outcome of the vote on
the IEC FDIS. The IEC approved the
FDIS in October 2000, resulting in an
amended version of the standard which,
at that time, was IEC 60825-1, Ed. 1.2:
2001-08. IEC subsequently made
additional amendments to IEC 60825-1,
resulting in the current version, IEC
60825-1, Ed. 2:2007-03 (as corrected by
Corrigendum 1: 2008—08), major
portions of which are incorporated by
reference in these proposed
amendments. FDA kept TEPRSSC
apprised of its efforts to amend the
Agency’s performance standard for laser
products through the presentation of
status reports in May 2001, May 2002,
and October 2003.

In response to concerns some
manufacturers expressed about having
to comply with two different standards
(i.e., the IEC and FDA standards), in the
Federal Register of July 26, 2001 (66 FR
39049), FDA published a notice of
availability of a guidance entitled,
“Laser Products—Conformance with
IEC 60825—1, Am. 2 and IEC 60601-2—
22; Final Guidance for Industry and
FDA (Laser Notice 50) (http://
www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
GuidanceDocuments/ucm094361.htm).”
This notice announced the Agency’s
intent to amend its standard for laser
products and stated that, while that
process is underway, FDA would not
object to industry’s compliance with
certain aspects of the IEC standards
instead of meeting the corresponding
FDA requirements. These corresponding
requirements include hazard
classification, measurements,
performance requirements, and labeling.
Laser Notice 50 was revised on June 24,
2007, to reference the revised IEC
standards, IEC 60825-1, Ed. 2:2007-03
and IEC 60601-2-22, Ed. 3: 2007-05.

At this time, we are proposing
specific amendments aimed at achieving
closer alignment with the amended IEC
standards, IEC 60825-1:2007 and IEC
60601-2—22:2007, by incorporating by
reference many of the provisions found
in these standards. However, FDA
believes that some differences remain
appropriate where FDA’s standard is
more precise than the IEC’s. For
example, FDA’s current standard with

respect to collateral radiation, human
access, modification of laser products,
and key control capability protect
against other hazards not reflected in
the IEC standards. These differences
relate specifically to the criteria in the
IEC standards for determining human
access to low levels of laser radiation
that are recognized to be ocular hazards
only, and concern the emission limits
for surveying and visual display laser
products.

Because the organization and
structure of the IEC standards have been
considerably different from the FDA
standard for the past quarter century,
the proposed amendments have adopted
the concepts of the IEC standards while
retaining the traditional organizational
structure of the FDA standard. We
believe this approach is appropriate
because the manufacturers who have
been producing laser products for the
U.S. market are accustomed to the
organization and structure of the FDA
standard. We seek comments on this
approach, specifically whether
manufacturers would prefer that the
Agency organize and structure its rules
to match the IEC standards.

II. Contents of the Proposed Regulation

Proposed § 1002.1 (21 CFR 1002.1)
revises the entries in table 1, for laser
products, to reflect the hazard
classification designations used in the
IEC standards.

Proposed §1010.1 (21 CFR 1010.1),
Scope, is amended to update the
reference to the legal authority for these
regulations and amendments.

Proposed §§1010.2(d) and 1010.3(b)
(21 CFR 1010.2(d) and 1010.3(b)) would
authorize the Director, Center for
Devices and Radiological Health
(CDRH), or as delegated, on the
Director’s own initiative or upon written
application by the manufacturer, to
approve alternate means of providing
certification and identification
information.

Proposed § 1040.5 (21 CFR 1040.5)
incorporates by reference into
§§1040.10 and 1040.11 (21 CFR 1040.10
and 1040.11) many of the provisions
found in two amended IEC standards
relating to laser products (i.e., [EC
60825-1:2007 and IEC 60601—2—
22:2007) in order to bring the FDA
standard up to date and achieve closer
alignment with the IEC standards.

Proposed § 1040.10(a) retains the
existing applicability stipulations and
contains a note emphasizing that the
standard is not being expanded to apply
to light emitting diodes (LEDs) unless
such products are also laser products as
defined in § 1040.10(b)(4). LEDs do not
typically meet the definition of laser
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product because they do not exhibit
light amplification by controlled
stimulated emission (capable of
producing a high-intensity, long-
distance hazard) and FDA does not want
to apply unnecessarily-stringent
requirements to LED manufacturers.

FDA is proposing to amend
§1040.10(a)(3) by adding a new
paragraph (iii) as a means of addressing
uncertified, unreported complete laser
systems that are sold as components.
FDA has observed that some
manufacturers and distributors are
marketing what are actually complete
laser systems as components or original
equipment manufacturer (OEM) parts.
New § 1040.10(a)(3)(iii) would require
that the seller document that the
purchaser meets the definition of
manufacturer in § 1000.3(n) (21 CFR
1000.3(n)) or that the purchaser is
excluded from applicability of the
standard in accordance with
§1040.10(a)(1) or §1040.10(a)(2). The
provision also would require the seller
to maintain such documentation as
specified in § 1002.31 (21 CFR 1002.31).
FDA is seeking comments on our
proposed approach to addressing this
issue.

Proposed § 1040.10(b) incorporates by
reference many of the numbered
definitions in clause 3 of IEC 60825—
1:2007 that apply to laser products, but
excludes those aspects of the definition
in clause 3 that are not applicable in the
context of FDA’s regulation because
they pertain to the purchaser’s use of
the laser product, an aspect generally
not regulated by FDA.

Proposed §1040.10(b)(2) provides a
definition for children’s toy laser
products to distinguish between laser
products provided for use as tools in
professional or academic settings and
those promoted for novelty use by
children (Refs. 1, 2, and 3). In general,
FDA’s criterion for a children’s toy laser
product is a laser product when the
expected use is by children under 14
years of age and the laser emission has
a novelty or visual entertainment
purpose. FDA'’s proposed standard
focuses on radiation safety while the
corresponding IEC standards are much
broader in terms of product safety.

Proposed § 1040.10(b)(8) seeks to
avoid confusion and clarifies that the
terms must as used in §§ 1040.10 and
1040.11 and shall as used in §§1040.10
and 1040.11 and the IEC standards are
equivalent in meaning and signify a
requirement.

Proposed § 1040.10(b)(9) would add
two sentences to the definition at
subclause 3.24 of IEC 60825-1:2007,
which would be incorporated by
reference by proposed § 1040.10(b)(1).

This language would clarify the
definition of the term “collateral
radiation” consistent with current and
proposed requirements as well as
longstanding FDA policy. The proposal
specifies that x-radiation would also be
included in the definition of “collateral
radiation,” which is consistent with the
current definition at § 1040.10(b)(12)
and the requirements of both current
and proposed § 1040.10(d), but is not
included in subclause 3.24 of IEC
60825—1:2007. FDA remains concerned
about the potential for unintentional
exposure to x-radiation from laser
products and this potential hazard is not
addressed in the IEC subclause. For this
reason, FDA wants to retain its x-ray
collateral radiation accessible emission
limit in 1040.10(d). In the 1992 HHS
Publication FDA 86—-8260—Compliance
Guide for Laser Products (http://
www.fda.gov/downloads/
medicaldevices/
deviceregulationandguidance/
guidancedocuments/ucm095304.pdf),
FDA specified that collateral radiation
includes ‘“x-radiation produced by a
high voltage power supply, plasma glow
in a discharge tube, excitation lamp
light, or reradiation from a workpiece.”
Proposed § 1040.10(b)(9) includes
similar language to make clear that the
definition of “collateral radiation”
includes, but is not limited to, these
types of radiation. FDA believes this
will inform the public and clarify the
breadth of objects that can,
unbeknownst to the user, absorb and
then re-emit radiation.

Proposed § 1040.10(c) incorporates by
reference the hazard classifications of
the IEC standard IEC 60825—1:2007.

Proposed § 1040.10(d) incorporates by
reference tables of accessible emission
limits (AELs) for the classes of laser
products identified in IEC 60825—
1:2007. FDA acknowledges that the
AELs of the IEC are more up to date and
better represent current understanding
of the biological hazards of laser
radiation. However, FDA is not
proposing to eliminate its more-precise
emission limits for collateral radiation.
FDA believes that its experience
demonstrates that the collateral
radiation limits provide objective
criteria for safety. Proposed § 1040.10(d)
retains the AELs for collateral radiation
but reduces the time base for which
collateral radiation is to be evaluated.
FDA is adopting the IEC collateral
radiation standard in whole but
retaining its own additional, more
precise limits for collateral x-ray
radiation because this aspect is not
addressed in the IEC collateral radiation
standard.

Proposed § 1040.10(e) incorporates by
reference the measurement conditions
set forth in IEC 60825-1:2007 for use in
determining the hazard classification of
the laser product. However, FDA retains
its requirement that tests under this
section be part of the basis of the
required certification of the product.
FDA considers the IEC stipulation that
conformance be evaluated under each
and every reasonably foreseeable single
failure condition to be impractical and
is not proposing to adopt this
stipulation. The stipulation is also
unnecessary because FDA'’s notification
and correction requirements in parts
1003 and 1004 (21 CFR parts 1003 and
1004) already provide an effective
procedure for dealing with failures to
comply or product radiation safety
defects.

Proposed § 1040.10(f) incorporates by
reference the engineering specifications
provisions of clause 4 of IEC 60825—
1:2007 with certain exceptions. The
exceptions include retention of the
existing authority in current
§ 1040.10(f)(6) for CDRH to approve
alternate means of safety in lieu of a
beam attenuator. Proposed
§1040.10(f)(4) is intended to allow more
flexibility to manufacturers in providing
means to preclude unintended or
unauthorized use of Class 3B or 4 laser
systems. The existing FDA requirement
in current § 1040.10(f)(4) is for a “key
control” that prevents “operation of the
laser” when the key is removed. The
wording of the existing FDA
requirement precludes the use of
momentary key switches to start the
laser or, if taken very literally, the use
of computer passwords. FDA believes
that the critical aspects of access control
are the necessity for the use of the key
to permit activation of the laser and the
ability to turn off the laser without a
key. Because FDA had concerns that the
flexibility to use a key that is not
captured by the key switch mechanism
or to use a computer password only
addressed the starting of the laser, the
proposed change also includes a
requirement that there be a means for
terminating operation of the laser. The
title of this section has also been
changed to ““security master control” to
reflect the broadening of the section.

Proposed § 1040.10(f)(12) relating to
collateral radiation would not
incorporate subclause 4.14.2 of IEC
60825-1:2007, but instead require that
the protective housing of laser products
must prevent human access to collateral
radiation that exceeds the limits for
collateral radiation as specified in
proposed § 1040.10(d)(2). This
requirement is necessary to assure the
safety of laser product users because the
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IEC standard allows the use of
protective housing to be at the
discretion of the manufacturer, rather
than a safety requirement.

Proposed § 1040.10(g) incorporates by
reference the labeling provisions of IEC
60825-1:2007 but allows labeling in the
format specified in the American
National Standards Institute (ANSI) 535
series for labels. Under this provision,
either type of labeling could comply
with the regulations.

Proposed § 1040.10(h)(1) includes
minor conforming changes. Proposed
§ 1040.10(h)(2)(ii) reorganizes and
clarifies what service information must
be made available by manufacturers. In
particular, the service information
addresses procedures or adjustments
which may affect any aspect of the
products performance. The preambles of
the proposed FDA standard published
in 1974 (39 FR 32097) and the final rule
published in 1975 (40 FR 32256)
indicate that the Agency’s main intent
in issuing the service information
requirement was to safeguard the
persons performing service on the laser
equipment from possible exposure to
unsafe levels of radiation. Subsequent to
the standard’s issuance, some
stakeholders have interpreted this
provision to apply to all service
instructions, often leading to
inappropriate access to non-safety
related service information by dealers,
distributors, and other unqualified
personnel. Proposed § 1040.10(h)(2)(ii)
clarifies that this part of the standard is
intended to address laser radiation
safety during service procedures and
that the decision to provide additional
information is at the discretion of the
manufacturer.

Proposed § 1040.11(a), which applies
to medical laser products, would
incorporate by reference certain
pertinent clauses and subclauses from
the IEC standard IEC 60601-2-22:2007
including instructions for use
(subclause 201.7.9.2) and laser radiation
(clause 201.10). These clauses and
subclauses are more current than the
existing FDA standard in addressing
current technology and use conditions.
FDA is not proposing to adopt other
clauses and subclauses of the IEC
standards with respect to medical laser
products because they do not pertain to
radiation safety, but rather relate to
other product safety concerns.

FDA is proposing to amend
§1040.11(b) and (c) to change the
highest allowed class designation from
Class IIIa to Class 3R. This change is
necessitated by the incorporation of the
IEC classifications and measurements
for classification by reference into
§1040.10(d) and (e).

FDA is also proposing to amend
§1040.11 by adding a new paragraph
(d). Proposed § 1040.11(d) would
restrict to Class 1 under any conditions
of operation, maintenance, service, or
failure, any laser products that are made
or promoted as children’s toys. We are
proposing this amendment to ensure
children will not be harmed by laser
radiation under any conditions
including disassembly or breakage.
Because the class of the laser within the
toy could be higher than the class of the
toy product itself, the amendment
protects children from unanticipated
harmful exposure. The Consumer
Product Safety Commission has
requirements that address other safety
concerns pertaining to children’s toys
(see 16 CFR part 1500).

FDA, in response to a specific request
from the U.S. Department of Defense
(DOD), is proposing a new § 1040.11(e)
that codifies an exemption from the
standard granted for the DOD in 1976
for laser products that are intended for
use in combat, combat training, or that
are classified in the interest of national
security. This proposed amendment
states that these laser products must
have specific authorization from the
procuring DOD authority in order for
the exemption to apply. Detailed
information about the implementation
of this exemption is contained in the
CDRH guidance document, which is
available at http://www.fda.gov/
MedicalDevices/
DeviceRegulationandGuidance/
GuidanceDocuments/ucm094416.htm.

III. Legal Authority

FDA is taking this action under the
FD&C Act, as amended by the SMDA.
Section 532 of the FD&C Act (21 U.S.C.
360ii) authorizes FDA to establish and
administer an electronic product
radiation control program to protect the
public health and safety. Section 534 of
the FD&C Act (21 U.S.C. 360kk)
authorizes FDA by regulation to
prescribe, amend, and revoke
performance standards for electronic
products. Section 1003(b)(2)(E) of the
FD&C Act (21 U.S.C. 393(b)(2)(E))
requires FDA to ensure that public
health and safety are protected from
electronic product radiation. In
addition, section 701(a) of the FD&C Act
(21 U.S.C. 371(a)) authorizes the Agency
to issue regulations for the efficient
enforcement of the FD&C Act.

IV. Proposed Effective Date

FDA proposes that any final rule that
issues based on this proposed rule
become effective 2 years after the date
of publication of the final rule in the
Federal Register. A product is certified

compliant with a particular standard as
that standard exists on the Date of
Manufacture, that is, the date it passed
final testing including the compliance
tests. Therefore, products which were
completed and dated before the effective
date of the amendments would not have
to be recertified even if they are sold
after that effective date.

V. Environmental Impact

The Agency has determined under 21
CFR 25.34(c) that this proposed action
is of a type that does not individually
or cumulatively have a significant effect
on the human environment. Therefore,
neither an environmental assessment
nor an environment impact statement is
required.

VI. Analysis of Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866, Executive Order 13563, the
Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4).
Executive Orders 12866 and 13563
direct Agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). This proposed rule
is a significant regulatory action as
defined by Executive Order 12866, and
as such, it has been reviewed by OMB.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. The Agency prepared an initial
regulatory flexibility analysis (see
section VI.G “Impact on Small Entities”
of this document).

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $136
million, using the most current (2010)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this proposed rule to result in any 1-
year expenditure that would meet or
exceed this amount.
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A. Need for Regulation

As discussed previously in this
document, the Agency is proposing to
amend its regulations relating to laser
products. The current FDA standard for
laser products is based on an outdated
understanding of photobiological
science and no longer reflects the
current state of a technologically
evolving industry. For example, lasers
now commonly used in the
semiconductor and communications
industries had not yet been invented at
the time the standard was last updated
by FDA.

Through this rulemaking, the Agency
intends to better harmonize its standard
with the current IEC standards (IEC
60825—-1:2007 and IEC 60601—2—
22:2007). By doing so, we would bring
the FDA’s standard up to date with
current science and better align the
FDA’s standard for emission limits and
hazard classes with those used by most
countries of the world. Currently, firms
producing laser products for sale within
the United States and abroad have had
to follow both IEC and FDA standards.
Aligning such standards would mean
that firms currently complying with two
different sets of standards would
generally need to comply with only one,
except where the standards differ.

Despite the advantages of using an
updated internationally-recognized
safety standard, private incentives alone
would be inadequate to move the laser
industry to this new standard. Current
regulations, based on a different
standard, would prevent such a move.
Some entities might choose not to adopt
the new standard. Under section
534(a)(4) of the FD&C Act, a new
regulation is necessary to amend FDA’s
existing standard. For these reasons,
FDA concludes this rule is necessary.

B. Background

Lasers are given hazard classifications
according to the radiation hazard they
present. Class I lasers, such as DVD
players, are considered to be safe under
intended conditions of operation. Under
the harmonized standard, these lasers
would be in Class 1 (not known to be
hazardous) and Class 1M (not known to
be hazardous to the unaided eye).? Class
II lasers are more hazardous, but should
be safe as long as humans blink and
aversion responses operate. These lasers
would be either Class 2 or Class 2M
(safe as long as one did not use optical
instruments for viewing and one’s blink
and aversion responses did operate).
Class IlIa lasers are more powerful, but

1 A laser could be in Class I(1) because it emits
very little radiation or because the radiation is fully
contained, as in a laser printer.

are still considered as low risk. These
lasers would be classified in class 3R
under the harmonized standard. Class
IIIb lasers are potentially dangerous and
most would be classified as Class 3B
under the harmonized standard. Some
lower power lasers that are currently in
Class IIIb may be able to move to lower
classes under the harmonized standard.
Class IV lasers, such as those used for
cutting, are particularly dangerous.
These would be in Class 4 under the
harmonized standard.

While some firms in the laser industry
would incur a burden associated with
adopting a new standard, our
impression from discussion with
industry experts is that greater
harmonization should lower the overall
economic burden on the U.S. laser
industry. The Agency believes increased
harmonization to be consistent with the
goal of adopting voluntary consensus
standards, as has been articulated in
OMB Circular A—119 (Ref. 4). Moreover,
to the extent that the current FDA
standard differs from those used by
other trading partners, harmonization
would reduce costs associated with
trade and would indirectly benefit U.S.
consumers of laser products.

In addition to bringing FDA’s laser
standard in line with current science
and partially harmonizing with the rest
of the laser industry, this action would
also clarify the scope of existing laser
regulations. Children’s toy laser
products, not currently included among
“specific purpose laser products,”
would now be covered. These could
include, for example, lasers mounted on
toy guns for “aiming,” spinning tops
which project laser beams while they
spin, dancing laser beams projected
from a stationary column, or lasers
intended for creating entertaining
optical effects. We do not know the
number of firms manufacturing these
products but believe nearly all are
located outside the United States. Laser
products claiming exemption as a
product intended for use in combat,
combat training, or classified in the
interest of national security would
continue to be required to have specific
authorization from the DOD. This
proposed rule clarifies when the
exemption applies.

The Agency believes rulemaking to be
the preferred approach to moving this
large, heterogeneous industry to a
partially harmonized standard. As
previously mentioned in this document,
some laser manufacturers would incur
one-time additional costs from
increased harmonization, approximately
$6.7 million at 7 percent and $5.9
million at 3 percent, but expected
recurring benefits to laser manufacturers

of $13.4 million would exceed these
costs. In 2001, the Agency addressed the
need for an updated standard by issuing
Laser Notice 50 (Ref. 5). Laser Notice 50
declared that FDA would not object to
compliance with IEC standards to
satisfy certain FDA requirements while
the Agency was in the process of
amending its own standard. Firms
following the approach described in
Laser Notice 50 have been allowed to
benefit from harmonization during this
period of transition to a new
harmonized standard. We seek
comments from firms using the Laser
Notice 50 approach to help us examine
the costs and benefits of this regulatory
action. Laser Notice 50, however, was
intended only as a stopgap measure.
Through this action, laser product
manufacturers will benefit from
increased regulatory certainty. Also,
safety inspectors examining these
products will be able to work from far
more similar standards.

By moving to a safety standard more
attuned to current science, the Agency
expects this action to benefit public
health. There is a risk of serious injury
associated with the use of lasers. High-
powered lasers have the potential to
burn human tissue, but nearly all of the
reported injuries from the use of lasers
have been retinal (Ref. 6, p. 466). A
study published in 2000 found over 100
reports of laser eye injuries over the
course of 35 years (1965—2000) in the
medical literature, but noted many more
injuries went unreported because of
confidentiality requirements associated
with the legal proceedings and the
sensitivity of military operations (Ref. 6,
p. 465). Another study estimated that
there are fewer than 15 retinal injuries
each year worldwide from industrial
and military lasers (Ref. 7, p. 1211).
Accidents involving higher-powered
lasers have resulted in permanent loss
of visual acuity and even blindness.
Injuries from lower powered lasers have
been associated with temporary
disturbances in vision. While these eye
injuries are not permanent, the
temporary loss of vision can result in
serious accidents (Refs. 14, 15). Our
understanding of potential sources of
laser injuries has evolved significantly
over time because of developments in
the science. FDA believes its standard
should be aligned with the most recent
valid science in order to minimize risk
of injury. Scientific studies have
identified radiation safety issues
associated with lasers that were
previously unknown such as repetitive
pulse output and additional spectral
regions where photochemical hazards
must be considered. This regulation



37728

Federal Register/Vol. 78, No. 121/Monday, June 24, 2013/Proposed Rules

accounts for variables that were not
addressed by the previous regulation.

C. Affected Entities

The proposed rule would directly
affect establishments that manufacture
laser products. In general, all products
incorporating a laser or laser system are
subject to the current performance
standard. Laser products that are also
medical devices are also subject to the
Agency’s regulations pertaining to
medical devices. Manufacturers that
market products internationally must
also comply with internationally-
recognized standards, such as IEC
60825-1:2007 and 60601-2—-22:2007.

Because a wide variety of products
contain lasers, the term “laser industry”
actually refers to manufacturers in
numerous industries. Examples of
products that incorporate lasers are
compact disc and DVD players, fax
machines, fiber optic and free-air
communication peripherals, bar code
scanners, cutting and welding tools, and
laser speed detectors. For the year 2006,
worldwide revenues for the laser
industry were approximately $5.6
billion (Ref. 8). In 1997, U.S. sales
accounted for approximately 60 percent
of industry revenues according to the
January 1998 edition of the trade
publication Laser Focus World, the last
edition to report that statistic. Assuming
that share still holds, the domestic laser
industry has annual sales of
approximately $3.4 billion. Global
revenues increased slightly between
2005 and 2006.

The Agency contracted with the
Eastern Research Group (ERG), Inc. to
estimate the economic impact of partial
FDA harmonization with these two IEC
standards. ERG’s report, “Technical
Quality and Economic Implications of
International Harmonization of Laser
Performance Standards—An Update”
(ERG Report) (Ref. 9) is summarized
here and on file with the Division of
Dockets Management as well as http://
www.regulations.gov (see ADDRESSES).

ERG estimates that there are 1,283
U.S. manufacturers of laser products
spanning 18 North American Industrial
Classification System (NAICS)
classifications. All of these firms would
be affected by this proposed rule
because all are assumed to produce for
U.S. consumers and, therefore, required
to meet the FDA standard. Those firms
producing only for U.S. consumers (875
of the 1,283 firms according to ERG)
would bear costs because they would
need to adopt a new set of standards.
Firms producing for both U.S.
consumers and for export (408 of the
1,283 firms) would benefit from this
proposed rule because they would

generally need to comply with only one
standard instead of two sets, except
where the standards differ. Based on our
experience regulating and inspecting
these exporting firms and our
understanding that the current IEC
standards and this proposal that would
incorporate the IEC standards by
reference are similar, we assume for this
analysis that exporting firms are already
in compliance with the IEC standards.
We recognize, however, that this is a
critical assumption and welcome
comments from the public. The Agency
does not know of any U.S. firms
producing solely for export.

D. Costs of the Proposed Regulation

The costs of complying with this
proposed rule would be the costs
associated with elements of the
harmonized standard that are not in the
existing standard. Because exporting
firms are presumed to already be in
compliance with the IEC standards, only
firms not currently producing for export
would be expected to incur these costs.
The ERG Report identifies four cost-
generating elements: Protective housing
labeling, repetitive pulse correction
factor, testing with 50 millimeters (mm)
aperture, and compliance testing for de
minimis changes. We also recognize that
there may be some costs associated with
IEC standards documentation,
documentation requirements for
manufacturers of some laser products
that are intended as components, and
DOD exemption documentation. We do
not rule out potential additional training
costs associated with learning the new
standard, but believe estimated costs
would be so minor that they would be
difficult to reliably quantify.

1. Protective Housing Labeling

Section 1040.10(d)(2) of the proposed
rule changes the wording on the label
that must appear on all housings that
prevent access to laser light. The cost of
making this change would depend on
the labor associated with the change,
any IT system changes required, and on
the cost of creating and printing new
labels. The ERG Report noted that
manufacturers of consumer products
have shorter product cycles than
manufacturers of industrial products
and that many consumer product
manufacturers would be able to make
the label change in the ordinary cycle of
production. This analysis assumes
similarity between the manufacturers of
consumer products and manufacturers
of laser products. Nevertheless, because
of the difficulty in identifying consumer
products among the various NAICS
classifications, ERG applied the
protective housing label costs to all

NAICS industries affected (Ref. 9, p. 42).
Because firms in classification 334119
(other computer peripheral equipment
manufacturing) are believed to export,
they are assumed to be unaffected.
According to the ERG Report, a label
change would cost an estimated $4,966,
or approximately $5,000, per product.
The costs roughly break down as
approximately $4,300 for an engineering
change order, including $400 in label
design and tooling expenses, plus $600
in label inventory losses.

The total cost of this provision would
be a function of the number of affected
products. Firms with a single product
would face a cost of about $5,000. ERG
estimates that the 875 non-exporting
firms affected by this provision of the
proposed rule produce approximately
3,100 products, resulting in a cost of
$15.4 million. Because the ERG analysis
was completed in 2005, we adjust for
inflation using the most current (2009)
Implicit Price Deflator for the Gross
Domestic Product. Adjusting for
inflation of 9.77 percent, the estimated
cost is $16.9 million. The annualized
cost of this provision, at a 7 percent
discount rate over a 10-year horizon is
$2.2 million. At 3 percent, the
annualized cost is $1.8 million (Ref. 9,
Table 3-5, p. 53). Adjusting for
inflation, these amounts are $2.4 million
and $2.0 million.

This estimate may substantially
overstate the cost of compliance because
it does not consider product labeling
that could be updated during the 2-year
implementation period. If the labeling
for some products would normally be
updated every 6 years, a sizable fraction
of these products would be able to
revise the labeling as part of the normal
product cycle during the 2-year
implementation period. Because the
Agency does not know the lifespan of
these labels and the ERG Report does
not cover this issue, we have not
attempted to calculate the fraction that
would be updated in a 2-year period.

2. Repetitive Pulse Correction Factor

The harmonized standard for laser
products includes a new technical
specification for calculating the power
of scanning or repetitively pulsed laser
products. Pulse repetition potentially
increases the risk of injury and was not
a standard feature of laser products
when the current standard was issued
(Ref. 16). Because of this new technical
specification, certain products might be
reclassified as presenting a greater threat
to safety and may require more safety-
related features. Due to the increased
granularity of the classifications in the
IEC standards as compared to FDA’s
existing standard, some Class I
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products, such as certain laser range
finders or laser pointers, might be
reclassified as Class 1M or 3R. Some
Class II or IIla products might be
reclassified as Class 3B. The impact of
this provision would be felt among
firms in NAICS classification 334519
(other measuring and controlling device
manufacturing), where, according to
Table 2—5 of the ERG Report, there are
71 affected firms.

Under this proposal, Class 3B laser
products require more safety-related
features than products in Class I, II, or
IlTa. Such safety features would include
an indicator light at each aperture to
show when the laser is operating, a key
or password lock, a connector to
facilitate remote interlocking, and a
beam attenuator. The increase in safety
requirements may also lead to other
changes, such as the revision of safety
manuals or the use of more elaborate
installation procedures. Manufacturer
costs associated with this provision
would include both one-time
engineering costs relating to changes to
design and documentation, plus
recurring production costs for the
inclusion of these safety-related features
in the manufacture of each unit.

To comply with this provision,
manufacturers faced with
reclassification to a more stringent class
would face the costs of redesigning the
product. In some cases, however, a
manufacturer might be able to make
adjustments to the product, itself, to
stay in a lower class. For example, if
power output is a factor in moving a
product to a more stringent class, the
manufacturer might avoid the move if it
can lower the power of the unit without
harming the functionality of the
product.

The one-time cost for product design
to incorporate the additional safety
features would be between $25,000 and
$100,000 per product (Ref. 9, p. 43).
These costs would include labor and
materials for redesign, purchasing,
establishing manufacturing and quality
control procedures, and product
documentation changes. The range for
these costs reflects that the required
safety changes can vary from being
fairly straightforward to being
substantially more complex. The
average expected one-time cost of
compliance is $55,400 per affected
product, as derived in Table 3—1 of the
ERG report.2 Over all affected products
in NAICS classification 334519, the
estimated one-time cost of this

2The estimate assumes 160 hours of managerial
time at a rate of $53.28 per hour, 1,200 hours of
professional staff time at $38.47 per hour, and 40
hours of clerical time at $18.08 per hour.

provision is $6.3 million. Adjusting for
inflation of 9.77 percent, the estimated
cost is $6.9 million. The 10-year
annualized cost at a 7 percent discount
rate is $892,000. At 3 percent, the
annualized cost is $734,000 (Ref. 9,
Table 3-5, p. 54). Adjusting for
inflation, these amounts are $979,000
and $806,000.

In addition to the one-time costs
associated with making these changes,
there would also be recurring costs for
the increased material and labor used in
manufacturing. Based on information in
the ERG Report from discussions with
industry experts, the Agency estimates
that these additional components would
cost approximately $5 per unit and
would require an additional 0.1 hours to
install for each unit. Assuming a 1,000
unit production run for a typical
product affected by this rule, ERG has
estimated that the total recurring costs
per product for this aspect of the
proposed rule to be $7,004 per product
(Ref. 9, p. 43). Many laser product
manufacturers have significantly higher
production volumes, but an ERG
analysis of U.S. International Trade
Commission export statistics for the
affected NAICS codes supports this
lower estimate. Moreover, companies
with higher production volumes are
likely to be exporters already familiar
with IEC standards and manufacturers
of Class I devices which would not be
affected by this proposal. Nevertheless,
estimated recurring costs for a
hypothetical affected company with a
production volume of 100,000 units
would be 100 times as great, or $700,000
per product. We therefore request
comment on this assumption.

Over the estimated 113 affected
products in NAICS classification
334519, the cost would be $792,000.
Adjusting for 9.77 percent inflation, the
cost is $870,000. Adding this to the
annualized one-time cost, the
annualized total cost of this provision at
a 7 percent discount rate over 10 years
is $1.7 million. At a 3 percent discount
rate, the annualized cost is $1.5 million.
Adjusting for inflation, these amounts
are $1.8 million and $1.7 million.

3. Testing With 50 mm Aperture

Under the proposed rule, the power of
many visible and near infrared lasers
would be tested using an aperture of 50
mm. Previous test methods used a
smaller aperture and did not capture
some power from lasers with a wide
beam width. According to the ERG
Report, most laser products have a beam
width smaller than 50 mm and would
not be affected by this provision. But a
few products with diverging or
expanded beam diameters may be

affected. Examples of potentially
affected products with wide beam
widths are laser speed guns and
distance-measuring products used in
construction.

With the larger test aperture leading
to more measured power, some products
may move into more stringent class
designations. As with the previously
discussed repetitive pulse correction
factor, a manufacturer with a product
that has moved to a more stringent class
could either redesign the product to
meet the stricter requirements or lower
the product’s power. For the purposes of
this analysis, we assume the
manufacturer redesigns the product.
The Agency assumes the cost of the
provision to be the same as that in the
repetitive pulse correction factor:
$55,400 for one-time product design and
a little over $7,000 for increases in the
cost of production.

In its report, ERG assumed this
provision would affect products
manufactured by firms in NAICS
classifications 334511 (search,
detection, navigation, guidance,
aeronautical, and nautical system and
instrument manufacturing) and 334519
(other measuring and controlling device
manufacturing). ERG estimated there to
be 11 affected firms with 33 affected
products in classification 334511 and 71
affected firms with 113 affected
products in classification 3345193.3

The estimated one-time cost for
classification 334511 for this provision
is approximately $1.8 million ($55,400
per product x 33 affected products). The
estimated recurring costs are
approximately $229,000 ($7,000 per
product x 33 products). The estimated
one-time cost for classification 334519
is $6.3 million ($55,400 per product x
113 products) and the recurring costs
are $792,000 ($7,000 per product x 113
products).

For both classifications combined, the
one-time cost for this provision is
approximately $8.1 million ($1.8
million + $6.3 million), which is $1.1
million when annualized at 7 percent
and $946,000 when annualized at 3
percent. The recurring cost is
approximately $1.0 million ($229,000 +
$792,000). The estimated total cost of
this provision, annualized over 10 years
at 7 percent is $2.2 million, and at 3
percent, the cost is $2.0 million.
Adjusting for inflation of 9.77 percent,
the one-time cost is $8.9 million, and
the recurring cost is $1.1 million.
Annualized over 10 years at 7 percent,

3 See ERG report, Tables 3—3 and 3-5. Table 3—
5 does not explicitly list the number of affected
products, but this can be deducted from the total
costs in the table on p. 55 and the per-device cost
as calculated in table 3—1.
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the inflation-adjusted cost is $2.4
million, and at 3 percent the cost is $2.2
million.

4. Compliance Reporting for de Minimis
Changes

Changes in laser products must be
reported to FDA under both the current
regulation and the proposed regulation.
As noted earlier, some firms would be
required to change their protective
housing labeling. When a firm changes
the labeling of a product, it must submit
to FDA a report of the change and a
copy of the new label.

In addition to the costs associated
with the actual label change, a firm
would also incur the costs to compile
and submit the information for the
change notice to FDA. ERG estimates
this cost to be about $100 per product
(Ref. 9, p. 45). This estimate potentially
overstates the impact, as many firms
would be able to notify FDA of product
changes through the annual report
process and would not need to submit
an additional notice.

As noted previously in this document,
the 875 non-exporting firms affected by
the label change provision (and,
therefore, this provision) are responsible
for approximately 3,100 laser products.
ERG estimates the one-time cost of these
notifications to be $334,000, which is
$47,000 when annualized at 7 percent
and $39,000 when annualized at 3
percent (Ref. 9, Table 3-5, p. 56).
Adjusted for inflation, the one-time cost
is $366,000, which is $52,000
annualized at 7 percent and $43,000
annualized at 3 percent.

5. IEC Standards Documentation

In addition to the issues addressed in
the ERG Report, the Agency recognizes
that some laser manufacturers may need
to purchase an official set of IEC
Standards.4 Document IEC 60825-1,
Edition 2, March 2007, costs CHF 255
(Ref. 10).5 Document IEC 60601-2—-22,
Edition 3.0, May 2007, costs CHF 135.
Thus, these IEC standards can be
purchased for CHF 390, which is about
$350. Assuming all 875 laser
manufacturing firms not currently
producing for export would purchase
these documents, the total one-time cost
would be $289,500. When annualized at
7 percent over 10 years this cost is
$41,200, and when annualized at 3
percent, it is $33,900.

4 The standards are sold through the IEC Web site
(http://www.iec.ch).

5 Swiss Francs are represented by the symbol
CHF. 1 Swiss Franc = 0.9342 U.S. Dollars. Per
midrates 21:20 UTC, April 21, 2010.

6. Manufacturer Status Documentation

Regulatory requirements for those
selling components or OEM parts to
manufacturers are less burdensome than
are the requirements for those selling
complete laser systems to consumers.
Under current regulations, components
and OEM parts may only be sold to
manufacturers. New § 1040.10(a)(3)(iii)
would reinforce these provisions by
requiring those selling components or
OEM parts to document that the
purchaser meets the definition of
manufacturer in § 1000.3(n) or that the
purchaser is excluded from the standard
in accordance with § 1040.10(a)(1) or
§1040.10(a)(2). The provision would
also require the seller to maintain
documentation as specified in
§1002.31.

ERG did not analyze this provision in
their report. The regulation would
require those selling components to
maintain records showing that their
customers are manufacturers. The
Agency believes sellers could generally
comply with this provision by
accumulating information gathered in
the course of doing business. Additional
information required to verify that a
particular purchaser was a manufacturer
could be obtained through email or fax.
The Agency assumes that it would take,
on average, approximately 10 minutes,
or 0.17 hours for a component seller to
obtain and file information on each
customer. The ERG Report assumes an
average wage rate for clerical and
administrative staff of $18.08 per hour,
so the cost per record would be $3 (Ref.
9, p. 13).

FDA does not know how many
manufacturers or suppliers are
purchasers from each manufacturer with
a registered component product.
According to the FDA product
registration database, there were 574
component product registrations from
155 component manufacturers filed
during the 11-year period from 1997 to
2007, an annual average of 52 product
registrations (574 + 11) from 14
manufacturers (155 + 11). Assuming
each accession number in the
registration database represents a
unique purchaser who is a manufacturer
or supplier, there would be 52 new
records each year. At $3 per record and
adjusting for 9.77 percent inflation, the
annual cost of this provision would be
$172. We invite comment on these
estimates and the extent to which this
provision would prevent manufacturers
from improperly shifting the
responsibility for certifying, reporting,
or registering products to end users.

7. Department of Defense Exemption

The FDA laser safety standard may
not be appropriate for laser products
used in combat, combat training, or
other national security situations.
Visible or audible emission indicators
and highly visible warning labels, for
example, may be inappropriate when
concealment is vital. For this reason,
laser products procured for combat,
combat training, or classified for reasons
of national security are exempted by
FDA from the laser safety standard (Ref.
11).

Nevertheless, FDA is concerned that
the lack of clear regulatory language
hampers the effectiveness of this
exemption. FDA has become aware of
manufacturers claiming to possess a
DOD exemption when they have not
followed the proper procedures and
obtained the required exemption letter.
FDA is also concerned that the
manufacturer may attempt to import
laser products without an exemption
letter, 