STATE OF CALIFORNIA—NATURAL RESOURCES AGENCY ARNOLD SCHWARZENEGGER, GOVERNOR

CALIFORNIA COASTAL COMMISSION

45 FREMONT, SUITE 2000

SAN FRANCISCO, CA 94105-2219
VOICE AND TDD (415) 904- 5200
FAX (415) 904- 5400

ENERGY, OCEAN RESOURCES, AND FEDERAL CONSISTENCY DIVISION REPORT
FOR THE

FEBRUARY 10, 2010 MEETING OF THE CALIFORNIA COASTAL COMMISSION

TO: Commissioners and Interested Parties

FROM: Alison Dettmer, Deputy Director
Energy, Ocean Resources & Federal Consistency

IMMATERIAL AMENDMENT

APPLICANT PrROJECT LOCATION

E-05-001-A1 Remove_ from the In@ependent Spent Fuel Storage | Humboldt Bay Power Plant
Pacific Gas & Electric Co Installation (ISFSI) site at Humboldt Bay Power Humboldt County

' Plant eight utility poles — 3 for security lights and 5
for cameras — and replaced them with up to 12
poles for both lights and cameras on each pole.
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NOTICE OF PROPOSED IMMATERIAL PERMIT AMENDMENT

E-05-001-Al
TO: All Interested Parties
FROM: Peter M. Douglas, Executive Director
DATE: January 28, 2010

SUBJECT: Application to amend coastal development permit No. E-05-001 granted to
Pacific Gas & Electric (PG&E) allowing construction and operation of an
Independent Spent Fuel Storage Installation (ISFSI) at the Humboldt Bay Power
Plant, near King Salmon, Humboldt County.

The Executive Director has determined that the requested project change described herein may
be approved as an immaterial amendment to the above-referenced coastal development permit
(CDP).

Background and Project Description: On September 15, 2005, the Commission approved CDP
No. E-05-001 allowing PG&E to construct and operate a spent fuel storage installation at the
Humboldt Bay Power Plant. The approved project included construction of related fencing and
security measures required by the Nuclear Regulatory Commission (NRC).

Requested Amendment: PG&E has requested its permit be amended to allow it to remove from
the ISFSI site eight utility poles — three used for security lights and five used for security
cameras — and replace them with up to twelve poles that would accommodate both lights and
cameras on each pole. PG&E would also install approximately 1000 feet of underground
conduit around the fenced perimeter of the ISFSI site to provide electrical service to the lights
and cameras. The existing poles are about 20 feet high and the proposed new poles would be
about 32 feet high. The proposed change to the project is in response to an NRC requirement.

Findings: The proposed amendment has been deemed “immaterial’ for the following reasons:

e Visual Resources: As part of the Commission’s original approval, the project was subject to
CDP Special Condition #3, which states:

Visual Resources: All structures and fixtures at the ISFSI’s blufftop storage site visible
from public areas shall be painted or otherwise finished in neutral tones that minimize
their visibility from those public areas. Lighting at the storage area shall be directed
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downward and inward to the extent allowed by Nuclear Regulatory Commission
requirements.

The proposed change to the project would continue to be subject to this condition and would
result in only a minimal visual change to the project as originally approved.

e Environmentally Sensitive Habitat Areas: Portions of the power plant site include wetlands
or environmentally sensitive habitat areas. However, neither the proposed poles nor the
underground conduits would be placed in, or affect, those areas.

Immaterial Permit Amendment

Pursuant to the California Code of Regulations—Title 14, Division 5.5, Volume 19, section
13166(b)—the Executive Director has determined this amendment to be IMMATERIAL.

Pursuant to section 13166(b)(1), if no written objection to this notice of immaterial amendment
is received at the Commission office within ten (10) working days of mailing said notice, the
determination of immateriality shall be conclusive and the amendment shall be approved.

Pursuant to section 13166(b)(2), if a written objection to this notice of an immaterial amendment
is received within ten (10) working days of mailing notice, and the executive director determines
that the objection does not raise an issue of conformity with the Coastal Act or certified local
coastal program if applicable, the immaterial amendment shall not be effective until the
amendment and objection are reported to the Commission at its next regularly scheduled
meeting. If any three (3) Commissioners object to the executive director’s designation of
immateriality, the amendment application shall be referred to the Commission for action as set
forth in section 13166(c). Otherwise, the immaterial amendment shall become effective.

Pursuant to section 13166(b)(3), if a written objection to this notice of an immaterial amendment
is received within ten (10) working days of mailing notice, and the executive director determines
that the objection does raise an issue of conformity with the Coastal Act or a certified local
coastal program if applicable, the immaterial amendment application shall be referred to the
Commission for action as set forth in section 13166(c).

If you wish to register an objection to this notice, please send the objection in writing to Tom
Luster at the above address. If you have any questions, you may contact him at (415) 904-5248
or via email at tluster@coastal.ca.gov.
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STATE OF CALIFORNIA — NATURAL RESOURCES AGENCY

ARNOLD SCHWARZENEGGER, Governor

CALIFORNIA COASTAL COMMISSION

45 FREMONT STREET, SUITE 2000
SAN FRANCISCO, CA 94105-2219
VOICE AND TDD (415) 904-5200

DATE: January 26, 2010

W 4

TO: Coastal Commissioners and Interested Parties

FROM: Peter M. Douglas, Executive Director
Alison Dettmer, Deputy Director

Mark Delaplaine,

Manager, Energy, Ocean Resources and Federal

Consistency Division

RE: Administrative Items Under Consideration by the Executive Director
[A Draft Executive Director decision letter is attached]

[Note: A draft Executive Director letter is attached for Commission consideration at the
February 10, 2010, Commission meeting. The letter will only be sent if the Commission
does not object to the Executive Director sending the letter of authorization.]

PROJECT #:
APPLICANT:
LOCATION:

PROJECT:

ACTION:
ACTION DATE:

CD-010-07 and CD-011-07

National Oceanic and Atmospheric Administration
Monterey Bay and Gulf of the Farallones National Marine
Sanctuaries

Modifications to previously-reviewed consistency
determinations

Concur

No action taken yet




STATE OF CALIFORNIA —NATURAL RESOURCES AGENCY ARNOLD SCHWARZENEGGER, GOVERNOR

CALIFORNIA COASTAL COMMISSION

45 FREMONT, SUITE 2000

SAN FRANCISCO, CA 94105- 2219
VOICE AND TDD (415) 904- 5200
FAX (415) 904- 5400

February _, 2010

DRAFT

John Armor, Regional Director

Conservation Policy and Planning Division Chief
1305 East-West Highway

Silver Spring MD 20910

Re: CD-011-07 and CD-010-07, NOAA, Modification to previously-reviewed Consistency
Determinations for Monterey Bay and Gulf of the Farallones National Marine Sanctuaries

Dear Mr. Armor:

On August 10, 2007, the Commission conditionally concurred with NOAA’s two above-
referenced consistency determinations for revised management plans for the Monterey Bay and
Gulf of the Farallones National Marine Sanctuaries (MBMNS and GFNMS, respectively). The
Commission’s conditions addressed release of invasive species within the two sanctuaries; the
first condition below was for the Monterey NMS and the second for the Gulf of the Farallones
NMS:

1. Release of Invasive Species. NOAA will revise MBNMS regulations to include
proposed language advanced in the project EIS to prohibit releasing or otherwise
introducing from within or into the Sanctuary: (1) a species (including but not limited
to, any of its biological matter capable of propagation) that is non-native to the
ecosystem(s) protected by the Sanctuary; or (2) any organism into which genetic
matter from another species has been transferred in order that the host organism
acquires the genetic traits of the transferred genes; other than striped bass released
during catch and release fishing activity.

2. Release of Introduced Species. NOAA will revise GFNMS regulations to include
proposed language advanced in the project EIS to prohibit releasing or otherwise
introducing from within or into the Sanctuary an introduced species, except: (1)




striped bass released during catch and release fishing activity; and (2) species
cultivated by mariculture activities in Tomales Bay pursuant to valid lease, permit,
license or other authorization issued by the State of California and in effect on the
effective date of the final regulation, provided that the renewal by the State of any
authorization does not allow cultivation of new or different introduced species or
increase the size of the area under cultivation with introduced species. For the
purposes of this condition, introduced species is defined as (1) a species (including
but not limited to, any of its biological matter capable of propagation) that is non-
native to the ecosystem(s) protected by the Sanctuary; or (2) any organism into which
genetic matter from another species has been transferred in order that the host
organism acquires the genetic traits of the transferred genes.

In adopting these conditions, the Commission found:

[CD-011-07 - MBMNS] The change to the proposed MBNMS introduced species
prohibition advanced by NMSP in the July 16, 2007, letter has the potential to
substantially increase the numbers and locations of introduced species that are released
into the Sanctuary’s waters by providing a means by which these species could be legally
released. Although joint federal and state approval would still be required to allow
introduced species, other than striped bass, to be released into the Sanctuary, the
facilitation on the release of introduced species provided by this regulation appears to
conflict with the goals, mission and stewardship responsibility of the National Marine
Sanctuary Program as well as the marine resource protection provisions of the
California Coastal Management Program (Coastal Act Sections 30230 and 30231).
Given the well established and documented threat that introduced species pose to marine
ecosystems and native species, as well as the fact that the only shellfish aquaculture
operations that currently exist within the Monterey Bay area are dedicated to raising
native species, it is difficult to envision a situation in which the release of introduced
species into the Monterey Bay National Marine Sanctuary would benefit the Sanctuary or
its multitude of unique and sensitive marine resources, especially considering that the
goals of the NMSP and Sanctuary explicitly state that the Sanctuary’s primary objective
is resource protection.

Therefore, in the interest of sustaining the productivity, health and vitality of the
Sanctuary’s marine ecosystems and resources, the Commission finds that, as proposed,
the introduced species regulation which would allow for “authorization” of introduced
species releases within the MBNMS is inconsistent with the marine resource protection
provisions of the California Coastal Management Program (Sections 30230 and 30231 of
the Coastal Act).

[CD-010-07 - GFMNS] Although seemingly minor, the change to the proposed
GFNMS introduced species prohibition advanced by NMSP in the July 16, 2007, letter
has the potential to substantially increase the numbers and locations of introduced
species that are released into the Sanctuary’s waters by enabling “full buildout of
existing introduced species aquaculture projects in Tomales Bay.” Although it is



uncertain at this time what the precise quantitative implications of “full buildout” would
be, it could result in increased aquaculture cultivation acreage in the Sanctuary and the
potential release of substantially more introduced mussels, clams, scallops and oysters
within the Sanctuary (under this proposed regulation, the types of introduced species
would be limited to those exotic species currently in production in Tomales Bay,
however). Although Tomales Bay has sustained introduced species aquaculture
operations for many decades, maintaining as many as eleven introduced species in
production including non-native Pacific oysters, rock scallops, bay mussels and Manila
clams, these operations have remained small in scale over the years. Currently, six
companies maintain leases on approximately 513 acres of state bottomlands in Tomales
Bay, representing about six percent of the bay’s overall area. As allowed under the
proposed regulation, the amount of lease area dedicated to shellfish aquaculture would
potentially be allowed to expand to include a greater portion of Tomales Bay and large
numbers of additional introduced organisms would be allowed to be placed within these
areas. This regulation would have the potential consequence of adversely affecting the
sustainability of historic aquaculture operations and increasing the effects of these
operations on the native populations and habitats found within the bay. Therefore, in the
interest of sustaining the productivity, health and vitality of the Sanctuary’s marine
ecosystems and resources, the Commission finds that as proposed, the introduced species
regulation that would allow for “full buildout” of Tomales Bay'’s introduced species
aquaculture facilities is inconsistent with the marine resource protection provisions of
the California Coastal Management Program (Sections 30230 and 30231 of the Coastal
Act).

After the Commission’s actions, NOAA published a final rule incorporating the Commission’s
conditions. As proscribed in the National Marine Sanctuaries Act, NOAA notified the
Govermnor’s office of the Final Rule, and as allowed under the NMSA,' the Governor objected to
the bans on invasive species in State waters (Attachment 1). NOAA continued to negotiate with
the Governor, and has submitted to the Commission the results of these discussions. Under this
modified proposal (Attachment 2):

1.

NOAA would allow state-permitted aquaculture in the GFNMS (i.e., “Modify the
GFNMS introduced species regulation to except state-permitted aquaculture in the state
waters in the GFNMS”); and

2. NOAA’s ban on introduced species would only apply outside the seaward boundary

of the state (i.e., “Modify the MBNMS introduced species regulation to clarify that it
applies only in the area lying beyond the seaward boundary of the state.”)

116 USC. § 1434 (a)(1)(B) and (c)(1)



The Commission generally reviews modifications to the previously reviewed consistency
determinations under the “reopener” clause of the federal consistency regulations (15 CFR
Section 930.45), which provides:

§ 930.45 Availability of mediation for previously reviewed activities.

(a) Federal and State agencies shall cooperate in their efforts to monitor federally
approved activities in order to make certain that such activities continue to be
undertaken in a manner consistent to the maximum extent practicable with the
enforceable policies of the management program.

(b) The State agency may request that the Federal agency take appropriate
remedial action following a serious disagreement resulting from a Federal agency
activity, including those activities where the State agency’s concurrence was presumed,
which was:

(1) Previously determined to be consistent to the maximum extent
practicable with the management program, but which the State agency later maintains is
being conducted or is having an effect on any coastal use or resource substantially
different than originally described and, as a result, is no longer consistent to the
maximum extent practicable with the enforceable policies of the management program;

(c) If, after a reasonable time following a request for remedial action, the State
agency still maintains that a serious disagreement exists, either party may request the
Secretarial mediation or OCRM mediation services provided for in subpart G of this
part.

NOAA has requested Commission concurrence with its consistency determination for its revised
proposal for revisions to the MBMNS and GFNMS management plans. The Commission staff
believes these modifications do not fundamentally alter the conclusion that the revised
Management Plans will be consistent the maximum extent practicable with the California
Coastal Management Program (CCMP). The proposed exceptions to the bans would only be
allowed in state waters. The Commission retains coastal development permitting authority for
any “development” in state waters. In addition, the Sanctuary retains some permitting authority,
although only where it has another type of prohibition in place (e.g., a prohibition against
disturbing the seabed). In those situations the Commission would also retain federal consistency
authority.

The Commission staff agrees with NOAA’s conclusion that the proposed modifications bring its
management plans as near to the Commission’s original decisions as NOAA can practicably
attain, given the constraints imposed by the National Marine Sanctuaries Act and the Governor’s
actions. As such, the proposal is consistent to the maximum extent practicable with the
enforceable policies of the CCMP. Moreover, the Commission retains coastal development
permitting authority over future activities in state waters. We therefore concur with NOAA’s



determination that the Sanctuary Management Plans, as modified, remain consistent to the
maximum extent practicable with the applicable California Coastal Management Program
policies. Please contact Mark Delaplaine at (415) 904-5289 if you have any questions regarding
this matter.

Sincerely,

PETER M. DOUGLAS
Executive Director

Attachments

cc: Santa Cruz and North Central District Offices
William Douros, Regional Director
West Coast Region
National Marine Sanctuary Program
U.S. Dept. of Commerce/NOAA
99 Pacific St., Bldg. 200, Suite K
Monterey, CA 93940
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GOVERNOR ARNOLD SCHWARZENEGGER

December 23, 2008

The Honorable Carlos M. Gutierrez
Secretary of Commerce

1401 Constitution Avenue Northwest
Washington, DC 20230

Dear Mr. Secretary,

Since the designation of the Channel Islands National Marine Sanctuary in 1981, the National
Oceanic and Atmospheric Administration’s Office of National Marine Sanctuaries (ONMS) and
the State of California have been working together to ensure the protection of our special and
unique national marine sanctuaries. California very much appreciates the strong working
relationship we have with our federal partners, and I think we’ve done a lot of good work
together to protect our coastal and ocean resources and to educate Californians about the
importance of these resources.

In 2001, ONMS initiated a process to review and update the management plans and
corresponding regulations of the three national marine sanctuaries off the California coast:
Monterey Bay, Gulf of the Farallones and Cordell Bank. In October 2006, ONMS released the
draft management plans and a draft environmental impact statement. In January 2007, the State
of Califomia submitted comments to ONMS. Since then, the State of California and ONMS
have successfully resolved all concerns regarding proposed regulations, with the exception of the
following proposed regulations regarding introduced species:

For Gulif of the Farallones National Marine Sanctuary §922.82(10):

Introducing or otherwise releasing from within or into the Sanctuary an introduced
species except:
(A) striped bass (Morone saxatilis) released during catch and release fishing
activity; or !
(B) species cultivated by mariculture activities in Tomales Bay pursuant to a valid
lease, permit, license or other authorization issued by the State of California and
in effect on the effective date of the final regulation.

For Monterey Bay National Marine Sanctuary §922.132(12):

Introducing or otherwise releasing from within or into the Sanctuary an introduced
species, except striped bass (Morone saxatilis) released during catch and release fishing
activity.
STATE CAPITOL » SACRAMENTO, CALIFORNIA 95814
o

Attachment 1



The Honorable Carlos M. Gutierrez
December 23, 2008
Page two

We agree with ONMS’s assertion that introduced species can threaten our ocean and coastal
ecosystems if not properly managed in the context of an aquaculture program. However, we
object to the proposed regulations for several reasons:

1. There is no authority in either state or federal law for the proposition that all non-
native species are necessarily detrimental to native wildlife and must therefore be
prohibited.

2. The California State Legislature has not granted any submerged lands to the federal
government that would enable a sanctuary to assert authority over aquaculture

operations in state waters.
3. The release of harmful non-native species is already controlled under state law, and

any proposed introduction of non-native aquaculture species is subject to multiple
agency review and to the California Environmental Quality Act.

In our January 2007 comment letter, the State of California suggested the following changes to
the proposed regulations (deletions noted in strikethrough and additions in underlined font):

For Gulf of the Farallones National Marine Sanctuary §922.82 (10):

' Introducing or otherwise releasing from within or into the Sanctuary an introduced
‘species, except:
(A) striped bass (Morone saxatilis) released during catch and release fishing
activity; or
(B) species cultivated by mariculture activities is-Fomales-Bay pursuant to a valid
lmse pcmnt hcense or other authonzatmn 1ssued by the State of California and

For Monterey Bay National Marine Sanctuary §922.132 (12)

Introducing or otherwise releasing from within or into the Sanctuary an introduced
species, except striped bass (Morone saxatilis) released during catch and release fishing
activity or through mariculture or research activities conducted pursuantto a valid lease,

. permit, license or other authorization issued by the State of’California.

These changes will allow us to protect sanctuary resources from introduced species without
conflicting with state authority to manage aquaculture in state waters.

Despite the concerns expressed by the State of California, ONMS included these proposed
regulations in its final environmental impact statement dated September 15, 2008, and the notice:
in the Federal Register dated November 20, 2008.



The Honorable Carlos M. Gutierrez
Deecemiber 23, 2008
Page three

If ONMS in unable or unwilling to make the requested changes, I hereby use the authority given
to me by the National Marine Sanctuaries Act (16 U.S.C. 1434 (b)(1)) to certify that certain
terms in the designation documents of the Gulf of the Farallones and Monterey Bay National
Marine Sanctuaries are unacceptable. As a result, the unacceptable term of the designation
document shall not take effect in the area of the sanctuary lying within the seaward boundary of
the State of California.

For the Gulf of the Farallones National Marine Sanctuary, I certify that Article IV, section 1(g)
of the designation document is unacceptable. Article IV, section 1(¢) reads, “Introducing or
otherwise releasing from within or into the Sanctuary an introduced species.”

For the Monterey Bay National Marine Sanctuary, 1 certify that Article IV, section 1(]) of the
designation document is unacceptable. Asticle IV, section 1(1) reads, “Introducing or otherwise
releasing from within or into the Sanctuary an introduced species.”

ONMS and the State of California have been working together for almost 30 years to ensure the

protection of the national marine sanctuaries off California’s coast. In the spirit of this ongoing.

partnership, I urge ONMS to respect the State of California’s sovereign right to manage its
resources in state waters, and I ask that ONMS make the requested changes in the Gulf of the
Farallones and Monterey Bay National Marine Sanctuaries proposed regulations and designation
documents. I look forward to continuing to work with you on this important issue.

cc: The Honorable Mike Chrisman, Secretary of the Resources Agency
Mr. Brian Baird, Assistant Secretary for Ocean and Coastal Policy, Resources Agency
Mr. Don Koch, Director, Department of Fish-and Game
Mr. Sonke Mastrup, Deputy Director, Department of Fish and Game
William J. Brennan, Ph.D., Acting National Oceanic and Atmospheric Administrator
Mr. Daniel Basta, Director, Office of National Marine Sanctuaries
Mr. William Douros, West Coast Regional Director, Office of National Marine Sanctuaries
Mr. Paul Michel, Superintendent, Monterey Bay National Marine Sanctuary
Ms. Maria Brown, Superintendent, Gulf of the Farralones National Marine Sanctuary



U.S DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric Administration
NATIONAL OCEAN SERVICE

National Marine Sanctuary Program

West Coast Region
99 Pacific Street, Bldg. 200, Suite K
Monterey, CA 93940

November 24, 2009

Mark Delaplaine
Federal Consistency Coordinator RECEIVED
California Coastal Commission ) e
45 Fremont Street, Suite 2000 NGOV 3 U 2009
San Francisco, California 94105-2219 )
CALIFCGRNIA
COASTAL COMMISSION

Dear Mr. De%: /%y b

On November 20, 2008, NOAA issued a final rule in the Federal Register to modify the
regulations and terms of designation for the Monterey Bay, Gulf of the Farallones, and Cordell
Bank national marine sanctuaries (hereafter referred to as the “Joint Management Plan Review
(JMPR) regulations™). Section 304(b) of the National Marine Sanctuaries Act (NMSA) allows
the governor of an affected state the opportunity to certify as unacceptable any changes in a
sanctuary’s terms of designation to the extent they would apply in that state’s waters. If
exercised, the effect of a gubernatorial objection is that the term(s) of designation (and any
associated regulatory changes) would not become effective in state waters.

Governor Amold Schwarzenegger sent a letter to the Secretary of Commerce (dated December
23, 2008) certifying as unacceptable, if NOAA is “unable or unwilling” to modify the regulation
as specified in his letter, changes in the terms of designation for Monterey Bay and Gulf of the
Farallones national marine sanctuaries that would have allowed NOAA to regulate the
“introduction of introduced species” into those sanctuaries. The Governor’s letter specifically
asked NOAA to modify its regulations to except all state-permitted aquaculture activities in the
two sanctuaries and research involving the introduction of introduced species into MBNMS
only. (NOAA’s regulations would have prohibited the introduction of introduced species into the
sanctuaries with exceptions for striped bass caught and released during fishing and current state-
permitted mariculture activities in GFNMS’s Tomales Bay.

In a March 2, 2009 response letter, the Acting Secretary of Commerce offered a compromise
solution that included modifying the regulations on introduced species to except state-permitted
aquaculture. The Acting Secretary did not, however, agree to the Governor’s request for a
research exception in the MBNMS because NOAA was not provided with any description of
how this exception would be used, what types of activities would qualify, or what the effect of it
would be on sanctuary resources.

On October 1, 2009, NOAA issued a notice of proposed rulemaking in the Federal Register to
address the governor’s certification (74 FR 50740). This proposed rule conforms the JMPR
regulations to the outcome of the Governor’s objection. In doing so, NOAA is proposing to:

Olympic Coast Cordell Bank Gulf of the Farallones Monte
National Marine Sanctuary National Marine Sanctuary | National Marine Sanctuary Nation

115 E. Railroad Ave., Ste 301 | P.O. Box 159 Building 991, Presidio of SE | 299 Fo. Att h t 2
Port Angeles, WA 98362 Olema, CA 94950 San Francisco, CA 94129 Monte1 ac men




1. Modify the GFNMS introduced species regulation to except state-permitted aquaculture
in the state waters in the GFNMS; and

2. Modify the MBNMS introduced species regulation to clarify that it applies only in the
area of the MBNMS lying beyond the seaward boundary of the state.

NOAA has evaluated the proposed regulations in relation to the California Coastal Management
Plan and has determined that they are consistent to the maximum extent practicable with the
California Coastal Management Program. This determination (enclosed) is submitted in
compliance with 15 CFR 930.34. NOAA requests your concurrence with this consistency
determination. To assist you in your review please refer to the following website for the links to

the final environmental impact statement: http://sanctuaries.noaa.gov/jointplan.
The agreement or disagreement with this determination should be sent to: John Armor, Office of
National Marine Sanctuaries, 1305 East-West Highway, Silver Spring, MD 20910. If you

require additional information, please contact John Armor at 301-713-3125 or
John.Armor @noaa.gov.

Thank you for your assistance; we look forward to working with you as you complete this
review.

Sincerely,

22

William J. Douros
Regional Director

Enclosures
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Coastal Consistency Determihation
Introduced Species Regulations
Gulf of the Farallones and Monterey Bay National Marine Sanctuaries

L AUTHORITY

This Coastal Consistency Determination is submitted in compliance with Section 930.34 et seq.
of the National Oceanic and Atmospheric Administration (NOAA) Federal Consistency
Regulations (15 CFR Part 930).

I DETERMINATION

In accordance with the Federal Coastal Zone Management Act of 1972, as amended, NOAA has
determined that the modification of the regulation on introduction of introduced species in the
Gulf of the Farallones and Monterey Bay national marine sanctuaries (GFNMS or MBNMS,
respectively, or sanctuaries) is consistent to the maximum extent practicable with the California
Coastal Management Program (CCMP), pursuant to the requirements of the Coastal Zone
Management Act of 1972, as amended, (CZMA) and the California Coastal Act of 1976, as
amended (CCA). The final regulations, management plans, and environmental impact statement
(FEIS) that were released in association with the publication of the final regulations on the
introduction of introduced species for the joint management plan review (JMPR) of the three
California coastal sanctuaries (http:/sanctuaries.noaa.gov/jointplan) provide the basis for this
finding overall.

This action has been taken subsequent to the release and effective date of those regulations
(November 20, 2008, 73 FR 70488; effective March 9, 2009, 74 FR 12088) because the
Governor of California certified to the Secretary, in a letter dated December 28, 2008, that the
final regulations on introduced species were unacceptable in the state waters of the sanctuaries.
NOAA believes that the proposed regulatory changes are still consistent, to the maximum extent
practicable, with the CCMP. _

III. PROJECT DESCRIPTION A

In 2006, NOAA proposed to regulate the introduction of introduced species into the California
sanctuaries. During the comment period on the proposed rule, NOAA worked with the state and
other agencies to arrive at an acceptable regulation of introduction of introduced species. During
the comment period, NOAA received comments from the California Department of Fish and
Game (CDFG), the California Department of Boating and Waterways (CDBW), the California
Coastal Commission (CCC), and California State Lands Commission. Commenters
recommended that we provide the exemption for striped bass,’due to the potential enforcement
issue that could be created for catch and release fishermen who catch striped bass (and

introduced species).

In their comments to NOAA, the CDFG and CDBW both opposed NOAA’s prohibition on the
introduction of introduced species but the two commissions were either silent or explicitly
supportive of it. To add further complexity, the CCC—exercising its authority under the federal
consistency provisions of the CZMA—specifically, rejected the CDFGs requested change and
stated that NOAA must maintain the prohibition on introduced species as it was written in the



proposed rule. The CCC argued that if the proposed regulation changed, the final regulations
would not be consistent with the enforceable policies of the CCMP. In 2008 NOAA issued the
final rule with the regulation of introduction of introduced species almost identical to the version

as proposed.

In the October 1, 2009 proposed rule (74 FR 50740), NOAA proposes to amend §922.82(a)(10)
as requested by the Governor, to expand the geographic and temporal scope of the exception for
introduced species through state permitted aquaculture in state waters of the GFNMS. If
adopted, these changes would remove the geographic restriction of mariculture activities in
Tomales Bay to all of the state waters. The new regulations would also remove the temporal
component of the current regulations, allowing the State of California to issue additional permits
for these activities in the GFNMS. In the MBNMS, NOAA proposes to update the regulations,
at subpart M, § 922.132(a)(12), to conform with the Governor’s objection so the scope of this
portion of the IMPR’s November 20, 2008 final rule will only apply to the area of the MBNMS
lying beyond the seaward boundary of the State of California.

The proposed revisions to the regulation of introduction of introduced species seek to remain
consistent with the intent of the JMPR FEIS and final rule, fulfill the request of the Governor of
the State of California, and remain consistent with the CCMP.

IV. CONSISTENCY WITH PROVISIONS OF THE CALIFORNIA COASTAL ACT

ARTICLE 2, PUBLIC ACCESS

The proposed action includes no restrictions on public access.

ARTICLE 3, RECREATION

In general, the proposed action would not significantly affect recreational uses of the GFNMS or
MBNMS. The proposed rule discussed herein is consistent with the recreation provisions of the
California Coastal Resources Planning and Management Policies.

ARTICLE 4, MARINE ENVIRONMENT

The impacts of the proposed action on the marine environment are detailed in Chapter 3 Affected
Environment and Environmental Consequences of the FEIS. (available at

http://sanctuaries.noaa.gov/jointplan). Relative to the baseline condition before the JIMPR
regulations, NOAA does not think this proposed rule to confofm the current regulation to the

Governor’s certification would have significant environmental impacts.
ARTICLE 5, LAND RESOURCES
The proposed action will have no impacts on land resources in the coastal zone.

ARTICLE 6, DEVELOPMENT



The proposed action involves no new development and will not affect development in the coastal
zone.

ARTICLE 7, INDUSTRIAL DEVELOPMENT

The proposed action will have no projected industrial development impacts.
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be exhibited, at any location other than
their designated primary facility.

Estimated annual number of
respondents: 300.

Estimated annual number of
responses per respondent: 8.66.

Estimated annual number of
responses: 2,600.

Estimated total annual burden on
respondents: 650 hours. (Due to
averaging, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
reporting burden per response.)

Copies of this information collection
can be obtained from Mrs. Celeste
Sickles, APHIS Information Collection
Coordinator, at (301) 851-2908.

E-Government Act Compliance

The Animal and Plant Health
Inspection Service is committed to
compliance with the E-Government Act
to promote the use of the Internet and
other information technologies, to
provide increased opportunities for
citizen access to Government
information and services, and for other
purposes. For information pertinent to
E-Government Act compliance related
to this proposed rule, please contact
Mrs. Celeste Sickles, APHIS Information
Collection Coordinator, at (301) 851—
2908.

List of Subjects in 9 CFR Part 2

Animal welfare, Pets, Reporting and
recordkeeping requirements, Research.

Accordingly, we propose to amend 9
CFR part 2 as follows:

PART 2—REGULATIONS

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

Authority: 7 U.S.C. 2131-2159; 7 CFR 2.22,
2.80, and 371.7.

2.In §2.126, the section heading is
revised and a new paragraph (c) is
added to read as follows:

§2.126 Access and inspection of records
and property; submission of itineraries.
* * * * *

(c) Any person who is subject to the
Animal Welfare regulations and who
intends to exhibit any animal at any
location other than the person’s
approved site(s) (including, but not
limited to, circuses, traveling
educational exhibits, animal acts, and
petting zoos) shall submit a written
itinerary to the Animal Care Regional
Director. The itinerary shall be received
by the Animal Care Regional Director no
fewer than 2 days in advance of any
travel and shall contain complete and
accurate information concerning the
whereabouts of any animal(s) intended

for exhibition at any location other than
the person(s) approved site(s). )

(1) The itinerary shall include the
following:

(i) The name(s) of the person(s} who
intends to exhibit the animal(s} and
transport the animal(s) for exhibition
purposes, including any business
name(s) and current AWA license or
registration number(s) and, in the event
that any animal is leased, borrowed,
loaned, or under some similar
arrangement, the name of the person
who owns such animal;

(ii} The name, identification number
or identifying characteristics, species
(common or scientific name), sex and
age of each animal; and

(iii) The names, dates, and locations
(with addresses), where the animals will
travel, be housed, and be exhibited,
including all anticipated dates and
locations (with addresses) for any stops
and layovers.

(2) The itinerary shall be promptly
revised, as necessary, to account for any
changes.

Done in Washington, DC, this 25th day of
September 2009.

Kevin Shea,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. E9-23679 Filed 9-30-09; 8:45 am]
BILLING CODE 3410-34-P '

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

15 CFR Part 922
[Docket No. 0907301210-91239-01]
RIN 0648--AX83

Gulf of the Farallones and Monterey
Bay National Marine Sanctuaries
Regulations on Introduced Species

AGENCY: Office of National Marine
Sanctuaries (ONMS}, National Oceanic
and Atmospheric Administration
{NOAA), Department of Commerce ,
(DQC).

ACTION: Notice of proposed rulemaking;
request for public comments.

SUMMARY: The National Oceanic and
Atmospheric Administration (NOAA) is
proposing to revise its regulations on
the introduction of introduced species
into the Gulf of the Farallones and
Monterey Bay national marine
sanctuaries (GFNMS and MBNMS,
respectively). This action is being taken
in response to a letter received by the
Governor of California on December 23,
2008, The Governor certified that the

terms of designation to regulate
introduced species in these sanctuaries
were unacceptable in State waters of the
sanctuaries. In response to the
Governor's letter, NOAA is proposing to
modify its regulations to except all
State-permitted aquaculture activities in
the two sanctuaries.

DATES: Comments must be received by
November 16, 2009.

ADDRESSES: You may submit comments
by any of the following methods:

* Electronic submission {preferred
method): http://www.regulations.gov
(search for docket # NOAA-NOS-2009-
0105).

* Mail: John Armor, Office of
National Marine Sanctuaries, 1305 East-
West Highway, Silver Spring, Maryland
20910.

Instructions: All comments received
are a part of the public record and will
be generally posted to http://
www.regulations.gov without change.
All Personal Identifying Information (for
example, name, address, etc.)
voluntarily submitted by the commenter
may be publicly accessible. Do not
submit confidential business
information or otherwise sensitive or
protected information. NOAA will
accept anonymous comments (enter
N/A in the required fields, if you wish
to remain anonymous). Attachments to
electronic comments will be accepted in
Microsoft Word, Excel, WordPerfect, or
Adobe PDF file formats only.

FOR FURTHER INFORMATION CONTACT: John

'Armor, Office of National Marine

Sanctuaries, 1305 East-West Highway,
Silver Spring, MD 20910, or by phone
at 301-713-3125.

SUPPLEMENTARY INFORMATION:

1. Background
A. GFNMS and MBNMS Background

NOAA established the GFNMS in
1981 to protect and preserve a unique
and fragile ecological community,
including the largest seabird colony in
the contiguous United States and
diverse and abundant marine mammals.
The GFNMS lies off the coast of
California, to the west and north of San
Francisco, and is composed of 1,279
square statute miles (966 square nautical

‘miles) of offshore waters and submerged

lands thereunder. The sanctuary
boundary extends out to and around the
Farallon Islands and nearshore waters
(up to the mean high water line} from
Bodega Head to Rocky Point in Marin.
For more information about the GFNMS,
see http://farallones.noaa.gov.

NOAA established the MBNMS in

-1992 for the purposes of protecting and

managing the conservation, ecological,
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recreational, research, educational,
historical, and esthetic resources and
qualities of the area. The MBNMS is
located offshore of California’s central
coast, adjacent to and south of the
GFNMS. It encompasses a shoreline
length of approximately 276 statute
miles (240 nmi) between Rocky Pt. in
Marin County and Cambria in San Luis
Obispo County. The sanctuary spans
approximately 6,094 square statute
miles (4,602 square nautical miles) of
ocean and coastal waters, and the
submerged lands thereunder, extending
an average distance of 30 statute miles
(26 nmi] from shore. The Davidson
Seamount is also part of the sanctuary,
though it does not share a contiguous
boundary. Supporting some of the
world’s most diverse marine
ecosystems, the MBNMS is home to
numerous mammals, seabirds, fishes,
invertebrates, sea turtles and plantsin a
remarkably productive coastal
environment. For more information
about the MBNMS, please see http://
montereybay.noaa.gov.

B. Regulatory Background

Pursuant to section 304(e) of the
National Marine Sanctuaries Act (16
U.S.C. 1434 et seq.) (NMSA), the Office
of National Marine Sanctuaries (ONMS)
conducted a joint review of the
management plans for the Gulf of the
Farallones, Monterey Bay and Cordell
Bank national marine sanctuaries. This
review resulted in revised management
plans, regulations, and terms of
designation for all three sanctuaries. On
November 20, 2008, NOAA published
the associated final rule and terms of
designation (73 FR 70488) and released
the revised management plans.

Pursuant to'section 304(b) of the
National Marine Sanctuaries Act
(NMSA), changes to a sanctuary’s terms
of designation and the associated
regulations do not become effective
until after forty-five days of continuous
session of Congress. After forty-five
days, in this case on March 9, 2009, the
regulations would become final and take
effect, except that any term of
designation the Governor certified as
unacceptable would not take effect in
the area of a sanctuary lying within the
seaward boundary of the State (‘‘State
waters’’). If exercised, the effect of a
gubernatorial objection is that the
term(s) of designation do not become
effective in State waters. Any
regulations that rely on the change in
terms of designation also do not become
effective in State waters.

In the November 20, 2008 final rule,
NOAA changed the terms of designation
for the GFNMS and MBNMS to clearly
allow regulation of introduced species.

Pursuant to section 304(b) of the NMSA,
the Governor could accept or reject
those changes to the terms of
designation.

C. Certification by the Governor of
California

On December 23, 2008, during the
forty-five day review period under the
NMSA, the Governor of the State of
California certified by letter to the
Secretary of Commerce that certain
terms of designation regarding
regulation of the introduction of
introduced species in State waters were
unacceptable. The following is the text
of the December 23, 2008, letter from
the Governor of California to the United
States Secretary of Commerce.

December 23, 2008

Honorable Carlos M. Gutierrez
Secretary of Commerce

1401 Constitution Avenue Northwest
Washington, DC 20230.

Dear Mr. Secretary:

Since the designation of the Channel
Islands National Marine Sanctuary in 1981,
the National Oceanic and Atmospheric
Administration’s Office of National Marine
Sanctuaries (ONMS) and the State of
California have been working together to
ensure the protection of our special and
unique national marine sanctuaries.
California very much appreciates the strong
working relationship we have with our
Federal partners, and I think we've done a lot
of good work together to protect our coastal
and ocean resources and to educate
Californians about the importance of these
resources. -

In 2001, ONMS initiated a process to
review and update the management plans
and corresponding regulations of the three
national marine sanctuaries off the California
coast: Monterey Bay, Gulf of the Farallones
and Cordell Bank. In October 2006, ONMS
released the draft management plans and a
draft environmental impact statement. In
January 2007, the State of California
submitted comments to ONMS. Since then,
the State of California and ONMS have
successfully resolved all concern regarding
proposed regulations, with the exception of
the following proposed regulations regarding
introduced species:

For Gulf of the Farallones National Marine
Sanctuary § 922.82(10):

Introducing or otherwise releasing fronf
within or into the Sanctuary and introduced
species except:

(A} Striped bass (Morone saxatilis) released
during catch and release fishing activity; or

(B) Species cultivated by mariculture
activities in Tomales Bay pursuant to a valid
lease, permit, license or other authorization
issued by the State of California and in effect
on the effective date of the final regulation.

For Monterey Bay National Marine
Sanctuary §922.132(12):

Introducing or otherwise releasing from
within or into the Sanctuary an introduced
species, except striped bass (Morone
saxatilis) released during catch and release
fishing activity.

We agree with ONMS’s assertion that
introduced species can threaten our ocean
and coastal ecosystems if not properly
managed in the context of an aquaculture
program. However, we object to the proposed
regulations for several reasons:

1. There is no authority in either State of
Federal law for the proposition that all non-
native species are necessarily detrimental to
native wildlife and must therefore be
prohibited.

2. The California State legislature has not
granted any submerged lands to the Federal
government that would enable a sanctuary to
assert authority over aquaculture operations
in State waters.

3. The release of harmful non-native
species is already controlled under State law,
and any proposed introduction of non-native
aquaculture species is subject to multiple
agency review and to the California
Environmental Quality Act.

In our January 2007 comment letter, the
State of California suggested the following
changes to the proposed regulations
(deletions noted in italics and additions in
UPPERCASE font):

For Gulf of the Farallones National Marine
Sanctuary § 922.82(10):

Introducing or otherwise releasing from
within or into the Sanctuary and introduced
species, except:

(A) Striped bass (MORONE SAXATILIS)
released during catch and release fishing
activity; or

(B) Species cultivated by mariculture
activities in Tomales Bay pursuant to a valid
lease, permit, license or other authorization
issued by the State of California and in effect
on the effective date of the final regulation.

For Monterey Bay National Marine
Sanctuary § 922.132(12):

Introducing or otherwise releasing from
within or into the Sanctuary and introduced
species, except striped bass (MORONE
SAXATILIS) released during catch and
release fishing activity OR THROUGH
MARICULTURE OR RESEARCH ACTIVITIES
CONDUCTED PURSUANT TQ A VALID
LEASE, PERMIT, LICENSE OR OTHER
AUTHORIZATION ISSUED BY THE STATE
OF CALIFORNIA.

These changes will allow us to protect
sanctuary resources from introduced species
without conflicting with State authority to
manage aquaculture in State waters.

Despite the concerns expressed by the
State of California, ONMS included these
proposed regulations in the final
environmental impact statement dated
September 15, 2008, and the notice in the
Federal Register dated November 20, 2008.

If ONMS in unable or unwilling to make
the requested changes, 1 hereby use the
authority given to me by the National Marine
Sanctuaries Act (16 U.S.C. 1434(b)(1)) to
certify that certain terms in the designation
documents of the Gulf of the Farallones and
Monterey Bay National Marine Sanctuaries
are unacceptable. As a result, the
unacceptable term of designation document
shall not take effect in the area of the
sanctuary lying within the seaward boundary
of the State of California.

For the Gulf of the Farallones National
Marine Sanctuary, ! certify that Article IV,
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section 1{e) of the designation document is
unacceptable. Article IV, section 1(e) reads,
“Introducing or otherwise releasing from
within or into the Sanctuary an introduced
species.”

For the Monterey Bay National Marine
Sanctuary, I certify that Article IV, section
1(1) of the designation document is
unacceptable. Article IV, section 1{1) reads,
“Introducing or otherwise releasing from
within or into the Sanctuary an introduced
species.”

ONMS and the State of California have
been working together for almost 30 years to
ensure the protection of the national marine
sanctuaries off California’s coast. In the spirit
of this ongoing partnership, I urge ONMS to
respect the State of California’s sovereign
right to manage its resources in State waters,
and | ask that ONMS make the requested
changes in the Gulf of the Farallones and
Monterey Bay National Marine Sanctuaries
proposed regulations and designation
documents. I look forward to continuing to
work with you on this important issue.

Sincerely,

Arnold Schwarzenegger

D. NOAA’s Response to the Governor

In his letter, the Governor indicated
that the State of California’s concerns
were clearly articulated in its comments
on the proposed rule (71 FR 59338,
October 6, 2006). However, NOAA
believes the State’s position on the
introduced species regulation was not
clear. During the comment period on the
proposed rule, NOAA received
comments from the California
Department of Fish and Game (CDFG),
the California Department of Boating
and Waterways (CDBW), the California
Coastal Commission (CCC), and
California State Lands Commission. The
CDFG and CDBW both opposed NOAA'’s
prohibition on the introduction of
introduced species but the two
commissions were either silent or
explicitly supportive of it. To add
further complexity to the State’s
position, the CCC—exercising its
authority under the Federal consistency
provisions of the Coastal Zone
Management Act—specifically, rejected
the CDFGs requested change and stated
that NOAA must maintain the
prohibition on introduced species as it
was written in the proposed rule or else
the final regulations would not be
consistent with the enforceable policies
of the California Coastal Management
Program, which NOAA complies with.
Therefore, NOAA did not anticipate the
State of California’s position on the
matter when NOAA received the
Governor's objection letter after the final
rule was issued.

NOAA notes that the proposed and
final regulations were drafted with a
significant level of input from State
agencies and commissions. The current

language was developed following
numerous consultations with State
personnel when NOAA first began the
process of changing the terms of

" designation and regulations for the

sanctuaries. For example, during
consultations with the State of
California, concern was expressed that
striped bass would qualify as an
introduced species and that an angler
who catches and then releases a striped
bass to comply with State imposed site
restrictions would be in violation of the
proposed regulation. Because
prohibiting such activity was not the
intent of the regulation, to address this
concern, NOAA drafted the regulation
to except striped bass, the only
introduced species for which there is an
active fishery.

After receiving the Governor’s letter,
NOAA worked with staff from the
California Natural Resources Agency
and the California Department of Fish
and Game to find solutions to the
Governor’s concerns that would also
meet NOAA’s goals. As such, NOAA
agreed to modify the regulations on
introduced species to except State-
permitted aquaculture in GFNMS.
NOAA agreed to not enforce the
invasive species provisions in the State
waters of the GFNMS until NOAA could
initiate a new rulemaking to consider
the issue more closely and to consider
public comment on the matter.

NOAA did not agree, however, to
allow the research exception involving
the introduction of introduced species
in the MBNMS, as the Governor
requested. In subsequent discussions
with the State, NOAA was not provided
with a reason why such an exemption
would be needed. Neither the Governor
nor the agencies with which NOAA
worked at the State of California
provided any description of how this
exception would be used, what types of
research activities would qualify, or
what the effect of it would be on
sanctuary resources.

NOAA noted to the State of
California’s Natural Resources Agency
that if, in the future, there were a
research proposal that involved the
introduction of introduced species, the
regulations would still allow NOAA to
issue a permit, in coordination with the
relevant State agencies, that would
allow the research project to proceed.
Therefore, NOAA explained to the State,
the potential consequences to the
sanctuary of excepting research from the
introduced species regulation far
outweighed the potential administrative
consequences of issuing a regulation
that would require researchers to obtain
a permit from NOAA for the
introduction of introduced species. The

State rejected this option and, because
no compromise was attained, the
Governor's objection to the term of
designation for the regulation of
introduced species in the State waters of
the MBNMS stands. As indicated in the
notice of effective date (March 23, 2009;
74 FR 12088}, the regulation of the
introduction of introduced species from
within or into the MBNMS is valid and
in effect in the area of the sanctuary
lying beyond the seaward boundary of
the State only.

I1. Summary of the Proposed Revisions
to the Regulation of Introduction of
Introduced Species in GFNMS

The regulations for the GFNMS
currently prohibit introducing or
otherwise releasing from within or into
the sanctuary (1) an introduced species,
except striped bass (Morone saxatilis)
released during catch and release
fishing activity; and (2) species
cultivated by mariculture activities in
Tomales Bay pursuant to a valid lease,

‘permit, license or other authorization

issued by the State of California and in
effect on the effective date of the final
regulation. As proposed, the revised
regulations for the GFNMS would
remove the geographic reference to
Tomales Bay and would revise the
exception so as to allow the State-
permitted mariculture activities in the
area of the sanctuary that is within the
seaward boundary of the State.

The term “introduced species” is
defined as: (1) Any species (including,
but not limited to, any of its biological
matter capable of propagation) that is
non-native to the ecosystems of the
Sanctuary; or (2) any organism into
which altered genetic matter, or genetic
matter from another species, has been
transferred in order that the host
organism acquires the genetic traits of
the transferred genes.

NOAA issued this regulation due to
the threats introduced species pose to
endangered species and native species
diversity. For example, a number of
non-native species now found in the
Gulf of the Farallones and Monterey Bay
regions were introduced elsewhere on
the west coast but have spread through
vectors such as vessel hull-fouling,
ballast water discharge, and accidental
introductions. NOAA also stated that
introduced species are a major
economic and environmental threat to
the living resources and habitats of a
sanctuary as well as the commercial and
recreational uses that depend on these
resources. Once established, introduced
species can be extremely difficult, if not
impossible, to eradicate. Introduced
species have become increasingly
common in recent decades, and the rate
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of invasions continues to accelerate at a
rapid pace. Threatened and endangered
species are particularly vulnerable to
invasion.

As such, NOAA continues to believe
it is important to regulate the
introduction of introduced species in a
manner that is consistent with the
sanctuary’s and NMSA'’s goals. NOAA
believes that the compromise language
provided by the Governor of California
would meet the objectives. Therefore,
NOAA proposes to amend
§922.82(a)(10) as requested by the
Governor, to expand the geographic and
temporal scope of the exception for
introduced species through State-

permitted aquaculture in State waters. If

adopted, these changes would change
the geographic restriction of mariculture
activities in Tomales Bay to all of the
State waters. The new regulations
would also remove the temporal
component of the current regulations,
allowing the State of California to issue
additional permits for these activities.

IT1. Summary of the Revisions to
MBNMS Regulations

In issuing the November 20, 2008
final rule, NOAA revised the MBNMS
terms of designation to modify the list
of activities that may be regulated. As
revised, the terms of designation clearly
authorize the regulation of “introducing
or otherwise releasing from within or
into the sanctuary an introduced
species.” This revision was intended to
enable NOAA to more effectively and
efficiently address new and emerging
resource management issues, and was
necessary in order to ensure protection,
preservation, and management of the
conservation, recreational, ecological,
histarical, cultural, educational,
archeological, scientific, and esthetic
resources and qualities of the MBNMS,
However, this new term of designation
does not apply to the State-waters part
of the MBNMS due to the Governor’s
objection. NOAA indicated this in the
notice of effective date (March 23, 2009;
74 FR 10488). As such, that specitic
term of designation should now read,
“introducing or otherwise releasing
from within or into the Federal waters
of the sanctuary an introduced species.”
NOAA is proposing to modify the
regulation associated with this term of
designation to reflect the Governor of
California’s certification of this term as
unacceptable.

NOAA proposes to update the
regulations, at subpart M, § 922,
132(a)(12), to conform with the
Governor’s objection so the scope of this
portion of the JMPR’s November 20,
2008 final rule will only apply to the
area of the Sanctuary lying beyond the

seaward boundary of the State of
California.

IV. Miscellaneous Rulemaking
Requirements

A. National Marine Sanctuaries Act

Section 301(b) of the National Marine
Sanctuaries Act (16 U.S.C. 1434)
provides authority for comprehensive
and coordinated conservation and
management of national marine
sanctuaries in coordination with other
resource management authorities.
Section 304(a}(4) of the National Marine
Sanctuaries Act requires the procedures
specified in section 304 for designating
a national marine sanctuary be followed
for modifying any term of designation.
This action does not propose to revise
the terms of designation for either
sanctuary.

B. National Environmental Policy Act

NOAA prepared a final environmental
impact statement (FEIS) to evaluate

regulating the introduction of

introduced species off the California
coast. NOAA identified a preferred
action in that FEIS, but is now
proposing to implement a different
action based on the Governor’s letter of
December 23, 2008. NOAA has analyzed
the impacts of this action in the FEIS for
the joint management plan review for
the three national marine sanctuaries on

. the central California coast (availability

of which was announced in the Federal
Register on September 26, 2008; 73 FR
55843). NOAA intends to issue a new
record of decision (ROD) with regard to
this action. Copies of the FEIS are
available at http://sanctuaries.noaa.gov/
jointplan/feis/feis.html, or by contacting
NOAA at the address listed in the
Address section of this proposed rule.

C. Executive Order 12866: Regulatory
Impact ,

This proposed rule has been
determined to be not significant within
the meaning of Executive Order 12866.

D. Executive Order 13132: Federalism
Assessment

NOAA has concluded that this
regulatory action falls within the
definition of “policies that have
federalism implications’”” within the
meaning of Executive Order 13132. The
changes will not preempt State law, but
will simply update sanctuary
regulations to comply with the
Governor'’s action. In keeping with the
intent of the Executive Order, the
NOAA consulted with a number of
entities within the State which
participated in development of the
initial rule, including but not limited to,
the California Department of Fish and

»

Game, and the California Natural
Resources Agency.

E. Regulatory Flexibility Act

The Chief Counsel for Regulation of
the Department of Commerce certified
to the Chief Counsel for Advocacy of the
Small Business Administration this
rule, if adopted, would not have a
significant economic impact on a
substantial number of small entities.
The factual basis for this certification is
as follows:

Using the SBA’s Small Business Size
Standards, NOAA determined that the
small business concerns operating
within the both of the sanctuaries
include: Commercial fishermen who
vary in number seasonally and annually
from approximately 300 to 500 boats;
twelve mariculture leaseholders in
Tomales Bay (in GFNMS);
approximately 25 recreational charter-
fishing businesses; and approximately 7
recreational charter businesses engaged
in wildlife viewing. The small
organizations, as defined under 5 U.S5.C.
601(4), that would be impacted by this
rule include approximately 3 small
organizations operating within the
GFNMS, which include non-
governmental organizations (NGOs)
and/or non-profit organizations (NPOs)
dedicated to environmental education,
research, restoration, and conservation
concerning marine and maritime
heritage resources. The small
governmental jurisdictions, as defined
under 5 U.S.C. 601(5), that would be
impacted by this rule are the Bodega,
Bolinas and Tomales Bay settlements
that are directly adjacent to the GFNMS.

The prohibition on releasing or
otherwise introducing from within or
into the GFNMS and in the area of the
MBNMS lying beyond the seaward
boundary of the State an introduced
species is not expected to significantly
adversely impact small entities because
this activity is not part of the business
or operational practices associated with
most of the small entities that would be
impacted by this rule. Small entities
whose operational practices may
include catch and release of striped bass
(Roccus saxatilis), (i.e., consumptive
recreational charter businesses), would
not be affected because the prohibition
would not apply to the catch and release
of fish already present in the
sanctuaries. In fact, the prohibition
against introduced species may result in
indirect benefits for certain smatl
entities since their activities could
potentially be negatively impacted by
the spread of introduced species.

The mariculture leaseholders located
adjacent to the GFNMS may, however,
be potentially impacted by this
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proposed rule. Under the current
regulations, existing leaseholders are
excepted from the introduced species
prohibition if they have active lease
agreements at the time of
implementation of the regulation (the

regulation took effect on March 9, 2009).

Under the proposed rule for the
GFNMS, this exemption will no longer
contain a geographic restriction of
Tomales Bay, and will no longer restrict
new permits from being issued through
the State (as opposed to through the
ONMS). This prohibition would not put
any current operations out of business,
because they will not need to change
anything about their current procedures
to continue in their operations. A
beneficial effect from this proposed
action may result for existing and future
lease holders, such as reduced
administrative burden for issuance or
renewal of a lease permit. Comments
received on the economic impacts of
this proposed rule will be summarized
and responded to in the final rule.

F. Paperwork Reduction Act

This proposed rule does not contain
information collections that are subject
to the requirements of the Paperwork
Reduction Act. Notwithstanding any
other provision of the law, no person is
required to respond to, nor shall any
person be subject to a penalty for failure
to comply with, a collection of

. information subject to the requirements
of the PRA, unless that collection of
information displays a currently valid
OMB Control Number.

V. Request for Comments

NOAA requests comments on this
proposed rule for 45 days after
publication of this notice.

List of Subjects in 15 CFR Part 922

Administrative practice and
procedure, Environmental protection,
Fish, Harbors, Marine pollution, Marine
resources, Natural resources, Penalties,
Recreation and recreation areas,
Research, Water pollution control,
Water resources, Wildlife.

Dated: September 24, 2009.

William Corso,
Deputy Assistant Administrator for Ocean
Services and Coastal Zone Management.

Accordingly, for the reasons set-forth
above, 15 CFR part 922 is amended as
follows:

PART 922—NATIONAL MARINE
SANCTUARY PROGRAM
REGULATIONS

1. The authority citation for Part 922
continues to read as follows:

Authority: 16 U.S.C. 1431 et seq.

Subpart H—Gulf of the Farallones
Nationai Marine Sanctuary

2. Section 922.82(a)(10) is amended to
read as follows:

§922.82 Prohibited or otherwise regulated
activities.

(a) * k* %

(10) Introducing or otherwise
releasing from within or into the
Sanctuary an introduced species,
except:

(i) Striped bass (Morone saxatilis)
released during catch and release
fishing activity; or

(ii} Species cultivated by a
mariculture activity within the area of
the sanctuary lying within the seaward
boundary of the State of California and
authorized by a valid lease, permit,
license or other authorization issued by
the State.

* * * * *x

Subpart M—Monterey Bay National
Marine Sanctuary

3. Section 922.132(a)(12) is amended
to read as follows:

§922.132 Prohibited or otherwise
regulated activities.

(a) * kK

(12) Introducing or otherwise
releasing from within or into the area of
the Sanctuary lying beyond the seaward
boundary of the State of California an
introduced species, except striped bass
(Morone saxatilis) released during catch
and release fishing activity.

* * * * *

[FR Doc. Eg~23576 Filed 9-30-09; 8:45 am]
BILLING CODE 3510-NK-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 4
[Docket No. FDA—2008-N-0424]
RIN 0910-AF82 ’

Postmarketing Safety Reporting for

Combination Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) proposes to
amend the combination product
regulations to set forth postmarketing
safety reporting requirements for
combination products. Specifically, the
rule will clarify the postmarketing safety

reporting requirements that apply when
regulated articles (drugs, devices, and
biological products) are combined to
create a combination product. The
proposed rule is intended to promote
and protect the public health by
clarifying requirements for
postmarketing safety reporting for
combination products, and is part of
FDA's ongoing effort to ensure the
consistency and appropriateness of the
regulatory requirements for combination
products.

DATES: Submit written or electronic
comments on the proposed rule by
December 30, 2009. Submit comments
on'information collection issues under
the Paperwork Reduction Act of 1995 by
November 2, 2009, (see the “Paperwork
Reduction Act of 1995" section of this
document).

ADDRESSES: You may submit comments,
identified by Docket No. FDA-2008—N-
0424 and/or RIN number 0910~AF82, 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 Regulatory
Affairs, Office of Management and
Budget (OMB) (see the “Paperwork
Reduction Act of 1995” section of this
document),

Electronic Submissions

Submit electronic comments in the
following ways:

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

Written Submissions

Submit written submissions in the
following ways:

e FAX: 301-827-6870.

¢ 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.

To ensure more timely processing of
comments, FDA is no longer accepting
comments submitted to the agency by e-
mail. FDA encourages you to continue
to submit electronic comments by using
the Federal eRulemaking Portal, as
described previously, in the ADDRESSES
portion of this document under
Electronic Submissions.

Instructions: All submissions received
must include the agency name and
docket number and Regulatory
Information Number (RIN) for this
rulemaking. All comments received may
be posted without change to http://
www.regulations.gov, including any
personal information provided. For
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