11/28/26887

BOARD OQF
DIRECTORS

Miteh Simeonoff
Chairman
Kodiak Region

Liilian Elvsaas
Vice Chairman
Cook Inlet Region

" Matt Kookesh
Secretary
Southeast Region

Walter Meganack, Jr.

Chugach Region

Helen Chythlook
Bristol Bay MMC

Bruce Foster
Aleutian/ Pribilof

Monica Riedel
Executive Director

13:82

ALASKA NATIVE
HARBOR SEAL COMMISSION

Dec 12, 2007

Chief, Permits, Conservation and Education Division,
Attn: Permit Regulations ANPR,

Office of Protected Resources, NMFS

1315 East-West Highway, Room 13705

Silver Spring, MD 20910

Via Fax (301-427-2521)

Re: Marine Mammals; advance Notice of Proposed Rulemaking

We are in support of language that would make it OK for ANO’s to
transfer biological samples from subsistence harvested marine
mammals into the scientific research community with no permit
requirement for the affected Alaska Natives.

In addition, we support changes to the definition of “authentic native
article of handieraft and clothing” in 50 CFR 216.3 by eliminated the

date the MMPA became effective (December 21, 1972). In an effort to

stay consistent with the regulations that the USFWS has adopted
regarding this section, we support this change.

Sincerely,

WA ekt

Monica Riedel

a2

300 E. Dimond, Suite 3-625 » Anchorage, Alaska 99515 e (907)345-0555 e Fax (P07)345-0266 Toll Free 1-388-424-5882

Conserving and sustaining the harbor seal for our cultural well-being”
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ALLIANCE OF MARINE MAMMAL
PARKS AND AQUARIUMS

An international organization dedicated to conservation through public display, education, and research

December 6, 2007

Mr. Michael Payne, Chief VIA E-mail
Permits, Conservation and Education Division

Office of Protected Resources

National Marine Fisheries Service

1315 East-West Highway

Silver Spring, MD 20910

RE: Docket No. 070809454-7459-01
Dear Mike:

The Alliance of Marine Mammal Parks and Aquariums (“Alliance”) is pleased to submit
comments on the Advance Notice of Proposed Rulemaking (“ANPR”) regarding possible
changes to regulations governing the issuance of permits for scientific research and
enhancement activities under section 104 of the Marine Mammal Protection Act
(“MMPA”), 72 Fed. Reg. 52339 (Sept. 13, 2007).

Background

In 1993, the National Marine Fisheries Service (“NMFS”) published a proposed rule that
included its suggested revisions to regulations for public display, scientific research, and
enhancements permits, 58 Fed. Reg. 53320 (October 15, 1993). Amendments to the
MMPA in 1994 made many of these proposals unnecessary. In 1996, NMFS finalized a
regulation that updated and consolidated the rules for special exception permits for these
activities, 61 Fed. Reg. 21926 (May 10, 1996). In 2001, NMFS proposed to amend the
regulations for permits to capture or import marine mammals for purposes of public
display, 66 Fed. Reg. 35209 (July 3, 2001). NMFS has indicated to the Alliance that
proposed regulations for public display facilities will be written and published after the
next reauthorization of the MMPA.

General Comments

As detailed in our comments, the Alliance is concerned that the changes contemplated in
this ANPR, aimed at scientific and enhancement activities, will have unintended
consequences for the public display community. Although the ANPR states repeatedly
that any proposed rulemaking will be limited to permits for scientific research and
enhancement activities, many of the changes suggested in the ANPR are to sections of
the regulations that also apply to public display. Even where that is not the case,
regulatory amendments adopted by the agency with respect to scientific research and
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enhancement permits may establish precedents to be followed later with respect to public
display. The Alliance believes it is time to separate these activities and bring clarity to
regulations for public display facilities. Should the agency agree with this approach, this
may require the issuance of a new ANPR, one that clearly indicates that the agency
intends to issue distinct regulations for public display facilities.

The Alliance is very supportive of researchers conducting marine mammal studies
including those undertaking research with marine mammals in the wild and with animals
collected from the wild for research purposes. The Alliance has a Research Committee
that promotes responsible scientific study of marine mammals in public display facilities
and in the wild. We are a co-sponsor of Aquatic Mammals, which is the oldest
international scientific, peer-reviewed marine mammal journal. Many of our member
marine life parks, aquariums, and zoos fund important field research, which improves the
understanding of marine mammal biology, physiology, reproduction, behavior, life
history, and ecology. Our members also cooperate with scientists by making animals
available for their research and/or making husbandry data gathered at our facilities
available — data that are difficult or impossible to obtain in the field.

Much of the research undertaken at Alliance facilities or by Alliance members
contributes to the conservation and management of marine mammal populations in the
wild. Studies by Alliance members also contribute to the body of knowledge needed to
better treat sick, injured, or orphaned stranded marine mammals. (Attached is the
Alliance Research Book, summarizing on-going projects.)

With respect to the current scientific research permit regulations, the sad reality is that the
existing process for issuing research permits is unreasonably cumbersome and time-
consuming. NMFS’ effort to streamline and improve the process is timely and welcome.
Before proceeding to comment on specific regulatory provisions, we would note that in
considering how to streamline the research permitting process NMFS should clarify that
no permit is necessary if the research is being conducted with marine mammals currently
exhibited in zoological parks and aquariums. There appears to be some confusion about
when permitting is required for such research and the ANPR provides the opportunity to
clarify this issue. Research with marine mammals in zoological parks and aquariums is
under the purview of the Animal and Plant Health Inspection Service (“APHIS”)
pursuant to their authority over the care and maintenance of marine mammals at public
display and other facilities. Additionally, research with these animals is vetted by the
Institutional Animal Care and Use Committee (“lACUC”) of the research facility
initiating the study and/or the facility at which the research will be performed. The
MMPA does not authorize or require oversight or permitting by NMFS in these instances.

The following specific comments are organized by the regulatory section to which NMFS
is considering changes.

50 C.F.R. §216.45

The Alliance is heartened the agency is considering modifications to this section to allow
a General Authorization (“GA”) based on the status of the target stock, rather than based



on the level of harassment. As the ANPR notes, this change would make a GA available
for Level A and Level B research on non-strategic stocks of marine mammals. This
change will expedite the permit process considerably, which is the goal of all involved.

The Alliance also supports the issuance of a GA for marine mammals defined by the
MMPA as strategic. This change, limited to Level B research activities, would require
the agency to amend section 104(c)(3)(C) of the MMPA. We would support the agency
in its legislative effort to amend the Act.

With respect to strategic stocks, the Alliance understands that permit applications to
conduct research with marine mammals listed under the Endangered Species Act
(“ESA”) must be considered under the stricter rules demanded by the Act. However, a
significant number of orphaned, injured, or disabled animals protected under the ESA are
given homes in zoological parks or aquariums because these animals cannot survive in
the wild. This situation provides scientists a unique opportunity to learn about a species
that is not generally on public display and whose population is endangered or threatened.

Under the existing permit process, these animals are treated as if the facility had collected
them from the wild for research. Clearly this is not the case. These are beached or
stranded animals that we did not collect, which NMFS has determined cannot be released
to the wild, and which we are caring for at the request of your agency. The existing
regulatory approach which treats these non-releasable stranded and beached animals as if
they were intentionally removed from the wild imposes unnecessary burdens on the
agency and the public display community. The applicable regulations need to be changed
to reflect the special circumstances surrounding these animals. Public display facilities,
which often accept the responsibility for caring for stranded animals at NMFS’ request,
should not be treated as a facility which sought to collect the animals from the wild. The
agency should support a regulatory system that corrects this problem and facilitates
learning about these species so we can develop information that will contribute to the
agency’s management of populations in the wild. The permitting process should not be a
burden to the agency, researchers, or zoological parks and aquariums that want to
conduct important research that will benefit troubled species.

50C.F.R. §216.41

The Alliance strongly supports the public display of marine mammals collected for
scientific research under a NMFS research permit. Congress approved a public display
exception to the MMPAs prohibition on the taking of marine mammals because of the
importance of the research and education programs conducted at our facilities. Hence,
the Alliance believes the public should be able to view and to learn about animals that
have been collected from the wild for research purposes. Introducing people to living,
breathing dolphins and other marine mammals is a powerful, proven way to promote
wildlife conservation.

In this regard, the agency should be mindful of the report language accompanying two
bills amending the MMPA passed by the U.S. House of Representatives in 2004 and
2005. Each report stated:



The Committee commends the public display community for its role in the
conservation and management of marine mammals. Activities sponsored
by public display facilities—research, educational programs, and
presentations, animal husbandry, breeding, and rescue and rehabilitation—
are important aspects to the conservation of marine mammals. The rescue
and rehabilitation programs run by these facilities are critical to the
survival of stranded animals and for many years participating institutions
ran these programs using their own funds. In addition, these facilities play
an invaluable role for the general public. These public display facilities
are the only place for many Americans to view marine mammals and learn
about the conservation needs of these animals. The Committee believes
the interactions provided at these facilities generate the general public’s
good will toward marine mammals and develops their support for
conservation and management measures for these and many other ocean
creatures.

The current restrictions on the public display of research animals are costly, burdensome,
and illogical. According to a 2006 Harris International poll, 94 percent of the public
believes that helping species in the wild by studying their biology and physiology in
marine life parks, aquariums, and zoos is an essential activity. Ninety three percent of the
public believes that research projects that help marine mammals are very important. The
public learns about these animals and cares about their conservation in large part because
of public display at our facilities. Restricting the learning opportunities provided by
viewing these animals is counter to the purposes and intent of the MMPA.

However, the Alliance is very concerned about one part of the suggested new section
216.41(c)(3). Our concern revolves around the suggestion in the ANPR that the public
display of non-releasable ESA-listed marine mammals originally obtained under a
research permit can occur only if NMFS approves the educational program established by
the facility. In 1994, Congress enacted amendments to the MMPA specifically
prohibiting NMFS from exercising control over the nature and content of educational
programming at public display facilities. To the extent the ANPR proposes to reassert
that authority, it is contrary to the language and intent of the MMPA.

50 C.F.R. § 216.37

NMFS is to be commended for attempting to simplify and streamline the rules regarding
the transfer of marine mammal parts and products for use by researchers. This
administrative process provides the opportunity to infuse some common sense into the
regulations. These are parts and specimens, not live animals. The agency should require
a simplified, General Authorization and look closely at the rules that now require
notifying the Regional Director of any transfer or loan. This appears to be a section that
begs for change. The current rules for the use of these parts and specimens for
educational purposes are so convoluted as to be unintelligible and unenforceable.



Specifically, the Alliance proposes the establishment of one General Authorization or
general permit that would constitute an umbrella under which researchers can, without
further permitting, transfer marine mammal parts and products from marine mammals
which are (1) already dead or (2) resident in scientific research or public display
facilities. This issue arises because the MMPA defines the term “marine mammals” to
include parts. Therefore, the MMPA'’s prohibition on the taking of marine mammals
applies to parts. The principal purpose of including parts and products within the
definition of marine mammals was to protect species in the wild by insuring there was no
illicit traffic of parts and products which would, in turn, generate pressure on wild
populations. That purpose and intent is not applicable with respect to the parts and
products of animals that are deceased or that are no longer in the wild. Therefore, a
General Authorization or permit coupled with appropriate recordkeeping requirements
should be sufficient to fulfill the Act’s purposes and to achieve the objective of
streamlining the permitting process for scientific research.

On the question of streamlining permits related to archiving marine mammal parts for
future opportunistic research, the agency should make every effort to improve this
process as well. These data have important ramifications for marine mammal health and
conservation. The agency may include these parts in the GA suggested above.

While unstated in the ANPR, the Alliance assumes that when the agency suggests adding
regulations regarding cell lines and/or gametes, NMFS is referring to those acquired from
marine mammals in U.S. waters, or those being imported. NMFS does not have the
statutory authority to regulate any use of these specimens within and between zoological
parks and aquariums. Nor do we believe that cell line development from stranded or
other marine mammals in the wild is a “take” under the MMPA. A new regulation
specifying the “requirements and procedures governing the development, use,
distribution or transfer, and prohibited sale of cell lines derived from marine mammal
tissues” or gametes would be excessive and unwarranted.

50 C.F.R. § 216.33(c)

NMFS is considering publishing a permit application before an environmental assessment
or an environmental impact statement is completed. The ANPR implies the agency will
not make a decision on how to comply with the National Environmental Policy Act
(“NEPA”) until after the comment period on the permit application. This suggests the
agency is establishing a two-tier comment process that will considerably lengthen the
permit process for all MMPA permits. We sincerely hope it is not the agency’s intent to
establish two sequential comment periods. We are hopeful the agency is suggesting that
the NEPA and MMPA processes will proceed concurrently, thereby providing another
avenue to improve the permitting process.

50 C.F.R. 8 216.33(e)(4)

With respect to species protected under the ESA, NMFS is asking for public comment
regarding how to determine if an applicant has applied for a permit in good faith and if
the permit will operate to the disadvantage of the protected species. The Alliance is



extremely concerned about these issues because the section NMFS is proposing to amend
applies to the issuance of permits to public display facilities. In considering any
regulatory changes, the agency should recognize certain facts. First, marine mammal
researchers must submit their CVs with a permit application. This provides the agency
with the individual’s experience and expertise. Second, no responsible researcher would
apply for a permit in anything other than *“good faith.” Third, as to whether the research
will be to the “disadvantage” of the species, the permit applicant is currently asked to
“Describe the Anticipated Effects of the Proposed Activity.” This documentation should
be sufficient for any no-detriment finding. Obviously the agency is attempting to solve a
particular problem. In doing so, the Alliance does not believe the suggested language
would be useful, effective, or constructive.

50 C.F.R. §216.34

NMFS is seeking comment on whether the regulations set forth in this section should be
amended to clarify the proof required to demonstrate the research activity is humane. 50
C.F.R. 8 216.34 states: “Humane means the method of taking, import, export, or other
activity which involves the least possible degree of pain and suffering practicable to the
animal involved.” Certainly, as the agency suggests, approval by an Institutional Animal
Care and Use Committee should be sufficient. In addition, the American Society of
Mammalogists has ethical guidelines addressing this issue and the Society of Marine
Mammalogy is finalizing similar guidelines. There is precedent for the agency to require
that professional association standards be used and the Alliance recommends that this
approach be adopted with respect to any determination regarding humaneness. Should
the agency continue in the approach suggested in the ANPR, the agency should be clear
that the “humaneness” standard at issue relates solely to the research activity per se in
order to avoid any confusion over the use of that term in other sections of the MMPA.

50 C.F.R. §216.35

The ANPR seeks comments regarding the establishment of minimum qualification
standards for scientists applying for research permits. Developing such standards will be
extraordinarily difficult as this is a subjective determination and, if carried to extreme,
would likely require standards specific to each type of research.

This section of the regulations, which NMFS is considering amending, also applies to
public display. If the agency proposes changes to this section, the agency should be clear
that the regulations do not apply to professionals at zoological parks and aquariums.

50 C.F.R. §216.39,50 C.F.R. 8 216.35

In the ANPR, NMFS asks whether the agency should continue its current distinction
between major and minor permit amendments and also advocates removal of language in
8§ 216.35(b) that provides for a one-year extension of the original permit. These
amendments aid researchers in obtaining permits necessary for the continuation of
studies. They provide the agency with flexibility as well. Changing these sections would
be a step in the wrong direction advantageous to neither researchers nor the agency,



whose burden to process additional permits would be increased. The Alliance supports
preserving the concept of expedited minor amendments. As noted in previous comments,
these sections also apply to public display.

50 C.F.R. §216.40

In the ANPR, the agency is asking for comment on whether a research permit should be
suspended, revoked, modified, or denied “for reasons not related to enforcement actions.”
The ANPR is silent on the reasoning for this recommendation; hence, the Alliance cannot
comment. However, the Alliance reminds the agency that this section applies to all
permits, including public display, and we are concerned about the legal basis for
revoking, etc. a permit if such action is not related to enforcement issues, statutory
changes, or changes in the regulations.

General Amendments

Lastly, NMFS is considering a general amendment that would establish specific time
periods during which the agency will accept permit applications. While the Alliance
supports agency efforts to streamline the permit process, limiting permit applications to
specific periods may not be the optimum approach. If the goal of the agency is to review
all research proposals involving the same populations or species, in an effort to best
manage research with the animals, the agency may need to look for an alternate approach
rather than create a new process that is restrictive and does not solve the problem.

Also, field researchers are often limited to seasonal studies. Those studies will likely be
jeopardized if permits can be submitted only at specific intervals. We understand the
agency must meet NEPA requirements and that processing multiple, similar permits in
the same time period would be advantageous to the agency. Recognizing the agency’s
concerns, the Alliance suggests considering the use of NEPA templates or programmatic
EISs as a way to streamline the process and as an alternative to restricting permit
applications to specific filing times.

Additional Recommendations

The marine mammal community is a global network of marine life parks, aquariums, and
zoos. International membership in the Alliance continues to expand. Animals are moved
often for breeding purposes and/or for animal management. These transports do not
involve collections from the wild. Therefore, the Alliance recommends that NMFS
amend its regulations to clearly establish that permit applications do not require
information on stock assessments when the animals have been bred in a zoological park
or aquarium or are currently in a facility. In such situations, these are no longer relevant
data. The transport of these marine mammals does not have any adverse affect on the
original stock or population in the wild. The animals are in facilities and should be
provided the best care. This is a time-consuming and arduous requirement that is neither
relevant nor meaningful. When the agency addresses public display regulations, we
propose that the agency insert language that will preclude stock assessments for animals



currently in zoological parks and aquariums. This language should also be inserted in
any proposed regulations for research and enhancement permits.

We appreciate the opportunity to comment on the ANPR. The Alliance recommends that
prior to issuing any proposed rulemaking, the agency organize a conference call or
meeting with respected marine mammal researchers to discuss the issues raised by
NMFS. There may be alternative avenues available to the agency to address concerns
raised in the ANPR and there is always benefit from a collective discussion with those
who are familiar with the process and supportive of your efforts to streamline it.

Sincerely,
anilee enard

Marilee Menard
Executive Director



Subject: Permit Regulations ANPR

From: Susan Millward <susan@awionline.org>
Date: Wed, 12 Dec 2007 19:19:24 -0500

To: NMFS.PR1Comments@noaa.gov

Mike Payne

Chief Permits Division

Office of Protected Resources
NMFS 1315 East-West Highway
Silver Spring, MD 20910

Attn: Permit Regulations ANPR

Dear Mr. Payne,

I submit the following comments on the above-referenced Advance Notice of Proposed
Rulemaking (Fed Reg Vol. 72, No. 177, dated September 13, 2007)

1) Section 216.33 - We oppose the proposed change. Compliance with NEPA should be
performed prior to the issuance of a permit for public comment. It is important that the
public be afforded the opportunity to review the information and processes that NMFS
has considered in making its NEPA determination ahead of the public formulating its
comments as this information and these processes may have a bearing on the public's
comments.

2) Section 216.34 - We support the proposed requirement for proof of IACUC approval
pursuant to the Animal Welfare Act.

3) Section 216.35 and Section 216.39 - We support the proposed change provided that the
minor amendments are truly minor and do not involve amendments that would in any
way place an animal at a greater risk of harassment or harm or put more animals or more
species at risk. The public should be allowed to comment on any non-minor amendment
which we mean to include amendments to procedures used, additional animals, different
sexes and/or ages of animals, additional locations of activity, different time(s) of year of
activity, or new species.

4) Section 216.42 - We support the proposed addition to limit the number of personnel on
a photography permit as we believe that such permits should not be used as
authorizations for eco-tourism.

5) Section 216.45 - We oppose the proposed change. We are concerned that the proposed
change would allow for potentially harmful activities to non-ESA listed species or other
'strategic’ stock to be authorized under a general authorization without opportunity for
public comment.


mailto:susan@awionline.org
mailto:PR1Comments@noaa.gov

6) New Section - We support the proposed addition to establish cycles of permit
applications.

We appreciate being given the opportunity to comment. Please contact me if you have
any questions or require any clarification of my comments.

Sincerely,
Susan Millward

Research Associate
Animal Welfare Institute



8403 Colesville Road, Suite 710
Silver Spring, MD 20910-3314
301-562-0777 tel 301-562-0888 fax

December 10, 2007

Mr. Michael Payne, Chief

Permits, Conservation and Education Division
Office of Protected Resources

National Marine Fisheries Service

1315 East-West Highway

Silver Spring, MD 20910

RE: Docket No. 070809454-7459-01
Dear Mike:

On behalf of the 216 accredited institutional members of the Association of Zoos and Aquariums
(AZA), | respectfully submit the following comments with regard to the National Marine Fisheries
Service's (NMFS) advanced notice of proposed rulemaking (ANPR) regarding possible changes
to regulations governing the issuance of permits for scientific research and enhancement
activities under section 104 of the Marine Mammal Protection Act (“MMPA”), 72 Fed. Reg.
52339 (Sept. 13, 2007).

AZA institutions draw over 156 million visitors annually and have more than eight million zoo
and aquarium members who provide almost $100 million in support. These institutions teach
more than 12 million people each year in living classrooms, dedicate millions annually to
education, conservation and scientific research programs and support over 1,800 field
conservation and research projects in 80 countries.

AZA GENERAL COMMENTS

While AZA applauds the agency’s attempt to streamline the cumbersome permitting processes
related to marine mammals, we believe that this ANPR will only lead to a more confusing,
overly-complicated and exceedingly-slow permit system. Currently, we see that the NMFS
MMPA permitting process is gridlocked, with even non-controversial permit renewals requiring
over a year to complete. The Permits Division of the Office of Protected Resources is
understaffed—constantly facing a myriad of legal challenges. Resources are urgently needed
to add staff and to comply with both the Endangered Species Act, MMPA and the National
Environmental Policy Act. NMFS’ first priority should be swift action to secure the funds
necessary to implement its mandate and to find ways to expedite critical permit applications. We
do not believe this ANPR addresses those two critical issues.

In addition, AZA is very concerned that while the stated purpose of this ANPR is to address
issues focused on marine mammal scientific research and enhancement activities, the ANPR
could also significantly impact the public display community. Although the ANPR states
repeatedly that any proposed rulemaking will be limited to permits for scientific research and
enhancement activities, many of the changes suggested in the ANPR are to sections of the
MMPA regulations that also apply to public display. Even where that is not the case, regulatory
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procedures that are adopted by the agency with respect to scientific research and enhancement
permits may establish precedents to be followed later with respect to public display.

Consequently, AZA urges that this ANPR be withdrawn and that two distinct advanced notices
be promulgated which clearly separate research issues from public display issues. AZA
recommends that the agency prepare a public display ANPR which discusses: 1) where the
information gaps are and what the agency has done to close those gaps and 2) what the
recurring problems are, why the agency perceives these as problems (specific incidents) and
the potential solutions to those problems (including cost/benefit analyses). Then, respondents
could support or oppose these preliminary findings based on their own additional information—
scientific or professionally observed. Under this scenario, respondents would have an
opportunity to comment on both the perceived regulatory problems and the proposed solutions.

AZA SPECIFIC COMMENTS

Aside from AZA's request for a separate ANPR for the public display of marine mammals, we
would like to provide comments on some specific issues raised in the current ANPR.

Research on marine mammals at public display facilities

Knowledge acquired through research with animals in public display facilities, in tandem with
field research, is another fundamental contribution to marine mammal conservation.
Communicating this knowledge is one of the most effective means of ensuring the health of wild
marine mammals in the 21st century. Much of this research simply cannot be accomplished in
ocean conditions.

Tens of millions of dollars are being spent on research at and by AZA member facilities that is
essential in understanding the anatomy and physiology of marine mammals, in treating sick and
injured animals from the wild, and in learning to better manage and assist endangered species.
Additionally, many AZA facilities collaborate with marine mammal researchers from colleges,
universities, and other scientific institutions that conduct studies important to wild species’
conservation and health. Over the years, this body of work has contributed significantly to the
present knowledge about marine mammal biology, physiology, reproduction, behavior and
conservation. These studies have led to improvements in diagnosing and treating diseases;
techniques for anesthesia and surgery; tests for toxic substances and their effects on wild
marine mammals; and advancements in diet, vitamin supplementation, and neonatal feeding.

In a couple of instances in this ANPR, it appears that NMFS is trying to establish regulatory
protocols for scientific research of marine mammals at public display facilities.

AZA Response: Research at public display facilities is under the purview of the US Department
of Agriculture (USDA) pursuant to their authority over the care and maintenance of marine
mammals at public display and other facilities. Additionally, research with these animals is
vetted by the Institutional Animal Care and Use Committee (“IACUC") of the research facility
initiating the study and/or the facility at which the research will be performed. AZA has worked
closely with USDA in establishing guidelines for such research and in determining when public
display facilities must register as a research facilities. The MMPA does not authorize or require
oversight or permitting by NMFS in these instances.

Cell lines and gametes



NMFS is considering adding requirements and procedures governing the development, use
distribution or transfer, and prohibited sale of cell lines derived from marine mammal tissues.

AZA Response: Itis unclear to AZA why the agency is seeking additional regulatory authorities
when the agency cannot complete its current mandated responsibilities in a timely manner. No
justification for this additional responsibility is outlined in the ANPR.

The agency also is considering similar regulations pertaining to gametes used by the public
display community in assisted reproductive techniques of captive marine mammals.

AZA Response: AZA believes that the same concerns stated above re cell lines are applicable
here. In addition, AZA strongly believes that this activity falls under the purview of the USDA
and that the MMPA does not authorize or require oversight or permitting by NMFS in these
instances.

Environmental Assessments and Environmental Impact Statements

NMFS is proposing publishing a permit application before an environmental assessment or an
environmental impact statement is completed. The ANPR implies the agency will not make a
decision on how to comply with the National Environmental Policy Act (“NEPA”) until after the
comment period on the permit application.

AZA Response: AZA is concerned that if this is done sequentially, this will only lengthen the
MMPA permit review process.

Thank you for the opportunity to comment on this important proposal. We look forward to
working with you and your staff in the future to continue to explore effective and efficient ways
for our institutions to work together in the areas of marine mammal protection, education and
marine mammal stranding, rescue and rehabilitation.

Regards,

Steven G. Olson
Vice President, Government Affairs



Subject: Permit Regulations ANPR

From: "Boogdanian, Dolores (DCR)" <Dolores.Boogdanian@state.ma.us>
Date: Thu, 13 Dec 2007 16:53:19 -0500

To: NMFS.PR1Comments@noaa.gov

December 13, 2007

Chief, Permits

Conservation and Education Division
Attn: Permit Regulations ANPR
Office of Protected Resources

National Marine Fisheries Service
1315 East-West Highway, Room 13705
Silver Spring, MD 20910

Dear Sir:

These comments are in connection with proposed changes to the implementing
regulations under 50 CFR, Part 216. | have not had the ability to fully study the
proposed changes and the queries posed under the ANPR notice, although | appreciate
the extent to which NMFS hopes to solicit public input on the issues raised. With time
limited, I wish to offer this basic comment regarding any changes to the rules under Part
216, which is that nothing should be changed that would increase the likelihood of a
taking of marine mammals, or that would expand the ability of takings for research or
display purposes. As other nations continue to take species for alleged research or
education purposes — but are more likely for commercial purposes or food — our nation
must not follow this destructive and environmentally unjustifiable path. To that end, one
particular recommendation would be to modify the definition of “bona fide research”
under Section 216.3 to indicate that the research must do more than “likely” add to
“basic” scientific knowledge, but would instead add to existing knowledge in a
scientifically significant way.

I also would suggest that “large scale drift net” be defined as something less than 2.5
kilometers in size due to the significant impact these drift nets has on the ocean ecology,
and the numbers of mammals and other sea creatures snared.

I would also suggest that, in Section 216.22, that officials should be required to limit a
taking to those circumstances when there is an imminent threat to public welfare,
particularly if the taking will result in mortality.

I wish I could offer more substantive recommendations at this time, but thank you for
your consideration of these points.


mailto:Boogdanian@state.ma.us
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Dolores Boogdanian
452 Park Drive
Boston, MA 02215



Dave Casper Comments on ANPR

Thank you for the opportunity top comment upon the NMFS permitting
process.

Now is a good time for NMFS to examine the issue of research and
rehabilitation. There has existed a problem in that stranded animals are either
categorized and permitted as animals in rehabilitation, or as research (or
public display) animals. Marine mammals that strand are automatically
considered to be in rehabilitation until such time that they can be transferred
to either a research or public display permit. There has been some ability to
conduct research on stranded animals based upon the national stranding
permit held by Teri Rowles. Given the changes coming on the impending
renewal of the NMFS national stranding protocol some curtailment of these
research opportunities may be ahead. This is an issue that should be
addressed at this time.

There is a current debate on whether stranded animals should be rehabilitated.
The recent review of “Rehabilitation and Release of Marine Mammals in the
United States: Risks and Benefits” in Marine Mammal science Vol. 23 No. 4
2007 by Moore et al. is an excellent review of the many issues surrounding
the permitting of stranded animals. | would suggest this article as an
excellent resource in the current consideration of permitting regulations.

The article correctly states that marine mammal rehabilitation (and by
extension, the permitting of marine mammal rehabilitation) is characterized by
“polarized attitudes” and “lacks a coherent central set of core values, ethics, or
goals.”

| wish to couch all of my comments with regard to the collection of scientific
information from live stranded marine mammals within the existing legal
framework of the MMPA.

The number of marine mammal rehabilitation facilities which conduct bona
fide scientific research is very small. It is these facilities which will, over time,
generate the scientific information required by regulatory agencies, such as
NMEFS, to formulate future policies and regulations for marine mammal
rehabilitation and hopefully avoid the current “polarized attitudes”.



Although the nature of the information collected from live stranded animals
must be interpreted in the context of a stranding event (in which some
compromise of the animal is inferred), at the same time, the nature of the
information that can be collected from live stranded animals, at the present
time, cannot be collected from free living marine mammals. As such,
research data collected from live stranded animals is an invaluable
contribution to the body of knowledge on marine mammals.

Without reiterating the totality of the issue, my comment:

There must be some special permitting status granted rehabilitation facilities
that conduct bona fide scientific research, which enables them to 1.) conduct
opportunistic research on stranded animals without the delays inherent in the
normal path for obtaining a research permit (and/or be dependent upon the
national stranding permit held by Teri Rowles), and 2.) have some autonomy
in determining the release criteria on a case by case basis depending upon
research need.

| would note that the dollar value of a display Tursiops has now far exceeded
a point where Tursiops in captivity can be transferred to dedicated research
facilities to act as surrogates for live stranded animals in scientific research
programs. LML has long argued for the creation of national stranding centers
where long term resident stranded animals, and an agenda free from the
pressures of public display, can generate the science necessary to resolve
many of the important issues surrounding marine mammals.



CENTER for BIOLOGICAL DIVERSITY Because life is good.

Submitted via electronic mail and fax

Chief, Permits

Conservation and Education Division
Attn: Permit Regulations ANPR

Office of Protected Resources

National Marine Fisheries Service

1315 East-West Highway

Room 13705

Silver Spring, MD 20910

Fax: (301) 427-2521

Email: NMFS.PriComments@noaa.qgov

Re: Permit Regulations ANPR

Thank you for the opportunity to submit comments on the proposed changes to the
regulations and criteria governing the issuance of permits for scientific research and
enhancement activities under section 104 of the Marine Mammal Protection Act (“MMPA”). 72
Fed. Reg. 52339 (Sept. 13, 2007). These comments are submitted on behalf of the Center for
Biological Diversity, its staff, and members.

The Center for Biological Diversity is a nonprofit environmental organization focused on
the conservation of native species and their habitats. The Center’s Ocean Program is concerned
with the protection of ocean ecosystems and the marine life. The Center has worked extensively
toward the conservation of marine mammals and reducing threats to their survival.

Congress enacted the MMPA in 1972 in response to widespread concern that “certain
species and population stocks of marine mammals are, or may be, in danger of extinction or
depletion as a result of man’s activities.” 16 U.S.C. § 1361(1). The MMPA is an important
mechanism for ensuring the conservation of marine mammals.

Our primary concern is the National Marine Fisheries Service’s (“NMFS”) proposed
change to § 216.45 which could potentially allow a General Authorization for Level A
harassment of marine mammals. 72 Fed. Reg. at 52342. Any applications for Level A
harassment need specific, noticed review to ensure the conservation of marine mammals.
Following is a discussion of this concern as well as other specific comments in response to the
Advance Notice of Proposed Rulemaking.
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8 216.41 Permits for Scientific Research and Enhancement:

Efforts to streamline permits for scientific research and enhancement with general
permitting requirements should balance the need to facilitate scientific research with thorough
environmental review of the impacts of any take authorizations and the need for public
participation.

8 216.45 General Authorization for Level B Harassment for Scientific Research:

We have concerns about the proposed change to the General Authorizations that would
focus only on the status of the stock and disregard the level of harassment. The MMPA allows a
General Authorization solely for “bona fide scientific research that may result only in taking by
Level B harassment of a marine mammal.” 16 U.S.C. § 1374 (c)(3)(C) (emphasis added).
Therefore, NMFS is not authorized by the MMPA to grant a General Authorization for Level A
harassment.

The proposed changes violate the MMPA because they would allow a General
Authorization for Level A or Level B harassment for non-strategic stocks. Level A harassment
means “any act of pursuit, torment, or annoyance which has the potential to injure a marine
mammal or marine mammal stock in the wild.” 50 C.F.R. § 216.3. This level of harassment
could pose a threat to the survival of a marine mammal. Any applications for Level A
harassment require scrutiny to ensure the conservation of marine mammals. Prior to issuing a
permit for this level of harassment NMFS must allow for an individualized and specific review
process, including public notice and opportunity for comment. The purpose of the MMPA is to
conserve marine mammals, and such permits should continue to require a thorough and
meaningful review prior to issuance.

In regards to the other proposed changes to this section, we support the proposal to clarify
that the description of methods in the letter of intent must specify the number of marine
mammals, by species or stock, that would be taken, including a justification for such sample
sizes. Furthermore, it is acceptable for NMFS to place the authorizations on a review cycle.
Such changes to timing should allow reasonable access to scientific research and must ensure
compliance with the MMPA, NEPA, and ESA obligations.

Other Comments

8§ 216.15 Depleted Species: We agree that this section could be clarified by including an
explanation that any species or population stock listed as threatened or endangered under the
Endangered Species Act (“ESA”) is automatically listed as depleted under the MMPA.

8§ 216.33 Permit Application Submission, Review, and Decision Procedures: Any
changes proposed to subsection (c) must comply with the National Environmental Policy Act
(“NEPA”) and its implementing regulations and ensure the appropriate level of environmental
documentation and public participation. Efforts to streamline permit procedures must not



compromise full environmental review that is vital for agency decisionmaking and public
information.

Conclusion

When proposing changes to the regulations governing take authorizations under the
MMPA for scientific research, NMFS must carefully balance the need to facilitate science in a
timely manner with thorough review and the public's right to participate in the process. These
comments specifically address changes to the scientific research and enhancement permit
regulations, and we look forward to providing additional comments on any future actions
concerning implementation of the MMPA.

Sincerely,

[s/ Miyoko Sakashita

Miyoko Sakashita

Staff Attorney
miyoko@biologicaldiversity.org
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Center for Regulatory Effectiveness

Suite 500
1601 Connecticut Avenue, N.W.
Washington, D.C. 20009
Tel: (202) 265-2383  Fax: (202) 939-6969
secretaryl@mbsdc.com www.TheCRE.com

COMMENTS BY THE CENTER FOR REGULATORY EFFECTIVENESS (“CRE”) ON
MARINE MAMMALS; ADVANCE NOTICE OF PROPOSED RULEMAKING,
DOCKET NO. 070809454-7459-01, 72 FR 58279 (Oct. 15, 2007), SUBMITTED
ELECTRONICALLY ON DECEMBER 13, 2007, TO NMFS.Pr1Comments@noaa.gov,
AND BY FACSIMILE TO 301-427-2521, ATTN: CHIEF, PERMITS, CONSERVATION
AND EDUCATION DIVISION (PERMIT REGULATIONS ANPR)

The National Marine Fishéries Service (“NMFS”) published an Advanced Notice of Proposed
Rulemaking (“ANPRM”) on changes to NMFS’ permit regulations undcr the Marine Mammal
Protection Act. These regulations are codified at 50 CFR Part 216. NMFS’ ANPRM “invites
the public to submit comments on the current regulations, recommended changes to the current
regulations that might be considered in a new set of proposed regulations, and any relevant issues
pertaining to the permitting process that might be considered as part of future proposed
rulemaking.” 72 FR 52342-43.

The CRE strongly recommends that NMFS change its MMPA permitting rules by proposing and
promulgating incidental harassment authorizations for oil and gas activities in the Gulf of
Mexico, as NMFS as already done for Arctic waters, 50 CFR §§ 216.107, 108. Failure to
develop these regulations could soon impede oil and gas exploration in the GOM, jeopardizing
the national energy supply and security.

Background
The regulations in question are described in NMFS’ latest semi-annual regulatory agenda:

“Abstract: The National Marine Fisheries Service (NMFS) has received an application
from the U.S. Minerals Management Service for regulations under section 101(2)(5)(A)
of the Marine Mammal Protection Act (MMPA) to authorize the taking of marine
mammals incidental to conducting oil and gas exploration activities by U.S. citizens in
the Gulf of Mexico. Without this authorization, the taking of marine mammals is
prohibited by the MMPA. In order to authorize the taking and issuing of authorizations,
NMFS must, through regulations, determine that the proposed activity will have no
more than a negligible impact on the affected species and stocks of marine mammals.”

72 FR 22370 (April 30, 2007)(RIN: 0648-AQ7).

1
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Center for Regulatory Effectiveness

In the above-quoted Federal Register notice, NMFS stated that the regulations would be
proposed in August, 2007, with the comment period ending in October, 2007.

As of the date of this letter, the regulations have not yet been proposed. The missed deadlines are
not unusual. NMFS has been missing deadlines for these regulations since 2003. 68 FR 30105
(May 27, 2003)(RIN: 0648-AQ7).

These regulations are important. They apply to oil and gas exploration in the GOM. Locating,
developing and using the GOM oil and gas resources are necessary for the national prosperity
and security.,

NMEFS has already promulgated incidental harassment regulations for oil and gas activities in
Arctic waters, 50 CFR §§ 216.107, 108. These Arctic regulations are part of NMFS Part 216
permit regulations. Incidental harassment permit regulations for the GOM are just as necessary,
and should be NMFS’ highest priority with respect to MMPA permitting regulation changes.

Recommended Action

We recommend that NMFS change its MMPA permitting regulations by proposing and
promulgating reasonable, effective and statutorily authorized incidental harassment regulations
for oil and gas activities in the GOM. We recommend that NMFS propose and promulgate these
regulations as soon as possible.

Sincerely,

S ;,:3:177{ A)Z‘D\L‘}/\x

Scott Slaughter

The Center for Regulatory Effectiveness
1601 Connecticut Ave., NW

Ste. 500

Washington, D.C. 20009

202/265-2383

1271372007 11:06AM



DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric Administration

50 CFR Part 216

[Docket No. 070809454—-7459-01]

RIN 0648—-AV82

Marine Mammals; Advance Notice of Proposed Rulemaking

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

ACTION: Advance notice of proposed rulemaking (ANPR); request for
comments.

Comments submitted by:
Dr. Randall Davis

Dept. of Marine Biology
Texas A&M University
Galveston, TX 77551
Phone: 281-250-7839
Email: davisr@tamug.edu

and

Dr. William Evans

Managing Editor of the American Midland Naturalist, at University of Notre Dame
Professor Emeritus for Marine Biology, Texas A&M University

Former Assistant Administrator for NOAA Fisheries

Former Undersecretary of Commerce for NOAA

Former Chairman of the Marine Mammal Commission

University of Notre Dame

Notre Dame, Indiana 46556

Phone: 574-631-9923

Email: evans1930@sbcglobal.net

Comments by section:
Section: § 216.23 Native exceptions.

Comment: Any person with a MMP that authorizes the possession of marine
mammal parts for bona fide research should be allowed to receive such parts
from any Indian, Aleut, or Eskimo who resides on the coast of the North Pacific
Ocean or the Arctic Ocean that is taken during subsistence hunting. The Indian,
Aleut, or Eskimo should be allowed to receive reasonable compensation for any
additional work, transportation or shipping costs associated with conveying the
parts to the permittee as necessary for the intended scientific research.

Section: 8 216.26 Collection of certain marine mammal parts without prior
authorization.
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Comment: Section (a) of this paragraph is very clear about the possession of any
bones, teeth or ivory of any dead marine mammal which may be collected from a
beach or from land within 174 of a mile of the ocean without prior authorization.
This provision should be retained as written even if it is consolidated in another
section.

Section: § 216.33(e) Issuance or denial procedures

Comment: If a proposed permit for bona fide research requires preparation of an
EA or EIS and cannot be completed within 90 days, then a provisional permit (for
two years or the time needed to prepare an EA, El or other evaluation) should be
issued if the research methods have been deemed humane by the applicants
Institutional Animal Care and Use Committee (IACUC) and the total number of
animals to be taken is less than the Potential Biological Removal (PBR) or if no
PBR has been established.

Section: § 216.33(e)(4)

Comment: NMFS should accept that an applicant has applied for a permit

“in good faith” and that the permit “will not operate to the disadvantage of an
endangered or threatened species” if the permit is for bona fide research, has
been approved by the applicant’s IACUC, and the total number of animals to be
taken is less than the Potential Biological Removal (PBR) or if no PBR has been
established. Furthermore, if these provisions are met by the applicant, the
proposed research should be categorically excluded from the preparation of
further environmental documentation.

Section: (e) Issuance or denial procedures

Comment: NMFS should not arbitrarily eliminate items in a permit application
without first discussing the matter with the applicant. This recent behavior by
NMFS can seriously impede funded research and precludes finding alternatives.
A permit proposal for bona fide research is not an arbitrary document but a
serious research plan and should not be dissected by OPR without first
discussing any concerns with the applicant.

Section: 8 216.34 Issuance criteria

Comment: Not later than 90 days after receipt of an application to conduct
scientific research under the general authorization, the NMFS should issue a
permit to the applicant for bona fide research if the methods have been approved
by the applicant’'s IACUC and the total number of animals to be taken is less than
the Potential Biological Removal (PBR) or if no PBR has been established. If
NMFES can not issue a permit within 90 days in a manner consistent with the
application procedures of the MMPA (Section (d) of US Code. Title 16. Chapter



31. 8 1374. Permits), then a provisional permit (for a duration of two years or
the time needed to issue the final permit) should be issued within 90 days after
receipt of an application if the total number of animals to be taken is less than the
PBR or if no PBR has been established. If an EA, EIS or other evaluation is
deemed necessary in accordance with the National Environmental Protection Act
under 42 U.S.C. 4321 et seq., a provisional permit (for two years or the time
needed to prepare an EA, EIS or other evaluation) should be issued within 90
days after receipt of an application if the total number of animals to be taken is
less than the PBR or if no PBR has been established.

Section: 8 216.35 Permit restrictions

Comment: NMFS wants to change the regulations so that any proposed change
resulting in the need for an increased level of take or risk of adverse impact
above those authorized in the original permit would no longer be considered
under an amendment, and would require a new permit application. The problem
lies in the definition of “increased level of take or risk of adverse impact.” For
example, if a person had a permit to take blood samples for physiological
assessment and wanted to conduct an additional test that required an additional
5-10 ml of blood, would this be a minor or major amendment. Or if the person
now wanted to add the injection of water labeled with a stable isotope, would this
be a major or minor amendment. To most physiologists and veterinarians, these
would be minor amendments that did not increase the level of take or risk above
what was already approved. However, a permit officer might think otherwise.
Objective guidelines need to be formulated with guidance from experienced
physiologists, veterinarians and animal care specialists about what constitutes a
minor and major amendment to experimental protocols that do not increase the
number of species, total number of animals or the location.

NMFS should rely on the applicant’s IACUC to objectively evaluate whether they
possess qualifications commensurate with their duties and responsibilities to
conduct research humanely and professionally. In many cases, NMFS does not
have staff with the qualifications that can make this evaluation.

Section: § 216.37 Marine mammal parts

Comment: The language in this section is fine. It should not be made more
complicated and should definitely not require more paper work. Attempts to
streamline regulations often make the process worse. The same should pertain
to cell lines. If a cell line were created legally under a permit, then its
conveyance to another lab should be facilitated by minimizing paper work and
not impeded with unnecessary regulations. Cell lines, once established, have no
effect on marine mammal populations, so NMFS should reduce regulatory control
and not increase it. Furthermore, selling a legal cell line, although unlikely, also
poses no threat to marine mammal populations and should be encouraged to
promote bona fide research. In fact, all regulations promulgated by NMFS



should always be conceived with the idea of promoting science and knowledge
along with protecting populations. Unfortunately, some staff at the NMFS Office
of Protected Resources have adopted an adversarial, anti-scientific attitude
towards research, which is not in the spirit of the MMPA.

Section: § 216.39 Permit amendments

Comment: This goes back to § 216.35 Permit restrictions already mentioned
above. Minor amendments must be flexible within the overall context of the
existing permit. Amendments that do not result in significant changes to the
already permitted protocol (e.g., the addition of an additional physiological test
that requires a little additional blood) should be defined as minor amendments. If
necessary, allow a veterinarian to distinguish between major and minor changes
to the experimental protocol within an existing permit. These decisions should be
rational and reasonable within the context of the additional impact on the animal.
In addition, changes in the number of animals or their geographical location
should be considered minor amendments if the total number of animals is less
than the PBR or if no PBR has been established.

Section: § 216.40 Penalties and permit sanctions

Comment: This section is too vague to evaluate, but is frightening in its
implications. It appears to implement a policy of arbitrary decisions by NMFS
with no recourse on the part of researchers. The Office of Protected Resources
already has the reputation of being anti-scientific and sympathetic towards the
animal rights community. This appears to be one more step in that direction.
This policy, if implemented, needs to be intensely reviewed by the scientific
community and should serve the purpose of promoting science, not impeding it.

Section: 8§ 216.41 Permits for scientific

Comment: Streamlining the scientific permit process is disparately needed, but
the examples provided would affect relatively few researchers. Here is what is
really needed to streamline the process:

Not later than 90 days after receipt of an application to conduct scientific
research under the general authorization, the NMFS should issue a permit to the
applicant for bona fide research if the methods have been approved by the
applicant’s IACUC and the total number of animals to be taken is less than the
Potential Biological Removal (PBR) or if no PBR has been established. If NMFS
can not issue a permit within 90 days in a manner consistent with the application
procedures of the MMPA (Section (d) of US Code. Title 16. Chapter 31.

§ 1374. Permits), then a provisional permit (for a duration of two years or the
time needed to issue the final permit) should be issued within 90 days after
receipt of an application if the total number of animals to be taken is less than the
PBR or if no PBR has been established. If an EA, EIS or other evaluation is



deemed necessary in accordance with the National Environmental Protection Act
under 42 U.S.C. 4321 et seq., a provisional permit (for two years or the time
needed to prepare an EA, EIS or other evaluation) should be issued within 90
days after receipt of an application if the total number of animals to be taken is
less than the PBR or if no PBR has been established.

Section: 8§ 216.45 General Authorization for Level B harassment for scientific
research

Comment: Most researchers with valid permits document their projects with
digital images or video for teaching and presentation purposes. These activities
generally do not increase the level of take. NMFS should facilitate the conduct of
this activity. This may mean that a valid research permit automatically comes
with permission for documentation for purposes of teaching and public
presentation so long as the level of take is not increased. The definition of
teaching and presentation should include selling images and video to magazines
or video production companies that educate the public about wildlife, so long as
the images and videos were taken incidental to bona fide research.

If NMFS is going to institute a cycle for permit applications, it should be quarterly;
twice per year is too infrequent and would impede scientific research. However,
minor amendments should be accepted at any time.
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Friends of the Sea QOtter ~ Defenders of Wlldhfe ~
OPTI/Earth Island Institute

December 13, 2007

SENT VIA FAX AND U.5. MAIL

Mr. Michael Payne

Chicf Permits Division

Office of Protected Resources
National Marine Fisheries Service
1315 East-West Highway L
Silver Spring, MD 20910 {'
Fax: (301) 427-2521 '

Re:  Attn: Permit Regulations ANPR
Dear Mr. Payne:

On September 13, 2007, the National Marine Fishenies Service (NMTS)‘
announced the availability for public comment of the Advance Notice of Propoaed
Rulemaking (ANPR) for Marine Mammals.

The following comments are submitted by Friends of the Sea Otter (FSQ—)J),
Defenders of Wildlife (DOW), the Ocean Public Trust Initiative of the Earth Island
Institute (OPTI/EIT). All of these organizations are committed to the welfare ofinot only
the sea otter but also to otter marine mammals and their environment. |

We appreciate the hard work invested in the preparation of the ANPR by all
parties involved. We acknowledge the difficulty NMFS has experienced in moving the
rules forward to completion. We welcome the opportunity to provide our comments and
concerns with the proposed rulemaking at this time, and look forward to contmbued
involvement as the rulemaking moves forward. ; ‘

As an initial matter, we request clarification that these regulations woul&' not apply
to marine mammal species under the jurisdiction of the U.S. Fish and Wildlife fScrwce

12/13/2007 3:41PM
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Qur primary concern at this stage with the ANPR is that the proposal would
greatly increase the scope of activities that NMFS can permit under a general
authorization. This means that there will be no opportunity for or possibility ofipublic
comment before certain permits are granted. Current regulations only allow a general
authorization for research involving a "Level B" harassment. The proposed amendment
of the regulations, in section 216.45, would allow research involving "Level A"
harassment to be permitted under the general authorization, provided stocks are, not listed
under the Endangered Species Act (ESA), or otherwise "strategic.”

Level A harassment is defined under the Marine Mammal Protection Actl(MMPA)
as harassment that "has the potential to injure a marine mamial Or marine mammal stock
in the wild." This change would mean that so long as research does not focus on an ESA
listed or otherwise "strategic" stock, it would be allowed and the public would be
prevented from seeing what research was proposed until it had already been permitied.
This change would require an amendment to the MMPA, which currently allcws only
Level B harassment to be permitted under a general authorization. The general
authorization should continue to be confined solely to Level B harassment, 5o a3 to avoid
removing the critical component of public review and comment from the permils
currently required to conduct any of the broad spectrum of Level A harassmcntﬂ.

Another concern that we have is that the proposal states that NMFS§ wowilid require
new permits for any proposed "major amendments” to an existing permit, but would only
grant amendmenis, rather than going through the new permit process, or any "rfaﬁnor
amendments" to an existing permuit. (Section 216.35 and 213.39). Under this pmoposed
permitting scheme, the public would not be allowed to comment on minor arneﬁdrnents

This is a good change, so long as "minor amendments” are carefully deﬂhed 50 as
to only pertain to things such as adding personnel, allowing filming and photogfaphy of
the research, and other truly minor changes that do not amend the species, location,
number or demographic of animals, seasons, procedures being performed, alloWed
manner of takmg or other variables that while slight on paper, might have major impacts
on the species itself. The public should be able to comment on these sorts of migor
changes during a formal process requiring a new permit application and public'fcvicw.

Our final concern relates to the proposal's compliance with the Natmnal
Environmental Policy Act (NEPA). NMFS should retain its current reqmremeﬂt that all
compliance with NEPA should be done before a permit is put out for public cogrment.
The proposal in section 216.33 s to change this such that NEPA compliance, m‘c]udmg

12/13/2007  3:41PM
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the preparation, review and comment, of an Environmental Assessment or Environmental
Impact Statement, is undertaken only after the public has commented. The requirement
for public comment prior to NEPA compliance is premature. It i$ important thm the
public be able to see what information NMFS has considered and what impacts. u expects
before commenting, rather thann NMFS$ asking the public to do the literature searches and
analysis first before seeing how the agency will weigh the proposal. In addltmn, the prior
public comment requirement of the proposal may undermine the vital public comment
opportunities under NEPA, which provide the public the necessary opportunity o review
and comment on the agency's science, reasoning, and proposed actions. We strangly
support keeping this section's protocol the same. L

As NMFS moves forward with the ANPR, we would like to offer support for
certain measures that will improve the efficiency and effectiveness of the policy: First,
NMFS should establish cycies of permit applications, Currently, permits can be applied
for at any time. In the ANPR, NMFS proposes establishing semi-annual dates ftpr
submission. This would improve the process by assuring that researchers apply lwell in
advance rather than at the last minute, thereby providing NMFS with advance totice and
adequate time for the review of the application. In addition, a scheduled cyclicil permit
application would allow for a regular schedule of review for outside commenters.

We also support the ANPR's proposal for NMFS to limit the number of ﬁcrsonnel
involved in a photo ID permit to ensure that permit holders do not use their aut]abnzatmns
for ecotourism.

Finally, we support the proposal for NMFS to require written proof of approval of
the proposed research by an Institutional Animal Care and Use Committee (IA(L ucC)
before considering the application complete.

i
"

Again, we thank you for the opportunity to comment on the ANPR, and Lllook

forward to continued involvement in the development of the rules, '

Yery truly yours,

Friends of the Sea Otter /L”)efendcrs of Wlldhf&\

DPTL/Ea:Ph Island Inﬁi'ﬁﬁe :

12/13/2007 3:41PM



Horning Comments on proposed process revision for permit applications under the MMPA and
ESA.

Applying GA:
| am in favor of applying GA to level A and B harassments of non-ESA, and level B of ESA listed
species, for bona fide research activities.

Photography:
Please consider that photography is an activity that is used in (eco-) tourism, but is also a vital

guantitative research tool.

| would recommend that photography be fully exempt from any permitting requirements for all
species including ESA listed species, providing no harassment occurs. In other words, if it is
possible to collect images without harassing animals, or without the possibility of harassing
animals, then no permit should be required, and no GA would even be applicable.

If harassment occurs or may occur, then photography of all species (including ESA listed species)
should be covered under the GA for bona fide research.

Requiring IACUC approval:

| am in favor of requiring existing IACUC approval providing this is implemented in a way to
simplify and streamline the process. One of the biggest problems with the current process is the
extreme level of redundancy / effort duplication between the IACUC and MMPA / ESA processes,
combined with the excessive level of detail requested on specific animal procedures within the
MMPA/ESA process. In non-legal terminology, | would state that the task of safeguarding
humane animal treatment (the welfare of individual animals) should be solely in the hands of the
IACUCs, whereas safeguarding the species should be the job of the Office of Protected
Resources. For this latter job, the level of detail currently required in MMPA / ESA applications, is
excessive and counterproductive.

If IACUC approval becomes a prerequisite, then the Animal Use Protocol (AUP) issued by
IACUCSs should simply be included in the MMPA / ESA application without requiring duplication of
the description of procedures in the MMPA/ESA application. The MMPA / ESA application should
then simply consist of primarily the take table listing sample sizes (numbers of animals), and the
summary procedures pretty much the way they are listed in current take tables.

It is important to point out that many permits have a duration of 3-5 years. When including
processing time and application preparation time, we are talking about a maximum time frame of
6 years. Within 6 years, many procedures change and improve. Being held to procedure
descriptions / protocols defined 6 years ago, would prevent process improvement and may end
up being less ‘humane’ than possible, and contrary to the three R’s.

It is also important to point out that AUPSs require annual re-authorization, and as part of the re-
authorization we are required to address possible process improvements (or refinements) and are
required to include those where applicable.

Incorporating IACUC / AUP changes into MMPA / ESA permits:

| would recommend to change the MMPA/ESA process such that any changes (e.g. during
annual AUP re-authorization) to an AUP issued by an IACUC, are automatically integrated into
the MMPA / ESA permit. This may have to be limited to changes that do not affect the risk
estimation for the species in question, in terms of species level effects (not the risks to an
individual animal).

This might be a way to reduce the potentially negative impact of eliminating major permit
amendments.

IACUCSs applications and reviews are probably more stringent than MMPA / ESA applications,
and are handled by panels that are by and large more specifically qualified to review and assess
the appropriateness of animal procedures, than the Office of Protected Resources, or other
entities involved in the MMPA process.




Permit Amendments and Risk Assessment:

One of the biggest problems with the current process is related to the overall justification for
conducting bona fide research. From a scientific perspective, if a project cannot reach the
predicted level of significance or sensitivity, this invalidates the justification of the entire project,
including the justification for whichever portion of the project has already occurred. This is best
explained by an example:

Initial sample size (or power-) estimation might dictate a sample size of 50 animals, and the
permit be issued accordingly. However, results from the first 35 animals sampled allow an
updated power analysis, suggesting that a sample size of 60 is needed because of greater than
predicted variance. Unless the permit can be amended to 60 animals, the justification for any
portion of the project, even the initial 35 animals, is essentially void.

Thus, one could argue that unless the permitted sample size is amended to 60, even the initial
permit would retroactively be in violation of one of the basic premises of the MMPA / ESA. In
other words, an efficient, quick amendment process would seem to be essential to keep the
system in compliance with the original intent of the MMPA / ESA.

If major amendments are to be eliminated, two changes could maintain compliance with the true
intent of the MMPA:

1) some kind of automatic sample size adjustment if needed

2) automatic incorporation of any changes to AUPs issued by IACUCs as outline above.

The automatic sample size adjustment could be achieved if there was a built-in e.g. 50% buffer
that could be activated if updated power testing can support the need, and this could be
published as such in the initial FR notice.

In addition, risk assessments for permitted procedures need to be updated, this is also one the
shortcomings in the current process. For example, unintentional mortalities (UM) are permitted
per year and cumulative, up to a given number. If none occur, or fewer then permitted, it would
seem that permit amendments that increase the risk of mortalities in the remaining years of a
permit should be permissible without affecting the overall risk assessment, and such changes —
including revised sample sizes — should be possible as minor amendments, or even automatically
if properly justified and authorized by IACUCSs.

Risk assessment of amendments vs new permits.

Another important consideration is the level of risk associated with e.g. adding a procedure to an
existing project by way of a permit amendment, even if there is an increase in risk, vs the
additional risk to the species if the procedure has to be carried out as a new project. Often a
given procedure carried out as a new project would provide greater risk, as certain activities (e.g.
captures, anesthesia) would have to be repeated, which would seem to be contrary to the intent
of the MMPA / ESA in minimizing risk to the species. However, allowing major changes only by
way of new applications would result in a timeline that might preclude anything but a new project
route.

Assessment of causes of mortalities:

In case of unintentional mortalities, unless causes of mortalities can be accurately determined,
incurred mortalities need to be seen in relation to natural mortality rates.

If 2000 animals will be worked with by a given project, chances are that over a given time frame a
given number of animals will die by natural causes. Unless it can be shown that research caused
mortalities, Ums need to be permitted in addition to likely natural mortalities. In this example, if
the natural rate for a given specie, sex and age class is 1 in 100, and applicants request to work
with 1000 animals and 10 Ums (let’s say for a project lasting 1 year), then there is a likely natural
mortality of 10 animals within the project, and research related Ums should be permitted up to a
total level of 20.




Determination of qualification of project participants:

As with safeguarding welfare and humane treatment of individual animals, the qualification of
individuals is best dealt with at the IACUC level, since IACUCs require and offer specific training.
This should not be dealt with at all in the MMPA / ESA process.

Dr. Markus Horning, Pinniped Ecology Applied Research Lab
Marine Mammal Institute, Oregon State University

2030 SE Marine Science Drive, Newport, OR 97365, USA
Tel. 541.867.0202 Fax 541.867.0128
markus.horning@oregonstate.edu
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DeaWayn .

On behalf of the millions of members and constituents of The Humane Society of the
United States (The HSUS), the Natural Resources Defense Council (NRDC), WDCS
(the Whale and Dolphin Conservation Society), the American Anti-Vivisection
Society (AAVS), and the World Saciety for the Protection of Animals (WSPA), T am
writing 1o provide information and concerns regarding your Advance Notige of .~
Proposed Rulemaking on permit regulations (ANPR). We agree that the regulations
can be more effective and clear if streamlined and consolidated, and we support some’
of the changes proposed by the National Marine Fisheries Service (NMFS or'the
Agency ), hawever, we have concerns with the nature of some of the proposed
revisions. Tn particular, we arc adamantly opposed 1o the Ageney’s proposalto permit
Level A harassment under the General Authorization. We are opposed to ameénding
the Marine Mammal Protection Act (MMPA) to facilitale changes to regulations
governing scientific research, We provide additional comments below under the
pertinent sections outlined in the Federal Register notice (IFR) of the ANPR.

:

ko

Subpart A Introduction : ;
216.3 Definitions C

We support consolidating and clarifying definitions in this section to remove
redundancy and confusion; e.g., there are separate definitions for “article of
handicraft” and “authentic native articles of handicrafts and clothing.” These two
terms can probably be combined into one definition that covers all usage of the term
“pative handicrafl” or “authentic native handicrafi.” | |

The definition of “humane” should be amended. It states that the “methods of taking,
import, export or other activity which involves the Jeast possible degree of pain and
suffering practicable to the animal involved.” We would like the NMFS to add
“stress” to this definition (j.e., “least possible degree of pain, suffering and stress. . ”).
The methodologies and techniques for determining stress levels have been steadily
improving and the regulations should reflect these scientific advances.

1271372007 1:22PM
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The definition of pregnant specifies “near term.” We would like to remove those words.
Pregnant is pregnant (the dictionary definition reads: “having a fetus or fetuses growmg
in the uterns™), Modern diagnostics make it possible to detect pregnancy in marine
mammals at eartier stages than in the past. Jivery effort should be made {0 use modern
methods of testing for pregnancy to protect mothers and their progeny from stress and
harm resulting from research or transfer. That facilities and/or ¢apture opetators are not

using thege available procedures to detect pregnancy is illustrated by a number of recent
instances in which pregnant animals have been transerred, only to give birth soon after
artival at the receiving facility, or the incidental/accidental mortality of pregnam f‘emales
associated with research projects involving the application of satellite tags in survay '
studies. '

Subpart B Prohibitions

216.12 Prohibited imporiation S

We recommend adding to section 216.12(b)(1) a new “i” that would ruad “T'aken'in &
manner that would otherwise have violated the MMPA,” then have the cutrent “i” and
“i” beeome “ii” and “iii.” This is to clarify that the MMPA does not allow the import of
ammalﬂ taken in a manner that, while possibly legal in the exporting country, would not
have been legal under the MMPA, The MMPA clcarly does not intend, nor has it been
generally implemented, 1o allow the import of marine mammals or their parts takan ina-
mangner that would not be allowed under the MMPA. The regulations should clearly and
unambiguously refléct this intention and previous practice. There has been some
confusion on this vis-a-vis sover eignly issues, hence our remmmendauon for the a,ddltmn
of specific language. This recommended addition is not a matter of violating another
nation’s sovereignty but, of maintaining the integrity of 1.5 law on land and i waters
subject to U8, jurisdiction, :

"A

is ])l'DVI BiON.

216.14(c). Marlm mammals taken. bt,inrc; the MM
We support the suggestion 1o add export to

216.15 Depleied species |

Our groups recommend that the NMFS clarify in the preamble to this section that all
Endangered Species Act (ESA)-hsted spectes and stocks (distinel populaiion segments)
are automatically considered depleted. Then this section should specifically list all
depleted species and stocks that are non-ESA listed, such as the eastern spinner dolphin,
Specifically listing the Tlawaiian monk seal and (he bowhead, {or exaniple, would not be
necessary under this proposed revision. Singling out the monk scal but not including the
Steller sea lion, for examp}u is confusing in the current regulations. The way this scction
is currently drafted, species and stocks such as the blue whale and the Qielim sea hon '
could arguably be seen as pof depleted. -

Subpart C angle_xgﬁptlvlls
216.21 Aclions permitted by international treaty, mnvemnml ot agu’-c*mc'm

T T - S o .
ot e B I Lt i . A L A YT
N E Lo L T Lo e
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We recommend deleting the specific reference to the Fur Seal Act in this section. Other
relevant treaties may exist such that 1this specific reference appears 10 preclude their
consideration

216,25 fmmptt;gl marine mammals and marine mammal products

We agree with the proposal to eliminate this section and incorporate its provisions into
the relevant sections in Subpart B. However, any change or consolidation should not.
include language that would weaken the current strictures on exemptmns relatmg to
transferred parts.

. §ub1>m!2 Spm@lﬁmnum

216.33(b)2)(ii1) Applications to export living marine. mdmmgja ;

We recommend that the Agency clasify with specific examples what “comity” might-
entail; e.gz., the relevant foreign agency should provide a written statement '-tpc-mf'ymg ﬂmt
it w:ll afford comltv to any permit decision. |

216.33 (¢ lnitial Permit Review ‘ .
Our gmlips support retaining the current protocol for initial permit rc'vmw t'hat rcquirc:q )
that the Agency comply with all requirements of the National Environmental Policy Act.
(NXIPA) prior to publishing the permit for public comment. Thig inclodes determining
whether to conduct an Fnvironmental Assessment (FA) and a Finding of No Significant
Tmpact (FONSI) or, if necessary, 8 more in-depth Environmental Impact Statement (FIS)
We oppose the NMFS proposal to make permits available for public review pi ior to .
making these determinations and instead relying on the public to comment on the nafure
of the environmiental review that the Agency should underiake, We believe that the -
Agency shounid first make the public aware of its own concerns and iis cva]uanml of
impact before askmg the public for comment.

While we understand t.hat research permits are, in general, categorically exempt from
environmental evaluation if they lack significant environmental impacts, we believe that.
the public will benefit from sceing how the agency has itself weighed the itpacts before
il is asked to provide information beyond what the agency iself has revlewed Askmg the
public to do an in-depth evaluation of impacts without henefit of the Agency’s expertise
is an unfair burden on ciiizens. If, as was the casc with the Sicller sea lion LA, the public
feels that the Agency has erred in its determination, the public can and will point that out,
but the public should be allowed to see what the agency itself feels arc the likely

consequences before being asked 1o do exhaustive literature searches and extensive -
review. The Agency should retain its current procedures and not amend them aw
proposed.

In addition, the proposed permit should not be published for comment until and unless all
questions are answered regarding the number and denographic of each species; the
timing, geographic area, and nature of the research; and the justification for sample sizes
and research objectives and designs are completed. The application should contain the
qualtfications of all those 1o be listed under the permit and provide all assurances outlined
below under 216.34. The NMI'S should make this information available for comment

=)
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along with al! documents related 1o N! PA v::()mpllﬂnce which should be comp!c-tod
before initial public comment.

216.33(d) Notice of Receipt and Application Review

Similarly, the NMFS should retain its current requirernent that it include a NE I‘A
glatement in the notmc of receipt of an application. This alows the puhhc to see and
comment on the level of concern that the Agency itself feels is warranted by the
application and assures the public that the requirements of NEPA will be met. The
current rexj uimm’cnl.s should be retained,

216.33(e) Issugns-b or Denial Procedures

We are not opposed to deferring decisions on permits when NEPA mqu:remenm re‘;ult in
the Agency exceeding its timetable for processing applications. That said, however, we
do not believe that research should be allowed to proceed until a decmmn can be made,
even if a prior pﬁ:rmut exists for the activily. Providing a semi-annual applmatmn .
submission schedule (as outlined in “other considerations” below) will likely ubwate
many of thc deadline ¢ onflict congerns raised in the FR mmu,

21@_’3_{2{@}(4) I)ﬁgfm;mng ‘in gmd faith” and “dlsadvm‘ltaﬂe” B '
Apphcants who are under investigation for violations of a prior or exmlmg permlt shuuld
not be considered to be submitting an application “in good faith.” The factthatthe
agency has beén forced to mvestigate instances of apparent violation of a current (nr s00n
o expire) permit calls into queatlon whether the applwam intends 1o mmply with pezrmlt
conditions of any addstmnal permit; thus, it rmsc..s guestions regardmg the apphc.am

“good faith,” ‘

The term “disadvantage” must be defined with the precautionary principle in mind, With
regard to adverse impacts (“disadvantage™), no evidence of impact should not be

confused with evidence of no impact. They are quite different, and the benefit: c:nf dOubt
should go 10 the spectes, ‘

216,34 Isspance Criteria

We strongly support requiring that applicants submit written proof that then research has
been evaluated and approved by an Institutional Animal Care and Use Committee
(FACLIC) before the application can be considered complete. Approval of an IACUC
does not guarantee that all research facilities follow equivalent standards of humane -
treatment of animals, but it is & minimal siep that all permit applicants should be required
to take. In pm"tlcuia: no state or federal research permits should be granted until
government agencies comply with the standards of the Animal Welfare Act that clearly
pertain to academic and private institutions and individuals.

Even though an IACUC has reviewed and approved a research proposal, iappmva] -By'an 5
YACUC should not substitute for 8 proper permit review by the NMFS and the public.

Research has generally been considered bona fide if it is publishable. We are concérned

that not all research that can be done and may be published is necessarily bona fide. If

e apidre007  1iasEM
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research that will harm or barass marine mammals is not quﬁcaﬂv related fo
conservation objective, and is largely samfym;p an intellectual curiosity about ﬂm |
species, it may nm bc: bona fide even if it is publishable.

When submmmg npphcatmns resenrchers should provide qunhﬁcatmns for all pm mm
listed on the permit to ensurc that research is conducted by properly qualified personnel. |

We also believe that those listed on the permit who will be “under the supe:rvmmn" of
others should be directly supervised by thiose others. That ig, the supervisor should be on
site when the research is being conducted. We note that invasive procedures are uften
;,ranted in permits with the assurance that they will be done under supervision ofa
veterinarian, yet it is not uncommon that there is no velerinarian on site (c' g 10 the case

of some of‘ the Ste]ler sen lion research), : T

216,35 ]-‘g,rmgt Rest rictions | Coo SRR A
'The NMFS proposes to require that applicants apply for new permits if thev w15h a mamr | N
amendment 1o an existing permit, and 1o grant amendments only for minor changes 1o a
permit, We support this with a caveat. Proposed amendménts should only be considered -
minor if they arc merely clarifications or small {echnical changes such as changes to the
number or names of qualified persons under the permit, allowing photography or filming
10 occur while underlakm_g, permitted research, altering a start date by two weeks or less,.
and other such changes that are truly minor. Anv change 1o the species, numbar, SOXEB or
ages of animals to be taken; to the geographic arca or timing of the rescatch; the
pmwdurw or manner of the taking; or the number of takes requested mumulalwely or par
animal should be considered major and require submission of a new application with' |
opportunity for the public to comment. it has been a source of some frustration {o this
commenter that changes that we would consider major (.., the procedures bmng,
permitted or changes to demographics being sampled) have been granted as minor ‘
changes with no opportunity to comment. These sorts of changes should mqunﬂ anew
permit application.

216.35(¢) Permit Restrictions o
Release of captive marine mammals to the wild should also be permitted for werlfare or
velerinary reasons (in other words, if' it is in the best interests of the animal and does not.
posc & risk 10 wild populations). There are increasing numbers of situations where captive
marine mamsmals may need release to the wild as a husbandry or managcmvm option and
this option should not be precluded by the restrictiveness of the current regulatory
language. We do not object if this option is bounded by requiring a permit and/or only
after consultation with and permission of the Agency, but it should not be precluded by
allowing such release only for seientific research or enhascement purposes.

216,36, Permit Conditions .
Our groups oppose consolidation of this section with others. Though it may appuar '
redundant, we believe consolidation may result in losing the import of these clear and
specific requirements by moving them to another section.

1271372007 1:22PM
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“The TR outlines the current requirements for transfer of qpeclmena It ﬁtates that “ﬂlere is
no mechanism for facilitating the initial collection of marine mammal parts by
institutions for eventual use for research purposcs where the bona fide criteria requited in
section 104(c)(3) cannot be met for each and every part obtained by the institution.” The
NMIS states that it s considering permitting such activities “when the purpose of the
initial receipt of the part may be unknown.” This is troubling. It appeursito indicate that
the Agency would allow “parts” to be collected and/or transferred to &noth(,r even if the
use to which that specimen would be put is unknown or not “bona fide.” Specinens '
ghould not be collected uniil and unless the purpose for collecting them i is known. The
only exception might be if the specimen can be collected without harm or harassment to,
the animal (e.g., collecting scat after a rookery has been abandoned for the scason,
collecting whale scat from the water after the animal dives). Specimen collectionr
involving haragsment or invasive methods should only be pernmtted when there i m A
clearly defined and bona fide purpose for collecting 1hem

We stmng,ly eupport standardized documentation and reporting mqmn‘ments 'T"he
information pmwded by applicants and recipients should not be discretionary. Quanmmd
and verifiable measmes should be mandated. :
Our gmups quppcm the development of regulations 5,0vummg, the duwlopmom usﬁ:
distribution or transfer, and prohibited sale of cell lines derived from marm(, mammal
tissues. We also support having similar regulalmm pulmnmg 10 gametes Used by the
public dl'-*.play industry and research community in assisted 1cp10ducﬂva wchmques of
captive marine mammals. There s no reason to treat these marine mammﬂl pm‘ts B
dli‘fercnﬂy from any other marine mammal paris.

216.39 Permit Amendments :

Ay stated above in our comments on 216,35, we agree wnh the propoml to grant nnly
amendmenis that would constitute minor Iechmcal changes. All changes that would alier
the species, the number, sex or ages being sampled; the manner of taking and/or sampling
methodology; the location or timing of the research; the sample sizes or other material =~
changes to the research being conducted should require submission of a new application,
We support the informational requirements outlined in the FR notice, m@ludmg allowing
discretion for the Office Dirgctor to wqmm additional information.

In this section, the Agency also states that if an amendment is proposed by the Office

Director, the permit holder will be notified along with an explanation. We feel strongly

ithai changes made by the Office Director, in the absence of a request by the permit

holder, should only be for the purpose of imposing additional mitipation or restriction.

The Office Director should not permit changes to, or additional, rmeurch without a
request of in the absence of public comment,

216.40 Penaltier and Permit, Sanctions
The fact that Congress granted research a categorical exclusion implies that Congress
assumed that researchers would operate in the best interest of animals that are in the

6
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public trust. Pcnaltmx for violations nf‘rmrmlts should be timely and tough We baheve
that the NMFS should also have authority to impose “suspension, revocation,
mudnﬁcatmn, and denial of scientific rescarch and enhancement permits for réasons not
related to enforcement actions,” as outlined in the FR notice. If research poses a risk to

animalg for any reason, the NMTS should have the right 1o modify or tempnral liy or
per. manemlv dvnv ﬂlL permit. 3

Further, no addnmnal permits or amendments should be granted toa rea@archer unde.r
investigation, until they are cleared of all charges or have complied with all sanctions; 1f
necessary, the Agency should defer a decision, on any permit submitted hy a meamher or
research team under 1nvest1g,auon ‘ -

On Jum, 1 1 1975 (40 FR 21949) the Agency promulgated a poh(.y statcmmi“ t]mt
included language that we believe is germane to permit holders under mvmng,atmn We
would hkc the NMF& to cons:der inctuding this type of Ianguage in t}us section, m wit!

“No pﬂrmit hlmll be mued undery either Act [MM PA or ESA] to any persml wlm is undcr
investigation or officially charged with a violation untit the matter is resolved. Action
will be initiated to quspcnd in accordance with applicable regulations, a permit of any
person under mvc*sh&,almn or officially charged with a violation. No permit shall be
issued 10 any pers(m if that person, who is under mvestigation or officially charged with a'
violation, i naméd in the permit application until the matter under investigation orthe
{ormal charges againgt such person have been resolved. If a person, who has been found -
guilty of a violation (either through administrative or criminal proceedings) or has - |
disposed of a Notice of Violation by a compromhe acceptable to the NMFS, should (1)
apply for a per mit, (2) be working under a permit issued by NMFS, or (3) be included as
a participant m activities authorized by a permit or activities set forth in a permit
application, the NMFS will congider each such case on its merits, taking into
consideration the circumstances surrounding the violation and the se-vcmy of the penalty
imposed.”

210,41 Permits for Scientific Research and Inhancement | |

We do nof support the addition of a gection 216.41{c)3), which would allow the
continued maintenance in captivity of animals acquired under an enhancement permit
when such enhancement activities have been completed or are not able 1o be carried out
and the animals cannot be returned 1o the wild. This strikes us as & backdoor for acquiring
“novel” exhibit animals via enhancement permits. Indeed, if the activities cannot be
carried out, this suggests that there was not a rigorous enough evalvuation of those
aclivities in the first place. Presumably the veterinarian of the public display facility in
question would be the initial determiner of the non-releasahility of the marine mammal -
this poses a conflict of interest, 1 an animal 1s acquired via a legitimale enhancement
permit, the planned enhancement activities are completed or cannot be carried out, and
the animal truly cannot be veleased, then the animal should be held in a research facility
or otherwise in & manner that will not allow anyone to profit commercially from its
confinued maintenance in captivity. Any other outcome poses 100 great an incentive 10
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abuse wch a provigion and/or has the potential to turn 2 marms- mammal mio a
pr.,rmanent test BUbchl s o

216 43,PJ1Qmmp.hX B
We agree that the NMES should Jimit the number of personnel that may be mcmdmd -

under a permit for photography. Clearly permits should not be misused to promote
ecotourism. Similarly, directed photographic research should not be conducted from
commercial vessels (e.g., whale wateh boats, kayak flotillas, parasail operatmm) of ﬁom
craft engaged in‘'commerce at that time, Any photos resuliing from such operations
should be collected incidentally. Researchers ghould not be able to use photographic
research permits aboard commercial vessels in order to gain the company a competitive
advantage over a competitor who does not have a permitted researcher aboard.

Although we da not oppose photography being permitted under the General
Authorization, in our experience, it is rare that an applicant §imply wishes a pe,rmlt for
photography. Clearly the pr: oposed research protocol with the greaiest impact should
govern the degree of scrutiny to which a permit application is subjected. Further, it'is
important that the NMFS closely monitor the number of permits granted for photography
for a particular species or geographic locale. Though it may seem a generally bemgn
activity, several permits in a sensitive area (c.p., regular and high use resting, feedmg or
calving/pupping areas) pose a much greater risk than a single permit. If photography
permits arc to be granted under the General Authorization, they should riot pertain to
species listed under the 1:8A and the Agency must take special care 10 awne !hat ﬂm
need for phcﬂng,mphy % bc:ma fide and non-duplicative.

216.45 Gumra] Aut]‘mri..;@tion for Level B Harassment for Scientific Rescarch
We are adamantly opposed to the proposed change outlined by the NMFS that would
make the General Authorization ((GA) available for research involving Level A
haragsment of marine mammals who are not members of a strategic stock, Permﬂtmg.
research based on the status of the stock rather than the nature of the methodology is
antithetical to the essence of the MMPA, which is precautionary in nature. Unlike the
ESA, the MMPA exists 1o prevent stocks from becoming imperiled rather than to try 1o

- recover already imperiled stocks from extinction. This proposed change to the permit
regulations ignores the {act that stocks may be proposed for listing but not yet listed (e.g.,
polar bears), stocks often have conservation concerns and serious data gaps (c.g., killer
whales), and there are stocks where certain types of impacis are known to be harmful
even if the stocks are not strategic (e.g., beaked whales and acoustic impacts). This
change would preclude public comment while pcnmitmg virtually any sort of research
that could be envisioned, so long as the targed of the research is not 11qtcfd undu the BSA
or otherwise designated a strategic stock, This changc goes against Congress’ (and
science’s) recognition that marine mammals require special attention from managers
because of their aquatic habitat and natural history, which makes them difficult to study
and often prevents researchers from noting population declines or other negative impacis
vntj] they are well along,
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The NMFS has not always informed the public of research permits that have been granted
under the GA. In fact the public is rarely informed of the issuance of GA permits, But
even if the NMFS publishes a timely listing of GA permits, it would not be until after
research was permitied that the public might sec what had been allowed, by which time it
is too late to disagree with the agency's decision short of litigating it. Tor that re:ason GA
permits should be reserved for only the most benign of ciroumstances.

We also w;sh 10’ note that making this change would clearly require amendmeni of the
MMPA’s section 104(c)(3)(C), which confines GA permits to Level B ha:l as*.mcni WL. )
oppose llus '

In this same l~ec1;|(m we agree that, even if no change is made to the (Jmnnral

Authorization to allow for Level A harassment, the Agency should require letters of'

intent to clearly specify the number of marine mammals by species or stock along with a
well-grounded basis for requesting that sample size. In the past, permit apphcﬁmw and
holders have requested sample sizes with little or weak justification (e.g., in the case of
many of the Sieller sea lion research per mits). The NMES bas an obllg,atlon to insure that
sample sizes are robust but not excessive and that the sample size s able: to adcquatc‘ly .
test the hypothems bemg investigated. o

Qther Considerations
The NMES has proposed establishing a permitting cycle, such that pcrmita would bc

submitted %mtuanmmlly (twice a year) or quarterly. We sliongly supporl this pr. 0]}0531
Semi-annyal permit cycles would allow the NMFS to plan for receipt of applications-and
have adeguate review time. 1t would prevent the long-standing problem of applicants
waiting until the Yast minute to submit comments and then complaining that the review is
extending into their rescarch season. Proper plaming will insure both a weli-constructed
rescarch proposal and adequate review time. Establishing a semi-annual permlt cy@]ﬁ
would go far {0 ensuring both.

Conclusion

The HSUS, NRDC, WDCS, AAVS, and WSPA agree that amendments to the current
permifting system are warranied. Establishing a semi-annual permit cycle promises to
provide clear planning guidelines for researchers and to allow the Agency to better
synchronize the deadlines of various Acts. The NMFS should maintain its current NEPA
compliance schedule (.., publishing NEPA compliance documents prior 1o asking for
public comment) rather than changing it to ask the public to determine the degree of
environmental review necessary, We are adamantly opposed to allowing Level A
haragsment 1o be permitted under the General Authorization. Any changes to the
permitting system should provide for the greatest possible transparency and '%hou}d l)e-
“user ff: mnd]y ' for the public. :

Permit 'Regulations ANPR

Thank you for considering our comments on this Advance Notice of Proposed
Rulemaking,

Sincerely,

‘Shamn B, Y{mng
Marine lssues Field Director
Wildlife ahd Habitat Protection

Ce: Tim Ragen, Executive Director, Marine Mammal Commission
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: : : o Excellence
National Occanic and Atmospheric Administration

.5, Department of Commerce
1315 East-West Highway
Silver Spring, MD 20910

Re: Marine Mammals: Advance Notice of Proposed Rulemaking
Dear Sir,

Scientists at Hubbs-SeaWorld Research Institute have held marine mammal
research permits from the National Marine Fisheries Service (NMFS) for over 30 years.
Much of the permitted research has been conducted in collaboration with NMFS
scientists and other federal and statc biologists, and has included studies critical to the
conservation and management of protected species, including cndangered species such as
the Hawaiian monk scal. Results from these studies have been communicaled to
scientists and resource managers via peer-reviewed publications and presentations at
scicntific conferences and workshops, and to the general public via our education and
outreach initiatives.

We have become increasingly alarmed at the progressive obstruction by the
NMFS Office of Protected Resources (OPR) in processing applications for scientific
rescarch permits during the past decade. Conscquently, we have joined repeatedly with
colleagues from other research institutions - during conferences such as the Biennial
Conlference on the Biology of Marine Mammals and in conversations with NMFS OPR
personnel - to request that NMFS re-align its implementation of the Marine Mammal
Protection Act o be ¢consistent with the language, construction, and intent of'the statute.
Rather than implemc;hting the statute as directed by Congress, the NMFS QPR has
instead delayed and prevented critical research through its obfuscation and focus on
issues that are beyond the authority that Congress has narrow construed to it.  This
mission drift has resulted in NMFS progressively requesting additional information from
applicants that s nol\reqmred by the Marine Mammal Protection Act, after applicants
have provided legally adequate and sufficient information to have affirmative decisions
made. Even scientisIs working within the NMTFS agency have been harassed and delayed
n the conduct of agency-mandatcd research, When applicants do capitulate and provide
answers t0 unjustificd questions and demands, this is no guarantee of timely processing -
rather, applicants arfj often flooded with follow-up requests for the same information or
with additional oft-issue questions. Applicants may be sent a list of apparently boiler-
plate questions, inclﬁding questions not applicable to the species they are working with or
the procedures they Ire requesting authorization for.  'When permits are finally issued,
they may contain copditions that cffectively prevent applicants from conducting the
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6295 Sca Harbar Drive 1 Orlando, FL 32821 1 T: 467.370.1650 | '1 2/13/2007 |_|_ O'QPM




FROM HSLRI FRX MO, 6192263944 Dec., 14 20@7 @l:63AM F 2

contemplated research.  1n some cases these appear to be residual boilerplale conditions
ol other unrelated permits, as they are not applicable to the specics, activilies, or research
conditions.

We welcome the NMFS Permit Division’s slated objective of improving the
elficiency and cticctiveness of the permit process. Howcver, the Marine Mammals:
Advance Nolice of Proposed Rulemaking (MM:ANPR) published in the Federal Register
on september 13, 2007, is not an auspicious beginning. The review process so far
appears to have been conducted by many of the same individuals who are responsible for
the current paralysis in permitting. Questionable rulemaking is not the solution to this
cnists. We request that NMFS convene (and fund) a meeting of current and recent Marine
Mamimnal Permit holders and seek their input in revising and streamlining the permit
application process so that it mects the extant Congressional mandate articulated in the
Marine Mamimal Proﬁection Act (MMPA), Turther, the NMFES OPR office must be
staffed with personnel who are objective and who have at least de minimus compctence
and understanding of; the MMPA, of field and laboratory research and of marine mammal
biology. |

Congress haslclearly articulated in the Marinc Mammal Protection Act of 1972
(16 U.S.C. 1361 &t ._viq.) and in subsequent amendments the procedures for applying for,
processing and issuin'g permits to condugt scientific research. The criteria and standards
that permit applicants must satisfy and the obligations of the NMFS OPR to applicants
and the public are clear and uncquivocal, The NMFS OPR has confused and obstructed
the permitling proccsls and the MM-ANPR is another example of this. Virtually all of the
elements deseribed in the MM-ANPR as portending to “streamline and clarify general
permitling requiremaents and requirements for scientific research...” are unnecessary and
further exacerbate the problem that NMFS OPR has created, The NMFS OPR should
simply avoid missio | drift and implement the MMPA as it has been instructed to by
Congress.

The structure|of the MM-ANPR demonstrates the fundamental inadequacy of the
NMFS OPR. The MM-ANPR presents a series of questions to the general public asking
for instruction in how to implement the MMPA, apparently acknowledging that NMFS
OPR is dysfunctionai and confused about how it must act.  This must be corrected
before any formal rulemaking can be legitimate or effective.

A few of our specifid concerns relative to the MMIANPR are listed below:;

» MMPA sections intended for public display permits are applied to research
permits and wice verse ~ this is an issue with current implementation of the
MMPA and is perpetuated in the MM-ANPR;

¢ Actions proposed to streamline the process would actually add additional delays
or barriers, e.p., 1) removing one of the few existing timetables that cnsures some
kind of responsc from the agency — the requirement that NMFS issuc or deny
permits within 30 days of the close of the public comment, 2} eliminating a permit
amendment option, 3) climinating a permit extension option. The MMPA and
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exiant relevant formal rules alrcady define timetables that applicants and the
NMFS OPR must comply with. The [ailure of NMFS OPR to comply with these
time rcq.uirenlxents can be no justification for arbitrarily changing the
requircments.

+ The MM-ANPR requests public comment on off-topic issues such as 1)
definitions of] ‘good faith’, 2) minimum qualifications for applicants (we note that
no such mintmum qualifications exist for NMFS personnel reviewing and
proccssing permit applications!), 3) how to prove that an activity is humane.

* ‘The NOAA Administrative Order No, 216.6 has been misapplied by NMFS OPR
staff unqualified to evaluate whether or not NEPA may apply to permit
applications gr to make relevant decisions about permit applications under review
- this failure is evident in the language of the MM-ANPR. It has created
substantial delay in application processing and harm to research programs
(including NMFS’ own agency-mandated research programs) and livelihoods.

» Definitions of terms such as “humane” are clearly stated in the MMPA and the
criteria to judge them are straightforward.  The NMFES OPR practice of
disregarding statutory definitions and substituting its own novel and arbitrary
definitions is not appropriate. Tor example, Congress has not authorized NMFS
OPR to demand that an applicant provide proof of approval from an Institutional
Animal Care and Use Commiltee (regulated by the U.S. Department of
Agriculture) prior to processing and issuance of an application for a scientilic
research permit.  Indeed, requiring this would bar thosc who do not have nor
need an Institutional Animal Care and Use Committee from applying for a
scientific rescarch permit and would be inconsistent with the declared intent and
purpose of th| MMPA and with 1.5, Constitutional guaraniees.

These are only a few of our concerns, presenied as a means to demonstrate that
the MM:ANPR in its current form is deeply flawed. We request that NMFS convene
(and fund) a meeting|of current and recent permit holders to address needed changes in
the way NMFS is currently processing permits and implementing Federal law.

Sinceggly,

Pamela K. Yochem, N
Executive Vice-Presi

VeR Director, OPTR
Chief, Permits Division, QPR
D. Kent
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P.O. Box 207
Gulfport, MS 39502
(228) 8969182

Fax (228) 896-9183
www. Imms.org

INSTITUTE fer MARINE MAMMAL 5TUDIES

December 12, 2007

Michael Payne, Chiel

Permits, Conservation and Education Division
Office of Protected Resources

National Marine Fisheries Service

1350 East-West Highway

Silver Spring, MD 20910

Subject: Comments on ANPR for scientific research permits
Dear Mr. Payne:

The Institute for Marine Mammal Studies (“IMMS”) is pleased to submit comments on the
Advance Notice of Proposed Rulemaking (“ANPR”) published by the National Marine Fisheries
Service (“NMFS™) regarding possible changes to regulations governing the issuance of permits
for scientific research and cnhancement activities under the Marine Mammal Protection Act
(“MMPA*). 72 Fed. Reg. 52339 (Sept. 13, 2007). :

IMMS supports the concept of streamlining the existing cumbersome permit process. However,
IMMS is concerned about several aspects of the regulations NMFS may be considering. At the
outset, IMMS notes that the ANPR is styled as affecting only scientific research and
enhancement permits, yet many of the regulatory sections proposed for amendment also apply to
public display activities. Even where that is not the case, any regulations proposed by the
Agency may have precedential effect. Therefore, if NMFS proceeds with proposed regulations,
IMMS suggests that NMFS specifically exclude public display activities from the reach of that
proposal,

IMMS believes that the contemplated revision to 50 C.F.R. 216.33(c) pursuant to which NMFS
would delay a determination on the proper National Environmental Policy Act (“"NEPA™)
compliance until after receiving comments on the permit application will unnecessarily delay and
complicate the permit review process. Separating NEPA compliance from the initial permit
review may result in two public comment periods, thereby further lengthening the permit review
process. The NEPA process should be concurrent with permit review and not seriatirg.
Furthermore, many scientific research and enhancement proposals are categorically excluded, or
given minimal environmental assessment review, under NEPA because of their minimal
environmental impact. If the Agency conducts a two-tier review process, it will effectively be
abandoning that procedure to the detriment of the overall permitting process.

education . research . conservation . rorvomting
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With respect to 50 C.F.R 216.33(e)(4), NMFS is asking if it should establish standards regarding
whether the permit was applied for “in good faith” and whether the permit “will operate to the
disadvantage” of the species. Not only are such actions unnecessary, but it is not clear why
NMFS would wish to enter into the quagmire of sefiing specific standards. At the outset, 1t 13
hard to imagine that a reputable scientist would apply for a permit in bad faith or for improper
purposes. Similarly, although it is possible to construct a theoretical scenario where research on
individual animals in the wild could so impact the species in general as to operate to the
disadvantage of the entire species, this does not seem to be likely. It should also be noted that
the possibility of such a scenario is nonexistent with respect to animals no longer in the wild.
Research on animals already removed from the wild cannot be to the disadvantage of animals m
the wild sincc the research does not involve, or affect, the wild populations. Thus, if NMES
continues down the pathway discussed in the ANPR, NMFS should draw a distinction between
activities occwrring in the wild and activities occurrmg with animals that are no longer in the
wild.

Similarly, NMFS is considering establishing standards regarding what constitutes humane
research and regarding the qualifications which individual researchers must have to conduct the
research. Given the large amount of research which could conceivably be undertaken, one is
hard pressed to imagine how NMFS, for each and every existing and expected rescarch.
procedure and plan, will establish minimum qualifications for researchers and then determine
“humaneness™ standards. NMFS should evaluate individual proposals on their merits rather than
geekang to set uniform standards. ‘

In 50 C.EF.R. 216.37, NMFS is considering new regulations for the transfer of marine mammal

parts, including cells and animal tissues. NMFS’ concern appears, in large part, to be whether

the marine mammal parts have come from legally taken animnals. In that regard, NMFS should

be able to assume that tissues, ete. taken from animals resident at smennﬁc or public display
facilities are takan from legally held animals.

With respect to NMFS® authority generally, it should be noted that the impact of research on
animals held at research and public display [acilities, including activities related to reproduction,
are reviewed and regulated by APHIS pursuant to its authority under the Animal Welfare Act. In
fact, in the 1994 amendments to the MMPA Congress made clear that it is APHIS, not NMFS,
that has jurisdiction over the care and maintenance of animals. To the extent the ANPR is
proposing 1o insert NMFS into that process, such a proposal violates the statute and

- Congressional intent. Additionally, regulating research activities and procedures would stifle
innovation and technology.

IMMS is also concerned about the concept of amending 50 C.F.R. 216.40 to allow the
suspension, revocation, and modification of scientific research and enhancement permits for
reasons unrelated to enforcement actions. There should be no basis for revoking a validly issued
permit other than enforcement. If the permittee is operating within the terms of the permit, it is
unclear why NMFS would revoke that permit.
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The ANPR indicates NMFES is also considering changes to 50 C.F.R. 216.41 to allow the public
display of certain animals held pursuant to a research or enhancement permmit when such animals
cannot be returned to the wild. It is appropriate, particularly with respect to stranded animals, to
allow the public display of such amimals if it is detenmined that the animal cannot be released to
the wild, Once a marine mammal is deemed un-releasable, its care and maintenance is and
should be governed by APHIS regulations and standards. However, the ANPR indicates NMFS
will insist that an appropriate educational program is approved by NMFS before the animal can
be displayed. Inthe 1994 amendments to MMPA, Congress made it clear that NMFS is not to be
mvolved in determining the adequacy and structure of educational programs. To the extent that
the ANPR proposes to do 5o, it is inconsistent with the statute and with Congtessional intent.

Finally. the ANPR indicates NMFS is considering special limitations on educational filming or
photography such that these activities cannot occur without prior written approval from NMFS,
Again, one can imagine a scenario in which photographers are harassing animals in the wild, but
it is hard to imagine why photographing an animal engaged in its normal activities at a scientific
research or other facility should require prior written approval by NMFS. Furthermore, such
additional anthotization should not be tequired for those who already possess a Level B
Harassment permit.

Although IMMS supports an effort to streamline the existing process for considering scientific
research and enhancement permits, IMMS is concerned that NMFS may be falling into the trap
of attempting to over regulate activities. Indeed, it was the presentation of a proposed rule of
well over 200 pages in 1993 that led to the 1994 amendments to the Marine Mammal Protection
Act m which Congress found that NMFS had gone too far. Hopefully, that will not be the case
here. As NMFS considers revisions to the scientific research and enhancement permit
regulatmns IMMS looks forward to working with the Agency to achieve the desired result of
1mprovmg these pmcesses without s1mu1taneously adding unnecessary and inappropriate

Iz}oby A. Solangi, Ph.D.
President
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Subject: Fwd: Permit Regulations ANPR
From: NMFS PR1Comments@noaa.gov
Date: Tue, 18 Sep 2007 11:41:40 -0400
To: Amy.Sloan@noaa.gov

Subject: Permit Regulations ANPR

From: Franklin Lane <flane@tucsonaquarium.com>
Date: Mon, 17 Sep 2007 14:03:49 -0700

To: NMFS.PR1Comments@noaa.gov

I've tried twice to wade through the current law and the proposed
changes...Best of luck with this!

So in general...

In an effort to "get legal' I recently shipped ($3,000 postage) the majority
of our marine mammal and threatened reptile bio-facts to NOAA's Long Beach
office. I was able to legally permit only about 10-12 items and these have
enabled us to barely continue with our outreach programs. Most of our
collection came from members (conservationists, scuba divers etc) but
unfortunately had no paper trail. My plea is to modify the law so
educational institutions can permit these types of donations easier. These
bio-facts (and therefore the original animal) would serve a much more
productive purpose educating our community then collecting dust in a NOAA
warehouse.

Thank you

Franklin Lane

Director of Education
Sonoran Sea Agquarium
2021 N. Kinney Rd.
Tucson, Arizona 85754
(520) 908-1600

(520) 578-8020 (fax)
Flane@tucsonaquarium.com
www.tucsonagquarium.com

Content-Type: message/rfc822

Permit Regulations ANPR.eml . .
- Content-Encoding: 7bit
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MARINE MAMMAL COMMISSION
4340 EAST-WEST HIGHWAY, ROOM 905
BETHESDA, MD 20814-4447

17 December 2007

Mr. P. Michael Payne

Chief, Permits Division

Office of Protected Resources
National Marine Fisheries Service
1315 East-West Highway

Silvet Spring, MD 20910

Dear Mr. Payne:

The Marine Mammal Commission, in consultation with its Committee of Scientfic Advisors
on Marine Mammals, has reviewed the Service’s 13 September 2007 advance notice of proposed
rulemaking (72 FR 52339) seeking public comment on revisions to the Service’s implementing
regulations at 50 CFR Part 216 governing the issuance of permits for scientific research and
enhancement activities involving matine mamimals.

Research is our primary means of gathering information about marine mammals and the
ecosystems of which they are a part. It is, therefore, essential to our conservatton efforts. If
implemented effectively, the permitting process should promote tesearch in suppotrt of the
copservation and management objectives of the Marine Mammal Protection Act, the Endangered
Species Act, and related legislation. More specifically, the permitting process provides a mechanism
to identify and consider the costs and benefits of research, which should help focus research
questions and imptrove research methods. The process should ensure that research efforts are not
unnecessatily duplicative, thereby promoting more effective use of limited research resources. The
process should help to ensure research methods are the best available to maximize scientifically valid
results. It also should ensure that those methods are as humane as possible. The process also
provides a check to ensure that the effects of proposed research, by itself or in combination with
other human effects, are not so significant that they (a) place the affected species at excessive nsk or,
(b) compromise the scientific validity of the results. Finally, the process provides an opportunity for
public participation by reviewing and commenting on proposed research.

It is also true, however, that the permitting process imposes costs on those planning to do
research. For that teason, the Commission believes that it is incumbent upon the Services and all
those involved to make the permitting process not only as effective as possible, but also as efficient
as possible. In part, that can be done by avoiding unnecessary research constraints or requirements.
A careful examination of the regulations is a good place to start and our recommendations and
comments below are aimed at assisting the Service with such an effort. It is also possible and
pethaps even likely that further, larger changes may be required to optimize the permitting process.
After the rulemaking currently underway, it behooves us all to step back and consider whether
further changes are needed to ensure the process 1s functioning smoothly, equitably, and in a manner
that accomplishes permitting objectives with the least burden on the researchers. For example, the
difference in processes used by the National Marine Fishernies Setvice and the Fish and Wildlife
Service will not be addressed by the proposed rulemaking, but should be given further
consideration. The Commission would be pleased to participate 1 this latrger review process, or
even lead 1t, if necessary.

PHONE: (301) 504-0087
1271872007 11:53AM
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For the matter presently at hand, the following are the Commuission’s comments on possible
regulatory changes being considered by the Service.

§ 216. Regulations Governing the Taking and Importing of Marine Mammals

The Marine Mammal Commission recommends that the Service propose tevisions to this
section to incotporate the prohibition on exporting marine maminals, added by the 1994
amendment to the Marine Mammal Protection Act (MMPA). Doing so would bring this section into
conformity with the prohibited activities specified in section 102(a) of the Act.

§216.3. Definitions

The key determination applicable to scientific research permits 1s whether the proposed
taking is required to further a “bona fide scientific purpose.” This term is already defined, both in
section 3(22) of the Act and in section 216.3 of the regulations. The existing regulatory definition
includes two clarifications not included in the statutory definition. First, it specifies that such
research must be carried out by “qualified personnel.” Second, it specifies that collecting and
maintainifg marine maminal parts in a “propetly curated, professionally accredited scientific
collection” constitutes a bona fide scientific purpose by virtue of contributing to the basic
knowledge of marine mamimal biology or ecology.

Despite these definitions, determining whether an applicant has satisfactorily demonstrated
that proposed research meets the bona fide requirements has proven to be somewhat difficult in
practice. However, revising the definition is not the appropriate way to fix the problem. Rather, we
suggest that the Setvice propose changes to the section concerning issuance ctitetia to explain more
clearly how this definition will be applied. Among othert things, this would allow the Service to
describe who it regards as qualified personnel.

The Service also should desctibe ctitetia for institutions that meet the qualifications fot
maintaining a “properly curated, professionally accredited scientific collection,” perhaps by adding a
definition of that term. In addition, the Setvice should consider tevising its regulations to clarify that
tesearchers seeking to obtain or use specimens maintained in such a collection will need to obtain
separate authorization to transport and possess them.

The other term that the Service should consider defining is “enhancing the survival or
recovery of a species,” which is the second type of permit being covered by the ANPR.
Considerable confusion exists about the term “enhancement” because it is used differently undet the
permit provisions of the MMPA and those of the Endangered Species Act (ESA). In part, this is
because only enhancement permits and permits for scienttfic research atre available under the ESA
and enhancement permits have become, by necessity, a catch-all provision. Enhancement undet the
ESA has been interpreted broadly and such permits have been used to authotize a vatiety of
activities, including captive breeding ptograms, public display, rescue and rehabilitation, and even
trophy hunts of listed species.
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In contrast, the enhancement permit provision of the MMPA was added in the late 1980s,
when the Act already had provisions pettaining to public display, rescue and rehabilitation of
stranded matine tnatntnals, and hunting (under the generally applicable waiver provisions). As such,
the MMPA provision was crafted much mote nartowly than the ESA provision, aimed almost
exclusively at management actions designed to enhance the status of depleted marine mammal
stocks in the wild. Up until that time, such activities were largely experitmental and they had been
authotized undet scientific research permits. However, the value of some of these activities, such the
monk seal head-start program, was becorning clear, and continuing these proven conservation
strategies as scientific research activities was no longet considered appropriate.

Because of the difference in the origin and scope of the enhancement permit provisions
under the MMPA and the ESA, the Service’s regulations should seek to clarify how this term 1s used
under the MMPA. Additional guidance in crafting an appropriate definition can be found in the
legislative history of the 1988 amendments and in the enclosed letter from the Commussion to the
Fish and Wildlife Service commenting on an enhancement permit application seeking authorization
of as variety of activities under the two statutes. Among other things, the Service might want to
clarify whether enhancement permits are available for all marine mammal species, or only for those
facing conservation challenges—i.e., stocks that are listed as threatened or endangered, designated as
depleted, or declining and which may become depleted if temedial actions ate not taken.

§.216.14 (Subpart B). Marine Mammals Taken before the MMPA

The Marine Mammal Commission sees 1o reason to amend this section to specify that
expotts of pte-MMPA marine mammals and marine mammal parts are allowed. Section 102(e) of
the MMPA and section 216.14(a) of the regulations already make it clear that none of the
prohibitions apply to matine mammals taken before the effective date of the Act. Moreover, anyone
trying to export a pre-Act marine mammal or marine mammal part will either need to demonstrate
that the mammal or part was taken before the Act's effective date, or should already have done so to
avoid running afoul of the possession prohibition.

§ 216.15. Depleted Species

Section 3(1)(C) of the MMPA establishes that all marine mammals listed under the ESA are
automatically considered depleted. To the extent that the Service believes that regulatory clarification
is needed, section 216.15 does not seem to be the right place to accomplish this. This provision 1s
metely a list of those marine mammals that have been designated as depleted (although some have
subsequently been listed under the ESA). The Service could provide a catch-all provision in this
section to provide the necessary clarification. For example, the Service could add a new subsection
(a)[bis] teading, “All marine mammals included in the list of endangeted or threatened wildlife
published under 50 C.F.R. 17.36. Alternatively, for consistency with the definition of “marine
mammal” undet section 216.3 (i.e., only species under NMFS jurisdiction), the tecommended
provision could refer to “...those species listed under sections 224.101(b) and 223.102 of the
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Service’s regulations. Another alternative would be to add a regulatory definition of “depleted”
undet section 216.3 to accomplish the clatification the Service is consideting.

§s 216.16 and 216.17. Prohibitions undet the General Authorization and General Prohibitions

The Commission questions the placement of section 216.16 with the general prohibitions
provision. Either it should be moved to Subpatt ID or patallel provisions applicable to scientific
research and other types of permits should be appended and moved to Subpart B. Although the
regulations include penalties and permit sanctions under secton 216.40, the level of specificity is
inconsistent with respect to violations of general authotizations versus permits. For example, it is
not clear why it is explicitly prohibited to provide false information in a letter of intent for a general
authorization, but not in a petmit application. Similatly, there is no specific provision prohibiting a
person from violating the terms or conditions of a permit, although there is for a general
authotization. These inconsistencies should be tectified.

Subpart C. General Exceptions

The Marine Mammal Commissjon recommends that the Service amend its regulations to
accommodate transfers of marine mammal parts from Alaska Natives to holdets of scientific
research permits without requiring multiple permits, provided that the parts were legally taken for
subsistence purposes in accordance with section 101(b) of the MMPA. The Commission believes
that this is best accomplished in the permit regulations, rather than in section 216.23. Perhaps the
cleanest way to authorize transfers from Alaska Native subsistence hunters to researchets is to have
the researcher seeking such specimens identify that soutce in the application and obtain samples
without specifying the individual hunter(s) from whom specimens would be obtained. The applicant
would, however, need to specify the type (species, patt, size of sample, etc.} and number of samples
being sought in the application. If the permit is issued, such samples then could be obtained from
hunters without further authotization. The Commission recognizes potential problems with this
apptoach, but believes that they can be overcome. Samples should be obtained either from parts that
are not used for subsistence or the creation of handicrafts, or they should be so small that they
would not have an appteciable impact on subsistence/handicraft use. If a huntet is to target specific
individuals or certain sex/age classes, or is to be compensated for taking animals, then the hunter
should be included as an agent under the permit.

The Setvice also might consider amending its regulations to allow certain transfers of and
tests on marine mammals at the initiative of hunters' groups or Alaska Native otganizations,
provided that the tests are related to the undetlying subsistence use. Fot example, the Setvice could
re-define the term “subsistence” in section 216.3 to include health screening and testing for
contaminants from marine mammals to be used for food such that the taking, transfer, and testing
would all be covered by section 101(b). A conforming change to section 216.23 authorizing the
transfer also would be needed.
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§216.25. Iixempted Marine Mammals and Marine Mammal Parts

Historically, the Services' marine mammal regulations have been organized to track the
corresponding statutory provisions. Just as section 102 originally contained all of the Act’s
prohibitions, so did Subpatt B of the regulations. The exceptions to these prohibitions set forth in
the various sections of the Act followed in Subparts C & D. As the Act has evolved and been
amended, this arrangement has not been maintained. Some of the prohibitions ate now found
clsewhere in the regulations (e.g., those related to tuna labeling are contained in Subpart H).
Likewise, exceptions to the taking prohibition are found elsewhere in the regulations (e.g., Subpart I
et seq.) and even in different parts of the regulations (e.g., Part 229). At the same time, tegulations
promulgated jointly undet the Fur Seal Act of 1966 and the MMPA, but pertaining only to the
taking and uses of northern fur seals and the administration of the Pribilof Islands under the Fur
Seal Act have been moved and inserted in the middle of Part 216. In short, the organization of the
Services' regulations is fraught with inconsistencies in organization. It could use a general overhaul.
Such 2 reorganization and re-wtiting of the regulations is well beyond the scope of the current
ANPR, which we understand to be targeted only at permits for scientific research and species
enhancement. Although we suggest that the Service retain their immediate focus on permit-related
regulations, the Service may wish to consider a more general reorgamzation at a later date.

Cleatly, various strategies can be used to organize the regulations. On the one hand, cettain
narrowly drawn prohibitions (e.g., those pertaimning to supplying false information in applications)
might be usefully placed along with the exception to which they apply. On the other hand,
sepatating all of the prohibitions, exceptions, etc., in separate subparts may be easier for some users
of the regulations to follow. The Commission does not have a prefetence for how the Service
organizes the regulations, so long as patallel provisions ate treated consistently. For example, the
otganization of the provisions telated to general authorizations should be arranged similatly to those
for scientific research permits. For permit-related matters, we encourage the Service to correct the
existing organizational inconsistencies as part of the anticipated rulemaking,

§216.31. Definitions

'The Commission does not recommend any specific changes to this section. We believe,
howevet, that absent a compelling reason, all of the regulatory definitions, even those applicable
only to permit issues, should be included in a single section, i.e., § 216.3. Currently, § 216.31 merely
clarifies the relationship between the definitions used under the MMPA and those applicable under
the ESA. This seems to be all that is needed here. We believe, however, that the Service should
provide additional guidance, not necessarily in the regulations, by identifying inconsistencies in
definitions used to implement the MMPA and ESA, and noting which the Service considers to be
the “mote restrictive.”
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216.32. Scope

The Commission believes that the covetage of this cutrent provision is approptiate.
However, the Setvice may wish to rewrite subsection (b) to read “...and parts from marine
mammals listed as threatened or endangered undet the ESA” to clarify that it is species, rather than
patts, that are the subject of listings.

§ 216.33. Permit application submission, review, and decision procedurés
§ 216.33(¢). Initial review

Potential conflicts between the tequitements of the MMPA permitting provisions and those
applicable under the National Envitonmental Policy Act (NEPA) are not easy to resolve, patticulatly
those related to timing requirements of the two Acts. In Jores v. Gardon (192F.2d 821; Ninth Circuit
1986), the Ninth Circuit Court of Appeals provided guidance on how the timeline for taking action
on permit applications under section 104(d) of the MMPA is to be reconciled with the requirements
for prepating NEPA documents when the generally applicable categotical exclusion does not apply.
The existing regulatory ptovision is consistent with that guidance; the proposed changes are not.
Thus, the Marine Mammal Commission tecommends that the Sexvice review the ruling in that case
and propose only changes to its tegulations that are consistent with it. The guidance from the ruling
is that the seemingly conflicting timing requirements of the two statutes ate best reconciled by
delaying publication of the notice of availability of the application until an environmental assessment
or environmental impact statement has been prepared. Otherwise, the Service risks running afoul of
the explicit timing tequitements set forth in the MMPA. The Commission believes that the more
informal decision-malking process being sought by the Service can be accomplished by making
draft of the application available duting any scooping and opportunity for public comment undet
NEPA.

§ 216.33(d). Notice of receipt and application review

As with the proposed changes to subsection (¢}, the Commission believes that some of the
proposed changes are inconsistent with the ruling in Jones v. Gordon. As such, we recommend that
the Service reconsider changing the sequence for publishing the notice of receipt and preparing any
necessary NEPA documents. The Commission agrees that the Service should publish a summary of
its basis for an initial determination that a petmitting action is categorically excluded along with the
notice of receipt. The Marine Mammal Commission recommends, however, that the regulations also
discuss how it intends to proceed under both the MMPA and NEPA if comments on the notice
convince the Service that preparation of an environmental assessment or environmental impact
statement is approprtiate (e.g., will further consideration of the application be suspended pending
preparation of a NEPA document? Will the applicant be asked to withdraw the application pending
such preparation? Will the application be denied, requiring re-submittal of the application, etc.?) The
Service also might want to pursue amendments to section 104(d) of the MMPA, giving greater
flexibility in how the MMPA and NEPA review processes are coordinated.
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§ 216.33(e). Issuance or Denial Procedures

Here, too, we believe that the envisioned changes to reconcile the timeline for taking action
under the MMPA and NEPA are inconsistent with judicial guidance. Although not an element in
Jones v. Gordon, using sinilar logic, it is unlikely that a reviewing court would uphold a reconciliation
of the MMPA petmitting requitements and the ESA consultation requirements that allowed for
extending the time to take final action that exceeded the imeframe specified in section 104(d). The
Matine Mammal Commission recommends that the Sefvice considet alternatives that are consistent
with the statutory timing requirements. To the extent that deferring a decision is necessary, the
Commission believes that this should be done only with an applicant's consent and only when an
alternative tmeframe for completing action on the permit has been identified.

The Commission also questions the value of publishing a notice in the Iedera/ Register
announcing the defetral of action on a particular permit applicaton. Preparation and publication of
such announcements involve staff time and expenses that might better be directed toward the timely
processing of applications.

§216.33(e}(4). ESA-Listed Species

The Commission believes that applicants seeking to conduct research on endangered or
threatened matine mammals apply for such permits in good faith. We are not convinced that this is a
problem metiting additional guidance in the regulations. Nevertheless, the Service needs sufficient
flexibility to deny permits to those seeking to use a permit to conduct other activities, such as
ecotourism or commercial photography, for which a taking authorization may not otherwise be
available. If an application is determined to meet the requirements for constituting bona fide
research under the MMPA, or meets the requirements for an MMPA enhancement permit, we
beheve it should be considered to have been applied fot in good faith.

Identifying the proposed activities that will operate to the disadvantage of a listed species is
more difficult due, in patt, to uncertainty regarding what constitutes a disadvantage, For that reason,
the Marine Mammal Commission tecomtnends that the National Marine Fisheries Service seek to
define the term “disadvantage” in its regulations. This could be done in terms of predicted impacts
to the decline or recovery of the species. For example, any effects expected to delay the species’
recovety to non-endangered or non-threatened status by X% would be considered to be to the
disadvantage of the species.

'The term “disadvantage” also applies to actions taken under section 103(a) of the MMPA.
Thus, the Setvice may want to use this opportunity to develop a definition of the term that would be
generally applicable under both statutes. Because section 103(a) 15 generally limited to marine
mamimnal stocks that are not depleted (e.g., within their optimum sustamnable population range), such
a definition would have to consider not only delay in recovery time (for depleted marine mammals
and BSA-listed stocks) but also the level of decline that would be acceptable for stocks alteady at
OSP.
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§216.34. Issuance Criteria

In many ways, this is the most impottant section of the Service’s permit regulations and, as
such, the criteria should be as clear as possible. We believe that the regulations and permit
application insttructions should provide additional guidance as to how the Service determines
whether information submitted by an applicant indicates that “the [proposed] taking is required to
further a bona fide scientific putpose.” The guidance should be based on objective critetia such that
the applicants and others interested i1t permitting actions know what to expect from decision-
makers. To identify potential problems of this nature, the Setvice may wish to review comments
from the Commmission and others on applications where consistency with the bona fide requirement
was questioned.

An application can meet the bona fide research requirement under three separate critetia,
and these should be addtessed separately in the regulations. Nonetheless, they shate certain common
elements. For example, to meet any of the statutory standards for bona fide scientific teseatch, the
research results must somehow be disseminated to the appropriate audience, This may be
accomplished by publication in a scientific journal or 2 number of other mechanisms that inform
those who assemble and utilize the basic knowledge of matine mammal biology ot ecology ot who
are responsible for matine mammal conservation programs. It may therefore be appropate in
making a decision as to whether to issue a scientific research permit to look at the applicant’s plans
for publishing or otherwise disseminating the research results and applicant’s record of
disseminating results through publication ot other mechanisms as appropriate as indicators of how
likely it is that the information will be made available to the scientific community and/or to resource
managers. It must be recognized, however, that some research (e.g., long-term ecological research)
requires years of data collection before it is suitable for analysis and publication, other research is
conducted by young scientists who are just establishing their publication record, and still other
research may be published by scientists or persons whose main interest is outside of marine mammal
science. All of these sources may provide highly valuable insights into marine mammal biology,
ecology, and consetvation, and they should not be precluded from doing so for lack of a publication
record.

To assess the potential utility of proposed research, the Service may wish to consider several
questions. Is the applicant seeking to resolve novel questions, test new hypotheses, or resolve or
confirm disputed results of previous studies? Are the proposed techniques and sample sizes
sufficient to yield useful and meaningful results? How likely is it that the research will be ot can be
cartied out as proposed; that is, is the proposal overly ambitious? Are the research techniques
proven ot experimental? Is the potential conttibution to scientific knowledge commensurate with
the potential impact on the marine mammal population? These questions must be considered with
caution, as the topics being studied, the questions being answered, and the animals and their
environment all can have a strong influence on the nature of the research that can be conducted.
Good science, by its vety natute, often tequires that scientists wotk at the so-called “cutting edge” of
our knowledge, which may mean that proposed research often may fall outside the realm of what is
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considered standard. Furthermore, the greatest gains in research often are likely to come from
research that has a greater uncertainty as to the outcome.

As proposed by the Service in its Federal Register notice, the section of the regulations
pertaining to issuance of permits for enhancement also should address the requitement that the
method of proposed taking be humane (e.g., involves the least possible degree of pain and suffeting
practicable). The Commission believes that it is appropriate for the Service to require applicants to
submit the findings from Institutional Animal Care and Use Committees (IACUCs) when such a
review is required under the Animal Welfare Act. Although the Commission does not believe that it
would be appropriate fort the Service to defer to an JACUC when making a determination of
humaneness, the IACUC’s findings provide an important starting point for reviewing questions
related to humaneness.

§ 216.35. Permit Restrictions

Much of the discussion in the ANPR involves amending permuts, which is mote
appropriately addressed under § 216.39. Consistent with our comments on that section (below), the
Commission believes that one-year extensions should be available under a permit amendment where
judged approptiate by the Service.

The Commission does not se¢ a need for regulations specifying minimutn standards for
qualifications of applicants and those conducting activities under a permit. The situations
encountered when reviewing permit applications are varied, and we do not see how the
qualifications of those participating in authorized activities can be reduced to generally applicable
criteria. Some activities, such as administeting drugs or anesthetizing animals, may require veterinary
training but, in some instances, might be accomplished safely by an expetienced marine mammal
scientist who is simply consulting with a veterinarian. At the other exttetne, some research tasks
(e.g., conducting observations) may be appropuiately carried out by interested members of the public
with a modicum of training and sufficient supervision. We do not believe that much is to be gained
by trying to distill the necessary levels of training, education, and experience to petform various
tesearch tasks into regulatory language rather than conducting such teviews on a case-by-case basis.

§ 216.36. Permit Conditions

Section 216.35 sets forth conditions that are generally applicable to all permits, whereas
section 216.36 largely identifies those conditions or specifications that will vary from permit to
permit. The Commission sees some ovetlap between the types of restrictions set forth in these
sections, and the Service may wish to consolidate them or at least rename them to distinguish them
more cleatly.
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§ 216.37. Marine Mammal Parts

The Commission sees a certain logic to the existing regulations concerning marine mammal
patts and believes that consolidating sections 216.22, 216.26, and 216.37 might create unnecessary
confusion. Section 216.22, for example, flows from section 109(h) of the MMPA, whereas section
216.37 implements the permit provisions of section 104. The underlying statutory requitements
differ, so it makes sense for the regulations to differ as well. Section 216.36, which is largely
regulatory and pettains to collection of specific types of parts with no prior authonzation, probably
warrants a separate section.

What constitutes 2 matine mammal part should be dlarified. For instance, the regulatory
definition under section 216.3 provides no guidance as to whether items produced by marine
mammals (¢.g., scats and spews or ambergtis) are considered to be marine mammal parts subject to
the Act’s prohibitions. Although at first consideration the answer may seem obvious, the Service
should be careful to consider the consequences with tegard to items that may be considered valuable
in illicit trade (e.g., ambergris).

The Commission believes separate requirements should be retained for using and
transferring parts from marine mammals listed under the ESA. The permitting requirements under
the two statutes are different, CITES requirements may differ (ESA-listed species are more likely to
be placed on Appendix I), and a scientific research permit may be the only alternative for obtaining
parts from ESA-listed species, as opposed to other marine mammal species. Because research
permits may be used to obtain parts not otherwise available, heightened scrutiny is warranted.

With regard to authorizing the collection, teceipt, import, export, and archiving of marine
mammal parts for further research, the Commission has recommended that the Service stipulate that
the parts be used for a bona fide scientific purpose, although it may not be possible at the outset to
articulate precisely how the parts might eventually be used. Likewise, the Commission has
tecommended that the Service also require that each patt to be imported has been taken in
accotdance with the laws of the country of origin and not in violation of the MMPA. The Matine
Mammal Commission recommends that this guidance be reflected in the Service’s regulations. The
Matine Mammal Commission also recommends that, as a further safeguard, the Setvice allow marine
mamtnal parts maintained in an authotized collection to be transferred only to those persons
coveted by the original permit or who possess a sepatate permit authorizing the possession and use
of the parts. Doing so will ensure that subsequent recipients have demonstrated that their activities
constitute bona fide research.

With regard to the development, use, and transfer of cell lines and gametes, the Marine
Mammal Cotmission recommends that the National Marine Fisheries Setvice propose regulations
to allow such activities when they meet the requirements for obtaining a scientific research or
enhancement permit, but that possible abuses be ptevented by prohibiting commercial use of such
products. The Service may want to prohibit sales but allow permit holders to recoup their expenses
in developing cell lines or collecting gametes.
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§ 216.38. Reporting

Some permit-holders may not be satisfying the requirements set forth in this section on a
timely basis. If that is the case, then the Service should consider adding possible consequences for
failing to file complete and timely tepotts, including not re-issuing a research permit.

§ 216.39. Permit Amendments

The Commission does not fully understand the Service’s proposal to eliminate the
opportunity for permit-holders to seek or the Service to consider major amendments to permits.
Although many of the procedures for authorizing a major amendment (e.g., public notice and an
opportunity for comment) are the same as for 1ssuing a permit, the Commission questions whether
an entirely new application need be submitted. Requiring a new application for each major
amendment will increase the paperwork burden of both the permit-holder/applicant and the
Service, without much substantive gain. Absent a compelling reason for eliminating major
amendments, the Marine Mammal Commission recommends that the National Marine Fisheres
Service reconsidet its proposal.

The Commission believes that the distinction between major vetsus minor amendments is
necessaty. The issue at stake is when public review of a proposed change is wartanted. Minor
amendments should include only those types of changes that are so minor that potentially adverse
public comments are highly unlikely or for activities that are so similar to what was previously
authotized under the permit that the opportunity for public review and comment can be considered
as having already been provided. The Service should continue to consider other activities that have
not been subjected to public review (e.g. new procedures, additional species, and increased numbers)
to be major amendments.

§ 216.40. Penalties and Permit Sanctions

The Commission agtrees that it would be desitable to provide the Setvice with latitude to
modify permits for reasons not related to enforcement actions. It 1s not clear, however, that this can
be accomplished consistent with the existing statutory directive. In this regard, section 104(e)(1) sets
forth only three instances when a permit may be modified, suspended, or revoked. Of these, only
clause (B), which requites a violation of the terms and conditions of the permit, applies to scientific
reseatch and enhancement permits. In this case, the Service may wish to consider a statutory change
as a precursor to regulatory changes.

§ 216.41. Permits for Scientific Research and Enhancement

The Commission believes the organization of this section could be improved and
tecommends that the Service consider several amendments. First, it is not clear why scientific
research and enhancement permits ate lumped into a single section of the regulations. Authority for
these two types of permits is detived from different provisions of the MMPA (section 104(c)(3) and
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104(c)(4)) and they are subject to different criteria and requirements. Just as public display petmits
and photographic permits are placed in separate sections, it would make sense to separate scientific
research permits and enhancement permits in the regulations.

Second, the Commission believes that it would make more sense to link scientific research
petmits with the tegulations pertaining to the general authorization for scientific tesearch (section
216.45) than with enhancement permits. This could be done eithet by considering these two types of
authotizations in the same section of the regulations or in sequential sections.

Third, some of the existing headings of the regulations could be a source of confusion to
applicants and the public. For instance, section 216.34 is entitled “issuance criteria,” but contains
only criteria generally applicable to all permit types. The regulations specific to scientific research
petmits and enhancement permits set forth more specific issuance critetia. Depending on whether
and how the regulations are ultimately restructured and amended, previous comments from the
Commission on issuance critetia tnight be mote applicable to this section. At a minimum, the
general provisions should explain that more specific critetia are set forth under the sections
addressing specific petmit types. Similar cross-references may be needed in othet sections to link the
general provisions with those under the sections concerning specific permut types.

The Service indicates that it is considering proposing changes to the provisions of section
216.41(c)(1)(vi), but it is not clear what those changes would be. The Federa/ Register notice suggests
that the Service is considering adding requirements concerning the public display of marine
mammals maintained in captivity for purposes of scientific tesearch (e.g., allowing such displays only
when necessary to achieve the research objectives and only when authorized by the Office of the
Director). However, these tequitements already exist under section 216.41(c)(1)(v)(A). It is not clear
whether the Service is considering revising the regulations to eliminate these requirements. If so, the
Commission believes that the current restrictions are apptopriate, with the possible exception of
allowing incidental public display when it will not have any adverse effects on the research being
conducted, even if such display is not “necessary” for achieving the research objective.

The Commission believes that the Service should be very cautious in considering new
regulations involving the long-term maintenance and public display of matine mamimals obtained
under scientific research and enhancements pettmits once the authorized activities have been
completed. There ate two countetvailing concerns hete. The first is that anitnals may be taken from
the wild population for the immediate purpose of research and the long-term purpose of display.
This may disadvantage the wild population if it is sufficiently small that the tetnoval affects
population productivity. The second is that animals brought into captivity oaly for the purpose of
teseatch but then teturned into the wild may pose a new risk to the wild population if they carry
diseases from the captive setting to the wild. In all cases, we believe that the primary concern should
be the protection of the wild population.

Currently, public display permits may not be issued for depleted matine mammals. The
proposal being contemplated by the Setvice would provide a way around this prohibition that could
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be subject to abuse and, again, certain safeguards are needed. Fot example, applicants should be
required to indicate at the outset whether permanent maintenance in captivity is contemplated and,
if not, what steps might be taken to facilitate eventual release of the animals back into the wild, and
how the applicant will ensure that the release poses no significant tisk to the wild population. If
permanent maintenance is anticipated, the Service should consider not authorizing the placement of
the animals in captivity in the first place if the proposed research or enhancement activities are not
essential to the consetvation of the affected species or place the species at heightened risk.

§.216.42. Photography

The Commission agrees that the Service should promulgate tegulations to implement the
provisions of MMPA section 104(c)(6), which pertain to permits authorizing the taking of matine
mammals for the purposes of educational or commercial photography. We also agree that those
regulations should include provisions that limit the potential for ecotoutism being conducted under
such permits. We ate concerned, however, with the suggestion that such permits might be issued
using procedures akin to those applicable to the general authorization. Undet section 104(c)(6),
photography permits, although limited to taking by Level B harassment, arc full-fledged petmits
subject to public notice and comment requirements of the Act.

§ 216.44. Applicability/Transition

The Service should consider deleting this section because all permits issued before or shortly
after the referenced date (10 June 1996) have expired.

§ 216.45. General Authorization

As noted above, we believe that it would make sense to group the tegulations pettaining to
the general authorization with those concerning scientific research permits. Among other things, this
may eliminate the need to repeat some of the regulatory provisions, such as the conditions set forth
in section 216.41(c)(1)(vii), which the Service is considering making applicable to general
authorzation.

We do not agree with the Service’s suggestion that the general authotization be expanded to
cover research that involves taking by Level A harassment. First, as indicated in the Federa/ Register
notice, this would require a statutory change. Regulatory rulemaking cannot be used to amend the
Act. Second, we have substantive concerns about the proposed expansion of the general
authorization. In essence, this authorization ptovides a shortcut around some of the procedures
applicable to research permits, including the opportunity fot prior public notice and opportunity for
public comment. Those that crafted the MMPA recognized the value of public patticipation in
decisions involving the authorization of taking of marine mammals. Only in limited situations, such
as the general authorization (which currently applies only to relatively benign activities), have
exceptions been made. The Commission does not believe that allowing taking by Level A
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harassment, which includes the potential for injury of marine mammmals and marine mammal stocks,
should be authonzed without public mvolvetent and opportunity to comment.

Our concern about expanding the scope of the general authorization is heightened by
proposals made by the Administration and others to amend the definition of the term “harassment”
under the MMPA. Care needs to be taken such that possible amendments to that definition and
proposed changes to the scope of the general authorization are considered in tandem. It would be
iapproptiate to btoaden the general authotization to include Level A harassment and at the same
time limit what constitutes Level A harassment to takings that have significant effects.

As an alternative, the Matine Mammal Commission tecommends that the National Marine
Fisheries Service consider seeking amendments to the MMPA and/or ESA that would streamline
the process for authorizing the taking of marine mammals listed as threatened or endangered by
Level B harassment for scientific purposes. This would make the general authorization applicable to
a broader suite of species but would keep it focused on the types of activities that are not of majot
concern (e.g., photo-identification, population surveys, etc.).

Other Considerations

The Service indicates that it is contemplating adding provisions to the regulations that would
limit opportunities for submitting applications to certain times of the year (e.g. quartetly ot setmni-
anmually). Our first impression is that such a proposal could impose hardships on some applicants
and would no doubt be less convenient for applicants than the cutrent system. Has the Service done
any sott of analysis to demonstrate that the alternatives being considered actually are likely to result
in smoothet processing and timelier agency action? Absent such analysis, it 1s difficult for the
Commission to take a more definitive position on these proposals. It seems that these alternatives
have the potential to swamp the Permit Office with a number of applications at certain, albeit
predictable, times that will require the same types of back-and-forth with applicants to obtain
missing pieces of infotmation and/or clarifications of what is being proposed. Furthetmore,
different types of research may be appropriate at different times of year, and any limits on
applications would complicate preparations for researchers, particularly those whose activities might
not coincide with the majority of studies. What might be more useful is making it clearer to
applicants what information is required, and why, so that there is a greater likelihood that
applications are considered complete at the outset.

Combining analysis under National Environmental Policy Act (NEPA) and section 7
consultations under the ESA may facilitate the processing of permit applications and should be
considered as long as measures are taken to ensure that the new procedures do not undermine the
intent of either Act. It is cut understanding that complying with the requirements of these statutes 1s
often a significant source of delay in taking action on an application. In some tespects, the analysis
required under the Service’s permit regulations and those under these other statutes are overlapping,
For instance, the issuance ctitetia under section 216.34 requite the proposed activities be not likely,
by themselves or in combination with other activities, to have a significant adverse impact on the
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affected species or stocks. For scientific research and enhancement activities, section 216.41(b)(4)
requires the Service to find that the proposed activities “will not likely have significant adverse
effects on any othet components of the marine ecosystem ....” Any activity that satisfies these
requirements arguably would qualify for a finding of no significant impact under NEPA, and a no
jeopatdy finding undet section 7 of the ESA. As such, we do not understand why separate,
sequental analysis under the three Acts, as is currently the case, should be required. The Marine
Mammal Commission therefore recommends that the National Marine Fisheties Service consider
ways of revising the regulations to elininate the need for separate and somewhat duplicative reviews.

Finally, and in some respects most importantly, the larger community involved in permitting
1ssues has still not resolved the concern about cumulative effects of human activities, including
research. Although research generally is intended to provide information that should promote more
effective conservation efforts, by its very nature it sometimes imposes an added effect on the target
species or its habitat. We believe that addressing the cumulative effects 1ssue will require quantitative
approaches supported by extensive monitoring and data collection. Although we do not believe that
the marine mammal science community is prepared to describe the needed studies to understand
such effects, moving in that direction is essential if we are to achieve our conservation goals. In the
face of such uncertainty, we believe it is necessary to raise the level of precaution in authotizing
studies that may have effects that add to or interact with the effects of other human activities,
including other research. We do not see a mechanism for addressing this concern in reguladons at
this point, but we do wish to emphasize the need to move forward on this topic. The Commission is
planning to sponsor an initial workshop on this topic in 2008, and we will contact you as our

planning develops.

As noted at the beginning of this letter, we appreciate the fact that you are evaluating the
petmit regulations to improve the permitting process. We hope that the above comments and
recommendations are helpful. If we can be of further assistance in this process, please don’t hesitate

to contact me.

Sincerely,

Tj.mothy] Ré;ln Ph.D.

Executive Director

Enclosure
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MARINE MAMMAL COMMISSION
4340 EAST-WEST HIGHWAY, RooM 805
BETHESDA, MD 20814

13 August 2001

Mr. Charlie R. Chandler
Chief, Branch of Permits
Division of Management Authority
U.S. Fish and Wildlife Service
4401 N. Fairfax Drive
Arlington, VA 22203
Re:  Permit Application No. PRT- 032027 (Monterey
Bay Aquarium)

Dear Mr. Chandler:

The Marine Mammal Commission, in consultation with its Committee of Scientific
Advisors on Marine Mammals, has reviewed the above-referenced permit application with regard
to the goals, policies, and requirements of the Marine Mammal Protection Act. The Marine
Mammal Commission apologizes for the length of time it has taken to provide its
recommendation on this application. As we discussed with you and your staff, the application
raises a number of novel and precedent setting issues that warrant 2 comprehensive review and
thorough consideration. :

The applicant is requesting authorization to take southern sea otters for purposes of
enhancement and scientific research associated with rehabilitation and post-release monitoring
activities (e.g., rescue, release, relocation, efc.). A major purpose of the requested permit is to
clarify the scope and authority for the southern sea otter rehabilitation programs at the Monterey
Bay Aquarium in order to streamline the authorization process forthe Aquarimm’s activities
involving southern sea otters.

In general, the Commission believes that the activities for which authorization is being
sought are worthwhile and, to the extent consistent with the applicable statutory criteria, should
be authorized. Nevertheless, we are concerned that at least some of the proposed activities have
not been sufficiently described to enable the Service to make the required findings (e.g., that
proposed research is bona fide) or appropriately fit within the scope of the permit being sought.
In this regard, the Commission has three primary concerns with the applicant’s proposals.

First, the applicant is calling for a broad reading of the Marine Mammal Protection Act’s
enhancement provision that we do not think accurately reflects the intention of its drafters.
While the Endangered Species Act’s enhancement permit provision has been broadly applied to
authorize a host of activities that provide educational opportunities to the public, that provide
funding for conservation efforts, or that somehow etthance the affected population in a general
sense, the Marine Mammal Protection Act enhancement provision was much more narrowly
prescribed. This was, at least in part, in response to a perception by some that the Endangered
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Species Act provision had been too broadly interpreted. It also reflected the fact that, unlike the
Endangered Species Act, the Marine Mammal Protection Act contained alternative provisions
under which public display and rescue and rehabilitation sfforts could be authorized. As a party
to the negotiations that led to adoption of the Marine Mammal Protection Act enhancement
permit authority in 1988, the Commission believes that this provision should be narrowly
construed as its drafters intended. As such, the Commission disagrees with the applicant’s thesis,
set forth in section 13.a. of the application, that “southern sea otter rehabilitation [by 1tself] is a
legitimate enhancement activity.” We also disagree with the applicant’s assertion, also included
in section 13.a., that both the Marine Mammal Protection Act and the Endangered Species Act
affords the Service “broad latitude to issue.a[n enhancement] permit” in this instance.

The Commission therefore recommends that, subject to resolution of the specific
concerns noted below, an enhancement permit be issued for the proposed activities under the
Endangered Species Act. As for the Marine Mammal Protection Act, the Commission
recommends that rescue and rehabilitation efforts continue to be authorized under section 109(h)
of the Act. With the possible exception of the proposal to bank genetic material for possible
restocking of the population in thie event of an environmental catastrophe and a captive breeding
program directed at augmenting the wild population, we believe that the other “enhancement”
activities identified in the application can be, and should be, authorized under section 109(h)
and/or a scientific research permit. The Commission notes that the Service’s response to this
application will set a précedent for how future enhancement applications are addressed. We

 therefore are particularly concerned that any authorization issued under section 104(c}(4) not
include any activities that only generally would promote the survival or recovery of the southern
sca otter, such as the development of education and outreach programs.

Second, some of the proposed research activities are described too generally for the
Commission or other reviewers to assess whether they meet the Marine Mammal Protection Act
criteria for issuance of a scientific research permit. For example, the proposal for long-term
monitoring attached to the application, in project objective 4, indicates that the applicant intends
to study “site selection criteria,” but does not provide an experimental design for such a study or
even identify what variables will be measured. Further, such a study seems to run counter to the
applicant’s stated preference for releasing rehabilitated otters at the sites where they were
originally coliected. Similarly, the proposals to study “sea otter habitat selection and travel
strategies” and to “evaluate rehabilitation and release methods based on survival and behavioral
data” require further description. In neither case is it clear what precisely will be done, what will
be measured, or what sample sizes are anticipated. Additionally, certain activities do not appear
to fit within the scope of permits that could be issued under either the Marine Mammal
Protection Act or Endangered Species Act. -

Third, in several instances, the applicant seeks broad discretion as to how certain
activities would be conducted. For example, the applicant requests authorization to recapture any
released otters on an “as needed” basis, at the discretion of the permit holder, No estimate of the
average or maximum number of captures per animal is provided. In this regard, we call your
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attention to the discussion on page 13 of the Service’s 19 July 2000 biological opinion on the
containment program for the southern sea otter (1-8-99-FW-81). That discussion recounts the
difficulties associated with capturing, handling, and holding sea otters under the translocation
program and notes that “the stress of being captured, held in captivity, and...undergoing surgery
to implant tracking devices resulted in a mortality rate that was higher than anticipated.”
Although the applicant has been successful in capturing, restraining, and anesthetizing sea otters
and is not anticipating any mortalities from the requested activities, it should be recognized that
gach capture or surgical procedure is likely to be stressful and has the potential to adversely affect
the health of, or even kill, the amimal involved. This being the case, we do not believe that it
would be appropriate for the Service to defer completely to the applicant’s judgment as te when,
where, how, and perhaps most importantly, how frequently otters would be captured and sampled
or otherwise handled. :

Similarly, in the context of the proposed scientific research under item 12.a. of the
application, the Commission believes that it would be ill-advised for the Service to grant the
broad authority sought by the applicant permitting it to recapture any otter rehabilitated and
released by the facility “at the discretion of SORAC program staff to monitor health, o facilitate
long-term tracking, and to otherwise promote survival and successful integration [of released
otters] into the wild population.” While these are laudable goals, it would be inappropriate for
the Service to defer so completely to an applicant as to the specifics of a research program,

There are other places in the application where the applicant also seeks unprecedented
latitude in conducting the proposed activities. For example, the applicant indicates that excess or
unused samples would be archived and “would be made available to other researchers at the
discretion of the permit holder upon demonstration of compelling scientific need.” Although
the applicant can play a valuable role in collecting, archiving, and distributing samples,
the Comumission notes that it is the Service that is responsible for issuing the necessary permits or
anthorizations that determine which researchers are given access to surplus samples. Further,
although the applicant identifies four anesthetic protocols it intends to use, it requests that the use
of “better, safer pharmaceutical agents should not be abridged or restricted under the permit.”
Again, we agree with the underlying objective of the applicant, but believe that any material
changes in the protocol for the administration of anesthetics or other drugs should be subject to
approval by the Service pursuant to a permit amendment.

Specific Comments

The application states in section 7.b. of the application that “...this proposed permit would
acknowledge that the rehabilitation and release of live-stranded southern sea otters constitutes an
enhancement activity under the ESA and the MMPA, and that increased monitoring of post-
release survival of rehabilitated and released socuthemn sea otters represents 2 legitimate scientific
research endeavor.” As noted above, it is the Commission’s view that rehabilitation/release
activities alone do not meet the statutory criteria for enhancement under the Marine Mammal
Protection Act, but, rather, should be authorized under section 109(h) of the Act. Also, as noted
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above, we are unable to comment specifically on some of the proposed research projects without
additional information sufficient to indicate that these studies constitute bona fide research as
defined in the Marine Mammal Protection Act,

As noted in section 13.a. of the application, the Monterey Bay Aquarium-has not been
provided official, written authorization under section 109(h) to carry out rehabilitation activities,
including abdominal transmitter implants, and has been conducting such activities based solely
on verbal authorizations from the Service, It is unclear why the Service has not provided the
necessary written authorization, and the Commission recommends that, if it has not already done
s0, it do so promptly. As arelated matter; the permittee is requesting authority for coordinating
and authorizing “a live-stranding network to improve the response capability to southern sea otter
strandings.” While the Commission appreciates the applicant’s desire to improve the
effectiveness of the stranding network, it believes that responsibility for stranding network
coordination more appropriately rests with the Service. In this regard, the Commission
recommends that the Service and the applicant work together to develop a protocol for
streamlined response capability. Likewise, transfer between facilities of animals determined to
be unreleasable should be done only with the concurrence of the Service.

In light of these concems, the Commission recommends that the Service: (1) defer final
action on the permit application pending receipt and review, in consultation with the
Commission, of supplemental information that addresses the issues discussed above and provides
a discussion of the study design for each of the proposed research projects sufficient to satisfy the
requirements of 50 C.F.R. § 18.31(a)(4), including criteria for recapturing previously released
animals and establishment of limits on the maximum number of recaptures per animal,
protocols for post-release tracking and monitoring, development of new or refined tag
implantation techniques, evaluation of rehabilitation and release methods, and a description of
methods to be used to avoid mortalities; and (2) upon determining that the supplemental
information is adequate to satisfy the issuance criteria set forth in the Act, grant approval of the
requested activities, subject to the following conditions:

(1)  that authorization to continue the described rescarch in the second and subsequent
years be contingent upon submission and approval of a report on the preceding
year’s activities and the specific research proposed for the forthcoming vear.

(2) that, inasmuch as the applicant is requesting to conduct scientific research
activities on the subject animals, the Service, in consultation with the Animal and
Plant Health Inspection Service, ensure that the applicant’s facility is registered
pursuant to § 2.30 of the Animal and Plant Health Inspection Service’s regulations
govemning the humane handling, care, treatment, and transportation of marine
mamimnals, and that the proposed research has been reviewed by the applicant’s
Institutional Anjmal Care and Use Committee in accordance with § 2.31 of the
regulations; '
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(3) that surgical implantations of radio tags not be performed on evidently pregnant
females or animals wetghting less than 20 pounds; -

(4)  that, although mortalities are not anticipated, the risk of mortalities be recognized
by authorizing a low level of such takings (e.g., one or two per year). Further, in
the event that the authorized number of mortalities occurs in a given year as a
result of the authorized activities, the permittee bs required to immediately
suspend its research activities pending review and authorization to proceed.
Whenever possible, necropsies should be performed to determine the cause of any
mortalities occurring during the course of the authorized research activiiies;

(5)  that prior to a decision to enthanize any animals under the permit the applicant
consult with and obtain the approval of the Service,

(6)  that the Service, in consuliation with the Animal and Plant Health Inspection
Service is satisfied that the applicant’s plans and facilities for transporting the
requested animals are adequate to provide for their health and well-being. In this
regard, the application states that “[d]epending upon the nature and duration of a
transport, various contingencies will be developed tc ensure that animal health
and comfort is maintained.” Contingency protocols should be provided to the
Animal and Plant Health Inspection Service for review, prior to their
implementation by the’ Aquarium, and

(7)  that the Service be satisfied that appropriate steps will be taken to ensure that the
incidental public display of stranded otters undergoing rehabilitation will in no
way interfere with rehabilitation activities.

Please contact me if you have any questions concerning this recommendation.

Smcerely,

Robert H, Mattlin, Ph.D.
Executive Director

12/18/2007 11:53AM
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December 11" 2007

Chief, Permits, Conservation and Education Division
F/PR1/ Office of Protected Resources/ NMFS

1315 East-West Highway Room 13705

Silver Spring, MD 20910

Attn: Permit Regulations ANPR

This letter contains comments from Mystic Aquarium and Institute for Exploration
(MAIFE) related to the Marine Mammals; Advanced Notice of Proposed Rule Making.
MAIFE’s concerns center primarily on the issues of marine mammal parts, captive

animal research as well as permit cycles, amendments and extensions.

50 C.E.R. § 216.35

Currently changes to the number, location and species taken, imported or exported
constitute a major amendment. The proposed rules call for no longer allowing any major
amendments to permits and instead require that a new permit application be submitted.
First we suggest changing the definition of a minor amendment to: “any change in parts
number, location, species or any change in captive animal research where there is no take
or effect to wild populations.” This should include transferring, importing and exporting
ESA-listed captive animals that are in permanent captivity. We suggest simplifying this
procedure to require that the facility the animal is being transferred to or from can show
that the animals were collected in a humane manner, that the facility has passed APHIS
or other required inspections, and that any research required under the permit the animal
is held under is continued. We would like to see a transfer policy similar to the 15 day
notification required for moving non-listed marine mammals. If this is done then the
number of major amendments being submitted should substantially decrease. Perhaps
with this scenario eliminating major amendments would be acceptable.

50 C.F.R. § 216.35(b)

With respect to permit extensions the proposed rules suggest doing away with the current
one year permit extension. We strongly feel that the move should be in the opposite
direction. Please consider a 5 year extension to permits in which the major thrust of the
permit remains unchanged (and all reporting requirements are current), especially those
permits that have no impact on wild populations (parts and captive animal work only).
This would greatly reduce both the applicant and permit office workload.

55 Coogan Boulevard Mystic, Connecticut 06355 » Tel: (860) 572.5955 Fax: (860) 572.5969 + www.mysticaquarium.org




50 C.E.R. § 216.41

For most institutions it is necessary to maintain research animals on public display due to
limited space. Current rules allow for display of animals held under Research and
Enhancement Permits only when necessary to meet research objectives or if authorized
by the Office Director. The proposed rule would allow for long term captive
maintenance and public display of ESA listed species originally obtained under a
Research and Enhancement Permit and we feel that this an excellent idea. We agree that
requiring an appropriate education program and that making the animals available to
research (within the means of the institution) is a must, however we do not feel that
NMFS should have jurisdiction over an institutions educational programming.

General Amendments

In terms of permit cycles, we believe that quarterly would be acceptable, but that a 6
month cycle is not often enough. If the move is made to permit cycles to simplify the
processing and allow for group processing of permits, we would like to see some
“guarantee” of timing approval and implementation of the permits. For example- a
permit submitted at the start of one cycle would be approved by the end of the following
cycle.

Thank you for the opportunity to make comments and suggestions on the proposed rule
changes. We appreciate the hard work that the permits office does and are grateful have
enjoyed working closely to Amy Sloan and Jennifer Skidmore for all their time, help and
support with our permits applications.

Sincerely,

Lisa Mazzaro, Ph.D.

Assistant Director of Research and Animal Care
Mystic Aquarium

55 Coogan Blvd.

Mystic, CT 06355

860-572-5955 x 109

fax: 860-572-5972

email: Lmazzaro(@mysticaquarium.org

Mystic Aquarium and the Institute for Exploration are divisions of Sea Research Foundation, Inc., a nonprofit institution dedicated to education and resear
55 Coogan Boulevard, Mystic, Connecticur 06355-1997 ® Tel: 860.572.5955 Fax: 860.572.5984 ® http://www.mysticaquarium.org
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UNIVERSITY OF HAWAI‘l AT MANOA

Hawai'i Institute of Marine Biology

Michael Payne t |

Chief, Permits, L~ —
Conservation and Educations Division,

Attn: Permit Regulations ANPR,

Office of Protected Resources,

NMFS

1315 East-West Highway

Room 13705,

Silver Spring,

MD 20910

Dear Dr. Payne,

Thank you for this opportunity to comment on your proposed rule changes to
permits and applications under the marine mammal protection act. I find it particularly
interesting that you plan to actually attempt to revise the Act again. I generally find the
permit process to be increasingly difficult. I am a little disappointed because I did not see
anything in this list that attempted to streamline and make the process simpler and easier
for scientists. I see things that make it more difficult and complicated. I have been
working in the field since the original law was passed and agree that it was successful in
stopping the useless slaughter of dolphins in tuna nets. For those of us that conduct
research with captive born animals in laboratories, it has taken on a totally duplicative
and redundant role with the Animal Welfare act and the Institutional Animal Care and
Utilization Committees. Our science must not be duplicative, but the bureaucracies that
control us continue to duplicate and become more complex. Please find my direct
comments on particular sections below.

Re: 216.34

Many animal care committees check to see whether special permits are in place.
Our own at the University of Hawaii has a place to check to see whether a marine
mammal permit is required and will not grant protocol approval without an approved
marine mammal permit. If NMFS now requires protocol approval prior to granting a
permit, a catch-22 situation will be set up. Actually the marine mammal permit and the
protocol approval for research with captive animals are redundant and duplicative. Both
presumably are assuring that the animals are treated well and the research is reasonable
and non-duplicative. The original intent of the marine mammal protection act was to
assure that wild populations were protected and animals were not unduly taken. It would
seem reasonable to me to no longer require marine mammal permits for captive marine

Coconut Island, P. O. Box 13486, Kane'ohe, Hawai'i 96744-1346
Telephone: (808) 236-7401, Facsimile: (808) 236-7443

An Equal Opportunity/Affirmative Action Institution



mammal research at bona fide research institutions that have established animal care
committees. It seems that you could reduce your workload and reduce the burden on
researchers by recognizing this duplicity of effort.

Re: 216.41

It seems very reasonable to me to allow the public display of animals that have
been rehabilitated following stranding no matter what the ESA-listing status of those
animals may be. Public display facilities have contributed greatly to the rehabilitation of
a large number of stranded animals. Formerly stranded animals provide the opportunity
for continued knowledge to be gained about their species. It is far better for an unusual
species to be rehabilitated and placed on public display than to be euthanized on the
beach. All animals should not have to be returned to the wild, it is reasonable to keep
formerly stranded animals in captive research or public display facilities.

Re: 216.39

[t seems that one more exception could be added to allow the Office Director to
grant amendments. If a PI has a small research operation, with approved IACUC
breeding protocols, and the number of animals at his facility increases due to animal
births, it seems reasonable that the Office Director should be able to amend the permit to
increase the number of animals without need for further review or public comment.

Re: 216.42

Restrictions on photography by the marine mammal protection act regulations
seems to me to hedge on freedom of speech and expression. I have visitors to my
research facility and I urge them to take all of the photos that they would like. Given the
public is necessarily restricted from interacting with marine mammals, it bothers me to
place any restrictions on photography.

Other Considerations:

I think placing “permit applications and amendments on a cycle” is an inherently
bad idea. While some may think it would make the office more efficient, the world does
not work that way. All research and permits are on a cycle now. Each of them has a start
and end date. That does not make things easy. My last ‘simple’ permit took 2.5 years to
renew. Setting up an artificial annual cycle will not change the demands on the NMFS
permits office, it will just throw one more difficulty into a system that is already nearly
impossible from a scientists point of view.



Once again, thank you for listening to my opinions. I appreciate this opportunity to
express my thoughts.

Sincerely,

oY

Paul E. Nachtigall
Director, Marine Mammal Research Program



National Oceanic and Atmospheric Administration
National Marine Sanctuary Program comments on the
Advance Notice of Proposed Rulemaking for Marine Mammal Protection Act Permits
(Docket # 070809454-7459-01)

December 12, 2007

The NOAA National Marine Sanctuary Program (NMSP) welcomes this opportunity to
comment on National Marine Fisheries Service (NMFS) Advance Notice of Proposed
Rulemaking (ANPR) regarding proposed changes to implementing regulations and
criteria governing the issuance of permits for scientific research and enhancement
activities under section 104 of the Marine Mammal Protection Act (MMPA). The NMSP
has a long history of successfully working with NMFS and MMPA permittees to protect
marine mammals both within and near national marine sanctuaries.

The NMSP supports NMFS’s efforts to make issuance of MMPA permits as efficient,
streamlined, and effective as possible, and offers several specific comments based on that
experience related to coordination of activities that require consultation and/or permit
under both the MMPA and National Marine Sanctuaries Act (NMSA). In general, the
comments center on the need to coordinate MMPA permit actions with the NMSP in
cases where sanctuary resources will be affected or a sanctuary permit or consultation is
required.

Coordinating MMPA permits and NMSA section 304(d) consultations

Section 304(d) of the NMSA (16 U.S.C. § 1434(d)) requires federal agencies to consult
with the Secretary of Commerce, through NOAA, regarding any action or proposed
action, including private activities authorized by licenses, leases, or permits, that is likely
to destroy, cause the loss of, or injure any sanctuary resource (for the Stellwagen Bank
NMS, the threshold is “may affect” sanctuary resources). If the NMSP finds that the
proposed action is likely to destroy, cause the loss of, or injure sanctuary resources, the
NMSA requires the NMSP to develop and recommend reasonable and prudent
alternatives for the federal agency to implement to protect sanctuary resources.

Activities proposed by federal agencies to be conducted within and/or adjacent to
sanctuaries that impact marine mammals, therefore, might trigger the need for both a
MMPA permit and NMSA consultation. In these cases, both NMFS and the NMSP may
propose various mitigations or recommendations to protect marine mammals. While
NMSA and MMPA differ in their mandates and thresholds, increased coordination with
NMSP when developing mitigations and recommendations in cases where both statutes
apply would benefit both the NMSP and NMFS.

For example, under the NMSA, NMSP recommendations to mitigate or avoid impacts to
sanctuary resources are due 45 days after receipt of the “sanctuary resource statement”
(which describes the proposed activities and the potential impacts to sanctuary resources).
In the ANPR, NMFS proposes deferring MMPA permitting decisions until after the
conclusion of ESA section 7 consultation (a 135-day process). This would mean that



final determination of permitted take levels under the MMPA (and imposition of any
associated mitigation or monitoring requirements) would probably not take place until
well after NMSA recommendations have been submitted to the action agency. Again,
although the NMSA and MMPA differ in their requirements, it is desirable (both for the
applicant and NOAA) that mitigations and other recommendations made by NOAA meet
the mandates of both statutes, to the extent this is possible. Thus, in cases in which both
statutes apply, the NMSP recommends NMFS consider a process that results in the 45-
day NMSA consultation period being coincident with consideration of the MMPA
permit. Although we understand the further difficulty of coordinating when species are
listed under the ESA, deferring the MMPA decision to late in the process (and probably
well after other consultations are complete) would not facilitate the development of a
single, coordinated set of agency mitigation and monitoring requirements that meet the
requirements of both the MMPA and NMSA. The NMSP believes that this is best
achieved if the processes are run concurrently, to the extent possible.

Coordinating MMPA and NMSP permits

The ANPR also solicited comments on MMPA scientific permits. Our comments on
these permits relate to NMFS’s proposal in the ANPR to consider including “non-
strategic” level A or B take and “strategic” level B take under General Authorizations
(GAs). The proposal is for these applications to be accepted on a quarterly or biannual
schedule, allowing 90 days for processing each application. The NMSP understands the
advantages of such “batch processing” of applications. However, as before, any such
proposal should take into account the need to coordinate agency response to the proposed
action, especially mitigation and monitoring requirements, with other permits or
approvals that might be required for that activity.

For example, batch processing of GA applications may make coordination with NMSP
permits more difficult. NMSP regulations generally exempt the need for a sanctuary
permit for marine mammal disturbance if an applicant has obtained the appropriate
authorization under the MMPA. However, when an applicant proposes conducting an
activity within a sanctuary that would otherwise violate other sanctuary prohibitions (for
example, placing gear on the seabed or operating a vessel in a certain location), a separate
NMSP permit would still be required. NMSP permits are generally processed within 30
days of receipt of a complete application and are not presently subject to a schedule or
regular processing intervals. Therefore, in these cases, in considering changes to its
scientific permit processing, NMFS should ensure its procedures include sufficient
opportunity to coordinate with the NMSP on such details as mitigation and monitoring
requirements, coordinated communication with applicants, etc. This is probably best
assured when permitting is proceeding on or near the same timeline; however, there are
other ways this could be achieved. NMSP would welcome further dialogue on how this
coordination might best be accomplished while still accomplishing NMFS’s objectives.

Definitions and Permitting Requirements

Finally, this ANPR requested comment regarding the possible need for additional
clarification of MMPA definitions and permitting requirements. We offer a suggestion
regarding clarifying post-issuance requirements on the applicant. For activities requiring




concurrent processing under the NMSA and the MMPA, action agencies and applicants
have demonstrated confusion regarding how to facilitate adaptive management in the
light of findings made under these two statutes. For example, it often appears unclear to
applicants what they must include in regular reports to various offices within NOAA to
allow evaluation by the agency regarding ongoing compliance with mitigation and
monitoring requirements and/or the status of current take relative to total allowed take
under their MMPA permit. Therefore, NMFS might consider including in its regulations
clear statements regarding what an applicant must do after receiving an MMPA permit,
specifically: the types of data that must be provided on an ongoing basis to allow NOAA
to evaluate the status of their permit; how to count the number of animals that have been
“taken” under Level A and Level B; and what the process is if permitted take levels are
exceeded. Such clarifications in situations involving coincident oversight of mitigation
and monitoring activities by multiple NOAA branches would lead to a better
understanding (both within NOAA and between NOAA and the MMPA permittees)
regarding the specific requirements of the permit and the permittee’s state of compliance
at any given time.
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December 13, 2007
VIA E-mail

Mr. Michael Payne, Chief

Permits, Conservation and Education Division
Office of Protected Resources

National Marine Fisheries Service

1315 East-West Highway

Silver Spririg, MD 20910

' RE: Docket No. 070809454-7459-01
Dear Mr. Payne:

On behalf of the 85 member institutions of the Consortium for Ocean
Leadership (Ocean Leadership), appreciates the opportunity to
comment on the Advance Notice of Proposed Rulemaking (“ANPR")
regarding possible changes to regulations governing the issuance of
permits for scientific research and enhancement activities under

- section 104 of the Marine Mammal Protection Act ("MMPA®), 72 Fed.
Reg. 52339 (Sept. 13, 2007). Ocean Leadership applauds the
National Marine Fisheries Service (NMFS) for taking this much
needed action to revise its permitting regulations. However, Ocean

" Leadership is deeply concerned that many of the proposed actions in

the ANPR will increase the burden for an already overburdened

research community and greatly encumber their ability {0 secure

scientific research permits.

The research cormmunity provides information that improves our
understanding of marine marnmal hiology, physiology, reproduction,
behavior, life history, and ecology — information that is critical to
NMF$ conservation and management of these species. Yet, this
community bears a graater ragulatory burden than most commercial
fisheries and other activities that provide no benefit to marine
mammals and routinely injure or kill them. Ocean Leadership
believes that in changing its regulations, NMFS3 should strive to
allocate regulatory effort to those activities that provide the least
benefit and highest risk to marine rmammals. Any such review would
reduce regulation of research in order to increase resources for more
harmful activities. Ocean Leadership’'s major concerns are the cost,
time, and regulatory expertise needed for a marine mammal
researcher to obtain a permit to conduct research on marine
mammals. Likewise the cost, time, and practicality issues (e.¢. ¢case-
by-case permitting) may not be appropriate for repetitive activities
‘that do not change significantly over time. In general, the permitting
process is opagque, has no predictable timeling, is confusing, and it
lacks clear guidance as to when compliance with other statutes such
as the National Environmental Policy Act (NEPA) or the Endangered

DISCOVERY UNDERSTANDING ACTION

1271372007

- Tha Rasing Gompany

g ool

M

CONSORTIUM FOR

Ocean| eadership

MEMBERS

Barrnuda Institute of Ocean Sciances
Bigelow Laboratary far Copan Stiences
Coliege of Willam and Mary

Caolumbia Univarsity (Lamont-Dobarty Earth Dbservatory)
Eaet Caraling University

Flarida Statn Univarsity

Flerida Girits Consertium

Gulf of Mexion Consortium .
Harbor Branch Coeanographic Inathution
Louigiana Stata Univaraity

Massaihugets Institule of Teshnology
Migskissippi Staty Univamsity

Mantarsy Bay Aquanum Research |nstitute
Montaray BayfCantral Galifarnia Gonsartium
Narth CGargline State: Linivarsity

Qld Deminlen Universlty

Qragon Stata Univarslty

_ Pannaylviania Slate University

Rutgers, The State '.Jniv'arsity nf Nnv\:' Jarsay
Skidawgy Instituta of Dcaznagraphy
Sewth Carcling Marine Sclence Censortlum
Stenford Univaralty
Slony Brack Univarsity
Texae AAM Univarsity
Univarsity of Ala=kea Fajrbanks
Wnivarsity of Califarnia, San Ciage
Serlpps instiution of Qraanography
Lnlwarsity of Gonnacticut
Univarsity of Dalawans
Univeralty of Flarida
Univerelty of Hawaii
Linlversity of Mualne”
Wniversity af Maryland Cantar for Envirenmantal Scisnce
Univarsity of Massachuastta Dartmouth
Univeraity of Miamf
Uriversity of Michigan
University of Nebrmska-Lingoln
Uriversity of Naw Hampshira
University of Narth Saralina-Shepal Hil/Duka Gonaortium
University of Marth Caraling, Wimlnaton
Urivarslty of Rhoda latand
Univeralty of South Flarida
University of Southarn Califoimia |
Univareity of Sautharm Mizsizsippi
Univarsily of Taxas at Austin
University of W.‘mhingtcn :
Wooda Hole Qctanagraphic Insliution

ASS0OCIATE MEMBERS
Alagka Doaan Obsaarving Syslum
Aguarium of the Pacific
Battalls
Conperativa Institute for Resaarch in Envlronrnantal Sclences
Dathouala Unlvarsity
EarthZOceen, Inc. }
Fleat Numer|sal Metsorology & Oceanography Centar
Gulf of Maire Cepan Observing Systerm {GaMOOS)
International SeakKeepers Socisty
John G. Shadd Aguarium
Jdahns Mapkins Univorsity
Marina Advanced Tachnelogy Educstion Ganter
Marine Tachnology Soclaty
Mystie Aguarium & Inatiiute for Exploration
National Aguarium in Baltimore
MNOAA Fisherins Service X
NOAA Groat Lakes Environmantsl Ressarch Leboratory
NQAA Natlonal Ganters for Gosetal Ocean Sclance
NOAA MEtonal Sea Grant College Fiogram’
NOAA DAR Envirahimanlal Rasaarch Lahnmfnnqs
Maval Otsarographic Office
New EnBIr:nd Aqurrlum
Noblis, Inc.
Marth Pacilc Research Board
Gcaan Tachnology Foundation
Souiheastern Universites Research Assaclation
The Research Centate af the U.S. Geolagical Sutvey
U.8. Arstic Resdarsh Commissian
Wnivarary of Victaria
Unlvaraity of Ylaconsin-Miwaubkes

Giraal Lekea WATER Inatitute
Youngistown Stale Univerdity

APFFILIATE MEMBERS

Fugro Glabal Enviranmantal and CQcean
Srirneas, Inc,

HARRIS Comaration

Lockheed Martin

Fcinnca Appllaﬂt\nn: Internaticnal
Corparation

Taletyne RD Inatruments

u:02PM




12/13/2007 17:03 FAX 202 332 9751

Species Act (ESA) may require researchers to submit additional documentation.

We believe the scientific permitting process is gridlocked, with even non-controversial permit
renewals requiring eighteen to twenty-four months to complete. The Permits Division of the
Office of Protected Resources is understaffed for both the current and planned permitting
processes. Additional resources are urgently needed to comply with both the ESA and NEFPA.
NMFS Permit Division first priority should be swift action to streamline its permitting process and
secure the funds necessary to implement its mandate. Qcean Leadership is deeply concerned
that the changes suggested in the ANPR will achieve the opposite effect and will further
complicate and slow down an already cumbersome, time-consuming and confusing scientific
research permit process.

GENERAL RECOMMENDATIONS

The ocean science and marine mammal research communities are urgently in need of timely,
predictable, and cost-effective permitting or authorization processes under the MMPA, Qcean
Leadership makes the following recommendations to meet that goal.

e NMFS should work with applicants to reduce the cost and time-of preparing the required
NEPA and permit application documentation. Because cost and time are most often
limiting factors for researchers, NMFS should work to reduce these factors by providing
standard background documents, application information, and references available
online through its website. Standard biological information such as species descriptions,
abundance estimates, geographic area information could be posted on the web and
accessible to applicants to incorporate into their application by reference. Reduction in
paperwork of including boilerplate assessments of the status of affected stocks, which is
something NMF$ is already mandated to provide, would reduce the cost and time of
applying for a permit, while making more obvious the critical points specific to each
parmit.

¢ NMFS should implement programmatic perrnitting for activities that affect marine
mammals, wherever possible. More resource intensive case-by-case permitting should
be reserved for unique activities or where circumstances indicate a greater likelinood of
harm to marine mammals. Alternatively, NMFS should, when appropriate, look for
mechanisms to process and issue collectively, NEPA and permit application
documentations that are either similar by species, region, or activity. There may be
situations such as Steller sea lion research in Alaska or North Atiantic right whale
research in the Northeast where a number of research activities on a particular marine
mammal species should be analyzed together and authorizations should be coordinated. .
Processing simitar research activities may streamline the process, but it also carries the
risk that a legal challenge on one portion of the permit may stop research associated
with other projects under the permit. Furihermore, activities that take place in different
oceans and on different species do not lend themselves to this approach so it may not
be practical in many cases. Those cases for which this approach may be practical
should be identified and discussed in the proposed rule.

SECTION BY SECTION ANALYSIS
Below are Ocean Leadership's specific comments on the ANPR, arganized by the regulatory
section to which NMF3 is considering changes.
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50 C.F.R. § 216.3 Definitions

The current regulations include a definition for “bona fide scientific research®. The term is

currently defined as: ‘

' (1) ...sclentific research on marine mammals conducted by qualified personnel, the results of
which:

i Likely would be accepted for publication in a refereed scientific journal;

{ii) Are likely to contribute to the basic knowledge of marine mamrnal biology or
ecology. (Mote: This includes, for example, marine marnmal parts in a properly
curaied, professionally accredited scientific callection); or

(iii) Are likely to identify, evaluate, or resolve conservation problems.

{(2) Research that is not on marine mammals, but that rmay incidentally take marine mammalg, i&
not included in this definition (see sections 101(a)(3)(A), 101(a}(5)(A), and 101(a)(5)(D) of the
MMPA, and sactione 7(b)(4) and 10{a)(1)(B) of the ESA).

Qcean Leadership believes that all scientific research should be included in this definition
whether it is on or incidentally takes marine mammals. We understand that such a proposal
would require a change to the MMPA, but we agree with tha National Academy of Sciences
1994 report on “Low-frequency Sound and Marine Mammals” and firmly advocate that all
research should be regulated under the same provisions.

Likewise the definitions define Intrusive research as
“a procedure conducted for bona fide scientific research involving: A break in or cutting of the
skin or eguivalent, insertion of an instrument or material into an orifice, Introduction of a
substance or object into the animal's immediate environment that is likely either to be ingested or
to contact and directly affect animal tissues (i.e., chemical substances), or & stimulus directed at
animals that may involve a risk to health or welfare or that may have an impact on normal
function or behavior (i.e., audio broadcasts directed at animals that may affect behavior). For
captive animals, this definition dees not include:
(1) A procedure conducted by the professional staff of the holding facility ar an attending
veterinarian for purposes of animal husbandry, care, maintenance, or treatment, or a
routine medical procedure that, in the reasonable judgment of the attending veterinarian,
would net constitute a risk to the health or welfare of the captive animal; or
(2) A procedurg involving either the introduction of a substance or objeci {i.e., as
déscribed in this definition) or & stimulus directed at animals that, in the reasonable
judgment of the attending veterinarian, would not invelve a risk to the health or welfare of
the captive animal.

Qcean Leadership questions why this definition is necessary. 18 infrusive research any less
impartant than other forms of research, or more suspect? If there is a reason to define intrusive
or invasive actions, it is to identify actions that pose a direct risk of injury. Ocean Leadership
rejects the notion that producing a stimulus that may affect behavior belongs in the same
category. All research where the animals may sense the research activity pose the same risk of
affecting behavior. Why add level B effects to a definition whose only rationale should be to
highlight activities that pose higher risk e.g. level A vs level B takes. This definition makes worse
the situation where uncontrolled-effects of research such as vessel noise are given a free pass
compared to carefully controlled exposure of similar stimuli. Should not regulations have the
opposite bias if it has to have any bias? Ocean Leadership sees little need for this definition,
and recommends that it be deletad.

Perhaps the most problematic definition is that for harassment which is currently defined as:
Level A Harassment means any act of pureuit, torment, or annoyance which hag the potential to
injure a marine mammal or marine mammal stock in the wild.
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Level B Harassment means any act of pursuit, torment, or annoyance which has the potential to
disturb a marine mammal or marine mammal stock in the wild by ¢ausing disruption of behavioral
pattemns, including, but not limited to, migration, breathing, nursing, breeding, feeding, or
sheltering but which does not have the potential to injure a marine mammal or marine mammal
stock in the wild.

The Ocean Gommission Report recommended that “Congress should amend Marine Mammal
Protection Act to revige the definition of harassment to covar only activities that meaningfuily
disrupt behaviors that are significant to the survival and reproduction of marine mammals.”
Likewise the National Research Council reports expressed concern that the current scientific
research regulatory systemn discourages research that would benefit conservation of marine
mammals and their ecosystems and suggested:

+ Redefine the definition of Level B harassment as “meaningful disruption of biologically

significant activities.” (2000)
+ Incorporate “population status into regulations on harassment” (2000, 1994)

In regard to scientific research activities, recommendations to focus permiiting requirements on
biologically significant behaviors require that biclogical significance be carefully defined. The
NRC *Committee on Characterizing Biologically Significant Marine Mammal Behavior”
recognized that additional scientific research is needed to define biological significance.
Nevertheless, clearly defining this standard provides the foundation upan which consideration of
alternative regulatory regimes could be undertaken. Ocean Leadership recommends that
NMFS convene & group of marine mammal scientists, policy-makers, and Hill staff to develop a
definition of harassment that is scientifically based, readily interpreted by the agency, and easily
enforced.

50 C.F.R. § 216.14 Marine Mammals Taken Before the MMPA

In the ANPR, NMFS asks whether this section should include provisions to authorize export in
addition to import. Ocean Leadership supports authorizing both the import and export pre-Act
marine mammals or their products or parts.

50 C.F.R. § 216.15 Depleted species

In arder to parallel the definition of “depleted” in the MMPA, Qcean Leadership recommends
that NMFS clarify that any species or population stock listed as endangered or threatened under
the ESA is automatically listed as depleted under the MMPA.

50 C.F.R. § 216.25 Exempted Marine Mammals and Marine Mammal Products

Ocean Leadership recommends that § 216.25 be removed and the appropriate provisions
included in §§ 216.14 and 216.12.

50 C.F.R. § 216.26 Collection of Certain Marine Mammal Parts without Prior Authorization

NMFS must lock for ways to streamline the collection of marine mammal parts from dead
stranded marine mammals. Perhaps there should be a general authorization for the collection
of marine mammal parts from all stranded/salvaged marine mammais, in¢luding those listed as
depleted, threatened, or endangered. Once a stranded animal is salvaged under the
appropriate authorizations, there should be virtually no permitting requirements or only a
general authorization that allows researchers 1o transfer, import, or export marine mammal parts
for scientific research or sample analysis. Streamlining transfer of samples, as long as those
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sample transfers are well-documented, and perhaps simply reported to NMFS, will ensure that
critical data analyses can be undertaken as expeditiously as possible. A simple reporting
system would be valuable. Itis important to note the Import/Export would stil require CITES
permits.

50 C.F.R. § 216.32 Scope

Qcean Leadership believes that the provisions of Subpart D to the permitting regulations should
not apply to marine mammals or marine mammal parts born in captivity after December 20,
1972, recommends deleting that phrase in the scope section. The original purpose of the
MMPA was to stop the killing and taking of dolphins caught in tuna nets by fishermen primarily
in the Eastern Tropical Pacific. It focus was on protecting marine mammails in the wild. The way
the act is currently written it goes far beyond protecting the species of wild populations of
animals and Ocean Leadership questions the value of its use in controlling laboratory studies.
Animals in laboratories are protecied by the Animal Welfare Act (AWA). In these situations, all
scientific research is reviewed by the Animal Care and Use Committees (IACUC) and inspection
are conducted by the Animal Plant Health and Inspection Setvice (APHIS). The requirement for
continuing permits by NMFS for animals born in captivity and used in laboratory studies totally
duplicates the better control established by the IACUCs and APHIS. Each experiment in a
laboratory must have a protocol approved by the IACUC prior to beginning the experiment. All
are evaluated by scientific peers and qualified lay people before they are allowed to be
conducted. They are reviewed annually (not once every 5 years) and the facilities inspected
every six months by the IACUC in addition to the annual APHIS inspections. All of this is
required under the Animal Welfare Act. Ocean Leadership recommends that the MMPA be
changed an enforced in a way that it was originally intended. Originally when a marine mammal
was taken, it was a one time permit--a permit was granted before an animal was taken from the
wild. An animal that is borrt in a research laboratory is not taken from a wild population and
therefore no permit should be required. Once the animal is in the laboratory, jurisdiction for
enforcement should be naturally passed over to the Animal Welfare Act and dictated by the
IACUCs. To keep NMFS involved in deciding gquestions like "what research is intrusive" makes
no sense when laboratory research is not NMFS's area of eéxperiise. To place binding rules into
law restricts necessary research. It makes much more sense to have research peers within an
IACUC evaluate the research and examine it in research categories dictated under the AWA.
This simple change would free up necessary resources of NMFS and takes one step toward
allowing necessary research to continue. More and more laboratories for conducting necessary
marineg mammal research are closing. Anirmals are nearly impossible to obtain, when animals
are available the price is staggering, and the bureaucracy is @normous. This one small step
would signal that the government is committed to solving some of the issues regarding
developing a basic scientific understanding of marine mammals. Science needs assistance to
continue, it does not need increasingly difficult duplicative restrictions.

50 C.F.R. § 216.33(c) Initial Review

NMFS is considering publishing a permit application for public review and comment prior to the
completion of an environmental assessment (EA) or an environmental impact statement (EIS).
The ANPR suggests that NMFS will use the public comments when determining whether the
activity requires an EA or EIS in accordance with NEPA, For all intents and purposes NMFS is
establishing a two-part comment process—one comment period for the permit and another for
the NEPA document-—-that will significantly lengthen the permit process for all MMPA scientific
research permits. Ocean Leadership believes that NMFS is considering adopting this process
so that it might gauge the level of controversy, the likelihood of litigation, and whether the public
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deems that an EA or EIS is required. NMFS own regulations require that the agency determine
whether a proposed permit is categorically excluded from the need to prepare further
environmental documentation, or {o prepare an EA with a finding of no significant impact
(FONSI) or an EIS—not abrogate that decision until it tests the political or public winds of
controversy—and for that reason and the increased delay in permit processing Ocean
Leadership opposes this change.

NMFS needs to provide funding agencies and rasearchers with clear guidslines to use in
determining whether or not a particular research activity requires NEPA documentation or a
permit under the MMPA. NEPA requires that funding (action) agencies have in place a process
to determine whether the actions that they propose might have significant environmental
impacts. For actions that appear fo have the potential for significant impact, the first step in this
process normally involves the preparation of an EA to objectively analyze the possible
environmental effacts of the proposed action. Kay issues are determining when it is necessary
to prepare an EA and, in turn, when a permit is required. Ocean Leadership recommends that
NMFS3 provide clear guidelines that can be used to determine what research actions require
preparation of an EA and what actions require permitting. Ocean Leadership also recommends
that the funding {action) agencies review their internal NEPA processes to ensure that they are
adequate to fulfill NEPA requirements in a timely and cost-effective way and that they are
designed to minimize the burden that needs to be borne by the individual researcher. NMFS
should be careful to apply the same criteria for NEPA processes for research as for other
activities.

Qcean Leadership recommends that NMF3 Permits Division, FWS and other federal agencies
should work toward developing programmatic EAs or EISs related to maring mammal research.
The development of an EIS or EA can be costly (between $400,000 to over a $1 million per EIS)
and consumes considerable staff resources. NMFS has identified several situations that would
favor programmatic EIS’s {e.g. right whale research and acoustic criteria), that are in
development. Having such programmatic NEPA documents in place can reduce the delay
assaciated with the development of documents for each permit, can provide graater NEPA
compliance, which has been a trigger for litigation, and can enhance cumulative impact analysis
for those research or incidental take activities. The risk is that, should the programmatic EIS be
delayed in process or be contested in court, all research activities under that programmatic EIS
could be delayed, challenged or enjoined. Moreover, even though a programmatic EIS may
lack all the specifics regarding every activity covering several years of research, supplemental
NEPA documents could be developed containing appropriate project specific species analysis.
For instance, NSF cannot predict more than 1 — 2 years out which proposals for research
requiring a s&ismic survey research ship will be funded. The resulting projects are often
independent, unrelated to each other, and undertaken throughout the oceans of the warld. The
programmatic ENS can, however, effectively address the specifics of the ship, the equipment
and instrumentation utilized for seismic surveys, intensity and spatial characteristics of sound
production, and general aspects of mitigation strategies while a supplement NEPA document
can address each project-specific species analysis. If NMFS, FWS, and other federal agencies
are to produce programmatic EIS documents over the long-term with some regularity, Congress
must provide additional funds so these agencies can produce the documents. Finally, other
agencies should be encouraged to work with NMFS to assess the information requirements
needed to develop these documents and the most effective means to produce them.

50 C.F.R. § 216.33(d) Notice of receipt and application review

Again, Qcean Leadership opposes the approach where NMFS determines the appropriate level
of NEPA documentation for the scientific research activity, after consideration of the public
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comments received, information presented in the application, and the best available information.
NMFS proposes publishing its final NEPA determination on an application in the Federal
Register prior to or concurrent with nofice of permit issuance or denial pursuant to § 216.33(e).
This approach will only result in further delays as NEPA requires a comment period for both EA
and EIS.

50 C.F.R. § 216.33(c)(4)

With respect to species protected under the ESA, NMFS is seeking input on how to determine if
an applicant has applied for a permit "in good faith" and if the permit will operate to the
disadvantage of such threatened and endangered species. Since researchers are required to
submit their CVs with a permit application, NMFS has ample evidence of the individual's
experience, experiise, previous research, and publication record. For repeat applications from a
Principle Investigator (P1), NMFS can also compare the goals of the permit, annual reports, and
the publication record of the PI. if NMFS has specific evidence of misuse of permits, it should
make this available. If not, it should work on mechanisms to make it easier for young
investigators with less of a track record to obtain their first permit.

Regarding wheather the research will “disadvantage” a threatened or endangered species, the
permit applicant is required to “Describe the Anticipated Effects of the Proposed Activity.” This
documentation should be sufficient far NMFS to make this determination. From NMF3' query in
the ANPR, it is difficult define what the problem is or to ascertain how this languags or
interpretation of this language has caused delays in the issuance of any scientific research
permits. It appears that the application requirements already contain ample documentation that
can be used to make these determinations. If NMFS is planning to propose additional
requirements, it must do so only after making a compelling case that the existing requirements
are insufficient to allow them to meet the regulatory mandate or another problem exists for
which it is trying to find a solution.

50 C.F.R. § 216.34 Issuance Criteria

NMFS is considering requiring proof of Institutional Animal Care and Use Committee approval to
demonstrate the research aclivity is humane. The National Research Council (1994)
recommended that NMFS “Consider transferring some aspects of the regulatory process {o less
centralized authorities patterned after the IACUCS that regulate animal care and safety in
academic and indusirial settings.” In addition, the American Society of Mammalogists has
ethical guidelines addressing this issue and the Society of Marine Mammalogisis is finalizing
similar guidelines. Therefore there is ample support and precedence for using the guidelines
from professional societies or other review boards. Ocean Leadership supports the use of the
approval of an IACUC as proof that the proposed activity is humane.

Regarding consalidating paragraphs under this section, Ocean Leadership recommends that
paragraphs 5 and 6 be consolidated and that paragraph 3 be deleted since it is already stated in
the pravious seclion.

50 C.F.R. § 216.35 Permit Restrictions

The ANPR seeks comments regarding the establishment of additional regulations to specify
minimurm qualification standards for scientists applying for research permits. Ocean Leadership
opposes such regulations. As stated earlier, researchers are required to submit their CVs with a
permit application; this CV should provide NMFS with ample evidence of the individual's
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expetience, expertise, previous research, and publication record. Developing such standards,
requiring further documentation to meet such standards and subjectively judging researchers
against these standards only serves to increase the regulatory burden on a group that is
disproportionately targeted-—it does little to achieve and real conservation benefit for protected
species.

NMFS is proposing to allow only minor amendments and to remave the part in § 216.35(b) that
provides for & 1 year extension of the original permit. Ocean Leadership strongly opposes both
actions. With regard to amendments (§§ 216.35 and 216.29), amendments to research permits,
including major amendments, are often necessary to secure the permit in a timely manner to
allow the research to continue. They are a form of streamlining that already exists in the
permitting process, and they provide NMFS with the flexibility to modify a permit that proposes
the same research process but perhaps now includes different species, a new location, or
increased numbers of animals. Instead NMFS proposes requiring these changes be made not
by amendment, but by a separate application for a permit, significantly increasing the number of
permit applications on an already overburdened permit staff. NMFS should be seeking ways to
improve this process to create even greater flaxibility rather than doing away with major
amendments. Second, if NMFS eliminates the distinction between major and minor permit
amendments, it likely means all amendments will be treated as major amendments, effectively
requiring that the applicant go through the permit process as if it is a new permit application.

Finally, O¢ean Leadership strongly opposes deleting the regulation that allows for a 1 year
extension of the original permit. The agency has repeatedly used this provision to provide
researchers with an extension of their existing permit while they wait for the agency to finalize
and issue their new permit. If this provision is removed, it will result in the loss of valuable
research as once the permit expires researchers can no longer conduct their research until a
new permit is received. Unless NMFS ¢an quarantee that it will meet its statutory obligations
and issue permits in a timely manner following & mandated timeline, removing this provision will
only serva to put researchers in a position where they out of compliance with the law at the
same time losing critical information an marine mammals that the agency needs to meet its
statutory mandates. Ocean Leadership recommends an automatic extension of permits if a
researcher has applied within the appropriate deadline and NMFS cannot issue the next permit
before the previous one expires. Because processing permits ¢an take more than one year, this
automatic extension process should be flexible, and cross multiple years if required.

50 C.F.R. § 216.37 Marine Mammal Parts

Ocean Leadership commends NMF5 for attempting to simplify and streamline the rules
regarding the transfer of marine mammal parts and products for use by researchers. Qcean
Leadership believes that NMFS should clarify and consolidate this section with other sections
(88 216,22 and 216.26) involving the transfer of parts legally taken, sué¢h that the same
provisions would apply to the subsequent transfer of any marine mammal part that was already
legally taken under the MMPA and/or ESA. Additionally, Ocean Leadership does not support
different requirements for the transfer of paris legally taken from an ESA-listed versus

a non ESA-listed marine mammal. The transfer, import, and export of part should be covered
under a general authorization that facilitates these activities—especially in the case of parts
salvaged from subsistence takes and bycaught or stranded animals. Once a marine mammal is
taken either by permit or through some other activity {dead stranded or bycaught) the transfer,
import, or export of the parts have no bearing on the conservation status of that species ar
stock. In fact, scientific research on or analysis of that tissue or part will only benefit the species
by providing important information about it health, natural history, physiology ar hiology.
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Ocean Leadership recommends that the requirements to receive an authorization and
documentation requirements for a transfer, import, or export should be greatly reduced and
simplified, and instead some type of general autherization be put in place. The reporting
requirements seem overly burdensome for marine mammal parts, the transfer of which have no
conservation consequence. If a persan has a general authorization, NMFS should remove all
provisions in the regulations that require nofification to the Regional Director of any transfer or
loan or simplify the reporting requirement so that compliance with the requirement is simple,
quick, and easy.

NMFS$ is considering developing regulatory language to streamline and govern the issuance of
research permits involving collection, receipt, import, export, and archiving marine mammal
parts for future opportunistic research. Banking tissues for retrospective analysis or analysis at a
later date is vital to furthering our understanding of marine mammal health and is specifically
provided for under Title IV of the MMPA and as such should satisfy the bona fide scientific
purpose requirement. Ocean Leadership strongly supports establishing or merely including
under a general authorization, provisions for facilitating the initial collection of marine mammal
parts by institutions for eventual use for research purposes. Again, if NMFS develops
standardized documentation and reporting requirements for permiis involving marine mammal
parts to demonstrate that the parts are taken legally and in a humane manner and that all
requirements for applicable domestic and foreign laws have been mef regarding importation and
exportation, the documentation should be clear, simple, and exiremely easy to use. NMFS
should establish a website for real time notification under a general authorization.

Finally NMFS is considering developing regulations governing the development, use,
distribution, or fransfer and prohibited sale of cell lines derived from marine mammal tissue
and/or gametes. Qcean Leadership strongly opposes these regulations and asserts that NMFS
does hot have the statutory authority to regulate cell lines or DNA sequences that are developed
from marine mammai parts. The development, use, distribution, transfer, or sale of a ¢all line of
DNA sequences derived from a marine mammal part do not constitute a regulated "take.” Such
action 1s a poor use of resources and is not congistent with the purpoges and policies of the
MMPA and only serves to limit scientific research.

50 C.F.R. § 216.40 Penalties and Permit Sanctions

In the ANPR, the NMFS is seeking comment on whether a research permit shouid be
suspended, revoked, modified, or denied “for reasons not related to enforcement actions.” The
ANPR ig silent on the reasoning for this recommendation and any further specifications, making
it difficult for Ocean Leadership to provide comments. Ocean Leadership is concerned about
the legal basis for revoking, etc. a permit if such action is not related to enforcement issue.
Ocean Leadership therefore requests NMFS to clarify the new reasons it envisions for revoking
a permit.

50 C.F.R. § 216.41 Permits for Scientific Research and Enhancement

NMFS is considering changing the requirements for public display of marine mammals held
under a scientific research permit in § 216.41(c){(1)}(vi)(A) such that marine mammals may ba on
display if necessary to address the research objectives or if authorized by the Office Director, in
addition to the existing requirements in § 216.41(c){(1 Xvi)(B) and (C).

NMFS is also considering adding a new section, § 216.41(c)(3), to authonze via an
enhancement permit ihe long-term captive maintenance and incidental public display of ESA-
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listed species originally obtained under a research or enhancement permit when such activities
have been completed or are not able to be carried out and the animals cannot be returned to
the wild. Such permits would require that an appropriate educational program is established and
approved by Office Director and that the animals are made available for research or
enhancement activities at the request of the Office Director. Ocean Leadership provided
extensive comments regarding marine mammals housed in captive facilities above. In shori,
this is an issue for the AWA, not the MMPA. NMFS should work out the details as well as 3
memorandum of understanding with APHI3 fo allow APHIS o assume jurisdiction of this
situation. In addition, if an animal is to be returned to the wild, NMF& should adhere to its
release criteria that have been developed under Title IV of the MMPA.

50 C.F.R § 216.42 Photography

NMFS is considering proposing regulations similar to those for the General Authgrization

(§ 216.45) and it is also considering limiting the number of personnel that may be inveolved in
order to eliminate potential problems with permit holders using such authorization for
ecotourism, since the MMPA does not provide exemptions for harassment of marine mammals
via ecotourism permits. NMFS should consider carefully these changes. Blocking the ability of
researchers to use whale watch or other eco-tourism vessels for photo id will hinder important
research with no henefit to animals. Indeed this regulation could drive researchers to pay for
another vessel for D, increasing cost of research to humans and animals.

50 G.F.R. § 216.45 General Authorization

Ocean Leadership supports NMFS proposed modification to the General Authorization ("GA”)
that it be based on the status of the target stock, rather than on the level of harassment. NMFS
is proposing to make a GA available for Level A and Level B research on non-strategic stocks of
maring mammals. Ocean Leadership strongly supports this change as it will expedite the permit
process considerably for researchers.

In addition, NMF3 proposes making a GA available for stocks defined as strategic under the
MMPA, but only for Level B research activities. Ocean Leadership strongly supports this change
and understands that a number of paragraphs throughout this section would have io change as
a result of this recommendation and that this change would require a similar change in section
104(¢)(3)C) of the MMPA.

NMFS proposes to modify this section to clarify that the description of methods in the letter of
intent must specify the number of marine mammals, by species or stock that would be taken,
including a justification for such sample sizes. Ocean Leadership does not oppose this
modification but cautions NMFS against requiring so much information that the application
burden for a GA becomes equivalent to a research permit.

NMFS is proposing to revise the terms and conditions of the GA regulations to clarify that any
activity conducted incidental to the research, such as commercial or educational filming or
photography, would require prior written approval from NMFS, and such activities would be
subject to the same conditions as those specified at § 16.41(c)1){vii) for scientific research and
enhancement permits, i.e., the conduct of such incidental activities must not involve any taking
of marine mammals beyond what is necessary to conduct the research. Again, this seems like
a heavy-handed approach, requiring written approval for commercial and educational
photography is unnecessary and could merely be authorized as part of the GA. Education and
research are linked, creating greater awareness and understanding by the public of these
species will only serve to promote congervation and support inereased funding for resaarch,

0 e
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Other Amendments

Lastly, NMFS is considering adding new ragulations that would place the permit application and
ameéndment process on a cycle. One option would be to accept permit applications and
amendment requests quarterly (i.e., during any ane of four three-month cycles per year).
Applicants would have firmly established deadlines (made known through FR notification,
mailings, and web site) to assist them in planning the submission of their application relative to
the proposed start of their research. Another option would be to accept applications and
amendments only twice a year, during one of two six-month cycles, establish specific time
periods during which the agency will accept permit applications.

Ocean Leadership believes that Congress, Funding Agencies, NMFS and Researchers should
work to achieve better linkages between timing of the permit process (e.g. from time of
submission to issuance), securing funding for the research, and scheduling of the ships and
other resources required for the research to avoid situations where the research is funded and
ship time is scheduled but the permit has not been secured. It may be difficult to begin the
permitling process, prior to securing funding for the research and likewise difficult to secure
funding without a permit. This situation is particularly true for controversial research. The
primary prablem, however, is not that NMFS has not imposed deadlines on researchers, rather
it is that NMFS$ is not itself required to process permit applications following a mandated
timeline. Qcean Leadership is not convinced that changing the permitting system so that permits
are submitted according to a particular deadline, may help. Rather, permits must be issued
within a certain deadline after submission. That way researchers and their funders could plan
their subrmissions to ensure that there is enough time for the permit to be pracessed within the
mandated deadline. Today there is no such assurance of timely processing.

If NMFS can demonstrate that placing the permit process on a cycle would: (1) mest its NEPA
requirements; (2) reduce that processing time because ESA consultations could be batched;
and (3) similar permits could be processed together, and (4) guarantee pro¢essing of permits
within 80-120 days, then Ocean Leadership would support the quarterly submission cycle and
would like to explore this idea further with NMFS.

CONCLUSION

The current restrictions on scientific research animals are costly and burdensome and the
permitting process needs revamping and streamlining. While we applaud NMFS for taking this
step we are concerned that some of the proposal will only result in additional delays and
bureaucracy—falling far short of the goal to streamline and improve the process. We appreciate
the opportunity to comment on the ANPR. Qcean Leadership recommends that prior to issuing
any proposed rulemaking, the agency organize a meeting with respected marine mammal
researchers to discuss the proposals in this ANPR. We believe that by doing so, NMFS will
benefit from a collective discussion with those who are familiar with the process and supportive
of your efforts to streamline it.

Sincerely,
Nina M. Young ‘
Deputy Director fér Policy and Government Relations

]'l. f—_— e
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Subject: Permit Regulations ANPR

From: "irubinstein@juno.com” <irubinstein@juno.com>
Date: Tue, 11 Dec 2007 11:09:35 +0000 (GMT)

To: NMFS.PR1Comments@noaa.gov

Below are my comments for changes to 50 CRF Part 216, | would prefer my name and
email address not be published in the public comments section, publishing my comments
if fine.

216.35 Permit Restrictions

a). Major vs. minor amendments: | do believe that the major vs. minor amendment
process as it stands now should be reviewed, but I do not think you should do away with
the major vs. minor amendment. Sometimes a change in sample collection or type of
sample is considered a major amendment, | believe a review of what is considered major
and minor is warranted. 1 do not think it is right to make the whole process cease and
have to be started over again if you need to make a major amendment to your existing
permit. You should still be able to continue your project and just have the piece that
needs to change be reviewed. The time period for a new permit is a lengthy process and
could cause a significant impact in funding and data collection.

b). One year extension: | do not feel that you should eliminate the one year extension.
This allows for some extra data collection without additional take and does not cause
very much extra paperwork or time on the part of NMFS, it can also be very helpful to a
researcher who needs to get a little bit more data to make their project more sound.

216.39

There seems to be some confusion with what is listed here regarding location, species and
numbers where no take is involved....in section 216.35 it says that in cases where
location, species and numbers where not take is involved it would be considered a minor
amendments. In section 216.39 some of the points are confusing...it states that a minor
amendment would not be warranted if 1 i)an increase in the number of species is
effected, which is not what it said in 216.35 also 1 iii) a change in location at take, again
not what it says in 216.35 The wording of both sections is confusing...

216.41 Permit Deadlines - I think it is a good idea to have established time lines for
submitting new permits. Quarterly submissions would be the best way to handle this
giving all researchers a realistic time line for submission and not delaying projects too
long. Accepting applications only twice a year is very restrictive and would cause issues
with funding and animal availability. It will also be helpful to have NMFS on a time line
for reviewing and getting back to people. As far a amendments go, | do not feel that the
researcher who already has a permit in hand should have to wait the same amount of time
as someone does for the new permit cycle. Amendments should be reviewed at any time,
with new submission being accepted quarterly.


mailto:irubinstein@juno.com
mailto:irubinstein@juno.com
mailto:PR1Comments@noaa.gov

Thank you for your time, please do not hesitate to contact me with any question.

Belinda Rubinstein



Save the Manatee.Club

December 12, 2007

Chief, Permits, Conservation and Education Division
Attn: Permit Regulations ANPR

Office of Protected Resources, NMFS

1315 East-West Highway, Room 13705

Silver Spring, MD 20910

Re: Permit Regulations ANPR
Dear Chief:

Save the Manatee Club has reviewed the Marine Mammal Protection Act Advanced Notice of Proposed Rulemaking. We
appreciate the effort being undertaken to reorganize and/or consolidate the permitting regulation §8 216 and would like to
offer our comments on the proposed changes and clarifications.

The question is posed: “Should we clarify that any species or population stock listed as endangered or threatened under the
ESA is automatically listed as depleted under the MMPA?” The intent of this clarification is unclear. For example, as
currently written, the Florida Manatee is not listed in § 216.15. As an endangered species, would making this clarification
specifically add the Florida Manatee to the list of depleted species in the MMPA?

We do not support the proposed changes in § 216.33 which suggests that NEPA compliance (including an EA or EIS) would
be undertaken only after the public has commented on a permit application. NMFS should retain its current protocol of
requiring that all compliance with NEPA be done before a permit application is released for public comment. Compliance
with NEPA is foundational, and to proceed to permitting prior to determining compliance could be a waste of effort and
resources if a project is found to be not in compliance. Further, completing the NEPA review prior to permitting enables the
public to view the information NMFS considered and the impacts NMFS expects prior to commenting on the permitting
application. Altering this protocol would result in less information available to the public, thus undermining and discouraging
their input during the permit application review phase.

We support the proposed changes for § 216.34 which suggests that NMFS require written proof of Institutional Animal Care
and Use Committee approval of the proposed activity.

We support the change in § 216.35 that any proposed change resulting in the need for an increased level of take or risk of
adverse impact above those authorized in the original permit be no longer considered under an amendment, and would
require a new permit application. Public comments should be solicited and considered for any major changes that would
require a new permit application.

NMFS proposes to require new permits for any proposed “major amendments” to an existing permit and would grant
amendments for “minor amendments” (§ 216.35 and § 216.39). As the public is not allowed to comment on minor
amendments, this change is permissible so long as minor amendments only pertain to such things as adding personnel or
other truly minor changes that do not amend the species, location, number or demographic of animals, seasons, procedures
being performed, manner of taking, etc.

Some of the suggested changes being considered in 8 216.41 are unclear. One change being considered is the requirements
for public display of marine mammals held under a scientific research permit. It is unclear if this means that mammals caught
for scientific research may also be put on display or if this means that marine mammals can be displayed ONLY if that is part
of the approved and reviewed research.

We support limiting the number of personnel that may be involved in photography (§ 216.42) in order to eliminate potential
problems with permit holders using such authorization for ecotourism, which oftentimes results in harassment of marine
mammals.

SAVE THE MANATEE, CLUB, 500 N. MAITLAND AVENUE, MAITLAND, FL 32751
PHONE: (407) 539-0990 FAXx: (407) 539-0871
WWW.SAVETHEMANATEE.ORG



The proposal suggested under § 216.45 could greatly increase the scope of activities that can be permitted under a General
Authorization (GA). This means that there is no possibility of public comment prior to the permit being granted. This
amendment would also allow research involving Level A harassment to be permitted under the GA, provided stocks are not
ESA listed, depleted, or “strategic”. GAs should not be allowed for Level A harassment of MMPA species, which, by
definition, has the potential to injure a marine mammal or marine mammal stock in the wild.

For GAs issued, we support the suggested change in § 216.45 that any activity conducted incidental to the research
authorized, such as commercial or education filming or photography, require prior written approval from NMFS. Such
incidental activities must not involve any additional taking of marine mammals.

New sections regarding permit cycles would be a good addition. Permit cycles would improve the process and assure that
applicants apply well in advance, thereby providing NMFS with advance notice and adequate time for review. This also
allows a regular schedule of review for public comments.

Thank you for taking these comments into consideration.

Sincerely,

K_n.ﬂ.(]-«a Noe—

Kelly Novic
Staff Biologist



COMMENTS OF SEA WORLD, INC. ET AL.,

IN RESPONSE TO THE ADVANCED NOTICE OF PROPOSED RULE AND REQUEST
FOR COMMENTS ISSUED BY THE NATIONAL MARINE FISHERIES SERVICE TO
CHANGE THE REGULATIONS APPLICABLE TO ISSUING PERMITS FOR
SCIENTIFIC RESEARCH AND ENHANCEMENT ACTIVITIES PURSUANT TO THE
MARINE MAMMAL PROTECTION ACT

Sea World, Inc., Sea World of Texas, Inc., and Sea World of Florida, Inc. and Busch
Entertainment Corporation for themselves and on behalf of all of their respective theme parks
maintaining marine mammals (“SeaWorld”),' hereby comment on the Advanced Notice of
Proposed Rulemaking (“Notice”) published by the National Marine Fisheries Service of the
United States Department of Commerce (“NMFS”), 72 Fed. Reg. 52339 (September 13, 2007),
regarding possible changes to the regulations governing, among other things, the issuance of
scientific research and enhancement permits under the Marine Mammal Protection Act.

INTRODUCTION

Commenting on the Notice in a specific and informed manner is difficult for Sea World
due to the breadth of, and yet imprecision in, what NMFS actually proposes. The Notice
discusses specific changes the agency is considering and also seeks input on any portion of the
permitting regulations that could or should be changed. Many of the regulation changes NMFS
proposes, however, are bereft of specifics and do not describe with particularity how any
changes to the current procedures would be implemented. As a result, SeaWorld requests that
NMES issue a more specific and detailed advanced notice of proposed rulemaking to ensure that

interested parties are able to meaningfully participate in the process as the law requires.

! These entities operate the following parks maintaining marine mammals: Sea World of

California, Sea World of Florida, Sea World of Texas, Discovery Cove, and Busch Gardens —
Tampa Bay. For convenience purposes, herein we refer to Sea World, Inc., Sea World of Texas,
Inc., Sea World of Florida, and Busch Entertainment Corporation collectively as “Sea World.”



Sea World likewise is concerned about the potential for conflicting or unclear
regulations. In 2001, NMFS published proposed rules to regulate the issuance of public display
permits for marine mammals. 66 Fed. Reg. 35209 (July 3, 2001). While NMFS has issued no
final notice with respect to those proposed regulations, neither has the agency withdrawn them
and the current advanced notice of proposed rulemaking raises numerous potential discrepancies
between the two proceedings. For example, back in 2001, NMFS made the determination to
address public display permit separately from other permits and, accordingly, drafted regulations
addressing only public display permits. /d. Now, however, NMFS is proposing to rewrite
numerous general permitting regulations that cover both public display and scientific research/
enhancement permits. Because public display permits are fundamentally different from, and
involve different issues and considerations than, scientific research and enhancement permits, the
agency should separate them and draft proposed regulations for each.’

Furthermore, many of the regulation changes discussed in the Notice encompass
activities for which NMFS simply lacks the authority to regulate. For example, numerous of the
proposed changes attempt to regulate aspects of animal care statutorily within the jurisdiction of
the Animal and Plant Health Inspection Service (“APHIS”). In 1994, Congress enacted, and the
President signed into law, amendments to the Marine Mammal Protection Act (“MMPA”), Pub.
L. 103-238, 16 U.S.C. § 1361 et seq. (the “1994 Amendments”). The 1994 Amendments
unequivocally established that NMFS has no role in the care, maintenance and general oversight
of marine mammals once they leave the wild and enter into the United States. Instead, issues

regarding the humane handling, care, treatment, and transportation of marine mammals are left

2 While SeaWorld had objections to the specific regulations proposed, it supported and still
supports separate regulations for public display permits and scientific research and enhancement
permits, as NMFS appropriately determined in 2001.



under the exclusive domain of APHIS pursuant to its jurisdiction and responsibilities under the
Animal Welfare Act (“AWA”), 7 US.C. § 2131, et seq. This was made clear in the 1994
amendments and legislative history in order to address the exact same problem that is arising
here: attempts by NMFS to over-reach and improperly extend its jurisdiction and authority. See
generally 141 CONG. REC. H 1852 (1994) (statements by Representative Thomas J. Manton);
141 CONG. REC. H 1604 (1994) (statements by Representative Randy Cunningham); 141 CONG.
REC. S 3302 (1994) (statements by Senator Exon); 141 CONG. REC. H 1604 (statements by
Representative Gilman). Consequently, any activities by public display facilities in dealing with
breeding, as an example, are beyond the scope of regulation by NMFS.

NMEFS not only is impermissibly extending its authority with respect to those matters
under the jurisdiction of APHIS, but also is reaching beyond the MMPA in order to regulate
activities that involve neither an import nor a take. NMFS appears to be operating under the
misconception that it regulates all aspects of marine mammals in the United States and that once
an animal comes under its jurisdiction for a take or import, it remains under its jurisdiction
indefinitely and without regard to the activity involved. However, there simply is no statutory
support for this overarching approach. Despite the lack of authority, this misconception
permeates a number of the proposals discussed in the Notice, such as discussions relating to the
export of marine mammals as to which the MMPA does not require a permit and allows only
limited involvement of NMFS

Accordingly, SeaWorld requests that NMFS revisit the Notice and re-issue a proposal
that is more specific in the changes proposed and that eliminates proposed and existing

regulations that are outside the scope of NMFS’ jurisdiction.



DISCUSSION OF SPECIFIC PROPOSALS

Regulation of Exports

At various points in the Notice, NMFS discusses the regulation of exports, as though
exports require permits under the MMPA. For example, the Notice states that “NMFS seeks
recommendations for developing regulatory language to streamline and govern the issuance of
research permits involving collection, receipt, import, export, and archiving marine mammal
parts for future opportunistic research.” 72 Fed. Reg. at 52341. NMFS is well aware and must
remain mindful, however, that the MMPA in fact does not require export permits. Once a permit
is issued for a “take” or import and the marine mammal is lawfully possessed, no further agency
input by means of authorization (consistent with the MMPA) should be necessary except to the
extent that the marine mammal is listed on the Appendixes to the Convention on International
Trade in Endangered Species (“CITES™) in which case CITES permits and authorizations may
be necessary, or the marine mammal is an endangered species in which case an Endangered
Species Act (“ESA”™) permit is required.

Accordingly, SeaWorld strongly objects to any language in the proposal and in the
current regulations regarding the export of marine mammals when neither an ESA nor CITES
permit is required.

Section 216.33

NMES seeks comments on how to determine whether an applicant has applied for a
permit “in good faith" . 72 Fed. Reg. 52340. SeaWorld notes that there are existing federal
laws, including criminal laws, that govern the submission of information to the government.
There simply is no need for NMFS to require any special or particularized showing by an

applicant that an application was applied for in “good faith.”



Section 216.34

NMFS must clarify that its suggestion that Section 216.34 should require proof of an
Institutional Animal Care and Use Committee (“IACUC”) approval in determining what is a
“humane” activity is limited only to permit applications submitted by research facilities. That is
because the AWA requirement for the establishment of IACUC’s is limited to research, but not
public display, facilities.

Section 216.35

SeaWorld adamantly opposes the regulation by NMFS of the qualifications of permit
applicants.. Permit applications should stand or fall on the totality of their merits. NMFS
certainly should take into account the backgrounds of applicants but should not be in the
business of judging the competence of scientists. Nor should NMFS be establishing minimum
criteria below which an applicant’s request for a permit would automatically be denied.

Section 216.37

The Notice states that “NMFS is also considering adding to this section [216.37]
requirements and procedures governing the development, use, distribution or transfer, and
prohibited sale of cell lines derived from marine mammal tissues. We are also considering

similar regulations pertaining to gametes used by the public display industry and research

community in assisted reproductive techniques of captive marine mammals.” 72 Fed. Reg. at
52341 (emphasis added).

NMEFS lacks authority to regulate public display facilities in connection with the cell lines
and gametes, or their use, transfer and exchange, relating to reproductive techniques.

Reproductive techniques fall under the rubric of maintenance and care of marine mammals,



which, in turn, is regulated by APHIS. As is clear under the 1994 amendments to the MMPA
and as NMFS publicly conceded in 2001, see 66 Fed. Reg at 35211, NMFS does not have the
authority to specify the methods of care of marine mammals and marine mammal parts held for
public display purposes.3 Accordingly, SeaWorld objects to any attempt to regulate the transfer,
use, development, distribution or sale of gametes and cell lines not being imported or taken from
the wild.
Section 216.39

SeaWorld is opposed to the changes proposed in connection with “major” and “minor”
amendments. NMFS offers no persuasive rationale for any change and none are warranted,
especially since what NMFS proposes — requiring re-submission and reevaluation of applications
in many instances where amendments are warranted — will only burden the process and delay the
legitimate and efficient issuance of permits.

Section 216.45

There are two primary issues of concern that SeaWorld wishes to address with respect to
the proposed changes to Section 216.45. The first relates to the proposal to “clarify” that any
activity conducted incidental to the research, such as commercial or educational filming or
photography, would require prior written approval from NMFS and that such activities would be
subject to the same conditions as those in Sec. 216.41(c)(1)(vii) for scientific research and
enhancement permits. There is no apparent authority for requiring that photography and filming
be permitted activities absent an instance where such photography and filming in itself would

rise to the level of a “take” of a regulated marine mammal. Further, there is no legitimate

We also note that on its website NMFS states that “Marine mammal parts . . . do not
include urine or feces [but] do include parts derived from tissues, such as cell lines and
DNA.” See http://www.nmfs.noaa.gov/pr/permits/mmpa_permits.htm. We fail to
understand how NMFS makes this distinction.
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purpose under the MMPA for such requirements. As a result, SeaWorld objects to adding this
language and adding another layer of unnecessary and unauthorized regulation to the permitting
process.

The second issue that SeaWorld wishes to address with respect to Section 216.45 is the
proposal to add new regulatory sections that place the permit application and amendment process
on a cycle. Such a cycle would require applicants to have firm quarterly or bi-annually
established deadlines by which they would have to submit their applications for a scientific
research permit and prior to which any submitted applications would not be reviewed. While
SeaWorld fully supports any attempts to streamline or expedite the application process,
SeaWorld does not believe that this proposal, in practice, will do so. In fact, SeaWorld believes
that it will likely result in the opposite effect and serve to delay the process and prevent
beneficial research from ever occurring.

The need and opportunities to conduct scientific research most often can not be planned
or anticipated. Imposing submission dates will undoubtedly and substantially delay the review
and issuance of scientific research permits, leading to lost opportunities to conduct the research
at all, as it will require researchers to wait to submit applications.

Accordingly, SeaWorld objects to any regulations restricting the times that research
permit applications can be submitted to and reviewed by NMFS.

ADDITIONAL GENERAL COMMENTS

SeaWorld takes the opportunity afforded by NMFS to comment more generally on the
permitting regulations as follows.
1. As noted in the Introduction, NMFS respectfully would be best advised to

restructure the regulations by separating the application processes for public display and



scientific research/enhancement permits. The regulations as they currently exist blur the
distinctions between these very different types of permits, which leads to unnecessary confusion
for applicants and inefficiencies in the respective processes. These problems can and should be
rectified by NMFS issuing independent sets of regulations.

2. Section 216.33(b) dealing with “Applications to export living marine mammals”
should be eliminated consistent with the fact that the MMPA does not require permits or
“applications” for exports. Even more specifically, the alleged "comity" requirement found in
sub-section (b)(1)(iii) of Section 216.33 is ultra vires to the MMPA and must especially be
targeted for deletion. That is because, among other reasons, NMFS can not dictate policy to
foreign governments and has no extra-territorial jurisdiction under the MMPA to enforce any
“comity” requirement. See generally United States v. Mitchell, 553 F.2d 996 (5th Cir. 1977). As
NMES itself recognized in the 2001 proposed rulemaking proceeding: “NMFS has no

jurisdiction over the animals once they are exported . . ..” 66 Fed. Reg. at 35213.*

3. During an import permit application proceeding last year, SeaWorld was
subjected to several comments by activist groups. These comments warrant clarification by

NMEFS by amending the regulations, as follows:

(a) The activist groups sought to require SeaWorld and/or the agency to research
and apply scientific data and information regarding "stock” of species in foreign
waters/territories when reviewing a permit application for the import of captive bred animals.
NMEFS should amend its regulations to clarify that: (1) no such information needs to be gathered

or analyzed in general because the agency has no jurisdiction over species in foreign

SeaWorld addressed the “comity’ issue comprehensively in its comments to NMFS on
the 2001 proposed rulemaking and incorporates them herein by reference.



waters/territories and is ill-equipped to make findings about such stock or species, and (2)
especially when the import request is for captive bred marine mammals, information on wild or

foreign stock certainly is irrelevant to a determination whether the import should be allowed.

(b) In light of erroneous comments by activists, NMFS should incorporate by an
amendment to the regulations the holding in Animal Protection Institute of America v.
Mosbacher, 799 F. Supp. 173 (D.D.C. 1992) to the effect that the import of captive bred marine
mammals or marine mammals otherwise already in captivity, and their removal from an
inventory in a foreign facility, categorically will yield a finding by NMFS that the
import/removal will have no adverse effect on the stock or species in the wild, and will not result
in takings beyond those authorized by the permit. See generally Sections 216.34(a)(4)
(requiring an agency finding that the proposed activity will have no significant adverse effect on
the species or stock) and 216.34(a)(7) (requiring an agency finding that the proposed import or

export will not result in additional unauthorized takings).

(c) NMFS also should clarify — contrary to additional arguments raised by
activists — that in reviewing an import application the agency need not make any findings
regarding “indirect” effects on marine mammals in the wild. A proposed regulation published in
the Federal Register by NMFS in 1993 that would have had NMFS consider “indirect” effects’
was effectively rejected when the regulations were finalized several years later and no such

requirement was included.

(d) NMFS should also promulgate a regulation that clearly establishes that a take

that was "humane" pursuant to the laws of the foreign country which sanctioned the take is

> See 58 Fed. Reg. at 53343. (emphasis added).



sufficient proof/evidence that the take was consistent with the humane take requirements for
purposes of import under the MMPA. Acceptable proof to that effect should be CITES or other

permits issued by the foreign government.

(e) Finally, NMFS should firmly establish by an appropriate amendment in
Section 216.3 (i.e., the definitions section) that captive born marine mammals are not “marine

mammal parts” as activists mistakenly have claimed.

Respectfully submitted by,

Sea World, Inc., Sea World of Texas, Inc., and Sea
World of Florida, Inc. and Busch Entertainment
Corporation for themselves and on behalf of all of
their respective theme parks maintaining marine
mammals

Dated: November 13, 2007
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric Administration

50 CFR Part 216

[Docket No. 070809454-7459-01]

RIN 0648-AV82

Marine Mammals; Advance Notice of Proposed Rulemaking

AGENCY': National Marine Fisheries Service (NMFS), National Oceanic and Atmospheric Administration (NOAA), Commerce.
ACTION: Advance notice of proposed rulemaking (ANPR); request for comments.

Comments submitted by:

Jan Straley

Assistant Professor of Biology
University of Alaska Southeast
1332 Seward Ave.

Sitka, Alaska 99835 USA

Part 216, Regulations Governing the Taking and Importing of Marine
Mammals

Subpart C - General Exceptions

Several regulatory changes are being considered by NMFS in this
subpart and include, but are not limited to, the following:

Sec. 216.23 Native exceptions: Does NMFS need to clarify sections
regarding transfer of marine mammal parts? Do we need to include
provisions for authorizing transfers of marine mammal parts for
research purposes? If so, be explicit on how this should occur and
whether this should be combined with transfers of other marine mammal
parts legally taken, or kept under this section.

Comment: Any person with a MMP that authorizes the possession of marine mammal parts for bona fide research should be
allowed to receive such parts from any Indian, Aleut, or Eskimo who resides on the coast of the North Pacific Ocean or the
Arctic Ocean that is taken during subsistence hunting. The Indian, Aleut, or Eskimo should be allowed to receive reasonable



compensation for any additional work, transportation or shipping costs associated with conveying the parts to the permittee as
necessary for the intended scientific research.

Sec. 216.25 Exempted marine mammals and marine mammal products:
Should this section be consolidated with other sections (e.g.,
incorporate this Sec. 216.25 into Sec. Sec. 216.14 and 216.12; remove
Sec. 216.25)? Do we then reserve this section (or use another section)
for a consolidated parts transfer section (for parts taken legally
under Sec. Sec. 216.22, 216.26, and 216.37) if possible? Subpart C is
a substantial component of part 216. Therefore, any comments or
recommendations regarding whether the language in other sections in
subpart C require further consideration or clarification would be
appreciated.

Comment: This provision should be retained as written even if it is consolidated in another section.

Subpart D - Special Exceptions

Sec. 216.31 Definitions: Are there any definitions relevant to
marine mammal permitting procedures that need to be added?

Sec. 216.32 Scope: Does the scope of this subpart need to be
modified or clarified in any manner?

Sec. 216.33 Permit application submission, review, and decision
procedures: Generally, NMFS is considering reorganizing and/or
consolidating permitting regulation Sec. Sec. 216.33 (Permit
application, submission, review, and decision procedures), 216.34
(Issuance criteria), 216.35 (Permit restrictions), 216.36 (Permit
conditions), and 216.41 (Permits for scientific research and
enhancement) where possible. We have included some specific
recommendations; however any recommendations where regulations need
consolidation or simplification in the following sections, and how this
might be achieved, would be considered.

Sec. 216.33 (c) Initial review: NMFS regulations currently require



the agency to determine that a proposed permit is categorically
excluded from the need to prepare further environmental documentation,
or to prepare an environmental assessment (EA) with a finding of no
significant impact (FONSI) or a final environmental impact statement
(EIS), during initial review of the application and prior to making it
available for public comment and review pursuant to Sec. 216.33(d).
This sequence precludes public input on the application that may
influence NMFS' determination regarding whether the activity requires
an EA or EIS. Therefore, NMFS is considering a revision to this
section, and the corresponding language at 216.33(d) such that NEPA
documentation is not required at the time an application is made
available for public review and comment. NMFS Administrative Order 216-
6 stipulates that issuance of scientific research, enhancement,
photography, and public display permits pursuant to the MMPA and
issuance of research permits pursuant to the ESA are, in general,
categorically excluded from the need to prepare further environmental
documentation because, as a class, they do not have significant
environmental impacts. With this recommended change NMFS would continue
to evaluate the potential environmental impacts of permits, but could
conduct this assessment after the close of the comment period on the
application, when comments from the public and other agencies could be
considered in that assessment.

Sec. 216.33(d) Notice of receipt and application review:
Consistent with the proposed changes to Sec. 216.33(c) regarding NEPA,
NMFS proposes to revise the requirements for including a NEPA statement
in the notice of receipt of an application. Where NMFS believes a
permit would be categorically excluded from the need to prepare further
environmental documentation, the notice will so state. If that
determination is based on information in an existing EA/FONSI or Final
EIS, that document will be referenced in the notice and made available
simultaneously with the application. When no previous NEPA
documentation relevant to the proposed activity is available, the
notice will solicit public input on the appropriate level of NEPA
documentation concurrent with review of the application. After the



close of the comment period on the application, NMFS would determine
the appropriate level of NEPA documentation for the activity, in
consideration of comments received, information presented in the
application, and the best available information. NMFS' final NEPA
determination on a specific application would be published in the
Federal Register prior to or concurrent with notice of permit issuance
or denial pursuant to Sec. 216.33(e).

Sec. 216.33(e) Issuance or denial procedures: Consistent with MMPA
section 104(d), the current regulations state that ~“within 30 days of
the close of the public comment period the Office Director will issue
or deny a special exception permit." NMFS is considering revising this
section to reconcile the ESA section 7 and NEPA compliance timelines
with statutory requirements for when permit decisions must be made
relative to the close of the comment period. For example, when NMFS
determines, subsequent to the public comment period on an application,
that issuance of a proposed permit requires preparation of an EA or
EIS, processing of the application cannot be completed within 30 days
of the close of the comment period. Under the current regulations, NMFS
would have to deny the permit because the appropriate NEPA
documentation could not be completed in time to support a decision to
issue. Rather than deny such permits, NMFS proposes to defer a decision
on the application until the appropriate NEPA documentation is
completed. Similarly, when formal consultation is required under
section 7 of the ESA, which allows 135 days or more for consultation
and completion of a Biological Opinion, processing of the application
cannot be completed within 30 days of the close of the comment period.
Rather than deny such permits, NMFS proposes to defer a decision on the
application until the section 7 consultation is completed. In both
cases NMFS would publish a notice in the FR within 30 days of the close
of the comment period announcing that a decision on the specific
application has been deferred pending completion of the appropriate
NEPA and ESA section 7 analyses.



Comment: | support these changes. In addition, if a proposed permit for bona fide research requires preparation of an EA or
EIS and cannot be completed within 90 days, then a provisional permit (for two years or the time needed to prepare an EA, El
or other evaluation) should be issued if the research methods have been deemed humane by the applicant and there is no
concern that there is an impact to the species. In particular, this should occur if the applicant has had previous permits for the
same or similar proposed activities.

Sec. 216.33(e)(4): For permits involving marine mammals listed as
endangered or threatened under the ESA, NMFS is required to determine
whether the permit is consistent with the requirements of section 10(d)
of the ESA. NMFS would appreciate comments on how to determine whether
an applicant has applied for a permit ""in good faith" and whether the
permit " will operate to the disadvantage of such endangered or threatened
species.”

Comment: This section should be eliminated because it is taken under consideration through other processes.

Sec. 216.34 Issuance criteria: NMFS would appreciate any
recommendations on whether or how this section should be clarified or
consolidated with other sections. In support of the applicant's
demonstration that the proposed activity is humane, NMFS is considering
requiring proof of Institutional Animal Care and Use Committee approval
of the proposed activity where such approval would be required pursuant
to the Animal Welfare Act. Any comments on this would be appreciated.

Comment: | support that the applicant demonstrate that the proposed activity is humane, this could be with an IACUC or
other means. As proposed, this requirement would be a double standard. It would place a requirement on one group of
applicants who happen to be affiliated with IACUC institutions and not a requirement for those without.

Sec. 216.35 Permit restrictions: One consideration by NMFS is to
provide for only minor amendments to original permits (see Sec.
216.39), not major vs. minor as currently exists, which would require
modifying language in this section. Any proposed change resulting in
the need for an increased level of take or risk of adverse impact above
those authorized in the original permit would no longer be considered



under an amendment, and would require a new permit application. Since
the current regulatory process for reviewing and issuing major
amendments requires a public comment and review period, the time it
takes to issue a major amendment is consistent with the time it takes
to process a new application. Amendments would be issued that only
covered those activities that are currently consistent with a minor
amendment. One exception to this would be that proposed changes in
location, species, and numbers where no take is involved (e.g., import
of parts or specimens legally acquired by a foreign institution) would
be a minor amendment. Similarly, NMFS is considering removing the part
in Sec. 216.35(b) that provides for a 1 year extension of the original
permit. If this change were implemented neither the life of the
original permit nor any subsequent amendment would exceed five years
from the effective date of the permit. NMFS would appreciate any
comments on this recommendation.

The regulations require individuals conducting permitted activities
to possess qualifications commensurate with their duties and
responsibilities, or be under the direct supervision of a person with
such qualifications. NMFS is seeking input on whether it should
promulgate regulations specifying minimum standards for such
qualifications or specific criteria by which applicants' qualifications
and those of other personnel listed in the application could be
evaluated.

Comment: Do not consolidate major and minor amendments. Do not remove option to request a one year extension to the
original permit. NMFS should not decide minimum standards or criteria to evaluate if an individual possesses qualifications
to commensurate with their duties and responsibilities.

Sec. 216.37 Marine mammal parts: This section of the regulations
is the subject of much confusion in interpretation and implementation.
This section is similar to the transfer requirements in Sec. 216.22.
NMFS is interested in clarifying and consolidating this section with
other sections (Sec. Sec. 216.22 and 216.26) involving the transfer of
parts legally taken, such that the same provisions would apply to the



subsequent transfer of any marine mammal part that was already legally
taken under the MMPA and/or ESA. Should there be different requirements
for the transfer of parts legally taken from an ESA-listed versus a non
ESA-listed marine mammal? Does there need to be any clarification on
how to apply or receive authorization for a transfer, and for

determining who can be authorized to receive marine mammal parts and
what documentation is required? Are the reporting requirements adequate
and necessary, and should they be modified in any way? Does the

language in Sec. 216.37(d) regarding export and re-import need to be
clarified, and if so, how?

NMFS seeks recommendations for developing regulatory language to
streamline and govern the issuance of research permits involving
collection, receipt, import, export, and archiving marine mammal parts
for future opportunistic research. Currently marine mammal parts taken
or obtained under permit may be transferred to another person pursuant
to this section of the regulations, but there is no mechanism for
facilitating the initial collection of marine mammal parts by
institutions for eventual use for research purposes where the bona fide
criteria required in section 104(c)(3) of the MMPA cannot be met for
each and every part obtained by the institution. We are considering
establishing guidelines in this section for determining when such
activities would satisfy the bona fide scientific purpose requirement
when the purpose of the initial receipt of the part may be unknown. We
are also considering establishing standardized documentation and
reporting requirements for permits involving marine mammal parts to
demonstrate that the parts are taken legally and in a humane manner and
that all requirements for applicable domestic and foreign laws have
been met regarding importation and exportation.

NMFS is also considering adding to this section requirements and
procedures governing the development, use, distribution or transfer,
and prohibited sale of cell lines derived from marine mammal tissues.
We are also considering similar regulations pertaining to gametes used
by the public display industry and research community in assisted
reproductive techniques of captive marine mammals. Any recommendations



or comments on these topics would be appreciated.

Comment: NMFS needs to make this section easier and clearer. Don’t make it more complicated and do not require more
paperwork or another permit process. Do not require that the researchers at a laboratory where the analyses (e.g. involving
tissue) are to be conducted be required to become co-investigators on the applicants permit. Continue to allow transfer of
marine mammal parts (of any type) be transferred easily between institutions in the United States.

Sec. 216.39 Permit amendments: One consideration already mentioned
(in Sec. 216.35) is to provide for only one amendment type, not major
vs. minor. This would require consolidating this section considerably.
Under this change the language in this section would be consistent with
the following:

(a) General. Special exception permits may be amended by the Office
Director. Amendments may be made to permits in response to, or
independent of, a request from the permit holder. Amendments must be
consistent with the Acts and comply with the applicable provisions of
this subpart. Special exception permits may be amended by the Office
Director without need for further public review or comment.

(1) An amendment means any change to the permit specific conditions
under Sec. 216.36(a) provided that the amendment does not result in any
of the following:

(i) An increase in the number and species of marine mammals that
are authorized to be taken, imported, exported, or otherwise affected,;

(ii) A change in the manner in which these marine mammals may be
taken, imported, exported, or otherwise affected, where such change
would result in an increased level of take or risk of adverse impact;
and

(iii) A change in the location(s) in which the marine mammals may
be taken, from which they may be imported, and to which they may be
exported, as applicable.

(2) A request involving changes to the location, species, and
number of marine mammal parts or specimens received, imported, or
exported, where no take is involved, would qualify as an amendment.

(b) Amendment requests and proposals.



(1) Requests by a permit holder for an amendment must be submitted
in writing and include the following:

(1) The purpose and nature of the amendment;

(i) Information, not previously submitted as part of the permit
application or subsequent reports, necessary to determine whether the
amendment satisfies all issuance criteria set forth at Sec. 216.34,
and, as appropriate, Sec. 216.41, Sec. 216.42, and Sec. 216.43.

(iii) Any additional information required by the Office Director
for purposes of reviewing the proposed amendment.

(2) If an amendment is proposed by the Office Director, the permit
holder will be notified of the proposed amendment, together with an
explanation.

(c) Review of proposed amendments.

(i) After reviewing all appropriate information, the Office
Director will provide the permit holder with written notice of the
decision on a proposed or requested amendment, together with an
explanation for the decision.

(i) An amendment will be effective upon a final decision by the
Office Director.

Comment: Do not consolidate major and minor amendments. Keep minor amendments as currently regulated. Think
simplicity. Minor amendments do not alter the nature of the authorized research.

Sec. 216.40 Penalties and permit sanctions: NMFS is considering
specifying criteria and procedures for the suspension, revocation,
modification, and denial of scientific research or enhancement permits,
in addition to, but consistent with, the provisions of subpart D of 15
CFR part 904. For example, NMFS is considering promulgating specific
regulations for suspension, revocation, modification, and denial of
scientific research and enhancement permits for reasons not related to
enforcement actions.

Comment: This is frightening from a researcher’s perspective. The current NMFS regulations are sufficient. OPR should
not be in the position of determining a penalty for a permit violation. OPR should be thinking about how scientific research



can benefit the understanding of marine mammals in U.S. waters and should be helping researchers acquire the necessary
permits to achieve this goal, not deciding which penalty will occur if some aspect of a permit is violated.

Sec. 216.42 Photography [Reserved]: NMFS may propose regulations
similar to those for the General Authorization (Sec. 216.45). We are
also considering limiting the number of personnel that may be involved
in order to eliminate potential problems with permit holders using such
authorization for ecotourism, since the MMPA does not provide
exemptions for harassment of marine mammals via ecotourism permits. Any
specific recommendations as to what these regulations should or should
not include would be considered.

Comment: It is unclear what problems exist (and why will limiting personnel help?) with permit holders and ecotourism.
There should be a provision in ALL permits for photo-identification of any species so this can occur on ecotourism vessels
(similar to what is, or was, allowed in the Gulf of Maine). Researchers should be allowed to take photographs on ecotourism
vessels. This would reduce the impact to the animal by only having one vessel in the area (rather than an ecotourism vessel and
a researcher vessel) near a marine mammal AND further the scientific knowledge about the species by collaborating with
industry (and educating the public).

Sec. 216.45 General Authorization for Level B harassment for
scientific research: NMFS is considering modifications to this section
that would make General Authorizations (GAs) available based on the
status of the target stock, rather than strictly based on the level of
harassment. The recommended change would make a GA available for all
Level A and Level B research on all non-strategic stocks of MMPA
species. A GA would also be available for stocks defined as strategic
under the MMPA, but only for Level B research activities. Under this
suggested change a GA would not be appropriate for Level A research on
ESA listed species, or depleted and strategic stocks under the MMPA. A
number of paragraphs throughout this section would have to change as a
result of this recommendation. This change, prior to implementation,
would require a similar change in section 104(c)(3)(C) of the MMPA.

Regardless of whether changes are made to allow the GA to apply to
level A harassment, NMFS proposes to modify this section to clarify
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that the description of methods in the letter of intent must specify
the number of marine mammals, by species or stock, that would be taken,
including a justification for such sample sizes.

Comment: Change the MMPA to the proposed action.

NMFS is also considering revising the terms and conditions of the
GA regulations to clarify that any activity conducted incidental to the
research, such as commercial or educational filming or photography,
would require prior written approval from NMFS, and such activities
would be subject to the same conditions as those specified at Sec.
216.41(c)(1)(vii) for scientific research and enhancement permits,
i.e., the conduct of such incidental activities must not involve any
taking of marine mammals beyond what is necessary to conduct the
research.

Comment: This makes sense. Filming should not drive the research.

Other considerations: NMFS is also considering adding new sections
to the regulations. One such consideration would place the permit
application and amendment process on a cycle. One option would be to
accept permit applications and amendment requests quarterly (i.e.,
during any one of four three-month cycles per year). Applicants would
have firmly established deadlines (made known through FR notification,
mailings, and web site) to assist them in planning the submission of
their application relative to the proposed start of their research.

Another option would be to accept applications and amendments only
twice a year, during one of two six-month cycles

One possible disadvantage for applicants under either alternative
is that if a submission deadline were missed an applicant would have to
wait three (option 1) to six (option 2) additional months for their
permit. Applicants are used to requesting amendments at any time. They
too would be affected by this modification and a request for an
amendment could only happen once a permit cycle. However, a permit
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cycle ultimately makes receipt of permits predictable and helps
researchers plan the submission of their applications with respect to
proposed initiation of their work.

For applications to conduct research on non-ESA listed species,
NMFS would aim for an average processing time of 90 days such that
processing an application submitted by the deadline for one cycle could
be completed by the end of the next cycle (three months later). Another
advantage to this is that the average processing time of applications
involving ESA-listed marine mammal species would likely be reduced
because we would be able to conduct batched consultations and analyses
under the ESA and NEPA. In cases where programmatic NEPA documents and
corresponding ESA section 7 consultations have been completed, an
average processing time of 90 to 120 days could be possible for those
research activities covered by the documents.

Comment: | am happy to see considerations for making the application process easier; however, |1 do not think cycles will
solve the problem. Each permit application is different and requires different timelines for resolving issues. | do not see this
occurring on a timeline suitable for all applications. | fear that a cycle will prolong the process for some/many applications. |
suggest offering provisional permits is a better solution.

12



United States Department of the Interior

FISH AND WILDLIFE SERVICE
Washington, D.C. 20240

NEGEDNE] |
JEC 18 2007 W DEC 12

_—

In Reply Refer To:
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Chief, Permits, Conservation and Education Division
Office of Protected Resources,

National Marine Fisheries Service

1315 East-West Highway, Room 13705

Silver Spring, Maryland 20910.

Attn: Permit Regulations ANPR
Dear Mr. Payne:

Thank you for the opportunity to review the Advance Notice of Proposed Rulemaking
(ANPR), request for comments. The Service would welcome the opportunity to work
with your staff during the development of these regulations. Our staff coordinates closely
with NMFS permit staff, not only for the issuance of joint permits for scientific research,
but to address inconsistencies in policies between the two agencies that cause confusion
for applicants and permittees. Therefore, we suggest that further consideration should be
given to the development of joint regulations for facilitating the implementation of the
MMPA and ESA. The staff in the Division of Management Authority have specific
comments regarding the ANPR. The DMA will be contacting the Office of Protected
Resources to schedule a meeting to discuss these comments and to explore the possibility
of developing joint regulations.
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obert R. Gabel, Chief
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Subject: Permit Regulations ANPR

From: John Wise <john.wise@maine.edu>
Date: Wed, 12 Dec 2007 15:16:37 -0500
To: NMFS.PR1Comments@noaa.gov

CC: Sloan_Amy <Amy.Sloan@noaa.gov>

Over the past several years the Wise Laboratory of Environmental and Genetic Toxicology has pioneered the
development of marine mammal cell lines. We have created approximately 320 cell lines from 12 organs of 31
different marine mammal species. We have made these cell lines as tools for the community, however, in the
process of doing so we have identified several aspects of NMFS regulation that hinder the free exchange of
research materials among scientists. In particular, we offer the following 5 points for consideration concerning
marine mammal cell lines. For the purposes of this discussion, we have used the following definitions:

Primary cell lines are cultures of dispersed cells that have not been altered to extend their lifespan and
thus have a finite lifespan. They are inclusive of the initial cells that grew out of the tissue.

Immortalized cell lines are cultures of cells that have been altered to extend their lifespan.

1. Determination of when a marine mammal cell line ceases to be a marine mammal part.

Under the current regulations cells isolated/derived from marine mammals are regulated as marine mammal
parts. The current regulations are silent on defining when a cell line either primary or immortalized, ceases to be
a marine mammal part. This silence creates a fair amount of confusion amongst researchers as they seek to
work with the cell lines.

We are aware of the definitions surrounding DNA as a marine mammal part. Specifically, that the original DNA
is considered a marine mammal part, but that polymerase chain reaction (PCR) products of that DNA are not. It
is tempting to suggest that a similar definition could be applied to cell lines such as once a cell line is
immortalized it ceases to be a marine mammal part. Upon reflection, however, we feel that such a definition
does not work well for cell lines. The complicating factor as we see it is that there can be significant commercial
value in immortalized cell lines and comparatively less in primary cell lines. Developing an immortalized cell line
requires primary cells and therefore, if immortalized cell lines prove commercially valuable there will be
increased demand to obtain whale parts (primary cells) for this commercialization effort to produce more and
different types of immortalized celi lines. Thus, we suggest that both primary and immortalized cell lines should
be listed specifically as marine mammal parts.

We do think that the definition should stop there and that products derived from immortalized cell lines should
not be considered marine mammal parts. For example, if one developed a marine sensor that included an
immortalized cell line as part of that sensor, the sensor would not be considered a marine mammal part despite
the involvement of the immortalized cell line. This scenario only creates a demand for the immortalized cell line,
which can be grown in mass culture. It would not likely create a demand for more primary cell lines or tissue as
no two immortalized cell lines are exactly alike and thus it would be difficult to recreate the same cell line. Thus,
the cell line, itself, would not be commercializable, but application of it could be. We suggest, therefore, that
immortalized cell lines cease to be considered a marine mammal part once they are modified further.

2. Adjustments to the current permitting/reporting structure and responsibility.

The current regulations require that researchers hold a NMFS permit or be listed as a co-investigator on the
permit of another researcher to use cell lines though they do not explicitly state so. This practice forces the
responsibility and the liability for cell line use onto the laboratory that generated the cell lines. This practice is
contradictory to human cell line research where cell lines for research are distributed freely and without
permitting requirements. Thus, there is confusion amongst researchers who wish to use cell lines without any
contact with the tissues or animals and those moving into marine mammal research from human health.

The permitting process is very cumbersome for a laboratory that just wants to work with cells. It also forces

permitted users to have to explain that NMFS regulates cell lines even though it is not specified in the
regulations and requires that the investigator assume an unfair amount of liability if they do share the cell line by

12/12/2007 6:10 PM


mailto:wise@maine.edu
mailto:Comments@noaa.gov
mailto:Sloan@noaa.gov

Permit Regulations ANPR

adding the new user as a co-investigator to the permit.

To better assist in the understanding and use of cell lines, we propose the following changes to the current
permitting regulations:

a. Define in the permit rules that cell lines are considered marine mammal parts including both primary cell lines
and immortalized cell lines.

b. Require the normal permitting process for laboratories that seek to create cell lines whether primary or
immortalized cell lines. This step will ensure that NMFS can track those individuals making cell lines as well as
ensuring annual reporting on those efforts.

c. Create a new registry process instead of a permitting process for researchers who want to use cell cultures
but not create new cell lines. For example, researchers who want to screen for viruses, conduct toxicology
testing, or investigate genetic status. This registry would be at NMFS and allow NMFS to track all users of cell
lines without the long delay of the permitting process. These researchers should be required to provide an
annual report to NMFS describing their efforts and would need to include a statement that they will not sell,
commercialize or distribute the cell lines, nor will they attempt to create new celi lines. Of course, if they
wanted to develop cell lines they would be free to obtain a full permit.

This registry would allow registered researchers to obtain cell lines from permitted producers of cell lines.
Permitted researchers would report a list of registered users who obtained cells from them in their annual report
to NMFS. This registry would allow for easier and better sharing of cell lines and keep the responsibility for the
cell lines between NMFS and the registered user and remove the permitted user from the middle.

3. Adjustments to the current import/export rules to allow for faster receipt of tissue.

Current import/export rules require a CITES permit to ship the small pieces of tissue. Developing cell lines
requires access to fresh tissue as fast as possible. The current need for a CITES permit to import cell lines
interferes with the ability to develop some of these specialized cell types.

We suggest that tissue for the purposes of developing cell lines be exempt from CITES to allow for more rapid
transport. This exemption would greatly increase the cell types available and the development of new lines that
may be very informative about marine mammal health.

The challenge of course is that some may try to circumvent CITES by claiming that their tissue is for cell lines
when it isn’t. To reduce or prevent these situations, we suggest the following changes to the permitting process:

a. Require that to be CITES exempt for cell lines, the NMFS permit must explicitly indicate that the investigator
is permitted to develop cell lines.

b. Require that for a NMFS permit for developing cell lines that the investigator have demonstrated experience
developing cell lines to prevent it being listed as an activity that cannot be done.

c. Limit the size of a piece of tissue that can be imported/exported for cell line development to a piece about the
size of a quarter.

These changes would limit the cell line activity to teams with track records in developing cell lines and allow for
exemption from CITES.

4. Adjustments to the current rules for use of cell lines by investigators outside the United States.

The current rules do not require investigators outside the United States to have or obtain a permit, but they do
require permitted U.S. investigators to be responsible for them under their own NMFS permit. This requirement
is an unreasonable burden on the U.S. researcher as the NMFS permit has no authority in other countries. We
suggest that a solution to this situation is to have foreign investigators join the cell line registry described above.
This requirement would make them aware of US law and regulations and place the responsibility for them back
onto NMFS, the permitting agency instead of with the investigator.
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5. Clarification on Cost Recovery.

The process of developing cell lines is expensive and there is little grant support to do it. It is our understanding
that cost recovery is allowed, but the current regulations are silent with respect to what are allowable costs for
recovery. We suggest that the new regulations should address this explicitly and describe allowable cost. Such
cost might include storage fees (e.g. liquid nitrogen), shipping and handling fees, supply costs for the reagents
used to make the cell lines and labor costs used to process the tissue.

John Pierce Wise, Sr., Ph.D.

Director, Maine Center for Toxicology and Environmental Health
Professor of Toxicology and Molecular Epidemiology,
Department of Applied Medical Sciences

University of Southern Maine

96 Falmouth St.

PO Box 9300

Portland, ME 04104-9300

Phone (207) 228-8050

FAX (207) 228-8518

Email John.Wise@usm.maine.edu
www.usm.maine.edu/toxicology

Fedex address:

178 Science Building
96 Falmouth St.
Portland, ME 04103
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