§216.46

(i) The letter of intent included false
information or statements of a mate-
rial nature;

(ii) The research does not constitute
bona fide scientific research;

(iii) Research activities result in
takings of marine mammals other than
by Level B harassment;

(iv) Research activities differ from
those described in the letter of intent
submitted by the applicant and letter
of confirmation issued by NMF'S; or

(v) The applicant violates any term
or condition set forth in this section.

(2) Any suspension, revocation, or
modification is subject to the require-
ments of 15 CFR part 904.

[59 FR 50376, Oct. 3, 1994]

§216.46 U.S. citizens on foreign flag
vessels operating under the Inter-
national Dolphin Conservation Pro-

gram.

The MMPA’s provisions do not apply
to a citizen of the United States who
incidentally takes any marine mam-
mal during fishing operations in the
ETP which are outside the U.S. exclu-
sive economic zone (as defined in sec-
tion 3 of the Magnuson-Stevens Fish-
ery Conservation and Management Act
(16 U.S.C. 1802)), while employed on a
fishing vessel of a harvesting nation
that is participating in, and in compli-
ance with, the IDCP.

[65 FR 56, Jan. 3, 2000]

§216.47 Access to marine mammal tis-
sue, analyses, and data.

(a) Applications for the National Ma-
rine Mammal Tissue Bank samples
(NMMTB). (1) A principal investigator,
contributor or holder of a scientific re-
search permit issued in accordance
with the provisions of this subpart may
apply for access to a tissue specimen
sample in the NMMTB. Applicants for
tissue specimen samples from the
NMMTB must submit a signed written
request with attached study plan to
the Marine Mammal Health and
Stranding Response Program
(MMHSRP) Program Manager, Office of
Protected Resources, NMFS. The writ-
ten request must include:

(i) A clear and concise statement of
the proposed use of the banked tissue
specimen. The applicant must dem-
onstrate that the proposed use of the
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banked tissue is consistent with the
goals of the NMMTB and the
MMHSRP.

(A) The goals of the MMHSRP are to
facilitate the collection and dissemina-
tion of reference data on marine mam-
mals and health trends of marine mam-
mal populations in the wild; to cor-
relate the health of marine mammals
and marine mammal populations in the
wild with available data on physical,
chemical, and biological environmental
parameters; and to coordinate effective
responses to unusual mortality events.

(B) The goal of the NMMTB is to
maintain quality controlled marine
mammal tissues that will permit retro-
spective analyses to determine envi-
ronmental trends of contaminants and
other analytes of interest and that will
provide the highest quality samples for
analyses using new and innovative
techniques.

(ii) A copy of the applicant’s sci-
entific research permit. The applicant
must demonstrate that the proposed
use of the banked tissue is authorized
by the permit;

(iii) Name of principal investigator,
official title, and affiliated research or
academic organization;

(iv) Specific tissue sample and quan-
tity desired;

(v) Research facility where analyses
will be conducted. The applicant must
demonstrate that the research facility
will follow the Analytical Quality As-
surance (AQA) program, which was de-
signed to ensure the accuracy, preci-
sion, level of detection, and inter-
compatibility of data resulting from
chemical analyses of marine mammal
tissues. The AQA consists of annual
interlaboratory comparisons and the
development of control materials and
standard reference materials for ma-
rine mammal tissues;

(vi) Verification that funding
available to conduct the research;

(vii) Estimated date for completion
of research, and schedule/date of subse-
quent reports;

(viii) Agreement that all research
findings based on use of the banked tis-
sue will be reported to the NMMTB,
MMHSRP Program Manager and the
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National Marine Fisheries Service/NOAA, Commerce

contributor; and the sequences of tis-
sue specimen samples that are used/re-
leased for genetic analyses (DNA se-
quencing) will be archived in the Na-
tional Center for biotechnology Infor-
mation’s GenBank. Sequence acces-
sions in GenBank should document the
source, citing a NIST field number that
indentifies the animal; and

(ix) Agreement that credit and ac-
knowledgment will be given to U.S.
Fish and Wildlife Service (USFWS), US
Geologic Service (USGS), National In-
stitute of Standards and Technology
(NIST), the Minerals Management
Service (MMS), NMFS, the NMMTB,
and the collector for use of banked tis-
sues.

(2) The applicant shall insert the fol-
lowing acknowledgment in all publica-
tions, abstracts, or presentations based
on research using the banked tissue:

The specimens used in this study were col-
lected by [the contributor] and provided by
the National Marine Mammal Tissue Bank,
which is maintained in the National Biomon-
itoring Specimen Bank at NIST and which is
operated under the direction of NMFS with
the collaboration of MMS, USGS, USFWS,
and NIST through the Marine Mammal
Health and Stranding Response Program
[and the Alaska Marine Mammal Tissue Ar-
chival Project if the samples are from Alas-
kal.

(3) Upon submission of a complete ap-
plication, the MMHSRP Program Man-
ager will send the request and attached
study plan to the following entities
which will function as the review com-
mittee:

(i) Appropriate Federal agency
(NMFS or USFWS) marine mammal
management office for that particular
species; and

(ii) Representatives of the NMMTB
Collaborating Agencies (NMFS, USFS,
USGS Biological Resources Division,
and NIST) If no member of the review
committee is an expert in the field that
is related to the proposed research ac-
tivity, any member may request an
outside review of the proposal, which
may be outside of NMFS or USFWS but
within the Federal Government.

(4) The MMHSRP Program Manager
will send the request and attached
study plan to any contributor(s) of the
tissue specimen sample. The contrib-
utor(s) of the sample may submit com-
ments on the proposed research activ-
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ity to the Director, Office of Protected
Resources within 30 days of the date
that the request was sent to the con-
tributor(s).

(5) The USFWS Representative of the
NMMTB Collaborating Agencies will be
chair of review committees for re-
quests involving species managed by
the DOI. The MMHSRP Program Man-
ager will be chair of all other review
committees.

(6) Each committee chair will provide
recommendations on the request and
an evaluation of the study plan to the
Director, Office of Protected Re-
sources, NMF'S.

(7) The Director, Office of Protected
Resources, NMFS, will make the final
decision on release of the samples
based on the advice provided by the re-
view committee, comments received
from any contributor(s) of the sample
within the time provided in paragraph
(a)(4) of this section, and determina-
tion that the proposed use of the
banked tissue specimen is consistent
with the goals of the MMHSRP and the
NMMTB. The Director will send a writ-
ten decision to the applicant and send
copies to all review committee mem-
bers. If the samples are released, the
response will indicate whether the
samples have been homogenized and, if
not, the homogenization schedule.

(8) The applicant will bear all ship-
ping and homogenization costs related
to use of any specimens from the
NMMTB.

(9) The applicant will dispose of the
tissue specimen sample consistent with
the provisions of the applicant’s sci-
entific research permit after the re-
search is completed, unless the re-
quester submits another request and
receives approval pursuant to this sec-
tion. The request must be submitted
within three months after the original
project has been completed.

(b) [Reserved]

[69 FR 41979, July 13, 2004]
§§216.48-216.49 [Reserved]

Subpart E—Designated Ports
§216.50 Importation
ports.

(a) Any marine mammal or marine
mammal product which is subject to

at designated



