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§331.4 [Reserved]

§331.5 Exemptions.

(a) Diagnostic laboratories and other
entities that possess, use, or transfer a
select agent or toxin that is contained
in a specimen presented for diagnosis
or verification will be exempt from the
requirements of this part for such
agent or toxin contained in the speci-
men, provided that:

(1) Unless directed otherwise by the
Administrator, within 7 calendar days
after identification, the agent or toxin
is transferred in accordance with
§331.16 or destroyed on-site by a recog-
nized sterilization or inactivation proc-
ess;

(2) The agent or toxin is secured
against theft, loss, or release during
the period between identification of
the agent or toxin and transfer or de-
struction of such agent or toxin, and
any theft, loss, or release of such agent
or toxin is reported; and

(3) The identification of the agent or
toxin is immediately reported to
APHIS or CDC by telephone, facsimile,
or e-mail. This report must be followed
by submission of APHIS/CDC Form 4
within 7 calendar days after identifica-
tion. Less stringent reporting may be
required during agricultural emer-
gencies or outbreaks, or in endemic
areas. A copy of APHIS/CDC Form 4
must be maintained for 3 years.

(b) In addition to the exemption pro-
vided in paragraph (a) of this section,
the Administrator may grant a specific
exemption upon a showing of good
cause and upon his or her determina-
tion that such exemption is consistent
with protecting plant health or plant
products. An individual or entity may
request in writing an exemption from
the requirements of this part. If grant-
ed, such exemptions are valid for a
maximum of 3 years; thereafter, an in-
dividual or entity must request a new
exemption. If a request for exemption
is denied, an individual or entity may
request reconsideration in writing to
the Administrator. The request for re-
consideration must state all of the
facts and reasons upon which the indi-
vidual or entity relies to show that the
exemption was wrongfully denied. The
Administrator will grant or deny the
request for reconsideration as prompt-

§331.7

ly as circumstances allow and will
state, in writing, the reasons for the
decision.

§331.6 [Reserved]

§331.7 Registration and related secu-
rity risk assessments.

(a) Unless exempted under §331.5, an
individual or entity shall not possess,
use, or transfer any select agent or
toxin without a certificate of registra-
tion issued by the Administrator.

(b) As a condition of registration,
each entity must designate an indi-
vidual to be its responsible official.
While most registrants are likely to be
entities, in the event that an indi-
vidual applies for and is granted a cer-
tificate of registration, the individual
will be considered the responsible offi-
cial.

(c)(1) As a condition of registration,
the following must be approved by the
Administrator or the HHS Secretary
based on a security risk assessment by
the Attorney General:

(i) The individual or entity;

(ii) The responsible official; and

(iii) Unless otherwise exempted under
this section, any individual who owns
or controls the entity.

(2) Federal, State, or local govern-
mental agencies, including public ac-
credited academic institutions, are ex-
empt from the security risk assess-
ments for the entity and the individual
who owns or controls such entity.

(3) An individual will be deemed to
own or control an entity under the fol-
lowing conditions:?

(i) For a private institution of higher
education, an individual will be deemed
to own or control the entity if the indi-
vidual is in a managerial or executive
capacity with regard to the entity’s se-
lect agents or toxins or with regard to
the individuals with access to the se-
lect agents or toxins possessed, used, or
transferred by the entity.

(ii) For entities other than institu-
tions of higher education, an individual
will be deemed to own or control the
entity if the individual:

(A) Owns 50 percent or more of the
entity, or is a holder or owner of 50 per-
cent or more of its voting stock; or

1These conditions may apply to more than
one individual.
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