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(iii) Where stored (e.g., building,
room, and freezer),

(iv) When moved from storage and by
whom and when returned to storage
and by whom,

(v) The select agent used and purpose
of use,

(vi) Records created under §73.16 and
9 CFR 121.16 (Transfers),

(vii) For intra-entity transfers (send-
er and the recipient are covered by the
same certificate of registration), the
select agent, the quantity transferred,
the date of transfer, the sender, and
the recipient, and

(viii) Records created under §73.19
and 9 CFR part 121.19 (Notification of
theft, loss, or release),

(2) Accurate, current inventory for
each toxin held, including:

(i) The name and characteristics,

(ii) The quantity acquired from an-
other individual or entity (e.g., con-
tainers, vials, tubes, etc.), date of ac-
quisition, and the source,

(iii) The initial and current quantity
amount (e.g., milligrams, milliliters,
grams, etc.),

(iv) The toxin used and purpose of
use, quantity, date(s) of the use and by
whom,

(v) Where stored (e.g., building, room,
and freezer),

(vi) When moved from storage and by
whom and when returned to storage
and by whom including quantity
amount,

(vii) Records created under §73.16 and
9 CFR part 121.16 (Transfers),

(viii) For intra-entity transfers
(sender and the recipient are covered
by the same certificate of registra-
tion), the toxin, the quantity trans-
ferred, the date of transfer, the sender,
and the recipient,

(ix) Records created under §73.19 and
9 CFR part 121.19 (Notification of theft,
loss, or release), and

(x) If destroyed, the quantity of toxin
destroyed, the date of such action, and
by whom,

(3) A current list of all individuals
that have been granted access approval
from the HHS Secretary or Adminis-
trator,

(4) Information about all entries into
areas containing select agents or tox-
ins, including the name of the indi-
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vidual, name of the escort (if applica-
ble), and date and time of entry,

(5) Accurate, current records created
under §73.9 and 9 CFR part 121.9 (Re-
sponsible Official), §73.11 and 9 CFR
part 121.11 (Security), §73.12 and 9 CFR
part 121.12 (Biosafety), §73.14 and 9 CFR
part 121. 14 (Incident response), and
§73.15 and 9 CFR part 121.15 (Training),
and

(6) A written explanation of any dis-
crepancies.

(b) The individual or entity must im-
plement a system to ensure that all
records and data bases created under
this part are accurate, have controlled
access, and that their authenticity
may be verified.

(c) All records created under this
part must be maintained for three
years and promptly produced upon re-
quest.

§73.18 Inspections.

(a) Without prior notification, the
HHS Secretary, shall be allowed to in-
spect any site at which activities regu-
lated by this part are conducted and
shall be allowed to inspect and copy
any records relating to the activities
covered by this part.

(b) Prior to issuing a certificate of
registration to an individual or entity,
the HHS Secretary may inspect and
evaluate the premises and records to
ensure compliance with this part.

§73.19 Notification of theft, loss, or re-
lease.

(a) Upon discovery of the theft or loss
of a select agent or toxin, an individual
or entity must immediately notify CDC
or APHIS and appropriate Federal,
State, or local law enforcement agen-
cies. Thefts or losses must be reported
even if the select agent or toxin is sub-
sequently recovered or the responsible
parties are identified.

(1) The theft or loss of a select agent
or toxin must be reported immediately
by telephone, facsimile, or e-mail. The
following information must be pro-
vided:

(i) The name of the select agent or
toxin and any identifying information
(e.g., strain or other characterization
information),

(ii) An estimate of the quantity lost
or stolen,
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(iii) An estimate of the time during
which the theft or loss occurred,

(iv) The location (building, room)
from which the theft or loss occurred,
and

(v) The list of Federal, State, or local
law enforcement agencies to which the
individual or entity reported, or in-
tends to report the theft or loss.

(2) A completed APHIS/CDC Form 3
must submitted within seven calendar
days.

(b) Upon discovery of a release of an
agent or toxin causing occupational ex-
posure or release of a select agent or
toxin outside of the primary barriers of
the biocontainment area, an individual
or entity must immediately notify CDC
or APHIS.

(1) The release of a select agent or
toxin must be reported by telephone,
facsimile, or e-mail. The following in-
formation must be provided:

(i) The name of the select agent or
toxin and any identifying information
(e.g., strain or other characterization
information),

(ii) An estimate of the quantity re-
leased,

(iii) The time and duration of the re-
lease,

(iv) The environment into which the
release occurred (e.g., in building or
outside of building, waste system),

(v) The location (building, room)
from which the release occurred,

(vi) The number of individuals poten-
tially exposed at the entity,

(vii) Actions taken to respond to the
release, and

(viii) Hazards posed by the release.

(2) A completed APHIS/CDC Form 3
must be submitted within seven cal-
endar days.

§73.20 Administrative review.

An individual or entity may appeal a
denial, revocation, or suspension of
registration under this part. An indi-
vidual may appeal a denial, limitation,
or revocation of access approval under
this part. The appeal must be in writ-
ing, state the factual basis for the ap-
peal, and be submitted to the HHS Sec-
retary within 30 calendar days of the
decision. Where the denial, revocation,
or suspension of registration or the de-
nial, limitation, or revocation of an in-
dividual’s access approval is based
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upon an identification by the Attorney
General, the request for review will be
forwarded to the Attorney General.
The HHS Secretary’s decision con-
stitutes final agency action.

§73.21 Civil money penalties.

(a) The Inspector General of the De-
partment of Health and Human Serv-
ices is delegated authority to conduct
investigations and to impose civil
money penalties against any individual
or entity in accordance with regula-
tions in 42 CFR part 1003 for violations
of the regulations in this part, as au-
thorized by the Public Health Security
and Bioterrorism Preparedness and Re-
sponse Act of 2002 (Pub. L. 107-188). The
delegation of authority includes all
powers contained in section 6 of the In-
spector General Act of 1978 (6 U.S.C.
App.).

(b) The administrative law judges in,
assigned to, or detailed to the Depart-
mental Appeals Board have been dele-
gated authority to conduct hearings
and to render decisions in accordance
with 42 CFR part 1005 with respect to
the imposition of civil money pen-
alties, as authorized by the Public
Health Security and Bioterrorism Pre-
paredness and Response Act of 2002
(Pub. L. 107-188). This delegation in-
cludes, but is not limited to, the au-
thority to administer oaths and affir-
mations, to subpoena witnesses and
documents, to examine witnesses, to
exclude or receive and give appropriate
weight to materials and testimony of-
fered as evidence, to make findings of
fact and conclusions of law, and to de-
termine the civil money penalties to be
imposed.

(c) The Departmental Appeals Board
of the Department of Health and
Human Services is delegated authority
to make final determinations with re-
spect to the imposition of civil money
penalties for violations of the regula-
tions of this part.

PART 75—STANDARDS FOR THE

ACCREDITATION OF EDU-
CATIONAL PROGRAMS FOR AND
THE CREDENTIALING OF

RADIOLOGIC PERSONNEL

Sec.
75.1 Background and purpose.
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