§121.1

responsible official has identified as
having a legitimate need to handle or
use listed agents or toxins, and who
have the appropriate training and
skills to handle such agents or toxins,
as required in §121.11.

(4) By June 12, 2003, the responsible
official must submit the security sec-
tion of the Biosafety and Security Plan
required in §121.12 to APHIS or, for
overlap agents or toxins, to APHIS or
CDC.

(5) By September 12, 2003, the respon-
sible official must implement the secu-
rity section of the Biosafety and Secu-
rity Plan, as required in §121.12, and
provide security training in accordance
with 9 CFR 121.13.

(6) By November 12, 2003, the reg-
istration application process must be
complete and the entity in full compli-
ance with the regulations in this part,
except as otherwise provided in para-
graphs (b) and (c) of this section.

(b) Provisional registration. (1) Not-
withstanding the provisions in para-
graph (a) of this section, APHIS may
issue a provisional registration certifi-
cate to current possessors if, as of No-
vember 12, 2003:

(i) The Attorney General has received
all of the information, including fin-
gerprint cards, required by the Attor-
ney General to conduct a security risk
assessment of the entity, including any
individual who owns or controls the en-
tity; and

(i) The entity otherwise meets all of
the requirements of this part.

(2) Notwithstanding the provisions in
paragraph (a) of this section, APHIS
may issue a provisional registration
certificate to individuals and entities
that did not possess listed biological
agents or toxins as of February 11, 2003,
if, as of November 12, 2003:

(i) The Attorney General has received
all of the information, including fin-
gerprint cards, required by the Attor-
ney General to conduct a security risk
assessment of the entity, including any
individual who owns or controls the en-
tity;

(i) The entity otherwise meets all of
the requirements of this part; and

(iii) The Administrator finds that cir-
cumstances warrant such action in the
interest of the health of plants or plant
products or national security.
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(3) A provisional registration certifi-
cate will be effective until APHIS ei-
ther issues a certificate of registration
or suspends or revokes the provisional
registration.

(c) Notwithstanding the provisions in
paragraph (a) of this section, APHIS
may issue a provisional grant of access
for individuals identified by an entity
as having a legitimate need to handle
or use agents or toxins listed in §121.3
if, as of November 12, 2003, the Attor-
ney General has received all of the in-
formation, including fingerprint cards,
required by the Attorney General to
conduct a security risk assessment of
that individual. A provisional grant of
access will be effective until APHIS
grants or denies access to biological
agents or toxins listed in §121.3.

[68 FR 62220, Nov. 3, 2003]

§121.1 Definitions.

Administrator. The Administrator,
Animal and Plant Health Inspection
Service, or any person authorized to
act for the Administrator.

Animal and Plant Health Inspection
Service (APHIS). The Animal and Plant
Health Inspection Service of the United
States Department of Agriculture.

Attorney General. The Attorney Gen-
eral of the United States or any person
authorized to act for the Attorney Gen-
eral.

Biological agent. Any microorganism
(including, but not limited to, bacteria,
viruses, fungi, rickettsiae, or pro-
tozoa), or infectious substance, or any
naturally occurring, bioengineered, or
synthesized component of any such
microorganism or infectious substance,
capable of causing:

(1) Death, disease, or other biological
malfunction in a human, an animal, a
plant, or another living organism;

(2) Deterioration of food, water,
equipment, supplies, or material of any
kind; or

(3) Deleterious alteration of the envi-
ronment.

Centers for Disease Control and Preven-
tion (CDC). The Centers for Disease
Control and Prevention of the United
States Department of Health and
Human Services.

Clinical laboratory. A laboratory facil-
ity that receives patients and collects
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specimens for processing or shipping to
another laboratory.

Diagnostic laboratory. A laboratory fa-
cility that receives specimens for the
purpose of determining the identities
of pests, pathogens, contaminants, or
causes of disease.

Entity. Any government agency (Fed-
eral, State, or local), academic institu-
tion, corporation, company, partner-
ship, society, association, firm, sole
proprietorship, or other legal entity.

Import. To move into, or the act of

movement into, the territorial limits
of the United States.
Interstate. From one State into or

through any other State, or within the
District of Columbia, Guam, the Virgin
Islands of the United States, or any
other territory or possession of the
United States.

Overlap agent or toxin. Any micro-
organism (including, but not limited
to, bacteria, viruses, fungi, rickettsiae,
or protozoa) or toxin that poses a risk
to both human and animal health and
that is listed in §121.3(b).

Permit. A written authorization by
the Administrator to import or move
interstate biological agents or toxins,
under conditions prescribed by the Ad-
ministrator.

Proficiency testing. A sponsored, time-
limited analytical trial whereby one or
more analytes, previously confirmed by
the sponsor, are submitted to the test-
ing laboratory for analysis and where
final results are graded, scores are re-
corded and provided to participants,
and scores for participants are evalu-
ated for acceptance.

Responsible official. The individual
designated by an entity to act on its
behalf. This individual must have the
authority and control to ensure com-
pliance with the regulations in this
part.

Specimen. A sample of material col-
lected for use in testing, such as tis-
sues, gastrointestinal contents, feces,
bodily fluids (blood, serum, etc.), soil,
water, feed or feed ingredients, swabs,
cultures, and suspensions.

State. Any of the several States of the
United States, the Commonwealth of
the Northern Mariana Islands, the
Commonwealth of Puerto Rico, the
District of Columbia, Guam, the Virgin
Islands of the United States, or any
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other territory or possession of the
United States.

Toxin. The toxic material or product
of plants, animals, microorganisms (in-
cluding, but not limited to, bacteria,
viruses, fungi, rickettsiae, or pro-
tozoa), or infectious substances, or a
recombinant or synthesized molecule,
whatever their origin and method of
production, and includes:

(1) Any poisonous substance or bio-
logical product that may be engineered
as a result of biotechnology produced
by a living organism; or

(2) Any poisonous isomer or biologi-
cal product, homolog, or derivative of
such a substance.

United States. All of the States.

USDA. The United States Depart-
ment of Agriculture.

§121.2 Purpose and scope.

(@) This part sets forth the require-
ments for possession, use, and transfer
of biological agents or toxins that have
been determined to have the potential
to pose a severe threat to both human
and animal health, to animal health, or
to animal products. The purpose of this
part is to ensure the safe handling of
such agents or toxins, and to protect
against the use of such agents or toxins
in domestic or international terrorism
or for any other criminal purpose.

(b) Accordingly, this part provides
that any individual or entity that pos-
sesses, uses, or transfers any agent or
toxin listed in §121.3 must register in
accordance with §121.7. To register,
each entity must designate an indi-
vidual who has the authority and con-
trol to ensure compliance with the reg-
ulations to be the responsible official.
The responsible official must complete
and submit the registration application
package to APHIS or, for overlap
agents or toxins, to APHIS or CDC. As
part of registration, the responsible of-
ficial, the entity, and, where applica-
ble, the individual who owns or con-
trols such entity will be subject to a
security risk assessment by the Attor-
ney General.

(c) The responsible official is respon-
sible for ensuring compliance with the
safety procedures in this part, includ-
ing implementing the Biosafety and
Security Plan in accordance with
§121.12, providing the proper training
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