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§118.3 Movement of detained biologi-
cal products; Termination of deten-
tion.

Except as provided in paragraphs (a)
and (b) of this section, no biological
product detained in accordance with
the provisions in this part shall be
moved by any person from the place at
which such product is located when it
is detained.

(a) A detained biological product
may be moved from the place at which
it is located when so detained for the
purpose of providing proper storage
conditions if such movement has been
approved by an authorized representa-
tive of the Administrator; Provided,
That, the biological product so moved
shall be detained by an authorized rep-
resentative of the Administrator after
such movement.

(b) A detained biological product
may be moved from the place at which
it is detained on written notification
by an authorized representative of the
Administrator that the detention is
terminated; Provided, That, the condi-
tions under which the detained biologi-
cal product may be moved will be spec-
ified in the written notification of the
termination. The notification of termi-
nation shall be served by either person-
ally delivering the notification, or by
certifying and mailing the notification
addressed to such person at the last
known residence or principal office or
place of business of the owner, agent,
or other person having custody of the
biological product.

[62 FR 30135, Aug. 13, 1987, as amended at 56
FR 66784, Dec. 26, 1991]

§118.4 Seizure and condemnation.

Any biological product which is pre-
pared, sold, bartered, exchanged, or
shipped in violation of the Act or regu-
lations shall be liable to be proceeded
against and seized and condemned, at
any time, on a libel of information in
any United States district court or
other proper court within the jurisdic-
tion of which the product is found. If
the product is condemned, it shall,
after entry of the decree, be disposed of
by destruction or sale as the court may
direct, and the proceeds, if sold, less
the court costs and fees, and storage
and other proper expenses, shall be
paid into the Treasury of the United
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States, but the product shall not be
sold contrary to the provisions of the
Act or the laws of the jurisdiction in
which it is sold; Provided, That, upon
the execution and delivery of a good
and sufficient bond conditioned that
the product shall not be sold or other-
wise disposed of contrary to the provi-
sions of the Act or the laws or jurisdic-
tion in which disposal is made, the
court may direct that such product be
delivered to the owner thereof subject
to such supervision by authorized rep-
resentatives of the Administrator as is
necessary to ensure compliance with
the applicable laws. When a decree of
condemnation is entered against the
product and it is released under bond,
or destroyed, court costs and fees, and
storage and other proper expenses shall
be awarded against the person, if any,
intervening as claimant of the product.
The proceedings in such libel cases
shall conform, as nearly as may be
practicable, to the proceedings in ad-
miralty, except that either party may
demand trial by jury of any issue of
fact joined in any case, and all such
proceedings shall be at the suit of and
in the name of the United States.

[62 FR 30135, Aug. 13, 1987, as amended at 56
FR 66784, Dec. 26, 1991]
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EFFECTIVE DATE NOTE: At 67 FR 76931, Dec.
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text effective Feb. 11, 2003 is set forth fol-
lowing the current text.

§121.1 Definitions.

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
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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.

Facility. Any individual or govern-
ment agency, university, corporation,
company, partnership, society, associa-
tion, firm, or other legal entity located
at a single geographic site that may
transfer or receive through any means
a biological agent or toxin subject to
this part.

Overlap agent or torin. A microorga-
nism (including a virus, bacterium,
fungus, rickettsia) or toxin that poses
a risk to both human and animal
health and that is listed in §121.2(a).
The term also includes:

(1) Genetically modified microorga-
nisms or genetic elements from orga-
nisms listed in §121.2(a), shown to
produce or encode for a factor associ-
ated with a disease; and

(2) Genetically modified microorga-
nisms or genetic elements that contain
nucleic acid sequences coding for any
of the toxins listed in §121.2(a), or their
toxic subunits.

Person. Any individual, firm, corpora-
tion, company, society, or association;
any Federal, State, or local govern-
mental entity; or any organized group
of any of the foregoing.

Responsible facility official. An official
authorized to transfer and receive bio-
logical agents or toxins, including
overlap agents and toxins, covered by
this part on behalf of a facility. This
person should be either a safety officer,
a senior management official of the fa-
cility, or both. The responsible facility
official should not be an individual who
actually transfers or receives a biologi-
cal agent or toxin at the facility.

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:

9 CFR Ch. | (1-1-03 Edition)

(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.

[67 FR 52388, Aug. 12, 2002, as amended at 67
FR 60520, Sept. 26, 2002]

§121.2 List of biological agents and
toxins.

The biological agents and toxins list-
ed in this section have been determined
to have the potential to pose a severe
threat to both human and animal
health, to animal health, or to the pro-
duction and marketability of animal
products. Unless exempted under para-
graph (c) of this section, any person
who possesses any listed agent or toxin
or, in the case of a listed disease, the
causative agent of that disease, must
notify the Animal and Plant Health In-
spection Service of that possession in
accordance with §121.3.

(a) Overlap agents and toxins.

(1) Bacillus anthracis.

(2) Brucella abortus, B. melitensis, B.
Suis.

(3) Burkholderia (Pseudomonas) mallei.

4) Burkholderia (Pseudomonas)
pseudomallei.

(5) Clostridium botulinum.

(6) Coccidioides immitis.

(T) Coxiella burnetii.

(8) Eastern equine encephalitis virus.

(9) Equine morbillivirus (Hendra
virus).

(10) Francisella tularensis.

(11) Rift Valley fever virus.

(12) Venezuelan equine encephalitis
virus.

(13) Aflatoxins.

(14) Botulinum toxins.

(15) Clostridium perfringens epsilon
toxin.

(16) Shigatoxin.

(17) Staphylococcal enterotoxins.

(18) T-2 toxin.

(b) Animal agents and toxins.

African horsesickness virus

African swine fever

Akabane virus

Avian influenza (highly pathogenic)
Bluetongue virus (exotic)

Bovine spongiform encephalopathy agent
Camel pox virus

Classical swine fever
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Cowdria ruminantium (heartwater)
Foot-and-mouth disease virus

Goat pox virus

Japanese encephalitis virus

Lumpy skin disease virus

Malignant catarrhal fever

Menangle virus

Mycoplasma capricolum /M. F38/M. mycoides
capri (contagious caprine pleuropneumonia)
Mycoplasma mycoides mycoides (contagious
bovine pleuropneumonia)

Newcastle disease virus (exotic)

Nipah virus

Peste des petits ruminants

Rinderpest virus

Sheep pox

Swine vesicular disease virus

Vesicular stomatitis (exotic)

(c) Exemptions. Persons possessing
products that are, bear, or contain
overlap agents or toxins listed in para-
graph (a) of this section will be exempt
from the notification requirements of
§121.3 if the products have been
cleared, approved, licensed, or reg-
istered pursuant to:

(1) The Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.);

(2) Section 351 of Public Health Serv-
ice Act (42 U.S.C. 262);

(3) The Act commonly known as the
Virus-Serum-Toxin Act (the eighth
paragraph under the heading ‘‘Bureau
of Animal Industry’” in the Act of
March 4, 1913; 21 U.S.C. 1561-159); or

(4) The Federal Insecticide, Fun-
gicide, and Rodenticide Act (7 U.S.C.
131 et seq.).

§121.3 Notification requirements and
procedures.

(a) Any person or facility that pos-
sesses any biological agent or toxin
listed in §121.2(b) must notify the Ani-
mal and Plant Health Inspection Serv-
ice (APHIS) of such possession by Octo-
ber 11, 2002. Any person or facility that
possesses any biological agent or toxin
listed in §121.2(a) that is not exempt
under §121.2(c) must notify APHIS of
such possession by September 10, 2002.
Notice must be provided using the form
“Notification of Possession of Select
Agents or High Consequence Livestock
Pathogens and Toxins.”” A machine-
readable version of the form may be ob-
tained by calling (866) 567-4232. An al-
ternate version of the form is available
on the Internet at http:/
www.aphis.usda.gov/vs/ncie.
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(b) Each facility should designate a
responsible facility official to complete
the form, and a single form that re-
flects all listed agents and toxins pos-
sessed by all persons within the facility
should be submitted for each facility.
The responsible facility official for
each facility should consult with oth-
ers in the facility (e.g., principal inves-
tigators) in order to obtain the infor-
mation necessary to complete the noti-
fication form. The responsible facility
official must review and sign the noti-
fication form and will be the individual
contacted by APHIS if any questions
arise concerning the facility’s re-
sponse.

(c) Completed forms must be mailed
to: Analytical Sciences, Inc., Attn:
FSO P.O. Box 341809, Bethesda, MD
20827-1809.

(d) Assistance in completing the form
available on the Internet may be re-
quested by calling (301) 734-3222. Assist-
ance in completing the machine-read-
able form may be obtained by calling
(866) 567-4232.

(Approved by the Office of Management and
Budget under control number 0579-0201)

EFFECTIVE DATE NOTE: At 67 FR 76931, Dec.
13, 2002, part 121 was revised, effective Feb.
11, 2003. For the convenience of the user, the
revised text is set forth as follows:

PART 121—POSSESSION, USE, AND
TRANSFER OF BIOLOGICAL AGENTS
AND TOXINS

Sec.
121.0
121.1
121.2

Effective and applicability dates.

Definitions.

Purpose and scope.

121.3 List of biological agents and toxins.

121.4 Exemptions for overlap agents or tox-
ins.

121.5 Exemptions for animal agents and tox-
ins.

121.6 Registration; who must register.
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121.8 Denial, revocation, or suspension of
registration.

121.9 Registration; how to register.

121.10 Responsibilities of the responsible of-
ficial.

121.11 Restricting access to
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ins.

121.15 Records.

121.16 Inspections.

biological
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121.17 Notification in the event of theft,
loss, or release of a biological agent or
toxin.

121.18 Administrative review.

AUTHORITY: Secs. 211-213, Title II, Pub. L.
107-188, 116 Stat. 647 (7 U.S.C. 8401).

§121.0 Effective and applicability dates.

The regulations in this part are effective
on February 11, 2003. On and after that date,
any person possessing, using, or transferring
any agent or toxin listed in §121.3 must be in
compliance with the provisions of this part.
However, so as not to disrupt research or
educational projects involving listed agents
or toxins that were underway as of the effec-
tive date of this part, any person possessing
such agents or toxins as of the effective date
(current possessors) will be afforded addi-
tional time to reach full compliance with
this part. Any provision not specifically
cited in paragraphs (a) through (f) of this
section will be applicable as of February 11,
2003. In addition, any person who does not
possess listed agents or toxins by the effec-
tive date of this part, but who wishes to ini-
tiate a research or educational project prior
to November 12, 2003, must be in compliance
with the provisions of this part that are ap-
plicable for current possessors at the time of
application, as provided in paragraphs (a)
through (e) of this section.

(a) During the period from February 11,
2003, to November 12, 2003, biological agents
or toxins listed in §121.3 may only be trans-
ferred to an individual or entity that is not
registered under this part if:

(1) The individual or entity is registered by
CDC for that specific overlap agent or toxin
in accordance with 42 CFR part 72; or

(2) The individual or entity has been issued
a permit by the Administrator under part 122
of this subchapter to import or move inter-
state that specific agent or toxin. If an indi-
vidual or entity has not been issued a permit
under part 122 of this subchapter, the indi-
vidual or entity may apply for a permit. To
receive an agent or toxin, an individual or
entity will also be required to submit APHIS
Form 2041, in accordance with §121.14(c). Be-
cause USDA permits do not cover intrastate
movement, unless registered by CDC under
42 CFR part 72, an individual or entity may
not receive a listed agent or toxin that is
being moved intrastate until that individual
or entity is registered in accordance with
this part.

(b) By March 12, 2003, the responsible offi-
cial must submit the registration applica-
tion package as required in §121.9. In addi-
tion, the responsible official must submit to
the Attorney General the names and identi-
fying information for the responsible offi-
cial; alternate responsible official, where ap-
plicable; entity; and, where applicable, the
individual who owns or controls the entity.

9 CFR Ch. | (1-1-03 Edition)

(c) By April 11, 2003, the responsible official
must submit to the Attorney General the
names and identifying information for all in-
dividuals whom the 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.

(d) By June 12, 2003, the responsible official
must submit the security section of the Bio-
safety and Security Plan required in §121.12
to APHIS or, for overlap agents or toxins, to
APHIS or CDC.

(e) By September 12, 2003, the responsible
official must implement the security section
of the Biosafety and Security Plan, as re-
quired in §121.12, and provide security train-
ing in accordance with 9 CFR 121.13.

(f) By November 12, 2003, the registration
application process must be complete and
the entity in full compliance with the regu-
lations in this part.

§121.1 Definitions.

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

Animal and Plant Health Inspection Service
(APHIS). The Animal and Plant Health In-
spection Service of the United States De-
partment of Agriculture.

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

Biological agent. Any microorganism (in-
cluding, but not limited to, bacteria, viruses,
fungi, rickettsiae, or protozoa), or infectious
substance, or any naturally occurring, bio-
engineered, or synthesized component of any
such microorganism or infectious substance,
capable of causing:

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

(2) Deterioration of food, water, equip-
ment, supplies, or material of any kind; or

(3) Deleterious alteration of the environ-
ment.

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

Clinical laboratory. A laboratory facility
that receives patients and collects specimens
for processing or shipping to another labora-
tory.

Diagnostic laboratory. A laboratory facility
that receives specimens for the purpose of
determining the identities of pests, patho-
gens, contaminants, or causes of disease.

Entity. Any government agency (Federal,
State, or local), academic institution, cor-
poration, company, partnership, society, as-
sociation, firm, sole proprietorship, or other
legal entity.
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Import. To move into, or the act of move-
ment into, the territorial limits of the
United States.

Interstate. From one State into or through
any other State, or within the District of Co-
lumbia, Guam, the Virgin Islands of the
United States, or any other territory or pos-
session of the United States.

Overlap agent or toxin. Any microorganism
(including, but not limited to, bacteria, vi-
ruses, 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 Ad-
ministrator to import or move interstate bi-
ological agents or toxins, under conditions
prescribed by the Administrator.

Proficiency testing. A sponsored, time-lim-
ited analytical trial whereby one or more
analytes, previously confirmed by the spon-
sor, are submitted to the testing laboratory
for analysis and where final results are grad-
ed, scores are recorded and provided to par-
ticipants, and scores for participants are
evaluated for acceptance.

Responsible official. The individual des-
ignated by an entity to act on its behalf.
This individual must have the authority and
control to ensure compliance with the regu-
lations in this part.

Specimen. A sample of material collected
for use in testing, such as tissues, gastro-
intestinal contents, feces, bodily fluids
(blood, serum, etc.), soil, water, feed or feed
ingredients, swabs, cultures, and suspen-
sions.

State. Any of the several States of the
United States, the Commonwealth of the
Northern Mariana Islands, the Common-
wealth of Puerto Rico, the District of Colum-
bia, Guam, the Virgin Islands of the United
States, or any other territory or possession
of the United States.

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

(1) Any poisonous substance or biological
product that may be engineered as a result
of biotechnology produced by a living orga-
nism; or

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

United States. All of the States.

USDA. The United States Department of
Agriculture.

§121.2 Purpose and scope.

(a) This part sets forth the requirements
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
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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 possesses, uses,
or transfers any agent or toxin listed in
§121.3 must register in accordance with
§121.7. To register, each entity must des-
ignate an individual who has the authority
and control to ensure compliance with the
regulations 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 official, the entity, and, where
applicable, the individual who owns or con-
trols such entity will be subject to a security
risk assessment by the Attorney General.

(c) The responsible official is responsible
for ensuring compliance with the safety pro-
cedures in this part, including implementing
the Biosafety and Security Plan in accord-
ance with §121.12, providing the proper train-
ing to individuals who handle or use agents
or toxins listed in §121.3, and providing prop-
er laboratory facilities to contain and dis-
pose of such agents or toxins. In addition,
the responsible official is responsible for en-
suring compliance with the safeguard and se-
curity measures in this part, including re-
stricting access to only those individuals
who have a legitimate need to handle or use
agents or toxins and who have been approved
in accordance with §121.11, and transferring
such agents or toxins only to registered indi-
viduals or entities in accordance with
§121.13.

§121.3 List of biological agents and toxins.

(a) Except as provided in paragraphs (f) and
(g) of this section, the Administrator has de-
termined that the biological agents and tox-
ins listed in this section have the potential
to pose a severe threat to both human and
animal health, to animal health, or to ani-
mal products.

(b) Overlap agents and toxins.

Bacillus anthracis

Botulinum neurotoxins

Botulinum neurotoxin producing species of
Clostridium

Brucella abortus

Brucella melitensis

Brucella suis

Burkholderia mallei

Burkholderia pseudomallei

Clostridium botulinum

Clostridium perfringens epsilon toxin

Coccidioides immitis

Cozxiella burnetii

Eastern equine encephalitis virus

Francisella tularensis
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Hendra virus

Nipah virus

Rift Valley fever virus

Shigatoxin

Staphylococcal enterotoxins

T-2 toxin

Venezuelan equine encephalitis virus

(c) Genetic elements, recombinant nucleic
acids, and recombinant organisms of overlap
agents or toxins:

(1) Biological agent viral nucleic acids
(synthetic or naturally derived, contiguous
or fragmented, in host chromosomes or in
expression vectors) that can encode infec-
tious and/or replication competent forms of
any of the biological agent viruses.

(2) Nucleic acids (synthetic or naturally
derived) that encode for the functional
form(s) of any of the toxins listed in para-
graph (b) of this section, if the nucleic acids:

(i) Are in a vector or host chromosome;

(ii) Can be expressed in vivo or in vitro; or

(iii) Are in a vector or host chromosome
and can be expressed in vivo or in vitro.

(3) Viruses, bacteria, fungi, and toxins list-
ed in paragraph (b) of this section that have
been genetically modified.

(d) Animal agents and toxins.

African horse sickness virus

African swine fever virus

Akabane virus

Avian influenza virus (highly pathogenic)

Bluetongue virus (exotic)

Bovine spongiform encephalopathy agent

Camel pox virus

Classical swine fever virus

Cowdria ruminantium (Heartwater)

Foot-and-mouth disease virus

Goat pox virus

Japanese encephalitis virus

Lumpy skin disease virus

Malignant catarrhal fever virus (exotic)

Menangle virus

Mycoplasma capricolum/M. F38/M. mycoides
capri (contagious caprine
pleuropneumonia)

Mycoplasma mycoides mycoides (contagious
bovine pleuropneumonia)

Newcastle disease virus (VVND)

Peste des petits ruminants virus

Rinderpest virus

Sheep pox virus

Swine vesicular disease virus

Vesicular stomatitis virus (exotic)

(e) The Administrator has determined that
it would be impractical to regulate a biologi-
cal agent or toxin that is in its naturally oc-
curring environment. Therefore, any biologi-
cal agent or toxin listed in this section that
is in its naturally occurring environment
will not be subject to the requirements of
this part, provided that the biological agent
or toxin has not been intentionally intro-
duced, cultivated, collected, or otherwise ex-
tracted from its natural source.

9 CFR Ch. | (1-1-03 Edition)

(f) The Administrator has determined that
biological agents or toxins that meet any of
the following criteria do not have the poten-
tial to pose a severe threat to both human
and animal health, or to animal health or
animal products. Therefore, an individual or
entity that only possesses, uses, or transfers
an agent or toxin that meets any of the fol-
lowing criteria will not be subject to the re-
quirements of this part:

(1) Nonviable agents or fixed tissues that
are, bear, or contain agents or toxins listed
in this section.!

(2) Genetic elements or subunits of agents
or toxins listed in paragraph (d) of this sec-
tion, if the genetic elements or subunits are
not capable of causing disease.2

(3) Overlap toxins under the control of a
principal investigator (or equivalent), if the
total aggregate amount does not, at any
time, exceed the following amounts: 0.5 mg
of Botulinum neurotoxins (types A-G), 100
mg of Clostridium perfringens epsilon toxin,
100 mg of Shigatoxin, 5 mg of Staphylococcal
enterotoxins, and 1,000 mg of T-2 toxin.

(g) Attenuated strains. Attenuated strains of
biological agents listed in this section may
not have the potential to pose a severe
threat to both human and animal health, to
animal health, or to animal products. Thus,
an individual or entity may request review
by the Administrator to determine whether
a specific attenuated strain poses a severe
threat to both human and animal health, or
to animal health or animal products. For
overlap agents, an individual or entity may
request review by APHIS or CDC.

(1) If APHIS or CDC determines that a spe-
cific attenuated strain does not pose a severe
threat to human and animal health, or to
animal health or animal products, an indi-
vidual or entity will not be subject to the re-
quirements of this part. This determination
will be limited to the specific attenuated
strain and to the specific activities involving
that attenuated strain.

(2) An individual or entity may request a
review by writing to the Administrator or,
for overlap agents, by writing to the Admin-
istrator or CDC.3

1However, the importation and interstate

movement of these genetic elements or
subunits of listed agents or toxins are still
subject to the permit requirements under
part 122 of this subchapter.

2See footnote 1.

3A request to review an attenuated strain
may be mailed to National Center for Import
and Export, VS, APHIS, 4700 River Road Unit
40, Riverdale, MD 20737-1231; or faxed to (301)
734-3652. For overlap agents, a request for re-
view may be mailed to the above address or
to Select Agent Program, Centers for Dis-
ease Control and Prevention, 1600 Clifton
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(3) If it is determined that a specific at-
tenuated strain does not pose a severe
threat, APHIS or CDC will notify the appli-
cant and publish a notice in the FEDERAL
REGISTER.

(4) An individual or entity may request re-
consideration of an adverse decision in writ-
ing to the Administrator. The request for re-
consideration must state all of the facts and
reasons upon which the individual or entity
relies upon to show the decision was incor-
rect. The Administrator will grant or deny
the request for reconsideration as promptly
as circumstances allow and will state, in
writing, the reasons for the decision. If there
is a conflict as to any material fact, the indi-
vidual or entity may request a hearing to re-
solve the conflict.

§121.4 Exemptions for overlap agents or
toxins.

(a) Clinical or diagnostic laboratories and
other entities possessing, using, or transfer-
ring overlap agents or toxins that are con-
tained in specimens presented for diagnosis
or verification will be exempt from the re-
quirements of this part, provided that:

(1) The identification of such agents or tox-
ins is immediately reported to APHIS or
CDC, and to other appropriate authorities
when required by Federal, State, or local
law; and

(2) Within 7 days after identification, the
agents or toxins are transferred or inac-
tivated, and APHIS Form 2040 is submitted
to APHIS or CDC.4 During agricultural emer-
gencies or outbreaks, or in endemic areas,
the Administrator may require less frequent
reporting. A copy of the completed form
must be maintained for 3 years.

(b) Clinical or diagnostic laboratories and
other entities possessing, using, or transfer-
ring overlap agents or toxins that are con-
tained in specimens presented for proficiency
testing will be exempt from the require-
ments of this part, provided that:

(1) The identification of such agents or tox-
ins, and their derivatives, is immediately re-
ported to the APHIS or CDC, and to other
appropriate authorities when required by
Federal, State, or local law; and

(2) Within 90 days of receipt, the agents or
toxins are transferred or inactivated, and
APHIS Form 2040 is submitted to APHIS or

Road, NE, Mail Stop E 79, Atlanta, GA 30333;
or faxed to (404) 498-2265.

4A clinical or diagnostic laboratory, or
other entity, may immediately notify APHIS
by faxing (301) 734-3652. APHIS Form 2040
may be obtained by calling APHIS at (301)
734-3277 or by calling CDC at (404) 498-2265.
The form is also available on the Internet at
hitp:/www.aphis.usda.gov/vs/ncie.bta.html or
hitp://www.cdc.gov/od/ohs/lrsat.htm. The com-
pleted form may be mailed or faxed to
APHIS or CDC, as provided in footnote 3.
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CDC. A copy of the completed form must be
maintained for 3 years.

(c) Unless the Administrator by order de-
termines that additional regulation of a spe-
cific product is necessary to protect animal
or plant health, or animal or plant products,
an individual or entity possessing, using, or
transferring products that are, bear, or con-
tain overlap agents or toxins will be exempt
from the requirements of this part if the
products have been cleared, approved, li-
censed, or registered pursuant to:

(1) The Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 301 et seq.);

(2) Section 351 of Public Health Service Act
(42 U.S.C. 262);

(3) The Virus-Serum-Toxin Act (21 U.S.C.
1561-159); or

(4) The Federal Insecticide, Fungicide, and
Rodenticide Act (7 U.S.C. 131 et seq.).

(d) An individual or entity possessing,
using, or transferring investigational prod-
ucts that are, bear, or contain overlap agents
or toxins may be exempt from the require-
ments of this part if such product is being
used in an investigation authorized by any
Federal law and the Administrator deter-
mines that additional regulation under this
part is not necessary to protect animal or
plant health, and animal or plant products.

(1) An individual or entity possessing,
using, or transferring such investigational
products may apply for an exemption from
the requirements of this part by submitting
APHIS Form 2042 to APHIS or CDC.

(2) For investigational products authorized
under any of the Federal laws specified in
paragraph (c) of this section, the Adminis-
trator shall make a determination regarding
an exemption within 14 days after receipt of
the application and notification that the in-
vestigation has been authorized under a Fed-
eral law.

(e) The Administrator may exempt an indi-
vidual or entity from the requirements of
this part, in whole or in part, for 30 days if
it is necessary to respond to a domestic or
foreign agricultural emergency involving an
overlap agent or toxin. The Administrator
may extend the exemption once for an addi-
tional 30 days.

(f) Upon request of the Secretary of Health
and Human Services, the Administrator may
exempt an individual or entity from the re-
quirements of this part, in whole or in part,
for 30 days if the Secretary of Health and
Human Services has granted an exemption
for a public health emergency involving an
overlap agent or toxin. The Administrator
may extend the exemption once for an addi-
tional 30 days.

§121.5 Exemptions for animal agents and
toxins.

(a) Diagnostic laboratories and other enti-

ties possessing, using, or transferring agents

or toxins that are contained in specimens
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presented for diagnosis or verification will
be exempt from the requirements of this
part, provided that:

(1) The identification of such agents or tox-
ins is immediately reported to the Adminis-
trator and to other appropriate authorities
when required by Federal, State, or local
law; and

(2) Within 7 days after identification, the
agents or toxins are transferred or inac-
tivated, and APHIS Form 2040 is submitted
to the Administrator.® During agricultural
emergencies or outbreaks, or in endemic
areas, the Administrator may require less
frequent reporting. A copy of the completed
form must be maintained for 3 years.

(b) Diagnostic laboratories and other enti-
ties possessing, using, or transferring agents
or toxins that are contained in specimens
presented for proficiency testing will be ex-
empt from the requirements of this part,
provided that:

(1) The identification of such agents or tox-
ins, and their derivatives, is immediately re-
ported to the Administrator, and to other
appropriate authorities when required by
Federal, State, or local law; and

(2) Within 90 days of receipt, the agent or
toxins are transferred or inactivated, and
APHIS Form 2040 is submitted to the Admin-
istrator. A copy of the completed form must
be maintained for 3 years.

(¢) An individual or entity receiving diag-
nostic reagents and vaccines that are, bear,
or contain listed agents or toxins, also
known as high consequence livestock patho-
gens or toxins, that are produced at USDA
diagnostic facilities will be exempt from the
requirements of this part.

(d) Unless the Administrator by order de-
termines that additional regulation is nec-
essary to protect animal health or animal
products, an individual or entity possessing,
using, or transferring products that are,
bear, or contain listed agents or toxins will
be exempt from the requirements of this part
if the products have been cleared, approved,
licensed, or registered pursuant to:

(1) The Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 301 et seq.);

(2) Section 351 of Public Health Service Act
(42 U.S.C. 262);

(3) The Virus-Serum-Toxin Act (21 U.S.C.
151-159); or

(4) The Federal Insecticide, Fungicide, and
Rodenticide Act (7 U.S.C. 131 et seq.).

5A diagnostic laboratory or other entity
must immediately notify APHIS by faxing
(301) 734-3652. APHIS Form 2040 may be ob-
tained by calling (301) 734-3277. The form is
also available on the Internet at htip:/
www.aphis.usda.gov/vs/ncie.bta.himl. The com-
pleted form may be mailed to National Cen-
ter for Import and Export, VS, APHIS, 4700
River Road Unit 40, Riverdale, MD 20737-1231;
or faxed to (301) 734-3652.

9 CFR Ch. | (1-1-03 Edition)

(e) An individual or entity possessing,
using, or transferring experimental products
that are, bear, or contain listed agents or
toxins may be exempt from the requirements
of this part if such product is being used in
an investigation authorized by any Federal
law and the Administrator determines that
additional regulation under this part is not
necessary to protect animal or plant health,
and animal or plant products. An individual
or entity possessing, using, or transferring
such experimental products may apply for an
exemption from the requirements of this
part by submitting APHIS Form 2042 to
APHIS.

(f) In addition to the exemptions provided
in paragraphs (a) through (e) of this section,
the Administrator may grant a specific ex-
emption upon a showing of good cause and
upon his or her determination that such ex-
emption is consistent with protecting animal
health and animal products. An individual or
entity that possesses, uses, or transfers
agents or toxins may request in writing an
exemption from the requirements of this
part. If granted, such exemptions are valid
for a maximum of 3 years; thereafter, an in-
dividual or entity must request a new ex-
emption. If a request for exemption is de-
nied, an individual or entity may request re-
consideration in writing to the Adminis-
trator. The request for reconsideration must
state all of the facts and reasons upon which
the individual or entity relies to show that
the exemption was wrongfully denied. The
Administrator will grant or deny the request
for reconsideration as promptly as cir-
cumstances allow and will state, in writing,
the reasons for the decision. If there is a con-
flict as to any material fact, the individual
or entity may request a hearing to resolve
the conflict.b

§121.6 Registration; who must register.

(a) Unless exempted under §§121.4 or 121.5,
any individual or entity that possesses, uses,
or transfers any agent or toxin listed in
§121.3 must register with APHIS or, for over-
lap agents or toxins, APHIS or CDC.

(b) Each entity must designate an indi-
vidual to be its responsible official. The re-
sponsible official must have the authority
and control to ensure compliance with the
regulations. The responsible official must
complete and sign the registration applica-
tion package, and will be the individual con-
tacted by APHIS or CDC if any questions
arise concerning the application or subse-
quent compliance with the regulations in
this part. As part of registration, the respon-
sible official and the entity will be subject to

6 A request for exemption may be mailed to

National Center for Import and Export, VS,
APHIS, 4700 River Road Unit 40, Riverdale,
MD 20737-1231; or faxed to (301) 734-3652.

746



Animal and Plant Health Inspection Service, USDA

a security risk assessment by the Attorney
General. While most registrants are likely to
be entities, in the event that an individual
applies for and is granted a certificate of reg-
istration, APHIS will consider the individual
to be the responsible official.

(c) An entity may designate one or more
individuals to be an alternate responsible of-
ficial, who may act for the responsible offi-
cial when he/she is unavailable. These indi-
viduals must have the authority and control
to ensure compliance with the regulations
when acting as the responsible official.
These individuals will also be subject to a se-
curity risk assessment by the Attorney Gen-
eral as part of registration.

§121.7 Registration; general provisions.

(a) Unless exempted under §§121.4 or 121.5,
an individual or entity shall not possess, use,
or transfer any agent or toxin listed in §121.3
without a certificate of registration issued
by APHIS or CDC.

(b) A certificate of registration may be
issued upon:

(1) Approval of the responsible official; the
alternate responsible official, where applica-
ble; the entity; and, where applicable, the in-
dividual who owns or controls the entity fol-
lowing a security risk assessment by the At-
torney General;? and

(2) Approval of the biosafety, containment,
and security of the entity. The entity’s bio-
safety, containment, and security procedures
must be commensurate with the risk of the
agent or toxin, given its intended use.
APHIS or CDC will review the Biosafety and
Security Plan, and may inspect and evaluate
the premises and records to determine com-
pliance with the regulations and the bio-
safety, containment, and security require-
ments; and

(3) A determination by the Administrator
that the individual or entity seeking to reg-
ister has a lawful purpose to possess, use, or
transfer such agents or toxins.

(c) For overlap agents, APHIS and CDC
will review applications for registration and
amendments to a certificate of registration,
and a certificate of registration or amend-
ment to a certificate of registration will
only be issued if APHIS and CDC concur.

(d) A certificate of registration will be
valid for only the specific agents or toxins
listed in the certificate and specific activi-
ties and locations. A certificate of registra-
tion may cover more than one listed agent or
toxin, and it may be amended to cover addi-
tional listed agents or toxins.

(e) A certificate of registration may be
amended to reflect changed circumstances

7The security risk assessment of the entity
and the individual who owns or controls such
entity may be waived for Federal, State, or
local governmental agencies.
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(e.g., replacement of the responsible official,
changes in ownership or control of the enti-
ty,8 changes in the activities involving the
agent or toxin). The responsible official must
immediately notify the agency that issued
the certificate of registration, either APHIS
or CDC, of such changes in circumstances
that occur after submission of the applica-
tion for registration or after receipt of a cer-
tificate of registration.

(f) If a responsible official wishes to dis-
continue possessing, using, or transferring a
particular agent or toxin, the responsible of-
ficial may inactivate the agent or toxin or
he/she may transfer the agent or toxin to a
registered individual or entity in accordance
with §121.13. The responsible official must
notify APHIS or, for overlap agents or tox-
ins, APHIS or CDC, 5 business days prior to
the planned inactivation so that we may
have the opportunity to observe the inac-
tivation of the agents or toxins. APHIS or
CDC will notify the responsible official if we
wish to observe the inactivation of the
agents or toxins.

(g) A certificate of registration will be
valid for a maximum of 3 years.

§121.8 Denial, revocation, or suspension of
registration.

(a) APHIS may deny an application for reg-
istration or revoke registration if:

(1) The Attorney General identifies the re-
sponsible official, entity, or individual who
owns or controls the entity as within any of
the categories described in 18 U.S.C. 175b; or

(2) The Attorney General identifies the re-
sponsible official, entity, or individual who
owns or controls the entity as reasonably
suspected by any Federal law enforcement or
intelligence agency of:

(i) Committing a crime set forth in 18
U.S.C. 2332b(g)(5); or

(ii) Knowing involvement with an organi-
zation that engages in domestic or inter-
national terrorism (as defined in 18 U.S.C.
2331) or with any other organization that en-
gages in intentional crimes of violence; or

(iii) Being an agent of a foreign power as
defined in 50 U.S.C. 1801; or

(3) The responsible official does not have a
lawful purpose to possess, use, or transfer
agents or toxins listed in §121.3; or

(4) The responsible official is an individual
who handles or uses agents or toxins listed
in §121.3 and he/she does not have the nec-
essary training or skills to handle such
agents or toxins; or

8 Any change in ownership or control of an

entity will require a security risk assess-
ment for the new individual(s) who owns or
controls the entity.
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(5) The entity does not meet the biosafety,
containment, and security requirements pre-
scribed by the Administrator;® or

(6) There are egregious or repeated viola-
tions of the biosafety, containment, or secu-
rity requirements; or

(7) The Administrator determines that
such action is necessary to protect animal or
plant health, and animal or plant products.

(b) For overlap agents or toxins, APHIS or
CDC shall deny an application for registra-
tion or revoke registration if the Attorney
General identifies the responsible official,
entity, or individual who owns or controls
the entity as within any of the categories de-
scribed in 18 U.S.C. 175b. APHIS or CDC may
also deny registration or revoke registration
for the reasons set forth in paragraphs (a)(2)
through (a)(7) of this section.

(c) APHIS may summarily revoke or sus-
pend registration for any of the reasons set
forth in paragraphs (a) and (b) of this sec-
tion.

(d) APHIS will notify the responsible offi-
cial in writing if an application for registra-
tion is denied or a certificate of registration
is revoked or suspended. For overlap agents
or toxins, APHIS or CDC will notify the re-
sponsible official in writing if an application
for registration is denied or a certificate of
registration is revoked or suspended.

(e) Denial of an application for registra-
tion, revocation of registration, and suspen-
sion of registration may be appealed under
§121.17.

§121.9 Registration; how to register.

(a) To apply for a certificate of registra-
tion, the responsible official must submit all
of the information and documentation re-
quired in the registration application pack-
age to APHIS, including the name, source,
and characterization data for each agent or
toxin to be registered. For overlap agents or
toxins, the responsible official must submit
all of the information and documentation re-
quired in the registration package to either
APHIS or CDC. The responsible official must
submit the registration application package
to APHIS in cases where he/she is seeking
registration for both animal and overlap
agents and toxins.

(b) For animal agents and toxins, the reg-
istration application package may be ob-
tained by calling (301) 734-3277 or faxing a re-
quest to (301) 734-3652. It is also available on
the Internet at http:/www.aphis.usda.gov/vs/
ncie.bta.html. The completed registration ap-
plication package must be mailed to Na-
tional Center for Import and Export, VS,
APHIS, 4700 River Road Unit 40, Riverdale,
MD 20737-1231. Assistance in completing the

9If registration is denied for this reason,
we may provide technical assistance and
guidance.
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registration application may be requested by
calling (301) 734-3277.

(c) For overlap agents and toxins, the reg-
istration application package may be ob-
tained by contacting APHIS, as set forth in
paragraph (b) of this section, or by calling
CDC at (404) 498-2255; faxing a request to (404)
498-2265; or writing to Select Agent Program,
Centers for Disease Control and Prevention,
1600 Clifton Road, NE, Mail Stop E 79, At-
lanta, GA 30333. It is also available on the
Internet at http://www.cdc.gov/od/ohs/
Irsat.htm. The completed registration appli-
cation package may be mailed to APHIS at
the address provided in paragraph (b) of this
section or to CDC’s Select Agent Program at
the address provided in this paragraph. As-
sistance in completing the registration ap-
plication may be requested by calling APHIS
or CDC at the telephone numbers provided in
this section.

§121.10 Responsibilities of the responsible
official.

(a) The responsible official is responsible
for ensuring compliance with the regula-
tions, including:

(1) Developing and implementing a Bio-
safety and Security Plan in accordance with
§121.12;

(2) Allowing only approved individuals
within the entity to have access to any
agents or toxins listed in §121.3 in accord-
ance with §121.11;

(3) Providing appropriate training in bio-
safety, containment, and security procedures
for all personnel in accordance with §121.13;

(4) Transferring agents or toxins only to
registered individuals or entities in accord-
ance with §121.14;

(5) Ensuring that all visitors are informed
of and follow the entity’s security require-
ments and procedures;

(6) Notifying APHIS or, for overlap agents
or toxins, APHIS or CDC, of changes in cir-
cumstances in accordance with §121.7;

(7) Providing timely notice of any theft,
loss, or release of a biological agent or toxin
in accordance with §121.17;

(8) Maintaining detailed records of infor-
mation necessary to give a complete ac-
counting of all of the activities related to
agents or toxins listed in §121.3 in accord-
ance with §121.15.

(b) In addition to the requirements in para-
graph (a) of this section, the responsible offi-
cial for a diagnostic laboratory or other enti-
ties possessing, using, or transferring agents
or toxins listed in §121.3 that are contained
in specimens presented for diagnosis must
immediately report the identification of
such agents or toxins to the Administrator
and to other appropriate authorities when
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required by Federal, State, or local law.10
During agricultural emergencies or out-
breaks, or in endemic areas, the Adminis-
trator may require less frequent reporting.

(c) In addition to the requirements in para-
graph (a) of this section, the responsible offi-
cial must ensure that the following experi-
ments are not conducted unless approved by
the Administrator, after consultation with
experts:

(1) Experiments utilizing recombinant
DNA that involve the deliberate transfer of a
pathogenic trait or drug resistance trait to
biological agents that are not known to ac-
quire the trait naturally, if such acquisition
could compromise the use of the drug to con-
trol disease agents in humans, veterinary
medicine, or agriculture.

(2) Experiments involving the deliberate
formation of recombinant DNA containing
genes for the biosynthesis of toxins lethal for
vertebrates at an LDs<100 ng/kg body
weight.

§121.11 Restricting access
agents and toxins.

(a) An individual may not have access to
biological agents or toxins listed in §121.3
unless approved by APHIS or CDC. APHIS
will grant, limit, or deny access of individ-
uals to listed agents or toxins. APHIS or
CDC will grant, limit, or deny access of indi-
viduals to overlap agents or toxins.

(b) The responsible official is responsible
for ensuring that only approved individuals
within the entity have access to any agents
or toxins listed in §121.3. The responsible of-
ficial must request such access for only
those individuals who have a legitimate need
to handle or use agents or toxins, and who
have the appropriate training and skills to
handle such agents or toxins.

(c) The responsible official must provide
appropriate training in biosafety, contain-
ment, and security procedures to all individ-
uals with access to agents and toxins listed
in §121.3.

(d) For each individual identified by the re-
sponsible official as having a legitimate need
to handle or use agents or toxins, the respon-
sible official must submit that individual’s
name and identifying information to APHIS
and the Attorney General. For overlap
agents or toxins, the responsible official
must submit this information to either
APHIS or CDC and the Attorney General.

(e) In addition, the responsible official
must submit information about the individ-
ual’s training and skills to APHIS or, for
overlap agents or toxins, APHIS or CDC (e.g.,
curriculum vitae for principal investigators

to biological

10A diagnostic laboratory or other entity
must immediately notify APHIS by faxing
(301) 734-3652.

Pt. 121, Note

and researchers, and a description of train-
ing completed by support personnel).

(f) APHIS may expedite the access ap-
proval process for individuals upon request
by the responsible official and a showing of
good cause (e.g., public health or agricultural
emergencies, national security, impending
expiration of a research grant, a short-term
visit by a prominent researcher).

(g) APHIS will notify the responsible offi-
cial if an individual is granted full or limited
access, or denied access to listed agents or
toxins. APHIS will also notify the individual
if he/she is denied access or granted only lim-
ited access. For overlap agents or toxins,
APHIS or CDC will provide the necessary no-
tification.

(h) APHIS may deny or limit access of an
individual to listed agents or toxins if:

(1) The Attorney General identifies the in-
dividual as within any of the categories de-
scribed in 18 U.S.C. 175b;

(2) The Attorney General identifies the in-
dividual as reasonably suspected by any Fed-
eral law enforcement or intelligence agency
of committing a crime set forth in 18 U.S.C.
2332b(g)(5); knowing involvement with an or-
ganization that engages in domestic or inter-
national terrorism (as defined in 18 U.S.C.
2331) or with any other organization that en-
gages in intentional crimes of violence; or
being an agent of a foreign power as defined
in 50 U.S.C. 1801;

(3) The individual does not have a legiti-
mate need to handle listed agents or toxins;

(4) The individual does not have the nec-
essary training or skills to handle listed
agents or toxins;

() The Administrator determines that
such action is necessary to protect animal
health or animal products.

(i) For overlap agents or toxins, APHIS or
CDC will deny an individual access to such
agents or toxins if the Attorney General
identifies the individual as within any of the
categories described in 18 U.S.C. 175b. APHIS
or CDC may also deny or limit access of an
individual for the reasons set forth in para-
graphs (f)(2) through (f)(5) of this section.

(j) An individual may appeal the Adminis-
trator’s decision to deny or limit access
under §121.17.

(k) Access approval is valid for 5 years;
thereafter, the responsible official shall re-
quest renewal of access approval every 5
years for as long as the individual needs ac-
cess to agents or toxins listed in §121.3.

(1) The responsible official must imme-
diately notify APHIS or, for overlap agents
or toxins, APHIS or CDC, when an individ-
ual’s access to agents or toxins listed in
§121.3 is terminated by the entity and the
reasons therefore.
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§121.12 Biosafety and security plan.

(a) As a condition of registration, the re-
sponsible official must develop and imple-
ment a Biosafety and Security Plan.ll! The
Biosafety and Security Plan must contain
sufficient information and documentation to
describe the biosafety and containment pro-
cedures, and the security systems and proce-
dures. The plan must be commensurate with
the risk of the agent or toxin, given its in-
tended use.

(1) Biosafety and containment procedures.12
The biosafety and containment procedures
must be sufficient to contain the agent or
toxin (e.g., physical structure and features of
the entity, and operational and procedural
safeguards). At a minimum, the plan must
address containment, personnel safety and
health, and inventory control.

(2) Security systems and procedures.1® The se-
curity systems and procedures must be de-
signed according to a site-specific risk as-
sessment and must provide graded protection
in accordance with the threat posed by the
agent or toxin.

(i) The site-specific risk assessment should
involve a threat assessment and risk anal-
ysis in  which threats are defined,
vulnerabilities examined, and risks associ-
ated with those vulnerabilities are identi-
fied.

(ii) The security systems and procedures
must be tailored to address site-specific
characteristics and requirements, ongoing
programs, and operational needs and must
mitigate the risks identified under para-
graph (a)(2)(i) of this section.

(iii) The plan must describe inventory con-
trol procedures, personnel suitability for
those individuals with access to agents or
toxins listed in §121.3, physical security, and
cybersecurity. The plan must also contain
provisions for routine cleaning, mainte-

11Technical assistance and guidance may
be obtained by calling (301) 734-32717.

12For guidance on biosafety and contain-
ment procedures, see the CDC/NIH publica-
tion, ‘‘Biosafety in Microbiological and Bio-
medical Laboratories’ (4th ed. 1999).

13For guidance, see the USDA Depart-
mental Manual No. 9610-001, “USDA Security
Policies and Procedures for Biosafety Level-
3 Facilities” (August 30, 2002). The manual
may be obtained by calling (301) 734-3277. The
manual is also available on the Internet at
http://www.usda.gov/ocio/directives/DM/
DM9I610-001.htm. See also Appendix F, ‘“‘Bio-
safety in Microbiological and Biomedical
Laboratories,” in Morbidity and Mortality
Weekly Report (2002). This document may be
obtained by writing to Select Agent Pro-
gram, Centers for Disease Control and Pre-
vention, 1600 Clifton Road, NE, Mail Stop E
79, Atlanta, GA 30333. It is also available on
the Internet at http:/www.cdc.gov/mmuwr.

9 CFR Ch. | (1-1-03 Edition)

nance, and repairs; provisions for securing
the area (e.g., card access, key pads, locks)
and protocols for changing access numbers
or locks following staff changes; procedures
for loss or compromise of keys, passwords,
combinations, etc.; procedures for reporting
suspicious persons or activities, loss or theft
of listed agents or toxins, release of listed
agents or toxins, or alteration of inventory
records; provisions for the control of access
to containers where listed agents and toxins
are stored; and procedures for reporting and
removing unauthorized persons.

(iv) With respect to areas containing listed
agents or toxins, an entity or individual
must adhere to the following security re-
quirements or implement measures to
achieve an equivalent or greater level of se-
curity as the provisions below:

(A) Allow unescorted access only to ap-
proved individuals who are performing a spe-
cifically authorized function during hours re-
quired to perform that job;

(B) Allow individuals not approved under
§121.11 to conduct routine cleaning, mainte-
nance, repairs, and other non-laboratory
functions only when escorted and contin-
ually monitored by approved individuals;

(C) Provide for the control of access to con-
tainers where listed agents and toxins are
stored by requiring that such containers be
locked when not in the direct view of an ap-
proved individual and by using other moni-
toring measures, as needed;

(D) Require the inspection of all packages
upon entry and exit;

(E) Establish a protocol for intra-entity
transfers, including provisions for ensuring
that the packaging and movement, is con-
ducted under the supervision of an approved
individual;

(F) Require that approved individuals do
not share with any other person their unique
means of accessing the area or listed agents
or toxins; and

(G) Require that approved individuals im-
mediately report any of the following to the
responsible official:

(I) Any loss or compromise of keys, pass-
words, combinations, etc.;

(2) Any suspicious persons or activities;

(3) Any loss or theft of listed agents or tox-
ins;

(4) Any release of a listed agent or toxin;
and

(5) Any sign that inventory and use records
for listed agents and toxins have been al-
tered or otherwise compromised.

(3) Incident response procedures.* The Bio-
safety and Security Plan must also include
incident response plans for containment

14The requirements in this paragraph do
not supercede or preempt the enforcement of
emergency response requirements imposed
by other statutes or regulations.
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breach, security breach, inventory viola-
tions, non-biological incidents such as work-
place violence, and cybersecurity breach.
The incident response plans must address
personnel safety and health, containment,
inventory control, and notification of man-
agers and responders. The incident response
plans must also address such events as bomb
threats, severe weather (floods, hurricanes,
tornadoes), earthquakes, power outages, and
other natural disasters or emergencies.

(b) The Biosafety and Security Plan must
be reviewed, performance tested, and up-
dated annually. The plan must also be re-
viewed and revised, as necessary, after any
incident.

§121.13 Training.

(a) The responsible official must provide
appropriate training in biosafety, contain-
ment, and security procedures to all individ-
uals with access to agents and toxins listed
in §121.3.

(b) The responsible official must provide
information and training to an individual at
the time the individual is assigned to work
with a listed agent or toxin. The responsible
official must provide refresher training an-
nually.

§121.14 Transfer of biological agents and
toxins.

Biological agents and toxins listed in §121.3
may only be transferred to individuals or en-
tities registered to possess, use, or transfer
that particular agent or toxin. However, the
sender of an agent or toxin may be an indi-
vidual or entity that has a certificate of reg-
istration for the agent or toxin, an indi-
vidual or entity that is exempt from the re-
quirements of this part, or an individual or
entity located outside of the United States.
Biological agents or toxins may only be
transferred under the conditions of this sec-
tion and must be authorized by APHIS or,
for overlap agents or toxins, by APHIS or
CDC, prior to the transfer.

(a) Importation and interstate movement. In
addition to the permit required under part
122 of this subchapter, biological agents or
toxins listed in §121.3 may be imported or
moved interstate only with the prior author-
ization of APHIS or, for overlap agents or
toxins, APHIS or CDC. To obtain such au-
thorization, the sender and the responsible
official for the recipient must complete and
submit APHIS Form 2041 to APHIS or CDC,
in accordance with paragraph (c) of this sec-
tion.

(b) Intrastate movement. Biological agents
or toxins listed in §121.3 may be moved intra-
state only with the prior authorization of
APHIS or, for overlap agents or toxins,
APHIS or CDC. To obtain such authoriza-
tion, the sender and the responsible official
for the recipient must complete and submit
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APHIS Form 2041 to APHIS or CDC, in ac-
cordance with paragraph (c) of this section.

(c) APHIS Form 2041; process and procedures.
(1) Prior to each transfer, the responsible of-
ficial for the recipient and sender must com-
plete APHIS Form 2041, and the sender must
submit the form to APHIS or, for overlap
agents or toxins, to APHIS or CDC.15

(2) APHIS or CDC will authorize the trans-
fer based on a finding that the recipient has
a certificate of registration covering the
transfer of the listed agent or toxin.

(3) The responsible official for the recipient
must notify the agency authorizing the
transfer (either APHIS or CDC) and the send-
er upon receipt of the agent or toxin by mail-
ing or faxing a completed APHIS Form 2041
to APHIS or CDC within 2 business days.

(4) The responsible official for the recipient
must notify APHIS or CDC immediately if
the agent or toxin has not been received
within 48 hours after the expected delivery
or if the package containing the agent or
toxin is leaking or has been damaged.

(d) The sender must comply with all appli-
cable laws governing packaging and ship-
ping.

§121.15 Records.

(a) The responsible official must maintain
complete, up-to-date records of information
necessary to give an accounting of all of the
activities related to agents or toxins listed
in §121.3. Such records must include the fol-
lowing:

(1) The Biosafety and Security Plan;

(2) A current list of all individuals with ac-
cess to agents or toxins listed in §121.3;

(3) Training records for individuals with
access to such agents or toxins;

(4) Accurate and current inventory records
(including source and characterization data);

() Permits and transfer documents
(APHIS Form 2041) issued by APHIS and
CDC;

(6) Security records (e.g., transactions from
automated access control systems, testing
and maintenance of security systems, visitor
logs);

(7) Biosafety,
incident reports.

containment, and security

15 APHIS Form 2041 may be obtained by

calling APHIS at (301) 734-3277 or by calling
CDC at (404) 498-2265. The form is also avail-
able on the Internet at hitp://
www.aphis.usda.gov/vs/ncie.bta.html or hitp:/
www.cdc.gov/od/ohs/lrsat.htm. APHIS Form
2041 may be mailed to National Center for
Import and Export, VS, APHIS, 4700 River
Road Unit 40, Riverdale, MD 20737-1231; or
faxed to (301) 734-3652. For overlap agents
and toxins, it may be mailed to the above ad-
dress or to Select Agent Program, Centers
for Disease Control and Prevention, 1600 Clif-
ton Road, NE, Mail Stop E 79, Atlanta, GA
30333; or faxed to (404) 498-2265.
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(b) The responsible official must maintain
such records for 3 years.

(c) All records must be produced upon re-
quest to APHIS or CDC inspectors, and ap-
propriate Federal, State, or local law en-
forcement authorities.

§121.16 Inspections.

(a) To ensure compliance with the regula-
tions, any APHIS or CDC inspector must be
allowed, without previous notification, to
enter and inspect the entire premises, all
materials and equipment, and all records re-
quired to be maintained by this part.

(b) Prior to issuing a certificate of reg-
istration to an entity or individual, APHIS
or CDC may inspect and evaluate the prem-
ises and records to ensure compliance with
the regulations and the biosafety, contain-
ment, and security requirements.

§121.17 Notification in the event of theft,
loss, or release of a biological agent or
toxin.

(a) The responsible official must orally no-
tify APHIS and appropriate Federal, State,
or local law enforcement agencies imme-
diately upon discovery of the theft or loss of
agents or toxins listed in §121.3. The oral no-
tification must be followed by a written re-
port (APHIS Form 2043) within 7 days.

(b) The responsible official must orally no-
tify APHIS immediately upon discovery that
a release of an agent or toxin has occurred
outside of the biocontainment area. The oral
notification shall be followed by a written
report (APHIS Form 2043) within 7 days.
Upon notification and a finding that the re-
lease poses a threat to animal or plant
health, or animal or plant products, APHIS
will notify relevant Federal, State, and local
authorities, and the public, if necessary. If
the release involves an overlap agent or
toxin, APHIS will also notify the Secretary
of Health and Human Services.

(c) The responsible official must orally no-
tify APHIS of a theft, loss, or release of an
agent or toxin by calling (866) 994-5698. A
copy of APHIS Form 2043 may be obtained by
writing to National Center for Import and
Export, VS, APHIS, 4700 River Road Unit 40,
Riverdale, MD 20737-1231; or by calling (301)
734-3277. The form is also available on the
Internet at hittp://www.aphis.usda.gov/vs/
ncie.bta.html. APHIS Form 2043 may be
mailed to the same address or faxed to (301)
734-3652.

§121.18 Administrative review.

An individual or entity may appeal a de-
nial or revocation of registration under this
part. An individual who has been denied ac-
cess to listed agents or toxins or who has
been granted only limited access to listed
agents or toxins under this part may appeal

9 CFR Ch. | (1-1-03 Edition)

that decision.'® The appeal must be in writ-
ing and submitted to the Administrator
within 30 days of the decision. The appeal
must state all of the facts and reasons upon
which the individual or entity disagrees with
the decision. Where the denial or revocation
of registration or the denial or limitation of
an individual’s access approval is based sole-
ly upon an identification by the Attorney
General, APHIS will forward the request for
review to the Attorney General. The Admin-
istrator’s decision constitutes final agency
action.

PART 122—ORGANISMS AND
VECTORS

Sec.

122.1 Definitions.

122.2 Permits required.

122.3 Application for permits.

122.4 Suspension or revocation of permits.

AUTHORITY: 21 U.S.C. 111 and 151-158; 7 CFR
2.22, 2.80, and 371.4.

§122.1 Definitions.

The following words, when used in
the regulations in this part 122, shall
be construed, respectively, to mean:

(a) Department. The U.S. Department
of Agriculture.

(b) Secretary. ‘‘Secretary’ means the
Secretary of Agriculture of the United
States, or any officer or employee of
the Department to whom authority has
heretofore been delegated, or to whom
authority may hereafter be delegated,
to act in his stead.

(c) Administrator. The Administrator,
Animal and Plant Health Inspection
Service, United States Department of
Agriculture, or any person authorized
to act for the Administrator.

(d) Organisms. All cultures or collec-
tions of organisms or their derivatives,
which may introduce or disseminate
any contagious or infectious disease of
animals (including poultry).

(e) Vectors. All animals (including
poultry) such as mice, pigeons, guinea
pigs, rats, ferrets, rabbits, chickens,
dogs, and the like, which have been
treated or inoculated with organisms,
or which are diseased or infected with
any contagious, infectious, or commu-
nicable disease of animals or poultry or

16 An entity may not appeal the denial or
limitation of an individual’s access to listed
agents or toxins.
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