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Animal and Plant Health Inspection Service, USDA § 121.4 

1 However, 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. 

2 See footnote 1. 
3 A 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 
Road, NE, Mail Stop E 79, Atlanta, GA 30333; 
or faxed to (404) 498–2265. 

4 A 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 
http://www.aphis.usda.gov/vs/ncie.bta.html or 
http://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. 

entity that only possesses, uses, or 
transfers an agent or toxin that meets 
any of the following criteria will not be 
subject to the requirements of this 
part: 

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

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

(3) Overlap toxins under the control 
of a principal investigator (or equiva-
lent), if the total aggregate amount 
does not, at any time, exceed the fol-
lowing amounts: 0.5 mg of Botulinum 
neurotoxins (types A-G), 100 mg of Clos-
tridium 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 se-
vere threat to both human and animal 
health, or to animal health or animal 
products. For overlap agents, an indi-
vidual or entity may request review by 
APHIS or CDC. 

(1) If APHIS or CDC determines that 
a specific attenuated strain does not 
pose a severe threat to human and ani-
mal health, or to animal health or ani-
mal products, an individual or entity 
will not be subject to the requirements 
of this part. This determination will be 
limited to the specific attenuated 
strain and to the specific activities in-
volving that attenuated strain. 

(2) An individual or entity may re-
quest a review by writing to the Ad-
ministrator or, for overlap agents, by 
writing to the Administrator or CDC.3 

(3) If it is determined that a specific 
attenuated strain does not pose a se-
vere threat, APHIS or CDC will notify 
the applicant and publish a notice in 
the FEDERAL REGISTER. 

(4) An individual or entity may re-
quest reconsideration of an adverse de-
cision in writing to the Administrator. 
The request for reconsideration 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 individual or en-
tity may request a hearing to resolve 
the conflict. 

§ 121.4 Exemptions for overlap agents 
or toxins. 

(a) Clinical or diagnostic laboratories 
and other entities possessing, using, or 
transferring overlap agents or toxins 
that are contained in specimens pre-
sented for diagnosis or verification will 
be exempt from the requirements of 
this part, provided that: 

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

(2) Within 7 days after identification, 
the agents or toxins are transferred or 
inactivated, and APHIS Form 2040 is 
submitted to APHIS or CDC.4 During 
agricultural emergencies or outbreaks, 
or in endemic areas, the Administrator 
may require less frequent reporting. A 
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5 A 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 http:// 

copy of the completed form must be 
maintained for 3 years. 

(b) Clinical or diagnostic laboratories 
and other entities possessing, using, or 
transferring overlap agents or toxins 
that are contained in specimens pre-
sented for proficiency testing will be 
exempt from the requirements of this 
part, provided that: 

(1) The identification of such agents 
or toxins, and their derivatives, is im-
mediately reported to the APHIS or 
CDC, and to other appropriate authori-
ties when required by Federal, State, 
or local law; and 

(2) Within 90 days of receipt, the 
agents or toxins are transferred or in-
activated, and APHIS Form 2040 is sub-
mitted to APHIS or CDC. A copy of the 
completed form must be maintained 
for 3 years. 

(c) Unless the Administrator by order 
determines that additional regulation 
of a specific product is necessary to 
protect animal or plant health, or ani-
mal or plant products, an individual or 
entity possessing, using, or transfer-
ring products that are, bear, or contain 
overlap agents or toxins will be exempt 
from the requirements of this part if 
the products have been cleared, ap-
proved, licensed, or registered 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 Virus-Serum-Toxin Act (21 
U.S.C. 151–159); or 

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

(d) An individual or entity pos-
sessing, using, or transferring inves-
tigational products that are, bear, or 
contain overlap 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 de-
termines that additional regulation 
under this part is not necessary to pro-
tect animal or plant health, and ani-
mal or plant products. 

(1) An individual or entity pos-
sessing, using, or transferring such in-
vestigational 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 au-
thorized under any of the Federal laws 
specified in paragraph (c) of this sec-
tion, the Administrator shall make a 
determination regarding an exemption 
within 14 days after receipt of the ap-
plication and notification that the in-
vestigation has been authorized under 
a Federal law. 

(e) The Administrator may exempt 
an individual or entity from the re-
quirements of this part, in whole or in 
part, for 30 days if it is necessary to re-
spond to a domestic or foreign agricul-
tural 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 Ad-
ministrator may exempt an individual 
or entity from the requirements 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 Adminis-
trator may extend the exemption once 
for an additional 30 days. 

§ 121.5 Exemptions for animal agents 
and toxins. 

(a) Diagnostic laboratories and other 
entities possessing, using, or transfer-
ring agents or toxins that are con-
tained in specimens presented for diag-
nosis or verification will be exempt 
from the requirements of this part, 
provided that: 

(1) The identification of such agents 
or toxins is immediately reported to 
the Administrator and to other appro-
priate authorities when required by 
Federal, State, or local law; and 

(2) Within 7 days after identification, 
the agents or toxins are transferred or 
inactivated, and APHIS Form 2040 is 
submitted to the Administrator.5 Dur-
ing agricultural emergencies or out-
breaks, or in endemic areas, the Ad-
ministrator may require less frequent 
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