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(7) The entity prepares a record of 
the identification and transfer or de-
struction on CDC Form 0.1318, submits 
the completed form to the HHS Sec-
retary in accordance with § 73.21 within 
seven days after identification, and 
maintains a copy of the record for a pe-
riod of three years. 

(b) Unless the HHS Secretary issues 
an order to an entity making specific 
provisions of this part applicable to 
protect the public health and safety, 
products that are, bear, or contain list-
ed select agents or toxins that are 
cleared, approved, licensed, or reg-
istered under any of the following laws, 
are exempt from the provisions of this 
part insofar as their use is only for the 
approved purpose and meets the re-
quirements of such laws: 

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

(2) Section 351 of the Public Health 
Service Act pertaining to biological 
products (42 U.S.C. 262); 

(3) The Act commonly known as 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. 
136 et seq). 

(c) The HHS Secretary may exempt 
from the requirements of this part on a 
case-by-case basis an investigational 
product that is, bears, or contains a se-
lect agent or toxin, when such product 
is being used in an investigation au-
thorized under a Federal Act referred 
to in paragraph (b) of this section and 
additional regulation under this part is 
not necessary to protect public health 
and safety. To apply for an exemption 
an applicant must submit to the HHS 
Secretary in accordance with § 73.21 a 
completed CDC Form 0.1317 certifying 
that the product is being used in an in-
vestigation authorized under a Federal 
Act referred to in paragraph (b) of this 
section, and that additional regulation 
under this part is not necessary to pro-
tect public health and safety. The HHS 
Secretary shall make a determination 
regarding the application within 14 cal-
endar days after receipt, provided the 
application meets all of the require-
ments of this section and the applica-
tion establishes that the investigation 
has been authorized under the cited 
Act. The HHS Secretary will provide a 

written decision granting the request, 
in whole or in part, or denying the re-
quest. The applicant must notify the 
HHS Secretary when an authorization 
for an investigation no longer exists. 
This exemption automatically ceases 
when such authorization is no longer in 
effect. 

(d) The HHS Secretary may tempo-
rarily exempt an entity from the re-
quirements of this part, in whole or in 
part, based on a determination that the 
exemption is necessary to provide for 
the timely participation of the entity 
in response to a domestic or foreign 
public health emergency. With respect 
to the emergency involved, the exemp-
tion may not exceed 30 days, except 
that the HHS Secretary may grant one 
extension of an additional 30 days. To 
apply for an exemption or an extension 
of an exemption, an applicant must 
submit to the HHS Secretary in ac-
cordance with § 73.21 a completed CDC 
Form 0.1317 establishing the need to 
provide for the timely participation of 
the entity in a response to a domestic 
or foreign public health emergency. 
The HHS Secretary will provide a writ-
ten decision granting the request, in 
whole or in part, or denying the re-
quest. 

(e) Upon request of the USDA Sec-
retary, after the USDA Secretary has 
granted an exemption under section 
212(g)(1)(D) of the Agricultural Bioter-
rorism Protection Act of 2002 based on 
a finding that there is an agricultural 
emergency, the HHS Secretary may 
temporarily exempt an entity from the 
applicability of the requirements of 
this part, in whole or in part, to pro-
vide for the timely participation of the 
entity in response to the agricultural 
emergency. With respect to the emer-
gency, the exemption under this part 
may not exceed 30 days, except that 
upon the request of the USDA Sec-
retary, the HHS Secretary may grant 
one extension of an additional 30 days.

§ 73.7 Registration. 

(a) An entity may not possess or use 
in the United States, receive from out-
side the United States, or transfer 
within the United States, any select 
agent or toxin unless the entity has 
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been granted a certificate of registra-
tion by the HHS Secretary or the 
USDA Secretary. 

(b) To apply for a certificate of reg-
istration an entity must: 

(1) Obtain a registration application 
number from the HHS Secretary and 
then apply for approval under § 73.8 for 
the entity, the Responsible Official, 
and any individual who owns or con-
trols the entity; and 

(2) In accordance with § 73.21, submit 
the information requested to the HHS 
Secretary or the USDA Secretary as 
specified in the registration applica-
tion package [CDC Form 0.1319]. Infor-
mation submitted will be used to deter-
mine whether the applicant would be 
eligible to conduct activities under 
this part. Minimum information re-
quired includes: 

(i) Identification information (e.g., 
name, address, contact numbers, iden-
tification number assigned by the At-
torney General for compliance with 
§ 73.8); 

(ii) The name, source, and character-
ization information on select agents 
and toxins included in the registration, 
and quantities held at the time of the 
application; 

(iii) The location, including building 
and room and floor plans for each 
building and room, where each select 
agent or toxin will be stored or used; 

(iv) Information addressing safety, 
security, emergency response plans, 
and training, including descriptions of 
any equivalent measures adopted pur-
suant to § 73.11(d); 

(v) The name, position, and identi-
fication information regarding the Re-
sponsible Official, including the identi-
fication number assigned by the Attor-
ney General for compliance with § 73.8; 

(vi) A list of individuals who will 
need access to select agents and toxins; 

(vii) A certification statement signed 
by the Responsible Official attesting to 
the accuracy of the information sub-
mitted; and 

(viii) Any other information nec-
essary for the determination. 

(c) An application that covers any 
HHS select agents or toxins (regardless 
of whether it also covers overlap select 
agents or toxins) must be submitted to 
the HHS Secretary in accordance with 
§ 73.21. An application that covers only 

overlap select agents or toxins may be 
submitted to either the HHS Secretary 
or the USDA Secretary. 

(d) A certificate of registration will 
be valid only for the specific select 
agents and toxins, and the specified ac-
tivities and locations that are con-
sistent with the information provided 
by the entity upon which the certifi-
cate of registration or amendment was 
granted. The Responsible Official must 
promptly notify the HHS Secretary in 
writing in accordance with § 73.21, if a 
change occurs in any information sub-
mitted to the HHS Secretary in the ap-
plication for the certificate of registra-
tion or amendments. This includes 
modifications to the list of individuals 
approved under § 73.8, changes in area 
of work, or changes in protocols or ob-
jectives of studies. To apply for an 
amendment to a certificate of registra-
tion to add select agents or toxins or to 
change specified activities or locations, 
an entity must obtain the relevant por-
tion of the registration application 
package and submit the information 
requested in the package to the agency 
that issued the certificate of registra-
tion. The package must be submitted 
to the appropriate address specified in 
the package. 

(e) In response to an application to 
the HHS Secretary for a certificate of 
registration or amendment for select 
agents and toxins, the HHS Secretary 
will issue a certificate of registration 
or amendment if it is determined that 
the stated activities would be lawful 
(based on information submitted by the 
applicant or otherwise obtained by the 
HHS Secretary) and meet the require-
ments of this part. Otherwise, the ap-
plication for a certificate of registra-
tion or amendment will be denied. The 
HHS Secretary will issue a certificate 
of registration or amendment for an 
overlap select agent or toxin only if 
the USDA Secretary concurs that the 
requirements for obtaining a certifi-
cate of registration or amendment 
under 9 CFR part 121 have been met. 
The determination of whether a certifi-
cate of registration or amendment will 
be granted may be contingent upon in-
spection or submission of additional in-
formation. 

(f) A certificate of registration will 
cover activities at only one general 
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physical location (a building or a com-
plex of buildings at a single mailing ad-
dress). 

(g) Unless terminated sooner in ac-
cordance with this paragraph, a certifi-
cate of registration will be valid for up 
to three years. To obtain a new certifi-
cate of registration an entity must 
submit a new application. (Note: To 
help ensure timely processing of an ap-
plication for a certificate of registra-
tion or amendment, the applicant 
should submit the application at least 
eight weeks prior to the expiration 
date.) 

(1) The HHS Secretary will terminate 
a certificate of registration based on a 
determination that the recipient no 
longer conducts activities covered by 
the certificate. 

(2) Also, the HHS Secretary may ter-
minate a certificate of registration 
based on a security risk assessment 
under § 73.8 or failure to comply with 
the provisions of this part, and may 
take such action immediately if nec-
essary to protect the public health or 
safety. Upon such termination, any se-
lect agent or toxin in the possession of 
the entity must be destroyed or trans-
ferred as directed by the HHS Sec-
retary. 

(h) An entity must provide notice in 
writing to the HHS Secretary in ac-
cordance with § 73.21 at least five busi-
ness days before destroying a select 
agent or toxin, if the destruction would 
be for the purpose of discontinuing ac-
tivities with a select agent or toxin 
covered by a certificate of registration. 
This will allow the HHS Secretary to 
observe the destruction or take other 
action as appropriate.

§ 73.8 Security risk assessment. 

(a) An entity may not possess or use 
in the United States, receive from out-
side the United States, or transfer 
within the United States, any select 
agent or toxin unless approved by the 
HHS Secretary or the USDA Secretary 
based on a security risk assessment by 
the Attorney General. This paragraph 
does not apply to Federal, State, or 
local governmental agencies, but does 
apply to the Responsible Official and 
others working for or otherwise acting 
on behalf of such agencies. 

(b) An entity may not provide an in-
dividual access to a select agent or 
toxin and an individual may not access 
a select agent or toxin, unless the indi-
vidual is approved by the HHS Sec-
retary or the USDA Secretary, based 
on a security risk assessment by the 
Attorney General. 

(c) To obtain a security risk assess-
ment under this section, an entity 
must submit to the Attorney General 
the information requested for the enti-
ty, the Responsible Official, any indi-
vidual who owns or controls the entity, 
and any other individuals required to 
obtain approval under this section. The 
determinations regarding approval will 
be made by the agency that is respon-
sible for making determinations re-
garding the corresponding certificate 
of registration. An entity will receive 
prompt notice of action taken in re-
sponse to a request for approval for the 
entity, the Responsible Official, and in-
dividuals. An individual will receive 
prompt notice of a denial of approval. 

(d) The Attorney General will con-
duct a security risk assessment on en-
tities and individuals whose identi-
fying information is properly sub-
mitted. Based on the security risk as-
sessment, the Attorney General will 
notify the HHS Secretary if the Attor-
ney General identifies any entity, indi-
vidual who owns or controls the entity, 
or any other individual who is: 

(1) A restricted person under 18 
U.S.C. 175b; or 

(2) Reasonably suspected by any Fed-
eral law enforcement or intelligence 
agency of: 

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

(ii) Having a knowing involvement 
with an organization that engages in 
domestic or international terrorism (as 
defined in 18 U.S.C. 2331) or with any 
other organization that engages in in-
tentional crimes of violence; or 

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

(e) The HHS Secretary will deny or 
revoke access to any select agent or 
toxin to an entity or individual identi-
fied by the Attorney General as a re-
stricted person under paragraph (d)(1). 
The HHS Secretary will deny or revoke 
access to any select agent or toxin to 
an entity or individual identified by 
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