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SOURCE: 52 FR 30135, Aug. 13, 1987, unless 
otherwise noted. 

§ 118.1 Administrative detention. 
Whenever any biological product 

which is prepared, sold, bartered, ex-
changed, or shipped in violation of the 
Act or regulations is found by any au-
thorized representative of the Adminis-
trator upon any premises, it may be de-
tained by such representative for a pe-
riod not to exceed 20 days, pending ac-
tion under § 118.4, and shall not be 
moved by any person from the place at 
which it is located when so detained, 
until released by such representative. 

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

§ 118.2 Method of detention; Notifica-
tions. 

An authorized representative of the 
Administrator shall detain any biologi-
cal product subject to detention under 
this part by: 

(a) Giving oral notification to the 
owner of the biological product if such 
owner can be ascertained, and, if not, 
to the agent representing the owner or 
to the immediate custodian of the bio-
logical product; and 

(b) Promptly furnishing the person so 
notified with a preliminary notice of 
detention which shall include identity 
and quantity of the product detained, 
the location where detained, the reason 
for the detention, and the name of the 
authorized representative of the Ad-
ministrator. 

(c) Within 48 hours after the deten-
tion of any biological product, an au-
thorized representative of the Adminis-
trator shall, if the detention is to con-
tinue, give written notification to the 
owner of the biological product de-
tained by furnishing a written state-
ment which shall include the identity 
and quantity of the product detained, 
the location where detained, specific 
description of the alleged noncompli-
ance including reference to the provi-
sions in the Act or the regulations 
which have resulted in the detention, 
and the identity of the authorized rep-
resentative of the Administrator; or, if 
such owner cannot be ascertained and 
notified within such period of time, 
furnish such notice to the agent rep-
resenting such owner, or the carrier or 

other person having custody of the bio-
logical product detained. The notifica-
tion, with a copy of the preliminary 
notice of detention shall be served by 
either delivering the notification to 
the owner or to the agent or to such 
other person, or by certifying and mail-
ing the notification, addressed to such 
owner, agent, or other person, at the 
last known residence or principal office 
or place of business. 

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

§ 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. 

[52 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 
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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 
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. 

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

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

Sec. 
121.1 Definitions. 
121.2 Purpose and scope. 
121.3 VS select agents and toxins. 
121.4 Overlap select agents and toxins. 
121.5 Exemptions for VS select agents and 

toxins. 

121.6 Exemptions for overlap select agents 
and toxins. 

121.7 Registration and related security risk 
assessments. 

121.8 Denial, revocation, or suspension of 
registration. 

121.9 Responsible official. 
121.10 Restricting access to select agents 

and toxins; security risk assessments. 
121.11 Security. 
121.12 Biosafety. 
121.13 Restricted experiments. 
121.14 Incident response. 
121.15 Training. 
121.16 Transfers. 
121.17 Records. 
121.18 Inspections. 
121.19 Notification of theft, loss, or release. 
121.20 Administrative review. 

AUTHORITY: 7 U.S.C. 8401; 7 CFR 2.22, 2.80, 
and 371.4. 

SOURCE: 70 FR 13284, Mar. 18, 2005, unless 
otherwise noted. 

§ 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 U.S. 
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, or protozoa), or infec-
tious substance, or any naturally oc-
curring, 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 U.S. De-
partment of Health and Human Serv-
ices. 

Diagnosis. The analysis of specimens 
for the purpose of identifying or con-
firming the presence or characteristics 
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