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9 CFR Ch. I (1–1–13 Edition) § 121.14, Nt. 

10 Nothing in this section is meant to su-
persede or preempt incident response re-
quirements imposed by other statutes or reg-
ulations. 

11 Technical assistance and guidance may 
be obtained by contacting APHIS. 

(1) The name and contact informa-
tion (e.g., home and work) for the indi-
vidual or entity (e.g., responsible offi-
cial, alternate responsible official(s), 
biosafety officer, etc.); 

(2) The name and contact informa-
tion for the building owner and/or man-
ager, where applicable; 

(3) The name and contact informa-
tion for tenant offices, where applica-
ble; 

(4) The name and contact informa-
tion for the physical security official 
for the building, where applicable; 

(5) Personnel roles and lines of au-
thority and communication; 

(6) Planning and coordination with 
local emergency responders; 

(7) Procedures to be followed by em-
ployees performing rescue or medical 
duties; 

(8) Emergency medical treatment 
and first aid; 

(9) A list of personal protective and 
emergency equipment, and their loca-
tions; 

(10) Site security and control; 
(11) Procedures for emergency evacu-

ation, including type of evacuation, 
exit route assignments, safe distances, 
and places of refuge; and 

(12) Decontamination procedures. 
(d) The plan must be reviewed annu-

ally and revised as necessary. Drills or 
exercises must be conducted at least 
annually to test and evaluate the effec-
tiveness of the plan. The plan must be 
reviewed and revised, as necessary, 
after any drill or exercise and after any 
incident. 

[70 FR 13284, Mar. 18, 2005, as amended at 73 
FR 61331, Oct. 16, 2008] 

EFFECTIVE DATE NOTE: At 77 FR 61080, Oct. 
5, 2012, § 121.14 was amended in the section 
heading by redesignating footnote 11 as foot-
note 10; in paragraph (a), by redesignating 
footnote 12 as footnote 11 and revising the 
first sentence of the paragraph; by revising 
paragraph (b); by redesignating paragraphs 
(c) and (d) as paragraphs (d) and (f), respec-
tively; and by adding new paragraphs (c) and 
(e), effective Apr. 3, 2013. For the conven-
ience of the user, the added and revised text 
is set forth as follows: 

§ 121.14 Incident response.10 
(a) An individual or entity required to reg-

ister under this part must develop and imple-
ment a written incident response plan 11 
based upon a site specific risk assessment. 
* * * 

(b) The incident response plan must fully 
describe the entity’s response procedures for 
the theft, loss, or release of a select agent or 
toxin; inventory discrepancies; security 
breaches (including information systems); 
severe weather and other natural disasters; 
workplace violence; bomb threats and sus-
picious packages; and emergencies such as 
fire, gas leak, explosion, power outage, and 
other natural and man-made events. 

(c) The response procedures must account 
for hazards associated with the select agent 
or toxin and appropriate actions to contain 
such select agent or toxin, including any ani-
mals (including arthropods) or plants inten-
tionally or accidentally exposed to or in-
fected with a select agent. 

* * * * * 

(e) Entities with Tier 1 select agents and 
toxins must have the following additional in-
cident response policies or procedures: 

(1) The incident response plan must fully 
describe the entity’s response procedures for 
failure of intrusion detection or alarm sys-
tem; and 

(2) The incident response plan must de-
scribe procedures for how the entity will no-
tify the appropriate Federal, State, or local 
law enforcement agencies of suspicious ac-
tivity that may be criminal in nature and re-
lated to the entity, its personnel, or its se-
lect agents or toxins. 

* * * * * 

§ 121.15 Training. 
(a) An individual or entity required 

to register under this part must pro-
vide information and training on bio-
safety and security to each individual 
with access approval from the Adminis-
trator or the HHS Secretary before he/ 
she has such access. In addition, an in-
dividual or entity must provide infor-
mation and training on biosafety and 
security to each individual not ap-
proved for access by the Administrator 
or the HHS Secretary before he/she 
works in or visits areas where select 
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Animal and Plant Health Inspection Service, USDA § 121.16 

13 For guidance, see the CDC/NIH publica-
tion, ‘‘Biosafety in Microbiological and Bio-
medical Laboratories.’’ This document is 
available on the Internet at http:// 
www.aphis.usda.gov/programs/aglselectagent/ 
index.html. 

12 The requirements of this section do not 
apply to transfers within a registered entity 
(i.e., the sender and the recipient are covered 
by the same certificate of registration). 

agents or toxins are handled or stored 
(e.g., laboratories, growth chambers, 
animal rooms, greenhouses, storage 
areas, etc.). The training must address 
the particular needs of the individual, 
the work they will do, and the risks 
posed by the select agents or toxins. 13 

(b) Refresher training must be pro-
vided annually. 

(c) A record of the training provided 
to each individual must be maintained. 
The record must include the name of 
the individual, the date of training, a 
description of the training provided, 
and the means used to verify that the 
employee understood the training. 

[70 FR 13284, Mar. 18, 2005, as amended at 73 
FR 61331, Oct. 16, 2008] 

EFFECTIVE DATE NOTE: At 77 FR 61081, Oct. 
5, 2012, § 121.15 was revised, effective Apr. 3, 
2013. For the convenience of the user, the re-
vised text is set forth as follows: 

§ 121.15 Training. 
(a) An individual or entity required to reg-

ister under this part must provide informa-
tion and training on biosafety, security (in-
cluding security awareness), and incident re-
sponse to: 

(1) Each individual with access approval 
from the HHS Secretary or Administrator 
before that individual has such access to se-
lect agents and toxins. The training must ad-
dress the particular needs of the individual, 
the work they will do, and the risks posed by 
the select agents or toxins; and 

(2) Each individual not approved for access 
to select agents and toxins by the HHS Sec-
retary or Administrator before that indi-
vidual enters areas where select agents or 
toxins are handled or stored (e.g., labora-
tories, growth chambers, animal rooms, 
greenhouses, storage areas, shipping/receiv-
ing areas, production facilities, etc.). Train-
ing for escorted personnel must be based on 
the risk associated with accessing areas 
where select agents and toxins are used and/ 
or stored. 

(b) Entities with Tier 1 select agents and 
toxins must conduct annual insider threat 
awareness briefings on how to identify and 
report suspicious behaviors. 

(c) Refresher training must be provided an-
nually for individuals with access approval 
from the HHS Secretary or Administrator or 
at such time as the registered individual or 

entity significantly amends its security, in-
cident response, or biosafety plans. 

(d) The responsible official must ensure a 
record of the training provided to each indi-
vidual with access to select agents and tox-
ins and each escorted individual (e.g., labora-
tory workers, visitors, etc.) is maintained. 
The record must include the name of the in-
dividual, the date of the training, a descrip-
tion of the training provided, and the means 
used to verify that the employee understood 
the training. 

§ 121.16 Transfers. 
(a) Except as provided in paragraphs 

(c) and (d) of this section, a select 
agent or toxin may only be transferred 
to individuals or entities registered to 
possess, use, or transfer that agent or 
toxin. A select agent or toxin may only 
be transferred under the conditions of 
this section and must be authorized by 
APHIS or CDC prior to the transfer. 12 

(b) In addition to any permit required 
under part 122 of this subchapter, a 
transfer may be authorized if: 

(1) The sender: 
(i) Has at the time of transfer a cer-

tificate of registration that covers the 
particular select agent or toxin to be 
transferred and meets all the require-
ments of this part; 

(ii) Meets the exemption require-
ments for the particular select agent or 
toxin to be transferred; or 

(iii) Is transferring the select agent 
or toxin from outside of the United 
States and meets all import require-
ments. 

(2) At the time of transfer, the recipi-
ent has a certificate of registration 
that includes the particular select 
agent or toxin to be transferred and 
meets all of the requirements of this 
part. 

(c) A select agent or toxin that is 
contained in a specimen for proficiency 
testing may be transferred without 
prior authorization from APHIS or 
CDC provided that, at least 7 calendar 
days prior to the transfer, the sender 
reports to APHIS or CDC the select 
agent or toxin to be transferred and 
the name and address of the recipient. 

(d) On a case-by-case basis, the Ad-
ministrator may authorize a transfer 
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