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species of Clostridium (1§J§DC
botulinum » C. baratii > C.
butyricum > ZB43C. argentinense)

Burkholderia mallei
Burkholderia pseudomallei
Brucella abortus

v
v
v

Brucella melitensis v -
v
v
v

I Brucella suis
IR coxiella burnetii

Crimean-Congo haemorrhagic fever
Virus

vV >10,000
mg
Eastern Equine Encephalitis virus v -

IFEN Ebola virus v v - v

SourcerEERAMERREEN M RIEEIFEERL (2019.4.12125])

‘L Diacetoxyscirpenol
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1“5 Francisella tularensis

-2

:i-1 Hendra virus
I3 Kyasanur Forest disease virus

Lassa virus
EERE Lujo virus
EERE Marburg virus

|I< < < < <<
< < < < <
1

Middle East Respiratory Syndrome
coronavirus (MERS-CoV)

74 Monkeypox virus

PP Nipah virus

WPERT Omsk hemorrhagic fever virus

<I< < <

n Reconstructed 1918 Influenza virus -

<
1

WP Rickettsia prowazekii
715 Rift Valley fever virus

<
1

SARS-associated coronavirus (SARS- Y
27 -
CoV)

Source:BEEBFURD LR IEE VMR BT (EE TR (2019.4.12158)
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South American Haemorrhagic Fever viruses . v %

Chapare -

South American Haemorrhagic Fever viruses : v v

Guanarito -

South American Haemorrhagic Fever viruses : v v

Junin -

South American Haemorrhagic Fever viruses : v v

Machupo -

South American Haemorrhagic Fever viruses . v v

Sabia -

Staphylococcal enterotoxins A,B,C,D,E v

2100mg

subtypes

T-2 toxin v =10,000mg

Tick-borne encephalitis complex (tlavi) v

viruses . Far Eastern subtype -

Tick-borne encephalitis complex (flavi) v

viruses . Siberian subtype -
=¥/ 1 Variola major virus (Smallpox virus) v v - v
-3 1 Variola minor virus (Alastrim) v Vv - Vv

Venezuelan equine encephalitis virus v -

Yersinia pestis v - v

Source:FEEBAZIRCEMAEYM RIS IBEEER (2019.4.12183])
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Title 42: Public Health

PART 73—SELECT AGENTS AND TOXINS

Contents

§73.0 Applicability and related requirements.

§73.1 Definitions.

§73.2 Purpose and scope.

§73.3 HHS select agents and toxins.

§73.4 Overlap select agents and toxins.

§73.5 Exemptions for HHS select agents and toxins.
§73.6 Exemptions for overlap select agents and toxins.
§73.7 Registration and related security risk assessments.
§73.8 Denial, revocation, or suspension of registration.
§73.9 Responsible Official.

§73.10 Restricting access to select agents and toxins: security risk assessments.
§73.11 Security.

£73.12 Biosafety.

£73.13 Restricted experiments.

E73.14 Incident response.

§73.15 Training.

E73.16 Transfers.

E73.17 Records.

E73.18 Inspections.

E73.19 MNotification of theft, loss, or release.

E73.20 Administrative review.
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Security Risk Assessments
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Annual Inspection Guidance

This document is intended to provide guidance c..c cooov oot gt g e —gmmemry « —q e ——e~-DNAL the Responsible Official (RO) ensure that
an annual inspection is conducted for each registered space where select agents or toxins are stored or used.

Biosafety/Biocontainment Plan Guidance

This document provides guidance for developing and implementing a biosafety/biocontainment plan in accordance with section 12 of the select agent
regulations. This includes definitions, plan provision requirements, hazardous characteristics, and a Biosafety/Biocontainment Plan Template.

Drills and Exercises Guidance

This document provides guidance for developing, implementing, and documenting drills and exercises in accordance with sections 12, 13, and 14 of
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- Select Agents Regulations 42 C.F.R. Part 73 - EFEIMEZEIFT|
Title 42 : Public Health
« §73.3 HHS select agents and toxins. ® :TEHE : 2020.6.16
(c) Genetic Elements, Recombinant and/or = - BHI4SREEHIES
Synthetic Nucleic Acids, and Recombinant o X :

EH/5 B 2% (nucleic acid) & B 1%As
(1) Nucleic acids that can produce infectious (organism) NAIEE 7 « ERIGE 2%

forms of any of the select agent viruses listed Lo 1 B 4 B . e AT
in paragraph (b) of this section. ER{Z 14 BRY)E M ARES (organism) - ERERIIE

M= .

(2) Recombinant and/or Synthetic nucleic S

acids that encode for the toxic form(s) of any 1. BRIEHNZEE  BEESSSHIMS
of the toxins listed in paragraph @) of this =S EMTT - RS -

section if the nucleic acids: 2 &' L G RAIRER

(i) Can be expressed in vivo or in vitro, or (1) T 1ESERE AT ERLINEIR ;

(i) Are in a vector or recombinant host '

genome and can be expressed in vivo or in () FEEEIEANEBEEFERLET - HoJ
vitro. EyEREA B ERSINRIR

(3) HHS select agents and toxins listed in .
paragraph (b) of this section that have been 2. ZABEREMH 2 EFRMESE -
genetically
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» Select Agents Regulations 42 C.F.R. Part 73
Title 42 : Public Health
« §73.3 HHS select agents and toxins.

(d) HHS select agents or toxins that meet
any of the following criteria are excluded
from the requirements of this part:

(1) Any HHS select agent or toxin that is in its
naturally occurring environment provided the
select agent or toxin has not been intentionally
introduced, cultivated, collected, or otherwise
extracted from its natural source.

(2) Non-viable HHS select agents or nontoxic
HHS toxins.

(3) A select agent or toxin that has been
subjected to decontamination or a destruction
procedure when intended for waste disposal.

(4) A select agent or regulated nucleic acids that
can produce infectious forms of any select agent
virus that has been subjected to a validated
Inactivation procedure that is confirmed through
a viability testing protocol.

-HEBRSNE

- EfltEERES

® :IEHH# : 2020.6.16

B - HEBRSIE (Regulatory Exclusions)

(—) FESHNETIESR
(C)EFIESZRERZEY
(=) BRRETHNERIMESR
(0) EfltER 2 ERITH
(h) RARRRETEENEER
N BREIEVMZSER

(t) RIBEEREESHRINNZE

EEE

1%
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- Select Agents Regulations 42 C.F.R. Part 73 - EFEIMEZEIFT|
Title 42 : Public Health

« §73.3 HHS select agents and toxins. ® :T=HH - 2020.6.16

§73.5 Exemptions for HHS select agents 7% ~ #At2(Regulatory Exemptions )

and toxins. . e e pn
Enl4RR - EFltEERN=ZEE J'&F

(a)Clinical or diagnostic laboratories and other RRBEZEm  TRENERE MK

entities that possess, use, or tran_sfer a HHS HYEAZ 6 - Srajsistfl - s A Ex 1$E

select agent or toxin that is contained in a e N o
specimen presented for diagnosis or verification PR Em - OlEAR '8 %J MERRKER
will be exempt from the requirements of this part ~ E=IB{FEEIRE 1 ZIE

for such agent or toxin contained in the

specimen, provided that:

(b).....that is contained in a specimen presented

for proficiency testing .....

(c)...that are, bear, or contain listed select

agents or toxins that are cleared, approved,

licensed, or registered under any of the following

laws, are exempt from the provisions....

(e) The HHS Secretary may temporarily exempt

an individual or entity from the requirements of

this part based on a determination that the

exemption is necessary to provide for the timely

— participation of the individual or entity in

‘(*l response to a domestic or foreign public health

%2 emergency.

Sy, w
r Dise?
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- Select Agents Regulations 42 C.F.R. Part 73 - EFEIMEZEIFT|
Title 42 : Public Health
« §73.3 HHS select agents and toxins. ® :TEHHR : 2020.6.16

(d) HHS select agents or toxins that meet +— - #E|IEE ( Due Diligence)

any of the following criteria are excluded s = , . — L
from the requirements of this part: - ERHEEHETEERNASTERER

T PRt 2EE RERAEZNHEETT
(7) Except as required in §73.16(l), the aggregate E3EE - B EAE AT NRENE=ZE

amount of the toxin under the control of a + o o 1
principal investigator, treating physician or # - MEKREERZHRSEETHE
veterinarian, or commercial manufacturer or . BEENEASTEMMERTERES
distributor does not, at any time, exceed the e A A SRR
following amounts: HOREEA -

1 mg of Botulinum neurotoxins; . 54 EE 4 S s . = =
10,000 mg of Diacetoxyscirpenol; TIET BUREBEE rﬁ’%?zgﬂgli
100 mg of Staphylococcal enterotoxins - BRITERAZE - DUIARHEMERE
(subtypes A-E); 10,000 mg of T-2 toxin; Provided /,:.\@5/]} ﬁﬁj,/(ﬁ@{%};tqq 5117

that,

(i) The toxin is transferred only after the ® e ieiiiieiaaeas

transferor uses due diligence and documents

the identification of the recipient and the

legitimate need (e.g., prophylactic, protective,

bona fide research, or other peaceful purpose)
~= Claimed by the recipient to use such toxin.
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