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Taiwan Biological Safety Association had organized a professinal
team to excute the 4-years commissioned project from Taiwan CDC for
set up the strategy and policy in Select Agent and Biological Toxin
control since 2017. Going through professional committee and paper
reviewing, we achieved the first year target by reviewing advanced
coutries policy and strategy in SA and DURC control. The list to show
the advantages and disadvantages in difference coutires in SA and
DURC control was described in this report. Some suggestions for
preparing a good policy and regulation for SA and DURC control in
future also be discussed. For checking the current situation of SA
management in Taiwan, this study prepared a self-auditing
questionnaire to check the organization that owned SA. There were 7
organizations to be investigated, including 2 hospitals, 2 acdemic
institutes, 2 govermental institutes and one private company. After
studying the investigation questionnaire, we found some gaps in SA
control activity. This report also provided some comments and
suggestions for improving the ability and capacity in SA control.
Otherwise we prepared the biosafety & biosecurity and RO training
course ouline that could mactch the Taiwan requests based on the
results of investigation and reviewing “Regulation Training
Requirements CDC/NIH BMBL, NIH Guidelines for Research Involving
Recombinant and Synthetic Nucleic Acids” and “42 CFR 73 2z Tier ,1
BSAT Personnel Suitability Program” .
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(DT r» FRAL 2R ABBEREF T~ L ARG LEETF
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(identification) BSAT ~ Form 5 ¥ 3#+%/& BSAT ##4 é_r‘%?i‘%%\%i
(Request for exemption of select agents and toxins for an
investigational product) » # #f & f 35 # BHF 2 dp 51 i E =
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B)caERe @ ir AR asiRy 2 ARG A~e 85 = FE ”Lri_*:dz
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P ERFL QLR EREFEOREFOHI ORARE- |
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# B & 2 Anti-terrorism, Crime and Security Act
2001CATCSA) i @ > Part?T ® & T £ & HRpREF F F2a §1T
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Rt FoATCSA 22 Rd B < 9 4 g RS @IH 72> % National
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A2 E T o AT ""a%i“#@q’fiiilﬁi}ﬁ'—iziihiwl»E‘. iﬁﬁﬁ_
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select agent and toxin outside of the primary barriers of the
biocontainment area) - # ¢ 199 #R[X|THF & F L A 2 + BB
S S &19?1’ A 2R ﬁp‘ Ao A BRI FHREZ TR
CREE T PR AR R vk b BE TR 2 2k o
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misuse)Z fEuk I P ik RG] G onE A o iy Rz 4t L R AR
B E 4R FFAY 2% (ethical education) > » & 7 ~ R&E FE 2
R T 2RI FEN D YRR T o

3. &PiicE
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report of the Federal Select Agent Program, 2016 & 6 * % # ) »
22010# 127 31p 23575 29] BRHEE = FSAP:+ % % &
MEXEEEAT B2 e 2 K CDC FSAP’.‘;—"zb’."\cx\EfLﬁf‘ "ﬁ
FOLB AR REET A EREEIUSDA EeF G 40 B &
PaROgR s EgaisiperE Y > 5 325 F it (acadenic)
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4,442 === A B P > 5 16 =% &£ U4 f (restricted person) &
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% 1% - FSAP "J‘E%ﬁfﬁﬁ%’f’ R ﬂk"?]’* # «“: V? [ 13? . %ﬁ‘iﬁ@‘
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SEETEF B3R E A FNESEFEL D AT L (P R
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and select agent
activities conducted or
sponsored by DHS ( # #7#
EQLs sl
HIL P Jo P s 4y
31)

* DOT/PHMSA inspects
shipping areas where
hazardous materials are
packaged, shipped, and
received. (2 Z # fer7s
* ‘Q?éii'ﬁﬁ%ié?éfﬁii

#)

% B H el R

* Register for each select
agent or toxin it intends
to possess, use, or
transfer ( @ #/25 % % 4
FES T SN R T 1
7

* Designate a Responsible
Official (RO) ( #'#//2p &
i %)

* Receive APHIS or CDC
approval of the entity,
RO, & individuals who

need access to select

RAFPFRREAREELID
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* laboratory inspection regimes
and the rationale and
practicalities of the
licensing system (# %% iL
PFFET g G VA FER AR
JREE )

* biosafety training provision
for staff working in
containment facilities (#
HE LG TR RE KRG

* the maintenance and recording
practices surrounding the

storage and transportation
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agents

Based on FBI/CJIS
check of electronic
databases - Security Risk
Assessment (SRA) ( 7 ##
i FBHEPETE  ROZ R
CpicFOEFIE RS A-i
#H FFBA/CIIS “r# 2 2
FET T T ES ST
Maintain records ( je4##
%)
Receive prior approval of
all transfers (77 ##&F
AEFFE)
Develop safety, security,
and incident response
plans (#/2% 2~ F#2Z
FEFTE)
Conduct drills or
exercises at least
annually (##F% *#7%
- X FHE T )
Conduct safety and
security training ( # %%
DEEDTRT PH)

Provide notification of

of dangerous pathogens (2
RS R Bt T2
L #t)

* measures implemented when
pathogenic material cannot
be accounted (% # A5k #
P A LK)

* the role of universities in
overseeing security
clearance for research
students working with
dangerous pathogens (= £ #7
IR G R E 2 bk
i 4 )

* Ensure that in the education
and postgraduate education
of life sciences researchers
there is a specific and
explicit part of the
programme that indicates
awareness and the risks of
misuse of biological,
biomedical and
biotechnological research
and ensure that people

understand the limitations
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theft, loss, or release
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* Allow for inspections by

CDC or APHIS ( 2z#CDC

FAPHI S2H 8 #)

of the BIWC. (#z7ek 7%
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* Department of Homeland

Security :

PErvRBFL LR

* Department of

Transportation
@ﬁ%ﬁﬁqﬁ

* Food and Drug
Administration (FDA) : %
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s B F& E7#2 F National
Counter-Terrorism Security
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