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Development of Biosecurity Law System
EZ e R ARANE RIEE

Development of the Biological Industry

Importance to the country and society

© 2021 &% % = FUXION IP



Development of Biosecurity Law System
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Structure of Biosecurity Law

R 2 E R A

11 fundamental systems
BN T MRS N 1L EEANE

%) 8 major activities
B 8 BHAMZ S ARAES
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Structure of Biosecurity Law
KR AR AR

11 fundamental systems

WL T EMREN 11 MEAFE

Risk monitoring and early warning Biosecurity examination

J2 iz BRI TR ) BEHE

Risk investigation and assessment Biosecurity emergency response

JEL B & E A AT E

Information sharing iInvestigation and source tracing for biosecurity incidents
SEHEFE A IR T

Information release Entry permit - for animals and plants, products of

S BB ATE animals and plants, and high-risk biological factors that

Catalog and list enter the country for the first time or resume entry after

42 42 F15E B 4| a susp‘ension

e EEYIN
Standardization Response for severe overseas biosecurity incidents
DA BINEREY RS HRETFE
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Structure of Biosecurity Law
KR e R R R

Article 2 F2% (BZR)
This Law shall apply to the following activities: METFISERN, &EHAARE:

(1) Preventing and controlling a major new or (—) BREXFAREZELERE. WBEYERE,
sudden outbreak of an infectious disease or an

epidemic in animals or plants.

(2) Research, development, and application of (=) &#MEAWR. ALk 5N H;
biotechnology.

(3) Biosecurity management of pathogenic (=) FEREYILEE4EYREET;
microbe laboratories.

(4) Biosecurity management of human genetic ~ (P1) AFBREFTESEYMRELRSEE;
resources and biological resources.
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Structure of Biosecurity Law
R R R R

Article 2 BF% (BZH)
This Law shall apply to the following activities;: METFISERN, EHAX:

(5) Preventing the invasion of alien species and (7)) BASeibkRMMANRSRIPED SN,
protecting biodiversity.

(6) Responding to antimicrobial resistance. (7%) NXS A2,
(7) Preventing biological terrorist attacks and () P&zt SHhEED RSB,

defending against biological weapon threats.

(8) Other biosecurity-related activities. (/\) Hfh 559 <eHIED,
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| mplications for Biotech Industries

HE W BN E E I BOR

/ _ \ Chapter IV Security of Biotechnology Research,
$, Biotech / Pharmaceutical Development, and Application

Companies BT EYRATR. FRE5EARE
AT/ Bl s
Labs / Institutes / Chapter V Biosecurity of Pathogenic Microbe

Clinical Trial Centers Laboratories

5 B Y B e FLE REMEYLIREEY LS

..... Chapter VI Security of Human Genetic Resources
----- and Biological Resources

3 I I /= N\ AN VRN S N S N -
Other Service Providers BEAE NKEERESEYRERS

\ HAtEXRGHER
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| m plications for Biotech Industries

HE W BN E E I BOR

Risk Management Compliance Legal Liabilities
Ja I & 2 BE e M ®EEE
-
[ -
Biotech / Pharmaceutical Labs / Institutes / PR CRO/CMC/
$ Companies Clinical Trail Centers Ele;--- Other Service Providers
BT ) MBS R AR R = haemmern
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Risk Management: How to Determine?

Bl by & 2 an ] A E OB B 2 AR Y

Biosafety Level
BSL-4

Biosecurity Law Safety management

KM ek measures(2017)/& 4 &R E

High Level . High Level

Medium Level . Sub-high Level

Low Level General Level P1

f) Classification#R 7l: 3 Risk Levels |
o Standards Z*£: 4 Levels Labs Biosafety Level
Catalogs 4 $% Pathogenic Microbe Labs BS-1
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Risk Management: Who is responsible/capable?
AizgE®E: FEHEFHEESER IR

The Entities shall be responsible to the security of their activities

on biological research, development & application.
REAEYEMHR. HERBEREFNEN, BEHAENERNIBNEZERAE

~_~

High/Medium risk level biotech R&D activities shall be conducted ONLY
by legal entity duly established within China.
b SEBNEMFMR. FERLEEREE), BEREFBIREANMRERIIE
NAHAREST

~_~

Legal Entity Duly Established Within China
T BIER PIUOA B Sz AR N AR 4
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Risk Management: Who is responsible/capable?

g BE: LR EaET K T8

Article 38

To conduct High/Medium Risk Level biotech R&D activities:

HEREED. SERNEVEARTSR.

Legal entity duly
established within
China

“FE TR E R KA X

T RGEEIRN TR

(1) Domestic Entity /W&

ST

Special Administrative Measures (Negative
List) for Foreign Investment Access (2020)

(2) Sino-foreign IV / RSNEE | MEIREENEHISE (20205R)

&

@) WOFE / 9M&

Foreign investment in the research and
application of human stem cells, genetic
diagnosis and treatment technologies are
prohibited.

MR E AR, ERZEHRESER
%ﬂ%ﬁ%&%ﬂﬁﬁﬁ
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Operating compliance :Clinical Trials

KB M HEE R 3 B oY BUR

Biosecurity Law (2021)
Chapter VI Security of Human Genetic Resources and Biological
Resources

Regulation on the Administration of Human Genetic Resources

NEEEEFREEFG] (2019)

Measures on Management of Human Genetic Resources

ANEEERREETETIVE  (1998)

Guidelines issued by the Ministry of Science and
Technology(MOST)
Rlx B B BBTE T
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Operating compliance :Clinical Trials

EEeM: HEE

Foreign Entity/39r 88
Biosecurity Law (2021)
Article 56 Foreign organizations,
Individuals and entities established
or controlled by them shall not
collect or preserve China's human
genetic resources within the territory
of China and shall not provide
China's human genetic resources to
foreign countries.
FEOTHNFERINAR. PAKHE
1% 3 3 F L FR1E ] AR ST
HERERNXE. REBIEAXR
ZRIR, AEEREMEHEREA
7cl__'f’§J\ /ﬁo

R B B BRI

‘&R

Collection
K&

-

Preservation

R

L)

Application
A A

[

External

Supply
FIMEMH
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Domestic Entity/dr 75 B {7
Approval/fit f:

- Collection

- Preservation

- Export of the HG Materials
Advance Report/Z il &

- External Supply £f7ME{L
- Open Access Fm{E B

JV or International Cooperation
SENEE

Approval/ #tf:

- International Cooperative Research

FREIFRS1E

EXEMPTION-Clinical Trials
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Operating compliance :Clinical Trials

KB M HEE R 3 B oY BUR

International Cooperative Clinical Trial /B2 & {ERa & 2 B

v" For purpose of obtaining relevant drug or MD registration.

ABUSHRARE RME WA LT

>< AA
HGR shall be used by the clinical trial centers or labs engaged by such

centers
EHE 5 5

rERAKE (UERAEERZIENER=) MAANES
*APPROVAL is applied if the sponsor engages other labs to test,

analyze or process the leftover sample.
AT SRR AN BE

E EE EE ##Aé I:I%H{—H_j/ﬁ Ejﬁﬁ—- 'f—_r*u\// J
.

v No export of the human genetic materials.
N RNEMEITER
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Legal Liabilities

EEE T
egal Entity m
EANERE

- Natural Person
A EEIN
Administrative Liabilities

Criminal Liabilities
FTREE HE&E

» Biosecurity Law: Significantly raised amount of fine
EYREFNERS T ENEHE

> 11" Amendment to the Criminal Law: lllegally collecting and smuggling of
HGR , Fraud In drug registration application
MESE+—BIEER, MERANEEBEERMREREBRMPIRELE
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Legal Liabilities: Administrative

=R AT

20211817
=
A Bl

BEEnERETS

LE—UBEESTS

ﬂ#iﬁ:ﬁgrﬂi%liﬁ%iﬁa (RiE1T)

Pt kot

* BEER 1 HIEE S EhE B £R4%

. 77 .l HGR (2019) and Biosecurity Law(2021) came

O AFER | & AP

Before the Regulation on Administration of

Into force, the administrative punishment were

[FPIRBK (PRI e/ (FTED )

TERNTTRES ERET (2018) 15

2018-07-12

G PR R AR, Fel b W TE R MR E).

THMER bR/ RN ABITE A Y B (PN GERBETE A T B,

el MRl
Sk Y P 15 B 60 F P R T BRI 6T T Py i SRR A kB T B ~
=508
F £

201857 H12H

relatively lenient to persons who violated the
rules.

72019 NBIRH R 2020 EM AR EEE
M H, HERMERAECHNESIAEE.

(1) Warning
5 (HERIE®R)

(2) Confiscate and destroy the HGR
R EEBS RAEEER

(3 Revocation of 2 approvals
BEE W IRET O]

(4) Pending all the applications of the Entity

© 2021 ari&sn =
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Legal Liabilities: Administrative

=R AT

Biosecurity Law

Liabilities

Article 75

Failure to comply with the state regulations for the
safety management of biotechnology research and
development (EEAE YRR, BAEFTFRETER
EYPREHRRAELEEIEREN

Order of correction , warning and a fine
¥ 20,000 - ¥ 200,000

Order to cease and a fine ¥ 200,000 — 2 million

Article 79

Collecting or preserving China’s HGR or using HGR to
carry out international scientific research cooperation
without approval R & A&, HKE. REKBEAEEE
iﬁﬁ%ﬂ%ﬁﬁkﬁ%@%ﬁ%%ﬂ%ﬂ%ﬁ%éﬁ

The legal entity:

Order to cease or a fine up to 5 million / 10 times
the illegal income

The liable individuals:

Punishment & 5-year prohibition to the
corresponding activities

Article 80

Foreign entities or individuals collecting or preserving
China’'s HGR, or provide HGR to other foreign countries.
BOMNTBAERERAXE. REBHKEAXRREZRE, =
FREIMEHKEALXREZRIR

Order to cease

Order to confiscate HGR
A fine up to 10 million / 20 times the illicit
income

19
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Legal Liabilities: Criminal

=EE T

UPDATE ON THE INVESTIGATION

Reference is made to the announcement of GenScript Biotech Corporation (the “Company”,
together with its subsidiaries, the “Group”) dated 21 September 2020 (the “Announcement™).
Unless the context requires otherwise, terms used in this section of the announcement shall have the
same meanings as defined in the Announcement.

The Company wishes to report that in connection with the Investigation (as defined in the
Announcement), on 21 November 2020, it received from the family member of Dr. Zhang a copy
of a notice of arrest issued by the the Customs Anti-Smuggling Department of Zhenjiang, the
People’s Republic of China (“PRC”) (the “Authority”) dated 20 November 2020 in respect of Dr.
Zhang (the “Notice of Arrest”). The Notice of Arrest stated that Dr. Zhang has been arrested for
the suspected offence of smuggling goods prohibited by the import and export regulations under the
laws of the PRC (the “Arrest”).

At the time of this announcement, two employees who had previously handled import and export
activities of the Group have been arrested. (the “Relevant Employees™).

At the time of this announcement, to the best of the knowledge of the Company, no formal charge
has been made against Dr. Zhang or the Relevant Employees.

As at the time of this announcement, save as disclosed above, to the Company’s knowledge, no
arrest or charges have been made or filed against any entity or individual.

To the Company’s knowledge, there have been no other details released by the Authority as at the
date of this announcement.

As at the date of this announcement, the Group’s business operations remain normal.
The Company has taken legal advice as appropriate. The Company will monitor this matter and

will proactively assist the law enforcement authority with the Arrest, if required. The Company will
make public announcement in a timely manner on any important development of the Investigation.

The 15T Criminal Case of the Biosecurity

According to the announcement of a HK
listed company on November 21, 2020, the
founder, who was also the former Chief of
the Board, and two employees were arrested
on suspicion of smuggling.

It was allegedly reported that the relevant
items were HGR.

£ eFIEE—

*E?Jﬁ—%%%}%t_rﬁﬁ azozoﬁll B21H8—
N EWEE, ZATRIBA. IIESEEEFE
U2 E TR EREREIE.
BREss,
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Legal Liabilities: Criminal

=EE T

Amendment(Xl) to the Criminal Law / ;& +— &1 EE

P

Article 38 (article 334 of the Criminal Law)

Crime of illegally collecting and smuggling human
genetic resources IEXIREANIEEER. ERALEE
BEERE

Severe :
< 3-year imprisonment, criminal detention or
public surveillance and fine , or be fined only

Very Severe

3-year <imprisonment<7/-year and finegr)

Article 7 (article 142 of the Criminal Law)

(3) Providing false certificates, data, materials, samples
or adopting other deceptive means in drug registration
application % mEREEFEM PR EHRAER. BUg. &
Bl BRI H R #KBR T ERRY

serious enough to endanger human health,;& |4
BEEABRER

< 3-year imprisonment, criminal detention and
fine , or be fined only

causes serious harm to human health or if there
are other serious circumstances¥J A\ Baf& B i& pk
BEEENBHMBEISE: gt)

3-year <imprisonment<7-year and fine
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Conclusion

- F /N#E

» To set up robust governance structure and adjust the business model.
SO AW E R

» To review the current programs and protocols especially for collection,
use and cross-border transfer of HGR to full fill the stringent compliance
requirements.

WA EEEAE, LEZHNKE, EHAMHIMEEAHE
HEF R, LR E S m el

» Continuous attention shall be paid to the issuance of subsequent
Implementation regulations or guidelines.

3 R N L T VT T NS
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