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Bio-satety Administration inCnima

E ZF $lZ State Commission of Science 1993.12.24

ERTREZEEHE

Measures for Biosafety Control of Genetic Engineering
RAVEEMOA 1996.7.1

RWVAEYFEF TEZEEHEINE

Measures for Biosafety Control of Agricultural Genetic Engineering
[H 4% B the State Council 2001.5.23

RNV B R A= W) 2 2 B B
Regulations on Safety of Agricultural GMOQOs

> PHEEZFNAYZEEHET20ZEFEREERRER, BEERT HLBEERN
BRI R BEEARMEARSEE R,
After 20 years of practice, the Biosafety Regulation of GMOs in China has
gradually formed a relatively complete legal, management and technical

supporting system. 7 y
—




a2 Regulation System

o

%B% the State Council

RNV B F R A=Y 2 2B %K B
Regulations on Safety of Agricultural GMOs
RALE MOA
ARV B R A= ) 22 4 VR T
Implementation Regulations on Safety Assessment of Agricultural GMOs
RNV B R A= Wb IR B B
Implementation Regulations on labeling of Agricultural GMOs
RN F R AVt O 2 2B H Mk

Implementation Regulations on Safety of Import of Agricultural GMOs

AR b B R AR M hn 1o b Ak

Implementation Regulations on Process of Agricultural GMOs

MR~ E BORTER PTG

Related Notices, technical guidelines, standards and norms “7 ;
- 13




s b R As = Reqgulation System
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K*L%LJEJ% AQSIQ
B R B D P ke e ke B M

Implementation Regulations on Inspection and Quarantine of Entry

and Exist



=Rz Admimstration System

EFRERFE <1 inter-ministerial joint conference

R5T: WHF. HERFEERAEY) 22T HR)EXH

Responsibility: discussion and coordination of major issues involved in the

administration of agricultural genetically modified organisms safety

HE: PEAREESL, R, B, 84, PE. H

% PR,

o U6 7

RS 12NER T T2 K

composed of responsible persons from 12 departments, including

departments of agriculture, science and technology, environmental

protection, food and drug, public health, commerce, inspection and

guarantine.



=Rz Admimstration System

b E & MLEE MOA
. MRZEM. WEBEHE. KRER. InERIE.
HE O S REAEE O PR IR B

Responsibility: safety evaluation, supervision and inspection ,

k4

formulate standards, import approval and import labeling
M. R ERRAE Y LTRSS /PR R
RNV EREREYZEERIAE

Agency: Agricultural GMOs Administration Leading Committee

"'*'l

and Bio-safety Office bear the above responibility ?7%



=Rz Admimstration System

UL ERIVATEC

.
-3
.

=

PRI

The agricultural departments of local people's governments at or above

the county level

—

PoT: MBI

Responsibility: the administration of agricultural GMOs , and

A 7
1L

BHE, 757, ITAPREEFRT

approvals for production, processing and labeling within their

respective administrative areas

Pl : &8 Rk

it

Ny

.

s D

A

X/l e ot

EIIAE

Agency: agricultural bio-safety office at provincial level( Science and

Education Division of Agricultural Department of the people’s

government of the province)
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=Tz Admimstration System

o [ AL R AQSIQ
A ST HE B A R A T A BT

responsible for inspection and quarantine of entry and exist

_l

FE |/ FDA
HRIRgEr BN TR ERE R IR REE

responsible for the supervision and administration of genetically

modified food within 1ts administrative area



ARV FERRNEYZERRAE

Bio-safety committee on agricultural GMOs

(7
43

MR RN ERERRA LR 22T TE. HNFRIE
REAEYR. £/, L. k. P4E. HER

rir S TH T K H K

Responsible for safety evaluation of agricultural GMOs. composed

of experts focused on biological research, production, processing,

Inspection and quarantine, public health and environmental

protection. j
- l-9



KRN 25

-HNEYZERTRE

2005-2008:
2009-2012:
2013-2015:
2016-2020:

B,

Bio-safety committee on agricultural GMOs

2002-2004:

Hl

Sy

3=,

58 A\
IZIN
60 A

the 1t session 58 members
the 2"d session 74 members

the 3rd session 60 members

Ay

B = H H

N

64 N\
75N

the 4t session 64 members

the 5t session 75 members



BN szrE s 2= Technical supporting system
F R\ EEFEZEEERENRAZTRS

Bio-standard technical committee on agricultural GMOs

> TmALA

41 members

> AP A BRIV ER R R R D

Secretariat is in Science and Development Center of MOA

> RATSERARHE16070

Issued 160 standards

o ]1-1
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BN szrE s 2= Technical supporting system

e [R %ﬂ]ﬂ*’] Inspection organizations
> 40 LA IEE A E

40 technical inspection organizations have been certified by
MOA

=4S “BREREY. 3. mEW”
3 different fields: plant, animal, microorganism
> =R ‘PR ARRE. FRHRE”

3 categories: molecular characteristics, food safety,
environmental safety . a-,]
- 12




S e S R 2 o el /2

(Chima Biotech Sarety. Assessment Systemn

W ot I S =i S'C|ent|f|c and reasg
P/? ﬂjl | NEEHE dase -by-case
rinciple o~ Rl
e T )
. ﬁ’% | Plant, animal, “Fiicrobe
2= i Object i A i S,
4 i | OFAFAERERR @ There shouldn’t be any danger
¥ F A4~ F. : @BEHRERK '@ Low risk of danger
- ﬁl\ ........ 4" T ORBTERR '@ Mediate risk of danger
4 Classification ‘!E—EFBA /l@ High risk of danger
®i P 20202020200 EE——=mees
Safety 3 hg X

SSRGS Re%earch and development :

System 7 M~ (:g\ | SCISEAST MBI Erﬁvironment release
: sesse N oeee | v )/ v |
';ﬁ; afe: : chia)sis ) ArEteaie Prloductionqﬁjajr
:Intermedlate st EHEZIEH Sa,lfety certifi ate




_ REVFNHAZE Content of safety assessment

—. F44E Molecular characteristics

—. £ 44 Edible safety

=. I 24 Environmental safety



ArrrEaEpd olectlar Characteristics

< oF 4 4E Molecular characteristics

1. & AR |BARAL X TH Information of expression vector
2. B 69K B A I B 48 F 89 % &1 A Information of target

gene’s integration in the plant genome

3. SN RAEN 5 89 & 3K H A Expression of inserted fragments

< {4 Z M Genetic stability
1. B 893 B 40945 2 P the stability of target gene’s integration
2. B &9 XK B &L 6948 2 PE the stability of target gene’s expression
3. BARPER ZILAIAE P the stability of target charactersQT "

—=- 15



S HEE I Food Safety

X 7?)? /%35% bﬁ' i-f?.fj—z’ ‘L-}"ﬂ]\ Toxicological assessment of new substances
X ﬁﬁi'}i ‘L‘T"'ffl\ Allergenicity assessment

X 9‘(%)35(‘/7,}\53\7})? Key components analysis

o é}’?? \g:rffé‘ri ‘H""ﬂl\ Whole food safety evaluation

.

% "“éf’ 3%-'%’—" ‘L‘F"ﬂl\ Nutritional evaluation

X _":".1‘3‘ ﬁﬂliﬂ‘-’f&i\‘t '3/4 "(a) ﬁ"J ‘L‘F"f?'l\ Assessment of production and
processing impact on safety

BRI RN E 23T KA 2P IR Other safety

assessment according to case-by-case principle

— 16



s 22 P EnvironmentallSafety

< & B354 88 7] Competition ability

\/
0’0

A

X

2 4% 89 3R 3% %5 "M Environmental impact of gene flow

< TR B R FEN Functional efficiency evaluation
X Xﬂ’«’lki‘ﬂﬁ?i% ) %5 "/ Effects on non-target organism
CHESRAAHRBEMPR F LD RN R

Impact on ecosystem and pest evolution

o ¥4 A P 09 FuE Resistance of target organism 7 :
e 4
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(M@ safety certificate issuedimn Chna

Ak B AT, PR R TAEN LR RARAEIED
Up to now, safety certificate for 7 kinds of plants issued

19975 &4t 5-&Hm (iTi7) ®

Delayed ripening tomato (expired)

M (%)

Bt cotton (extended)

19995 Z XL &s&kEH (L)

Modified flower color petunia(expired)

FuiRFRAR (LHA) #

VR pepper (expired) “7 g
— 18
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2 GI\VIO safety certificate yssuedin China

2006-F: HmEFEFARIN (&)

P

VR papaya (extended)

20094: #iudEs B R (&)
)

Phytase maize (extended)

PR AKRA (8)

Bt rice (extended) «-T;
— 19



Rl ZEFREHOEE GMO import

N

g e,

B E Applicant
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R FEFAEMHFOEFE GMO import

S REH
Imported agricultural GMOs are divided into three groups in
accordance with their intended uses:
> ATARKAE: AEBRHRFEYIHF
For research and test: starting from the stage of research and
development

> RTAEZERE: AP REXEFIE PR

For production: starting from the stage of restricted field-testing,
then step-by-step

> AR IRA: ABEFHELIED

For processing as raw materials: May apply directly for safety ™, ..
certificate -

.
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2O F{EM TRE#R = Review and Approval of

Products for Import FFP Purpose

> SN R i =2 2k
Import safety certificates for
foreign developers

> SRR G R O Z e
Import safety certificates for
foreign traders




1 [ A ENEE s = 4R Approval Process

© SRR DB TR R 2IEF HIE Submit Application
@ RAHZHE., HH, RXLBZHE

MOA accepts application, first review and NBC review

® WMFHFEENR, RIBAFEMEHEH No questions, issue import permit
@ RABAEHED Import materials for local studies
G HFRERSHEIE. BRZELRHZERN

Identity verification, environmental and food safety assessment

® WM AHEBERBREEHNRERELRZFE

Application dossier and integrate assessment report delivered to NBC review

@ WMFSEX, KPR EREDREN TR Z 20+
No questions, safety certificate for import FFP issued to technology
developers

BANR G R EM KRR, PESsHKEOZEER
With developer’s safety certificate, traders apply for import safety certificate
for each batch —- 133




A ERE [Labelling

> NEFINRREFHHTHERRERRAEY), NMIFEITIRR.
All the commercialized agricultural biotech products listed in the Labeling
Category shall be labeled

>EREFREI RS R: BmEARIR. AR HREERR
China biotech labeling: mandatory and qualitative labeling following the
Labeling Category

B s iRRES (2002 R85 ) China biotech labeling category (since 2002)

’ AGfF. XG. XS, XSl 24 > Soybean: seed, grain, powder, oil, meal
T HERRRF. I, SHIOEH. SHIOTH > Canola: seed, grain, oil, meal

g TRMF. K BKHE K » Corn: seed, grain, oil, powder

; RGP T > Cotton: seed

T B, EHLA » Tomato: seed, fresh fruit, sauce QT
- l34
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Ny

> AR FL R
A” == /T

Y7 E R

%?Ei%ﬂl%*nﬁﬁ% “ gg_‘ﬁ‘/,__‘

Enhancing localized management and R&D people as the first

responsible person.
> Fz*gﬁn\\f%ﬂ}: Eg%’“f }'\
FEY R

il P PP A, B IR T

5 LA

Carrying out GMO seeds productions and planting experiments in
accordance with the regulations strictly, preventing the
proliferation of illegal cultivation.

> K b b e e A TR I 7
TRATG

K]

Increasing the intensity of detection during variety approval stage,
preventing unauthorized GMO seeds entering the market. 7 ’
— 25



> INRERAR = R

1Y

N L i

B

=R o B 4T

—

LA E

X

Strengthening routine monitoring and key area sampling of GMOs

in agricultural and processed products.

> SRALERTTHRF], SKiis-
B WEIERIR AT BedivE

Strengthening sectoral cooperation, implementing section
regulation. Protecting the public’s right to know and to choose,
achieving GMOs labelled, controllable and traceable.

> JARFRFERIEA,

3

2

I

A s

Py PREE A AR AE BRI FE

=4

Increase the intensity of exposure cases
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= (B E1E  Popularscience propaganda

I L EEEN D
opular seience propaganda efforts

SHFE

Platform

» Good at popularization of
science :
« Down-to-earth Main ci_hannel . %%r}g%% e

Emerging media « Public places







