IFERRE{TE R0
S IR bl iSE LR

B /HRE 2 - A4

FERT AP R T 37 2 R ERT Al
Frit RN F N Hh R ARE e
TR ELAR YR 1 A2 ) e P B DT P SO Ry e S A e
SIBRAERE O B A AR (T A m] S AR A SR
FL AT AR B i R R B e B - [ATIL S S 5 B
IBH - BIEHEA R b ERREE L B T
e P B A B R A B Pk SRR
IGE A e TR AR A R Rl R TR B =
L (AR S B R E B A R L BRI - K

SRS BIRRRE K - S~ BRER - AP R R e
FRAE s TR A I K S5 B e A i e A B il
FEL R R B R AR R i E HEE BaSBE
BB BTG DL R 2 i ss - BB P s
AT TR -

EFR AR E A iRiE R R

TSR Y T e RS e v SR SR R B ) -
TS ke B AGES s (B —) - DI

Benefits for Agriculture, Aquaculture and Bioeconomy

Increased value for research and development investments

Breaking of unfavourable trait linkages

Yields results similar to natural genetic variation or conventional breeding methods
Controls genetic and vector-borne diseases

Increases crop diversity

Reduces acreage used for agriculture

Expands diversity beyond what is possible using meiotic recombination

Can add traits to meet consumer preferences

Adapts crops to suit changing environments (i.e. climate-adapted strains)
Increases productivity

Enables development of perennial crops
Reduced breeding costs from better animal health and welfare

ERIZCE © OECD -

E— ERFERIMTEEXERANBRIER
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I AR HRE e 8 ARV A B R E T RE B A
284 PR B R R P B REA R AR A
EBER S BOAERR JRBERNGE (A&7
AN EERD) - BIFE EE A2 R B Bl R Nl
TRSEFARIE A BLSEIR - ARAR A 5 20 8 F LB i
Ry Edn iR E

P& & 7 Bt B (International Seed Federation,
ISF) A 2015 & &% {fi B & % HH (Plant Breeding
Innovation Statement & Principles) > % BH A1 #5 7
JE N o i B e B A T TR P A A
il BT 2R E . BUNEDIRE Ry B
R T o T Y A P Tl B 5 1 7 B R o -
e PEBBE AR B TR - 1TAE 2018 FFni K &
{E 7 3 (Asia-Pacific Economic Cooperation, APEC)
R S I DR R i B R 1T FH B G A R R
3o A FA TH 5L 5 H #% (World Trade Organization,
WTO) # 11 " B B RS U A= W) 50 9l f22 3 e FH A
(International Statement on Agricultural Applications
of Precision Biotechnology): % S EE 4% 8 = 3£ 7
BRI 1 25 RS U e T TR AR R AL B A SR T S
SR - HETEA 14 Pl & B IS
BH - E SRR AE ~ SN - T2 HNZE K~ BHmbbin
AR HISEAIE TR - ZZH#0RHT -~ B B4
F EEB - BhE B 7B R AL [F A R
i °

7 5 A e B 9T A o B G B R U T 1 - AR
P 5 A sl A (WHO) ~ i & B R R B2 S A ik
(FAO) FERI 87 & 7 Bl 528 et #% (OECD) flrad v
B9 T EE % [F ) (substantial equivalence) JFHI > 58
HERF & — 2 22 ZK e #iat e SHE R R AT
A AT IEANE] (R T IA AREI A AR A] -
EEARRIERMER

3 B DA ot e T TR B4R R O AN A
e (E B e T B T R i P B R A A
U A H dH #8528 8% | (Coordinated Framework for
the Regulation of Biotechnology) TiE{TEH » &

| PRECISION BREEDING HI|

JE HIJHI[ % product-based * DA B & 2[4 (substantial
equivalence) ; [ AII{E fy e 2 5 (G AR 1E « B2 & 25
ity 2 e (3 4 4532 TH 57 48 2B & WHO ~ B & B f&
B A % FAO ~ BIFR R il i 2 5 & (Codex
Alimentarius Commission) F1#& % & 7F 55 28 F2 i 7%
OECD 5 [ 5% ] #% 55 52 it 8 fre R [ I - F EPA
USDA K FDA HL[FE/EH (B =) »
& FE B AR YR SR 5 A B
E5EE0 (USDA) » EBIE IR R (US EPA) fEE]
rnZEY)E S (FDA)» USDA B3R B & R &Y
BN FIE RS HIEY) - EPA HIZ & H B4 8% &5
SCRAIPEY) - 1 FDA A B it 2 &

& 1% 4 (2020) /£ 71 H USDA Fl 3 1 &9
SECURE %% S5 5 g fifedth B & o A B 5
P 2B - ST AR 8 A b 2t Pk
EEE R DU &R R s I o 15
R i i 7 o A DM RIS A 28 BlfEE DUE 1A
MRACE A RG22 8% - H SECURE {E%H
1tk 2020 4 8 HHREATR AN B SDN-1 J BLES
Ze28 ) SDN-2 mIAN{Eif & 1l il B Bz Erfi - HAl
R USDA 2% &5 H 2010 4 A0 DUE B Y 10
W R R B R (E Y - Horp g S P i A
P Ry FE I A 2L iy A B R AU Ry IR i
Yy Rt B A B AL B R E B R AR R
TR R EEE R MGE 421 » Cibus A FIHIFHEAS E e & B
FEB R i A RS th AR R B b e

YN EAG FAZ A CRISPR/Cas9 £ i it fiff
FEHIFHEERY 2015 FAISEBHR T FAHES - R
Hrill RN R B A USDA Bl 15 4 i B 2
(APHIS) 38 RNy [RE 27 2= J b - AT HEAN & 0 DRy
I EORFHFERE 7 Al L — iR 46 - B2 —
{6 B A B — B> AR BEAR G BN R SR A 7 -
{B USDA Fir {F B TR T8 Al & 72 B .2 1% ik i HO Bt 3% 05
A] o FHEFSAFIENFE 5 A FF§ CRISPR/Cas9 £l ffr
W8 & LB HORE K BIRE BT - A NS IR R
Al - 125 [Hif] - USDA JRAg S IICVEEE » 55

1
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Coordinated Framework for the

Regulation of Biotechnology

FDA EPA

National
Bioengineered Food
Disclosure Standard
Law, NBFDS, 7 CFR

Part 66

Federal Food, Drug
and Cosmetic Act,

Federal Insecticide,
Fungicide, and Rodenticide
Act, FIFRA

uidance on

Introduction Of Organisms

Statement of Palicy & Consultation And Products Altered Or 7 CFR Part66.1 -
Guidance to Industry: Procedures Erodteen Jumm e Definition of 7 CFRPart 66.9 -
Plant Pests Or Which There

Foods Derived from
New Plant Varieties

Foods Derived
From N_EV{ Plant
arietie

Detectability

Bioengineered
Is Reason to Believe Are Food
Plant Pests, 7 CFR Part ZMDJ

I'_I_I

Details on USDA
Plant Breeding
Innovations.

The SECURE
Rule

R © EECERERE - BRI YRR E S e O R -

B= xEMRAEEREEER

4 Cibus 23 ]I SR E R & R S H il 8 e B
FEAEFER - #ER USDA LA 2018 AEAHH %
T 56 FH R R i i fler L B 5 el A ) Sk & 7 Y
FEan N INENE @] (B s 0GR E i LR BT 1)
ATFEfLE &N T USDA - FHfiE flE 7532 BE il -

55 Ah> Calyxt fit B 28 19 15 H R B K] e 80
(TALEN) K 5% 35 B 55 — 2< Bl FDA S 17 5 B 7%
A B ZE A 3% % M #R 5% Fs BNF (Biotechnology
Notification Files) No. 164+ FDA & A 2019 ££ 2 H
[E &> = F 21 T We have no further questions at
this time about the safety, nutrition, and regulatory
compliance of food from FAD2KO soybean 535,
FEAhZ R IHRERIR AR AR B AR R A K — iR
Bin TR E A -

MEXRERFRERDECR

RN R 2SS (Ministry of Agriculture and
Agri-food) B £ it B /5 (Canadian Food Inspection

Agency, CFIA) 3291 - BRIARIEE SHAE) - YL
Wy TR E B E Y E B B R IR R
Fo [N i (genome editing) » fH#) 7 TR AIHT (plant
breeding innovations)- 5 % F & £ fiy (precision
breeding techniques)~ ¥t Y & & £ fif (new plant
breeding techniques): & %#£ & fE £l ¥ (precision
breeding innovations)+ B &l37 & f& £ fili7 (innovative
breeding techniques) °

2 42 0 & K % # Guidelines for the Safety
Assessment of Novel Foods > FREIHHAE T HEE(EY){E
B e e R E A TAZPTE A 2 Friedk - (#
T BT L B ERTAL - A CFIA B & K4
(Health Canada, HC) {fklI& T #81E £ 5k (Novel Food
Regulation) L[ & FEH ([E=) - HRFYEIE
AN HIERsrH CFIA B3 - [ A HERS B HC &3 -
PR EY BAFAMER - B LS R#rsa

[STu i

U

DRI B | R B3 i A W R i T 17 i B
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Manufacturer > s b
N BE Moyl Food Novel Foods Section 2 CF_IA and/or
Environmental
/ \ | | Assessment Unit
¥y
Bureau of Bureau of Bureau of
Chemical Safety ||Nutritional Sciences | Microbial Hazards s
Adj.ll'l:;omll
\. i / } Information to
= Reach a Decision
Additional Information | e s' ________________
Required for Evaluation?
l No Proposal Presented to
Food Rulings Committee
Assessment Completed by all ¢ ———
Bureaux ——
Letter of No Objection Sent
v to Petitioner
Food Rulings Proposal v
T by LS Decision Document Posted
on Health Canada Website

U2 O RBIIEVN G

B= MEXHAERDEERE

2 NVERB M BTG =T MR
T ERdh AEEREY RSN EA L
B R R T RELE I e (BT DA 2 #E AL (case-by-
case) Y52 [AFERHE BRBLG A SR RTRE S - DAE—
R RE AT P2 B B RLUE A Cibus /2 F] ODM i
K EUR 2013 SERGE T - (B R L R R AR B
ler B 28 O 72E A IS 7 & Bt A 2E 5L L (Food and
Drug Regulations) ¥ B.28.001 i EZ.2 “Hr -
BEn= R BUR R IR (strongly encourages) 5%
FIEETERTRER - WG BaEns
M BRI BRI BE e FENE
Al DUETTIRAERT AL - AIE R A L AIBESEEIAE(R] - DA
" E'H % [q] (substantial equivalence) [ BII{E fyZd 2=

SF{

Er R A iRiE R MER

B S R L X i i 5 o R 1 TE B A R I 5 i
(site-directed nucleases, SDN)» Bk FH fY 5% £ fH B #4¢
% (GEaR) e e 5 EFSA (European
Food Safety Authority)~ BU H5 37 B 57 7i7 T {F /)N
&
H o AR W) & % R B ZKBS (German Biosafety
Commission ; Zentrale Kommission fiir Biologische
Sicherheit) {2 BB FLHE HREMNELL 2R
BVL (Federal Office of Consumer Protection and
Food Safety) » &5 A fm 9% Bl R ER
— R B T HEE B AL R IR U R O E B 5 -
H Y ER 222 V) HE DLy H > FEIRB R RIEL
WAV AR TR AT LUK R E B BR T Ry
{E S B T i FH RSB - 5 S B AL R 1
e 2k A— B P VIR R IR IR A 55 [

#H NTWG (new technology working group)
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ZKBS Rt FIER /IR 20 bp » TN Ry
#H DNA ; CRISPR/Cas9 4= figrhFrfi FiHY guide
RNA - JRHE W8 R 6 FHE A g ve AR
AV E > MEREUER M Directive 2001/18/EC i
RETE E AL — AR (Al A ERE M
KRR Ry BT B Y E RN » 1T guideRNA
AN AESHAEE T ERET S EEYE - =
YEUE B IR I £ 0l & i A YN B BRI A TE R R A g
Hh o B ET R AR N R AT O DA I8 o - PRI
HEY R BERYCE Y - EFSA $H# RRFR
SR AR - GMO unit 17 5% / 5 HHE
BEAL IR BT i B SR B R T B 2R Rl e B
KRB | AR S R fERIE . R
Zesh e it R AT HERR A BRI GE AR Yy Hi e - (A
oS = HE E B BRI E i & AR 18 AR i A — B
YMREER Bt EFSA GMO Panel F55l$H 428 =55
TE BRI AR YR i AE V) TR B ST A

HIEE AN tE - BB 4 2018 47 H] 72 B KR
B R AT ARTT BR A 5 2 MH RS - RS E A
A am ST AE B R RS — R R R T E B R
i U S e B2 Y B SR Y DL o
#t FEIEBEADGEAEY) - ARmEh e g &R (A0
TR ) PR EAL IR E BB R i T A R I
RIS gl 0 R DA > B AR R i - FAR%R
SEEEE B AR R AL fEEUHES (BT
AT 2 & VB S - FRitb 24N EBIER R
2020 FEE TR R EBERYA D H R BB
Fy “BEONFET B EHREZ R ENIEER AN
et i HA R ERAZ 26k MEINEEL,
& TR R 1T (L ER B T 3 A P R B -
EEIR R SN E BN ERBCEEE  THE
BE T PR v B R R AR A R ARG I T R BB T
EEEAEHBEAREEIES S B
BRI T SARRRE T R WTO /Y (E 58
firEES: (TBT)) fhik - EBIIR Z rIRE & A AR Rl 1
H o e - HATE R R CREh B i AR

H R UE S -

BN R REE R BEER

IR 2 2019 4£ Gene Technology Regulations HY
fi72 5 2% HH (Explanatory Statement) > ¥ I FfE 5H 55 —
FEE BRI RR B BT AR 2 ARG R B R O 4
Yy HEREDIERMCE EYETE R (B - &l
T3 AR N AT P R L AR HE SR (FSANZ) EkHH
71~ + BT DUB N AR 7Y B s AR M T B (E
22019 12 Ay T el sy ) RN RARRETT
FR B ERTT A - DU E 28 58 N e It 58 it e
IR A B B ER AR - B S i (New
Breeding Techniques ; NBT) ; # & 1 TEIIEII TE
Fe LUKt fR NBT Bt 2 BB E AR K BB 7=
HEFTHHY EF %L © 5500 BEEFR X iAEH - FSANZ
e OR BT 1) 0t B 55 05 AT T B A2 U L A
22822020 4F 2 HE R R IEHRER AT E S -
{HEA COVID-19 HY¥E 1% » FSANZ K Rk KR
BRAVFFEAL 2 2020 F4R /2021 4] - 21> 1
RIEAFARR AT GOEREMETERE BREE
7 AR AT R
FHAA R A ERIE R SER

AT P Tl R B NI AR i < E R BN — 3 K8
A PE I & 5 BB e HY - HOR—Td DNA & E Y8
HIFE A R EER IR Bl EERERN RS &=
RV ROt sT . HATE A fRE 26 ZFN-
TALEN #/1 CRISPR %5 = /5 (1T« #fLP5 B ER 5
{42 /5 (Environmental Protection Authority of New
Zealand, EPA) S5t IR R it i E R (FSANZ)
BRI SE B F AR IE Y - 1996 FEE AR
B 18 i '8 B &= Y07 (Hazardous Substances and
New Organisms Act, HSNO) Fy#f 75 B85 & K/ Bl
EYIRGRINT AR - RIS B R L 2 Bl E
Yk HAT AR ©

EPA 1F 2012 4257 Scion FRPRIFFERERERR - T2
Ji% 2013 FEAK HSNO & 5 EJ A 25 A2 9 1o 1] = 78 5
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Technolo
Regul att:'?:{'y

of tha Gana

Governance

ERPOE ¢ Australian Seed Federation °

. Consultation

BONER iR EIRRAE

5= TR R e i 7 2 B 2R 9 s TR R G 2R ) -
{E5A 2014 SERFHE R WA R R H IR EER
iR R EAE LR RS - HEYEE R
RIgiE 49 - feiFi/85% HSNO #HG - (AR5 5*
i MIPHRE BRI BN R E 720 L 2016 S+
HSNO SEFTIERIFARE - FETL 1998 IR BHIAA L
iy (RS A B ) DA YCE LY T
B

iR 2 2 EH R (FSANZ) SRR
Bl A T A A > P (e 2 S Rk 2 e e
DL B BRATE R Kl FSANZ &2
T 7 A A s DA OB Ry (i S S — 4
K ER HEE B AL FR B R Y 3 5T ORI E S A
RAETAI A N RAVE D HReER A —m R0

DIE B AVE B - ARIS ARl i % FSANZ 30k
F— R T HE R R R T A R AL IR L A
HGEEY) > 56 =8 B RR R i & 185 A — Bk
TREER HAThE R il E B EACE A -

B H A £ U7 T GR E AR T B BR 5 AR R
(Environmental Protection Authority of New Zealand,
EPA) 8l FSANZ SR - KIpAE A E AL 5
DAl B 1722 R AL 0 ME R A Ry B I R AL T
B QI fErT T -

FREIER#REE R MER

MBI L B R R EER A LR RS
& BRFHEERICE AV L 2 E R R
B e SEEEN SGE AV R SRR RS R L
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LD % 2 - TR 2016 SRR IR
RFEF A 7 (RARE PR i th 5 s 5
R {E I A FE 2019 4 6
B2 v \ R B A R T O
-

B SR TP B AR A T RIS e O
R AR (EE SRR ST B T
i EI e B A BE YR AT A Y BRI 82
T AT

FIR AR HiREE R MEUR

P AR A S 1 25k AT B0 A W Y B B 36 i 2
EL» J& X product-based - [ 3 & #i 3£ K i S D
(Argentine Ministry of Agriculture, Livestock and
Fisheries, MAGYP) £ 173/2015 3 o4/ 7o S e
FEY) B R EY R G Va AR R UGS LY i -
HE R iR VAR SRR (R EnEEyE -
new combination of genetic material) > &7 E&EEL KL
AV W R IHFE TR - R case-by-case &
FUEEE - Horh S5 —FH T B IR R E ) fHE 1k
B R EY 3 A IR L 2
b WO R EERIGE A Y) » 58 FE E BRI i
VIR U case-by-case jz # [ I AT FHER 2R
ENBERYCEEY) ; 5= JHE B R AR
5 EREREG R ABIE R HEYIWEE B AR
WS4V AL E R T BhSRE R fl ANEr H N e A
e g > ELATAE Rl B s s i AR A 2
BT ERGE DI BORBER UGS Y - HAl
R PIEER TE FUE Y B R Y
BRI AEY)  EERS AR KGE 60 RIYEE
el - BRI R S Hr e Y B R il Y2
2 FE HI A7 - KR JER S —JHEIEE
FEUE BIAZ IR B A B R E B2 B S ROl (R )
FFE DNA FRolIl B3 HIEY)  Emid YN aa Mg
B B el N2 B ERIGE YR E R E S B
AT AT R B iR BE 42 © 400 Intrexon /3 H]
Bl H A2 H] N A7k E RHY (AquaBounty Technologies)

ATt [FIBH 3% > ] g H LA 4 R R B R A R Y
FLT 01 BL[AlwiH SR #06  iEPIRAE B R A
s EEGRE NS EMINEER alg
PRECAIGE RS MED SR CRE -

BAERRER R

£ 4 %5 @) 44 (Ministry of Health, Labour and
Welfare, MHLW) A 2019 1 3 F#EH BE R R
flr Fr b BB i - IR 2019 £ 9 At Az T &
Rl fmiE £ SO Y < sl A B R L - HE
FLAAR R RHCRE P A R 4L tafg (chromosome)
MREEECYIRE T2 3R (enzyme) (BRI ARG IEEC Y]
ZHRFEAAL . DUBR P R% S RS R E THRERY T - 2
RE—Hirg s8R & ENFEERA (foreign
genes) Jz ELER 4+ HIEZHL i g 1A 5 DRI B AH ol -
IRENE R HriE fr il B R R SUE BN F] . (R EFE
AR R HoA AV R EE AL - (ST Y AR B I EL A
TR - BEN A S HEY S P
AT R BRI GE A Y) » W R EY 2 B EIN
K DNA fIEAAIRE - ¥5% SDN-2 5 /2 DLE H T8 K
BHREV ZWHAEY) A AT RERBGE Y K
IE R E B H R

BRIFA T - FER R E YR~
K ANKKG R » 41 SDN-1 £l i F 85 8 BiA% iR &
F (ribonucleoprotein, RNP) » BYZHlEEH (transient
expression) * &N -REE TNV L 2R E R
ZHERAVGEEY) - HHE AN Z DNA H A5
PRIfSHR » 41 SDN-2 kz SDN-3 $iliy » JEE il fs A S
A=Wy Hrp SDN-2 £50fly 75 /2 i I 3 HOE I R 5 AR
V) KRBT AEY) 2 2 - AN e
S AR - AF S R AR o b R e B B R
s RO ETT ER A B EAE K T RHAIEZ
BAfmiE R B R RN oS Y E -

FEERE [ SHERERA 2R ST
FARE R i BhBH 8 B T A - ORI
R S R I e R R N R R R oS
Bl HOIN TR AR A 2 MR A A B T
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e BRE By T RIEHEERE RELER . HAHE
FREREFEAREEES R BHE R T
PR LR A B A R R B 228 -

H Bif H 4 51 7 &K 22 (Tsukuba University) fft 5%
SLHIETAIAE] DB b R A i S GABA 3F
B ZEMREERENY R ET B (gamma-
aminobutyric acid) » [IFFRAREMILEE - HFTEE SHER
2020 4 12 A 5856 S S5 B A F IR A iE 0 TRl
NP FERMGE featnE T B -

t=h
[=F=[=]

IS 5 ] A 28 DA i Pl T A (P
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RN BT R P B R B U 5% 5 RN MLV B
HR RN R AP E T A A B R (BRI R
BALE E SR IUHE G VE B B & RS S
F& A FER MR R A AR B 5 (E R FURIE AL
FERT AN A TR PN PG B R R e ik 5 H AR B o]
TRAETTIH > R E BB E IR ZEF IR
A oh Bh BH % e T e p B B R A V)2 S R A
WS AY) HRAREDASEINREER Kl
A ERERYCE BV E R E -

M AFKBII S EHE & R B B2 H EEE
FAARLG FAESEERE LRSS
VR RN A R R RIS » AN W B R el A R

Foan B & B R RA 7 SRR stk E AT
PEFET - STAPE T A E A B R o R RER (SR
—) » BBIERRE A A SEEENER
ERIA RS RS ERR IR REE DI E
'E ZF[4] | (substantial equivalence) Ji HI]» 58 Fy H 2
e —ra e BZoR #E %E@T@fﬁ&fﬁﬁﬁﬁﬁ?ﬁ
SRR R i B s D i e
A DA A=y B - (H R DL 73 B Rl AR R i

H ARz B H T P B 2 Y i - fEBEE S (8%

MBIT AT IR E 2 & E S BB EgE

AHUERE NS KNI EECREEN L 2 EE
{E m]_EZRANES - HrEURRE B R T E AL ] 2
HAERETES A o e - SERILARILE T B EAF
7 MESV AR e EATEREMEL
R -

x— BIFERRER S IERR B LE

EFEEIEARA Product-based Process-based
BERmEEA HFEER" X[~ NEX
HEHIFERHIE
ERINRER - AIERER BHA ~ fItREE BN ~ FRPERE
STt o S e HEHERSLEE FRET
HTEﬁEEﬁEHH%EEmlf %*E%gak l“:“/\.cé %IE%E%EEE%E#E\DAE
AR E A

AR U AR A AR (WHO) ~ T BURR Fo R B R (FAO) A B AR VS 5 (R B SR R AH AR (OECD)FTRE ATHY " BT <% [F] , (substantial
equivalence)FH - SRR/ RERF G ML B MEZER - HEEE S EEMAT A 2 Eda i AR - EFE TR AR A A -
BRIRIE © & BlES R S R A Fe e AR MRk E S e U DB
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