M sl SMEEE

olc}. o A3} of® w4 20014
A 509958 fAA Y FAFZo] 4]
Foz Al H4ET gom, f4
Aa g AwEAe A T A
Aol 60%% W ek A AAHC
EE SAAEY 2o Apwde
AR g AR e 359%0] g A5
ZEIOE R

SRR EAE] Fo ALoln
A AR ol slvehE o]
TR AT AN
A4 FARRe WL A esew,
%% - el o3 EE AR 7=
Fags Gopdeld AR A
ol7b glgel salm Aol el A%
#5 slgsn). g Qr, 9

L [e]

22 Sy AR E 3% H
wolvl 7|15 FAA x3E A
3, OECDelA+= 19993 3-8l A F7}3]
ool A E wid JHHE= ',
= A A1 &4 91 9 3 (CODEX $] 4 #]) ]l
A= 200048 4 7HY] &A1 H 71
o7 EWagdurg £ ghHAH A

A ekad 5o 24E sha gl
g, ekAAd el g gt 99 E
Zr= A2nAle] S F-E wlet o2 & )
A}

Nt e oy lo ki ool X o
. _1.,?./
i
e
rN
ot

-

AN 232 Eel digk BAAES A7)
Ha gk F2 A A=l vl
v oAvee 2d AR ERdE
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o feUThe Aot A%
e dEe ¥4 S wBdas)
Q] S, Tht At AgHoz
Agrel gl &Ml Flake] e
WES AL vtelsle $Ad0) UL
wal whal, $91Fd EU, A%, 15
FARE © iUl o5 AF
o dg AR BIAAE PP o)
2 EAAES} 25T sl

olo] EUSH 5% A=Y Hae
EANES Aelste] 2AFoA
AA EARES olalE FohmAl Wet.

2 e o
L ofm
B orr =2

—_

I. 8 (Directive 2001/18/
ECE E422)

$39] Genetically Modified Organism
(e]3} ‘GMO'z} 3He] 73 o
7+  (Directive 2001/18/EC of the
European Parliament and of the Council
of 12 March 2001 on the deliberate
release into the environment of genetically
modified organisms and repealing
Council Directive 90/220/EEC, 2001. 4.
172 1990 49 23 #37 o]A13]
(Council)®] Directive 90/220/EEC (Council
Directive 90/220/EEC of 23 April 1990
on the deliberate release into the envi-
ronment of genetically modified orga-
nisms)2 A& FAE olF 339 )
A (1994. 1. 3, 1997. 6. 27, 2001. 4.
17E AR NAR Aelcth

A& AAFANE 2432 (article)?
FAF 309 annex® FAEe
=} 199432] JHA2 Bl 9l

H71715& A8 annex O (Principles
for the environmental risk assessment)
of Wg Al UKL, 1997l=
ARG A EA Y] {5 AT AA
A (notification)®] W4 AE annex
I (Information required in the notification)
of gk Aol o]Folxq FEAH 7
o] o]Foixch wiw, 2001. 4. 179l
o] Folzl MA= AR = FA3
2] okstwl ApA kA A (Precautional
Principle)®] A8-& A 3}3, Directive
90/220/EEC A A W85 Directive 2001/
18/ECE k43 diAste= 5 WLl
sle] Aok WEE 7Pt (Directive
90/220/EECE 2002. 10. 170l F-&3}).

% Directivets AP oA ud F of] ulz}
GMO % o] & 3t#3l= Al¥ (product)
of tigt U7 FHFAHE LA AT
A, F5 A (community) el A GMOS2
frEol wE TR o S BIsh)
23t Aoz AA 38F2} 879 annex
2 FA4He gk =¥ IYSEE T
ofF ARdd A6l 27 GMOZL ¥
FHRZoI A S vIAA] FE
E A 245 AT AL A2
glow 3T e 7 A5 2143
(commission)& 3ldF GMOZR <ol

TR 2 37 e] %9FE annex
O (Principles for the environmental
risk assessment)oll @&l Al (case-
by-case)2 H7l¥ A& 873t 3l
t}. gH, GMO® 5% d3te A=
% Directivedl] w2} siAES %
o ©& SaHrE AASIESE A3}
3L Qe

% Directive?] o]3] ¥ 1Az} Al

A Wee Axsy] 99 7 A9
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£ w3713 (competent authority)<
2| A stedob ahe, 3= ZF oA e
A annex IV (Additional information)
of ute} 24 (traceability)& B3}
7] 9& AL HIEF A sk

gk, FAA e Y8o2 X Directive
~bel folo] Holg AlvirEm ‘genetically
modified organism'® AfAHoR= o
AubA] 9= wHl (mating)vt A2 ¥
(natural combination) HHH-S A4 o=
o] &3t {-AHEA (genetic material)
S WA AEA (A7 AHE A

(o]

N
ly
i

o
oo
o
2

i) AR e Az s
dofitx] €189 (recombinant nucleic
acid techniques involving the
formation of new combinations
of genetic material by the insertion
of nucleic acid molecules produced
by whatever means outside an
organism, into any virus, bacterial
plasmid or other vector system
and their incorporation into a
host organism in which they
do not naturally occur but in
which they are capable of
continued propagation)

1) micro-injection, macro-injection,
micro-encapsulations-2] HH &
o]-&-3lo} s A=A AA *
&4 AF] (techniques involving
the direct introduction into an
organism of heritable material
prepared outside the organism
including micro-injection, macro-

injection and micro-encapsulation)
i) AEEE (FPAANES] §3 2
et wejrle RPAHLEE
Jdojtx] w¥&) (cell fusion
(including protoplast fusion) or
hybridization techniques where
live cells with new combinations
of heritable genetic material are
formed through the fusion of
two or more cells by means of
methods that do not occur
naturally)
2y} i) in vitro fertilization W,
i) Ao dojup= H,
oAl & 5o A% (conjugation),
32 Ate]  (transduction),
323t (transformation)
iii) polyploidy induction®®
o] 2] 71-& % Directive
oA AP eR b
34 etk 3, F

Directiveell Al &)= =
oz =
i) "ol (mutagenesis);
i) AEAd FFPYHoer A4ik 7t
58 AEAZY AEZHFIHRY
AANES] 3 £3) (cell fusion

(including protoplast fusion) of
plants cells where the resulting
organisms can also be produced
by traditional breeding methods)

~— A
5 5 5 U

2.

o

1=

[=)

e

EUY A% =ZA EU Ao w7

o

o]
W3} ST PRSP 5 )
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£, EUNAM= 26702 F=- (Directorate-
General, DG) % Consumer Policy and
Consumer Health Protection &=l 4
718 2d& 3t o]xk3  (counci)) 9
=95 AA HFHEY3 (European
Parliament)ol A sl 3}3ls $ 3]
(commission)e 4] ] & A Asta gl
g 3de A9 oA AFEA
%o} % Directiveel] w2} Zt 3] 41=0]
G371 RE AAHES FAS 2 ol

3. oMM EIL MR 2 W&
1) ARAA HS

GMO A¥E& /‘]7"°ﬂ 5217171 9
FAE FE5S s AR AIA
Eo] tj3t AAA (notification)E 3
7136l A Esledol ot AlAA e £3}
slodol 3= W8-S annex I (Information
required in the notification) % [V
(Additional information)oll A= <l
€4, GMO9 AH4-2.2 I3t FFrAd
2 F7oe] Je] g dAFA 2
MBAT} annex 2] FA wat A
Al a7 29 2 GMOS AH8-3)
HAF 27 A L= Z3HA =
t}. =3 annex VI (monitoring plan)el]
wgl B e RHA 3 S E£33tedof 3}H,
annex Vol W} GMO2] el ok
AW (This product contains genetically
modified organism)< A|E2] Z AW o]
v AR H-rr (accompanying document)

of &3] FABIEE i glck R
EA i E amnex V€ 2% %
aka sl

AGAL Ngo] AFARE EHR
s 2EEA 2 WA dge o)

T grh =3 22 59 GMOE A
43 AFe] olvl AxHAAY HEFH
g 4

Sofl oo ¥ AHHE E?%}

EE 3lx qlth
AA 4 A7b A= G713 o
gt Qok® (summary of a dossier)
3G JGdr) i dEed SA
FRste, FAo AA§e]l 2
ZESlo o o) o] zkFE7
15 7%‘ e AAA A A FIHA R
g alch

4173/‘%7} HAlol| grow oidr|d
A4 A2 (a copy of the notification)
< A3 $RA =HA, AdI=
o] 7|ZtezRE 30¢ gkl 3T
37l F5-314 "t

%914 (written consent)®] H A
of afet FHF N2 A8 2o
A AAAE A #H1AEE A3
o] 2 w7 el Fr 3o} ot

oY, ofr m10£

g

i ;{:
ko ofy
2 e

m°“ =

2

k!

2) B7t8.314 (Assessment report)
A

ARA2EE AJHE A5 34
9] g7 L& HES] Hrt
2 1A (assessment report)E =HAl s}
A "Ah 2 ARAQ HxE AEEH,
gopr)|de AR HS5d2HE 90Y
obel] W&o ZHEsld o AEAI}E
e FrlunaMs AAsta, oE
A A zpol| A LRl ol Fr} (o] A%
AENT 0L Fole FAEE 8
@ 717e E2@EA seth. A=A,
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HIAS FH3A 53, %%ﬂ{_
77k zye 309 <ol EU Y] =
o] G| o] 5 HH-3 }71] ]

sy AEAI AFd F A]?] 7]
ool AFA A, wRIIBE Hrt
BaME AFAPNA B3, o] 2H-F
154 = 7 AANE H4s 1059
ol o] HU3lel| HR3tA =Hcl 9Y
e "yr|gozRE HrlRnaAE
e 717k e 2 e 309 kel 3| Yo
g3y ERIIEE FAsT o)

3) £FAx} (Standard procedure)
=] Jgrigely k= o
o HrtE3AME A5 F 60d gt
H"“}ﬂ"ﬂ tﬂﬂ /]73 A A A =He

o B
o
ro

4 8
=
7
o
=
z

& TFA
o, o
AxAF A °L°}E =},
of Z3tw|ojol & 8-& vhg3 2
i) =3tz s GMO-4 identity
E X3 504 H4 (scope);
ii) sdAe FE717
i) GMOY A%, FHF, EAZA
Z 54 ‘EEW%]/] EE—L d;
iv) A8 FeFd AP ),
v) annex Vol wt& EA|GFA
- GMO%] §HAHd (This products
contains genetically modified
organisms)< A& FA|HHo]
v AHY¥-F 4 (accompanying
documents)ol] &3] FA] 3}
of gt
vi) annex Vo w2 2uEs] AlE
- 943 2 Hrlaede] B
o, BRYUHHZ|ZE 7l A
¥ GMOAF2 ezt 2 A}
L2+ o7 5

o]
7}
3l

ol> o £

4. AE EE| - M2 HES ZUH
2l 2l & (monitoring and handling
of new information)

i

%]l v & GMO AEo] %
o AR S AEEe] Qe
< AlAgta o A2
Hastojop 3l H
< F UHEE
713l A Fs}ed ok

E AT E37]
ZUEFA e} $dxe] mUE
2 AEY F+ A
ZAE 4 ok



¥, 2UAE BFT olFol Az
& A AR dolAW AP
23ud 2 94 23E dy AU
2Ag Ashz, o AL BBl
Eusel, AR WeE SR elof
gk Az AFAA ARE A5
gkl

s

=

op

lo

4 P

ol %
1

J oy
E UMY Hao T g8 Hristx
2 HrARE ddd FrsA o
th 3= ol& ohA] 30U <kell 3
A= GG

of o} k.
94, FHAREE el e
A58 el FHAES shx 9loh

5. MHEo| Z7| (Information to the
public)

EAT A5E Az 43 += Al
A7 AgEe FSA ole gokRy)
IR 374 (assessment
report) S AHbel] FIN o} i} o]
of dla] Am]zte 30Y <toll 3]l
AL AANYE F dew, o] AL
A AAHAME AT Gdr)del 3

HA ot

o
ofl
N
o 4
Lo
o,
N

NI E
¢

6. 7| Et

X Directive A 33} sl 3P+
oA GMO°]| gt F&|&H el (ethics)

TAE AV AS, Ad3E AA
Frolul 3103, oAkE w: 39
=2] Q¢ we} European Group on
Ethics in Science and New Technologies
o} 22 Ty A9 Ase} F AEHE
ozl A3 =E stx Uk °] §
oA FAHel FHEA A=
olo} 3w, 1 AF}E Ut INE
dH oz st gt

9, FP3-S 2002. 10. 17744 5
Directivee| wet z2b=5wie] ¥, A,
PR AAE giFsteieof 3fa o] A
< HY3lo| Fuslol |k U
9] "ol ol & $uty AS-EF uiwld}
o ZF}Aelm HAs M, ANUYAE
2} gH(dissuasive) H 2 & A3t oF g
t}. =3 EU+ % Directive®] T4 <l
W42 ¢ 2001. 7. 259 <Proposal
for a Regulation of the European
Parliament and of the Council conceming
traceability and labelling of genetically
modified organism and traceability of
food and feed products produced from
genetically modified organisms> %
<Proposal for a Regulation of the
European Parliament and of the
Council on genetically modified food
and feed>& Akt A3tolr).

g, GM Atsel g A2 ofH
7hA HAEE AL e} Directive
90/220/EECell wz} Algel HAHom
ALSE 854 Fol sl 842 GMO
7} &= Adejelrt.

% F3
1. 71€} #AAIZE W82 Directive
2001/18/EC of the European
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Parliament and of the Council of
12 March 2001 on the deliberate
release into the environment
of genetically modified organisms
and repealing Council Directive
90/220/EEC, 2001. 4. 17% 33
34417 whgrd

2. Council Directive 90/219/EEC on
the contained use of genetically
modified micro—organism, 1990.
4, 23 FAARIY AR o
g At AHA X7t o}
A8 2 AR 8o 43t
3 8yt

M. F - w&#=(Standard 18 :
Food Produced using Gene

TechnologyE ZFAICR)
| YR

9] 749 199311 ANZFA (Australia
New Zealand Food Authority)®] Al
9l National Food Authority (1991
AsholA GM A&l digt fAE =
°st7] AlFtslsict ol & EWiE 1997
‘24_ ANZFAN A & AlFel A& 14
%9t (Standard A18 Food Produced
using Gene technology)g <l gtdl 33}
93, o)zlel 1998. 8. 13 A=
1999. 5. 1348 A= sl =3 2000.
12. 79 5 HC EAWEE 7
g MAel olRelxiern, ol 2001
12. 7%€] A 385}

T AL 35 - wAR=Y MET
A%} (Food Standard Code)ell 4%
olEdl f7dAhH3 (genetically modified,

=

o3} ‘GMele}t hd A&, & 9
AEola AMzF AFA g A
g3 gles, F /49 Division®Z T
A =le] lrt. Division 1 (Sale and use
of food produced using gene technology)
2 FARAAMEYES 13‘3@4 Ak
g AlFEo] woje} R FFEA 4
hAA I QARS %733}1
o Fel=HA Qs A #BHAE
3t gtk HeuiAae AR FA
AN ZZ7|ES ol&3sted AzEHU
sejels sk 7HREA (pro-
cessing aids)= A93tz led, ol&
Ex2 Standard A3 (Additives) %
Al6 (Processing Aids)2Z #2]|3ta
ot e} fEAE7t (pre-market
assessment) ¥ £ Fd JEE
R4 E sk it

AN S oS¢ AHFA
b4 7S 9ste] ANZFAE AHA| <
ol oA 77 1FE (Authority’s approved
safety assessment criteria)S ©]-8-3}o
o] orxlAlS HristA wloh

31 Division 2 (Labelling etc of food
produced using gene technology)® -#
AN 27 ES ol4std Axd A
FAE Y MR EEAE F

=4 -
Fo Wi 24 2 AR T A
]

tlo

o gl ¥°
_24_,10 Nl

¢

GRAS (generally regarded as safe)®
peabed 179 A9E o 4AE
A48k sl e GMeE Al2d
AE, AFAE, JheREAl, WA
ZAMAE 9 povel foode ©l9 AHEE&



Hbz] orom olF AFE riAd 3t
A ZARE EUE AdHsE ARl
% 33 9lth

AsHE7r A3 obrd EACE e
Zii’_i Fe] ﬂv% 1 d8E Eﬂ ol

iﬂl/‘]‘%l% dz= fs}oq mo]ur EIPIE=
S A z3E HFAEQ Wt Iz}

ZPAE O #HE Rl
ok =3 Aol b FA AP
o g AENERAE st 3l
=¥ 259 A$+= I0GTR (Intrim
Office of the Gene Technology
Regulator) 4Fs}te] GMAC (Genetic
Manipulation Advisory Committee)”},
7AW EE ERMA (Environmental Risk
Management Authority)”7} €932 Q)
t} ANZFAE= ERMAS$} <Fafizb4] (MOU)

%% ez Wxo Jgri= 28 £ Al FAARE Az a3
= @A =} glow Zrzbe] FHFEZAA | i3] AHE
L FuaFa ek
2. ©HEYUIH Aynz 3F 4 FAMA=e] GM F
A 713 o534 2o
5% 2 wANS: ¢F FFom
£33z Y ANZFAAA AR
» o} 3 FARE
Al E o #e (Safety of food) ANZFA ANZFA
373 ¥ (LMO2] 3739+= %3, Environmental | OGTR/GMAC, ERMA
issues, including live releases of GMOs) EA MfE
T3 7 ¥ (Broader public health matters) | OGTR/GMAC MoH
ERMA
AQIS,
- OGTR/GMAC MAF
220l 1l 2= ’
9 2 <% (Imports and exports) ANZFA MoH
EA
ArZA) == AlZA #8 (Insecticide or herbicide NRA
issues, such as registration of insect protected
. . . .. TGA MAF
crops, registration of herbicides used on herbicide EA MoH
tolerant crops, setting of residue limits in ANZFA
foods)
: ERMA
71€} (Other issues) OGTR/GMAC, MoRST

(x 2ol= WA 2 Fx)
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3. SHMAMEIL HX ¥ W'
dutd oz GM AEFS X3 =&
AEZGA] MAL oA dAE AH
Azt WA AQlelt wAsE A
ol-8 ANZFAE A&3d ANZFA+=
129499 HAE717He 74 ANZFA 9
3] (ANZFA Act 19919] section 40°]|
mel 4H)E &3] ANZFSC (Australia
New Zealand Food Standards Council)
ol AEstA Hedl, o] HAE 893}
o o5 Zr}
O Step 1 : A F+H4
(application) A<~
O Step 2 : ANZFAA AAAE
TAReZ HEIS ZAQIA Y o
Ko thgr ¥ 7}t (preliminary
assessment) A A
O Step 3 : ANZFANA FAH<l
et FQEvka A AT
ole] ojgt goFE (‘information
summary'2t )& A st
22} (the community and other
stakeholders)ellAl £33, akef A
o WE-E 8% 5 %i% 735l
= AAAANA 2 AHE EAIE)

A Ha 01 735 AR A4

7H Xg Al =] /l-]

-0

O Step 4 : ANZFAE 27 217
< T FA 2 b (full
assessment) A

O Step 5 : E =yl B
ANZFAE= 2719 AR HSQ
5 2 xA o] Hagh i

g ZAF AALL

o

Pﬁéérf‘

ol FA3F

- 61

Z3HE.

(O Step 6 : ANZFA+ Inquiry report
2 AAsta, & Aol ot e
4 ANZFSCY| A&

O Step 7 : ANZFSC¥ ANZFAY]
A2L 22 AEFA4F e AA
°4-r°ﬂ gk A& Wi

O Step 8 : ANZFA+E &H|ApellA
Z 2 (statement of reasons)& &
2. T Y&dE ANZFAYE WA
Aekg & olf Tol X3H.

2E G Ex o] AAE wrEt f

g oA H 7 (safety

assessment)E& AAok shedl SAA

Hrbe AEE (case-by-case)2 A3

=}

A PHEAES FEATZA =
A A FAFol gk ot HEA
ARE x3FF AHAE ANZFA] A
Z38lofok g} ANZFA= AAARA A
%3 A7 olYdx otE H3AQl 2
22 2=z AesA dd. GM AlF
hAAdH LS $ls]l ANZFAZE ol &
e A5E AL AET A
#5381 (Scientific literature), YHFA
B (General technical information), %
32 %7)e] 2}F (Independent scientists)
2 o2 AEr|gEe] #HEAE (Other
regulator agencies and international
bodies)E EWE HE3IH, 1 259
Hee o 2

.49 g FgngEe] A (The

identity of host and donor orga-

2 =2

o “‘E _l?:,

érn

A

Lo

|

nisms)



i, o 4 For|AEL] HAdA Y
(An known pathogenicity in host
or donor organisms)

iii. A]FAAb] o] B Fofu|gE2
A}8 oY (The previous use of
host and donor organisms in
food production)

v. FARAZEIIES T3 ="
ANz FAEA #A2AHHE (The
new genetic material that has
been introduced through genetic
modification)

(O origin, nature, purpose, function
(O method of introduction into the
host organism

v. GM P Ed Hd" J=2F

Z 52 (The new genetic material

in the GM organism)

O number of complete or incomplete
copies present

O stability

vi. GM "I & g 2L 2
w2 (The new protein in the
GM organism)

(O purpose, physical and biological
characteristics

(O expression profile (which tissues
the protein is found in and
when the protein is present)

vi, A2 wAe]l A g
(Potential adverse effects of the
new protein such as allergenicity
and toxicity)

(O similarity of new protein to
known allergens or toxins

O physical features that are
characteristic of allergens

O acute toxicity (animal studies)
vii. 2] & 241 (Composition compared
to conventional counterpart - levels

of nutrients, anti-nutrients, natural
allergens and toxins)

ix. ML FAEA]

njzx]= <33 (Impact on human

A A ZZ e

health from potential transfer
of new genetic material to cells
in the human digestive tract)
x. 7FeTAR 5 AEY HEA
4 87 (End uses of the food,
including any requirement for
processing prior to consumption)
xi. 7b5d Af, A A " A
3 #Ese AFY 54 Gf
required, ability of the food to
promote typical growth and well
being (animal feeding studies))
xii. 7]e} #HA B (Any other relevant

information)

AE7E BUA Hd 359 AR
o= RAARH U N F AR F
A%l ANZFSC (Australia New Zealand
Food Standards Councﬂ)«] sas A
A He £ FdE IF 2 AN
oA AlE9 g2 ARgo] slEsith

Fn2 ANZFAS $&g7e= o3
o] FA =] gt

i. +AAHEE Y& (Description of

the genetic modification)
O fAAE FuY (Methods used

- 62 —



O

O

1.

in the genetic modification)
A2L FAAY 75
(Function and regulation of
the new gene(s))

AP A Y N R2E A}
54 (Characterization of the
new gene(s)in the genetically
modified organism)

414 wste] kA (Stability
of the genetic changes)

YWz oRHAIFA] (General safety

issues)

O
O

O

AFE- A} (History of use)
Mz whzle] EA (Nature
of the new protein)

A Holrh ATl Pl H]
= 9% (Impact on human
health from potential transfer
of new genetic material to
cells in the human digestive

tract)

. =4A (Toxicological issues)
O Add ez WAsl= 549 o

O Aze e

(Levels of naturally occurring
toxins)
BAA 54

(Potential toxicity of new proteins)

O #Add ez WSt deixw

W o] oF (Levels of naturally

occurring allergenic proteins)

O Az A A gdziA
Al (Potential allergenicity of new
proteins)

v. 9§74 (Nutritional issues)

O <defEA (Nutrient analysis)

O #edofael o (Levels of anti-
nutrients)

O AAs AL A= 58
(Ability to support typical growth
and well being)

4, MEo| I

ANZFAY A E#H}A 2 dnl 4n]x}e

A ¥AE 45ox s giek

5 71 Et

-
2
)
o
o
)

1) GM AEd <
2343
g ANZFAl GM A& =3}
o el AAe] AerE AL AT,
S, FhEEr, Ak, AR
24 F 2040 AHFEHA} 2712
AARZZE 2z #HAAske] @a) 18719)
g gl Abdoloh o]
Al w3l (o, AxANA)e}

_63_



<GM food permitted in Australia and New Zealand as at August 2001>

Leaf Y)
- Bt & potato leaf roll virus
(PLRV) resistant (known
as New Leaf Plus)

I =4 o1 449)
- Soy foods, including, soy beverages, tofu,
-Herbicide tolerance (S)(Z oil ;)y tﬂour, le?c1tlh1(1;é bread i
SOYBEAN ) - er products may inclu reads, pastries,
_H.GLypl;o'sate snack foods, baked products, fried products,
igh oleic soybeans edible oil products and special purpose
foods.
-Herbicide tol :
CANOLA eroiet .e olerance . —-Canola oil. May include edible oil products,
) - Glufosinate ammonium and .
(Oil seed . . fried foods, and baked products, snack
rae) hybrid traits food
pe » Glyphosate Bromoxynil 00cs-
-Insect resistance ) .
B -Cottonseed oil and linters.
Bt - GrylAc gene -Products may include blended vegetable
Herbici
COTTON .2?1&:; ti)lerance oils, fried foods, baked foods, snack foods,
b a(.a edible oil products, and smallgoods casings.
- Bromoxynil
 UGAR-BEET] -Herbicide tolerance -May include any processed foods containing
- Glyphosate sugar.
-Insect resistance: Bt
-Herbicide tolerance
- Glufosinate ammonium
- Glufosinate ammonium .
(DLL25) -Corn oil, flour, sugar or syrup.
CORN . Glvoh -May include snack foods, baked goods,
Y_D_ osate ) fried foods, edible oil products, confectionery,
—Herblclde tolerance & insect | oo qial purpose foods, and soft drinks.
resistance
- Glufosinate ammonium &
Bt (DBT418) (Bt-176 Maize)
(Bt-11 Maize)
-Insect resistance: Bt
-Insect resistance & virus
resistance
- Bt & potato virus Y (PVY) .
POTATO resistant (known as New -May include snack foods, processed potato

products and other processed foods.
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<Permitted processing aids derived from GM varieties as at June 2001>

of>

ol 7} R ZA

—t

@ —Acetolactate decarboxylase is produced by a genetically manipulated strain
of Bacillus subtilis containing the gene for a-acetolactate decarboxylase isolated
from Bacillus brevis and inserted using plasmid pUW235.

09/03/94

. a-Amylase produced from a genetically manipulated strain of Bacillus licheniformis

containing the gene for «-amylase isolated from Bacillus stearothermophilus
and inserted using plasmid pPL1117.

09/03/94

. ¢-Amylase produced from a genetically manipulated strain of Bacillus

subtilus containing the gene for a-amylase isolated from Bacillus stearother-
mophilus and inserted using plasmid pPN1413.

18/01/94

. Lipase produced from a genetically manipulated strain of Aspergillus oryzae

containing the gene for lipase isolated from Humicola lanuginosa and
inserted using plasmids pBoel960 and p3SR2.

18/07/96

Hemicellulose endo-1,4-xylanase produced from a genetically manipulated strain
of Aspergillus oryzae containing the gene for hemicellulase isolated from
Thermomyces lanuginosus and inserted using plasmids pA2X1T1 and
pToC90.

5/05/97

Hemicellulose endo-1,4-xylanase produced from a genetically manipulated strain
of Aspergillus oryzae containing the gene for hemicellulase isolated from
Aspergillus aculeatus and inserted using plasmid pToC237.

5/06/97

Mucorpepsin produced from genetically manipulated strain of the fungus
Aspergillus oryzae containing the gene for aspartic proteinase isolated from
Rhizomucor miehei and inserted using the vector Escherichia coli K12

25/10/95

Chymosin produced from genetically manipulated organisms Aspergillus
niger var. awamori, Escherichia coli K12 strain GE81 or Kluyveromyces
lactis CHY1.

14/08/91.
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2) Standard Al18 : Food Produced
using Gene technology®] W%

(1) Division 1 : Sale and use of
food produced using gene
technology

@ Interpretation

o] AL FAAMZFAHEA A&
7] g FALE, FEoY AEA
(organism) AFA7} A AR 23 E ]
B2 Aol =3 FAAAEFE]
2 AZY AFOD ALY FEoI
AEANE Agetd GEF sz 9l
o ¥, T AN ASHE F8
Azg71se BAEY AEA ZHY
FAEAL HYA 7= A= DNAY
4% (recombinant DNA techniques that
alter the heritable genetic material of
living cells or organisms)® # 2|3}
At

@ General prohibition on the
sale and use of food produced
using gene technology

GM ¥l #v 2 A4S 59
A ollell= A&t oledl, AF7t
A e0" AEFELS OS5 2

o Qil derived from glyphosate-
tolerant canola line GT73

0 Food derived from glyphosate—
tolerant corn line GAZ1

© Food derived from insect-
protected corn line MON 810

0 Qil and linters derived from
glyphosate-tolerant cotton line
1445

o Qil and linters derived from
insect—protected cotton lines

531, 757 and 1076
o Food derived from glyphosate-
tolerant soybean line 40-3-2
o Food derived from high oleic
acild soybean lines GY94-1,
G94-19 and G168
@ Exemption to general prohibition
on sale and use
GM A& v 2 242 5
7 olfE AjtE] glovt. A&t
o2 oge Afd A= AHE
7} 3kt
o Australia New Zealand Food
Authority Act 19912] section
129 uwhe} AR A F
o Australia New Zealand Food
Authority Act 19912] section
13 uiz} 1999. 4. 30 o]l
ANZFA®| AAA T A%
o &F ¥ FAANZ o] v}
oA Ao HAFA HviH
3 9= AlE
o FFAFe] FFEA H AA
Adel fsi7E et ANZFSC
7} dek Al E

2 o I‘.Hl

N

(2) Division 2 : Labelling etc of

food produced using gene

technology

@ Interpretation and application

o] FAelIA GM A& gene technology
2 Az AF UIFEXA 2% 21
A 2L o)g URE s Az AF
o2, A= DNA H/mx DS
433, =4 (characteristics)o] *H
A AL el o] WFeE i)



ax2 AHAE AF  (highly refined
food), ii) ZFEFRZAG AEHNE
(Al =% DNAY ©d-g 713l 7b3-x
ZAY A FHIMES] HFAE ol
= A% A, i) AFE F lgkg
o|gt2 =l A+ flavors, iv) A
E T YEsA YL GM A]FEo]
10g/kg (per ingredient) °]3d}% -5
o 9l AE d8 ¥ slFEzAs

A& st=% sk ek

‘genetically modified’ 2t EA]E 3)
AF = 98 e 7R3 A o]
T34 ol Ee] JAstelo o} whd
d GM 952 FAFHY de Ate
th-& ]9} zreo] FAlghC
(¥.7]) Soy flour (F7HF)
Genetically modified

(FA = g)
E
Soy flour F7v)

From genetically modified
soya beans

(FAAEE FellM F-2H)

(E.7]) Ingredient - Soy protein isolate
(genetically modified)

® Labelling of food which is
not genetically modified
GM AEe] ohd A$E 5 EAF

e wp2A]| golx Frl
(D Additional labelling/information
requirement
Division 1o “d=Ee] gle FU4
EL g A5l FUF ZAE 3}
% A3kl slch
i) FAAE Y (Genetic modifi-
cation) ZA3} oo A3 E=
A F(counterpart)ol] B]3] 3}
v ool ¥ e 4
A&7t A3 Aolvh= A
i) fxbEs Axp gedefal
(anti—nutritional factor) &
AbAF40] gEFo] o]o A
$38}= Al¥(counterpart)el] ]
3 AA3] oE A4
i) AAPEE A dHA #
elzAbs Eidke AT

iv) GM A1¥2] AR-53 (intended

et

fe 5L

use)®] counterpart} o 7§

v) FAAHE A AlgsE A
EA (genetic material)o] &

=

2lA, £34, T34 +AE

oprlste A%

IV. CODEX
1.8 &4
27} CODEX SAAEF49493

(CODEX Alimentarius Commission. ©|
3 ‘CODEX'#} 3hellA= sk 349
3] (sub committee)E E3&) ] 7}
A 2 FEe] G4 - Ay - AH 5
AAste] b, a2 HE FARA

Z3AE  (Genetically modified food,

_67-



o]3} 'GM AlF'elzt e A F
of d3] FAAoR FAle] ZuF e
w2} CODEXellA % 19991 A|23% &
3E %3 CODEX A%FI&s4¢
A1l g AH-7 S84 (CODEX
Ad Hoc Intergovernmental Task Force
on Foods Derived from Biotechnology,
TF/FBT)& TA3ste] ool dg =9
E ARYA 7712 & vt sl

% 5Ezrgiuke o2 CODEX 3h-
EHAL3 o= 2 49 U &5
< 3o, 20033 253% 3o 217te
FEES A - BusleR FAsx
At AL dEo] Fsty e
o], 3o 3709 At (working
group, WG)& ¥ v [FAA=
FAEFH A1EY A HAAAA F
gut (A= ¢ dE), BAugabedat
&A= 0 5d) € FAAAZE A
ol i G QA AT
ol=h)]. "A SEAdube 5 A Y
£ 3o E JHHsid e (1A 39
2000. 3, 2xF 319] 2001. 3), =}dut 3
ol 7+ Zgul Ao FH3}e| H
=2 /W3t slch

= Ewzt¢iule biotechnology® ©)
L3t A x3 Al EF A 4, AA
2 AP AAE F8 gFEHS=R
[ A

0,
+

Habgutell A =2 =2 9l

237 LR AV FEo

Mo o3k IukE (23h) (Pro-

posed Draft General Principles
for the Risk Analysis of Foods
Derived from Biotechnology)
% A= 12 39 (2000. 3. 14-17)
FA dBE AT R = WGE
TAEe Ui Ag ISR g utell
w2h 473 APe|xks]  (CODEX
Executive Committee, 2000. 6)ollA4] 1
A 2 $90g w2 vl it WG
AA 2z FHE M3, 1
2} 39 (2000. 7. 5-7)elAE risk
analysisoll Hg HHAT AdFE AF-
o sl e™, post market
monitoring 71d-& EQsA F Jid
< dHRI A A 2FAA LA S
2olslgel. =g AR A
traceability & ® 3|o|dA =2f3}]
g8 Zaarh WGlA Y =9uis-S
EdZ A4 A2 s
9, 231 3] (2000. 10.30-11.1)e
A& risk analysis & A2l 33}
qeor, 13 3]oox §ejstA] EA
post market monitoringS Aol E3¥
3712 stgdch. =& risk management
of traceability® ArlstAle &7Ao])
=2 =g}
AAAQ AL ofg2] HeE =
3 ek
O Section 1 - 17 (Introduction)
(O Section 2 - H$ 2 A (Scope
and Definition)
- % FAHL GM ¥4
2 ofofz] ZHexe ¢
T AHuAFo] FHoR
Aol el E3EA &
22 WHE A3lx ot o

r%
oX,

X

L

o 2L

b

W ood

ir

L
2
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% ¥4 lA4+ modern biotec-
hnology2} conventional counterpart
of tigk &ole AHOE gz
At}
O Section 3 - 93 (Principles)
- Risk Assessment
- Risk Management

!

Risk communication

- Consistency

- Capacity Building and Information
Exchange

- Review process

9) AZF DNA AEZ AzF A
£ stAAHI A He] g3t ]
A (&9})  (Proposed  Draft

(Guideline for the Conduct of

Safety Assessment of Foods

Derived from Recombinant-

DNA plants)

F A= 12 39 (2000. 3)=A A
53(71 S8 F fsH e o
A1 F A o] gojEe], 472 A 3ol
A}3] (2000. 6ol A 2 5el-g Wgte
o, WGollA =2j3le] A& A3
ot 71 FstEAs FAeR 3=
“$18]H 7} (risk assessment)”$} =&
71 98 “°}7<“4§17} (safety asses-
sment)” 2 A5-& A ?5}031 =9 —er°ﬂ At

]795&‘2}01]/‘% tF= e os3t
Zrt,

O Section 1 - M (Scope)

O Section 2 - A4} (Definitions)

O Section 3 - A]FAAA AR w7
(Introduction to Food Safety
Assessment)

- Unintended effects

OPJ

r_?if of
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— Framework of food safety assess-

ment
O Section 4 - LHHFA  (General
considerations)

- Description of the new variety

- Description of the host plant and
use as food

- Description of the donor org-
anism(s)

— Description of the genetic modifi-
cation

-~ Characterization of the genetic
modification(s)

- Safety assessment of expressed
substances (non-nucleic acid
substances)

- Compositional analyses of key
components

- Evaluation of metabolites

- Food processing

- Nutritional modification

O Section 5 - 7]eHF4 (Other consi-
derations)

- Use of antibiotic resistance marker
genes

— Review of safety assessment

3) 44 (Analytical Methods

O 44 o] A4, A=
=

>,
He o

3
_\Lmlom
f o £
'r‘?{_’z—]

N
B
fu
4z o
)

¢

r% =
o
e
et
4

yo &
fr my
I‘-YL Flo
2
L
vl

|
M
o
o
zE
I
J

53715 (performance criteria),
84 7|5 (validation criteria)
g 2Aubge] SolAd(specificity)



o FAH AR
- 3R (validated  methods)

A AYE oAA eIt o
7d$- CODEX #4 9 A5A
#2743 (CODEX
Committee on Methods of

Analysis and Sampling)<]
A EE wolo} gt}

4) AE F AZIPv|AES] gAA
H7FA1 A (291 (Proposed Draft
Guideline for the Conduct of
Food Safety Assessment of
Modified Microorganisms _in
Food)

5 A= TE/FBTS 23 3] (2001
el L deAo] UAH AHE A
Q12 & u} glom], opzbA] o]t
B FAM =t Ay w
SES

AellA AdFstd el A 4774 9
A7} AP Folr, AA|7A] kA5l
o]& A2 ¢l Abstelrh. zEivt

V. &aXg

< AHE >
1) FDA (1992) Statement of policy:

Foods derived from new plant
varieties. Federal Register 57(104)
22984-23005

2) dE FAA (1992.12.26) Guidelines
for Foods and Food Additives
produced by recombinants DNA
techniques. &A= EA] A
153%.

3) Regulation(EC) No 258/970f the
European Parliment and of the
Council of 27 January 1997 conceming
novel foods and novel food
ingredients. Official Journal L04,
14/02/1997, 1-7

4) AlFEo|oFErAA (1999) -HAAA
ZAAE - A AT Y7

ZAFFAIALA A A3 A #]1999-465

< EU >

O Directive 2001/18/EC of the Euro-
pean Parliament and of the
Council of 12 March 2001 on the
deliberate release into the environ-
ment of genetically modified orga-—
nisms and repealing Council Direc—
tive 90/220/EEC, 2001. 4. 17)

O Directive 90/220/EEC  (Council
Directive 90/220/EEC of 23 April
1990 on the deliberate release into
the environment of genetically
modified organisms)

< Z3F > :
(O Standard A 18 : Food Produced
using Gene Technology
(O ANZFA submission to the NZ
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Royal Commission on Genetic
Modification

(O GM foods and the consumer
(Anzfa’'s safety assessment process
for genetically modified foods).
ANZFA Occasional paper series

No 1. 2000. 6
(O Labelling Genetically Modified
Foods.
< CODEX >
(O CODEX 4 A (Procedual manual)
O CODEX /‘“Uﬂlﬁ-} 1% »—J‘l@,%

DIRECTIVE 2001/18/EC#%] Annex
e

O ANNEX TA. TECHNIQUES REFERRED
TO IN ARTICLE 2(2)

O ANNEX IB. TECHNIQUES REFERRED
TO IN ARTICLE 3

O ANNEX 1. PRINCIPLES FOR
THE ENVIRONMENTAL RISK
ASSESSMENT

O ANNEX L INFORMATION REQUIRED
IN THE NOTIFICATION

O ANNEX MA. INFORMATION
REQUIRED IN NOTIFICATIONS

CONCERNING RELEASES OF
GENETICALLY MODIFIED ORG-
ANISMS OTHER THAN HIGHER
PLANTS

O ANNEX MmB. INFORMATION
REQUIRED IN NOTIFICATIONS
CONCERNING RELEASES OF
GENETICALLY MODIFIED HIGHER
PLANTS (GVHPs) (GYMNOSPERMAE
AND ANGIOSPERMAE)

(O ANNEX V. ADDITIONAL INFOR-
MATION

(O ANNEX V. CRITERIA FOR THE
APPLICATION OF DIFFEREN-
TIATED PROCEDURES

(O ANNEX VI. GUIDELINES FOR
THE ASSESSMENT REPORTS

<A 2>

5% . wAYE FRB ool

(O ANZCERTA Australia New Zealand
Closer Economic Relations Trade
Agreement

(O ANZFA Australia New Zealand Food
Authority

(O ANZFAAC Australia New Zealand
Food Authority Advisory Committee

(O ANZFSC Australia New Zealand
Food Standards Council

O AQIS Australian Quarantine and
Inspection Service

(O AQIS Australian Quarantine and
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Inspection Service

(O CER Closer Economic Relations

(O EA Environment Australia

O ERMA Environmental Risk Manage-
ment Authority

O GM Genetically Modified

O GMAC Genetic Manipulation Advisory
Committee

O IOGTR Interim Office of the Gene
Technology Regulator

(O MAF Milnistry of Agriculture and
Forestry

(O MIE Ministry of the Environment

(O MoH Ministry of Health

(O MoRST Ministry of Research Science
and Technology

(O MOU Memorandum of Understanding

(O NRA National Registration Authority
for Agricultural and Veterinary
Chemicals

(O OCFA Officials Committee on Food
Administration

(O OGTR Office of the Gene Technology
Regulator

O TGA Therapeutic Goods Administration
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