E

on

=u s ARA@ )4

00—-0000000—-000000-00







-

4 72t 5 2 W 35

00—-0000000-000000-00

MA@




0] &
42 A

o2 0f

o
Mo

|
=z Jled

)

ErO
S =

HE

=

=

stz 274

A o, 7IEe| #Es HiA
o

1)/2020.02.01.~2020.11.30.

Aol f
OfLt A

—

q

S
HHZ

=

=

=Y
FAIZ| BFELICH

A
29|

A7 |ZE 201724221292/ A4=7 |

2020& 11
o

]

ol

=
=)

2t/
_d

= O

O -
el
;L

10|Lf

—
—

7

1o

B
ot 9
:

()

8 N

S
-

25

F

Mot 043-719-4705
MAHS: 043-719-4700

o128 Hio|Qo

sl
% 2 HE of




i

W E
Hol 2uhel 7jz Hat

|:|_|'I|A
(hil

=
IT
= SHE

2. 4

50
Lo
=
0

~

100
Lo
fo)l
<4

-

shel 915

2t

14

50
Ho
=
0

[N

100
LHo
ol
<4

]

16

T
IH

of0
8

i

21

gt

H [=
AL e B
—_

| |
= SHE

3-1. 4

25

IN
b702E A[AE

=
[=)

Ct.




- 37

7t i

Lt OH7[STH

Lt Z=F

O

ot 34

40

43

ACI;

45

TSR

HA7H

I
=]

%ﬂ

6. 4= =2

o
Pl

80

45

100

i

N

6-3. A=t HO|22/%F2 GMO

48

49



53

Al

53

-

—_

__o._ﬁ
<+

oty
<r

]

70
M0
%0
oK
iKHU
Kk
ol

N

55

7t =< 7t0|=2tel

20 7Ho|= 2l

1

ol
£l

<0

t

b

70

| D7} TR TTBARSE oo

70

70

71

71

2-4,

79

Hinl

7t AlEAMZ

oty
<r

z

[

80




)

=l
2

/4

b

=l
2

G

C
[

t

NRNERUN

2

24y

1 YA del=27]

AL HESE N

0

ol
K
oK
0

[[e]

ki

=l

t

|1
—

g=2

AbUeld H Qleld @

97

99

7t HIO|L2[AHOA A2t A=A

Lt

2{23] Auy3t

=
[

At =

102

102

102

103

JAf

Al
o

T

ol

2-12. H]

104

2-13. HE A : CTD BE MBS AEE v

107

jurLiy
1o

2-14. 22 B : CID B2& 3 -

111

Mr
I










AE SUE U2 7IEY SSHE E= DdE ME B el MSHZE Y E= HE MetE

NSRS 0185101 MAEl ZREOIN SBHQI WAQY HE A
IHSM0| 20| SAD 22 HEfO| Soio B

o
=
A7l SHZLEMO| A=H9 4H0| 233 U2TA

Mg B g

QUES oK WEHOR HOPID US. 0/9 CE0| LIS UO| BAS THARE L0 A4 MABH=
I

o
NAZORAS| BT A2 BUZ WA Z2MS Cots 242 A

A

_J_L
_}‘_
_m
=
~
=
N
u
nl_o

19898 XMS2= AlSHOA X YHO| JtsoHA & OlF, &, #l, 24 SO Lo et

At W2 Stk US. A=A

HIGH A JHEOME 7|29 THEEEA SIS HOt W21 of

O0|=, 2t S OFA 4ot Hidl SRS HOHHA| et ZEH| CfolA A=22 o HERo| AHEHS

Hoild & Q= HAMOZ A 2t HiG1 9l

20069 XMESO=Z AS0A AMALE SIS HIO|2{A(Newcastle di

O=0M dE8st=ACH 20124 A

isease virus)t| CHgt == HHAIOQ]

nH 0
=
=
=2
>
=
Rl
r
'_
Rn
O
(@)
Q
e
(@]
>0
@
o
wn
]
QD
wn
L%
=2
=
9
Ral
U
>d
S

A0l tholf MSC2 &QIEAS. 01F ™ MAMCZ CiYst HEMO| st AlE SSHE sl JHLo|

[SH A} S| MY F0|0 Uss K AN

M O&IAM gl

4
HIO|29|9f=0 TSt Q= A&HC=z I S7/t6kl US

(=]
o
g F= ZFEIMEZAIH0|X(glucocerebrosidase) 847t &
tc'i‘

(Gaucher disease): @42 ZHN 2o LU= QY. S49| H2 MESS Qloje o

At olgez ZEEN 4=



B 1. dZHMe AMES 0|83 F3 Uit (Biosafety Vol.10, No.2)
2JA A= ke ME e NPty
. INI=EIN secretory artibod -
Plant Biotechnology =L l. | v Y S EU &¢I
(Field) vaccine
Dow Agrosciences =Ll MIZBHSS JtE HA e USDA &¢I
CIGB, Cuba =L =4 BHAL FHAH A By Z¢ AT
_ B} - Non-Hodgkin's
Large Scale Biology = stot S| g OJA} || Ab
lymphoma
Arizona State Univer sity ZRt =4 o By 49Z U4
Plant B hnol =L SHA| et 7| OIAF || A
ant Biotechnolo H otk o Il
gy = (Rhinovirus) cene
. . . o A
Arizona State Univer sity ZRt =4 < . AL | 4
(Norwark virus)
Tomas Jefferson NER oA Y QU | 4
ProdiGene (=S 512 A OIAf | Af

] 7|_7F_9| HHA| AH)\|-0-||

—

IEx= D4=0[L S=SHEY 32 dM4goM e A S84=2

0 Q
=A7E RelEs BHE, ME2 AL ASY A2t 20 A dFEXA @7 20 JUHe2
S

O 71& dUUA2 DYE0|U SSMREE Yo flet Ml S8 FAVE 2Q6HT, As S
W2 HHFZ0] NLEXA 20F =7] HISO| MEHLEL Mz W XA =i, 57| &Y
=

SHAIT} EfIOILIXIS 2RI OLiXIO

L=

AIZat| TR0 SSAZ HYHEC BT MHgoR
MA0| THsst DRSO Tho0] B 4 IS, AR| FIEHAILS] UEQI Avidin S440 MAIGH
20| HRICERE E2IoH= 0| Bl MMEDPE 1/10 £E02 MR NG XF 252 AT

UE ME=Y=SUA SiEES 7/t & =+ US

0] 7t5¢l QUSFAUXHHLO] AL AN Hit 7|ZH0] 6-770E2 AlZH0| Zel= HHH



A1

=

[y p—

y

7
705

S

Q

R —

= B

Day 150

tol EtEtel.

—

]
|

Day 75 Day 96

Plant-based

Egg-based

AHA
o

. OF 2.574%(Plant Cell Rep. 2011)

B3

}

ANAER BWH H=712F Lo

Hinl

«



201941 10CH Hi0I2 OIdH=E TS

Platform, Red, Green, White BioZ ATHE 02 RV |=

Platform Bio
HH0|Q R&D2| THE{CEIS RIAIE Red Bio 5 A\~ s

Opf ot 2RI
A 22 9|2 AH|AR “

Felots At &

(B role 1121e o 2THz0IC HH = B

A -— eEPY o= S AETIE BHSINE AIZTIE N—
| - ()

j DNA TIZTIE/

ERRITE

Green Bio 0 o

‘wx@ Ijéy

ol iz 7|52 \‘r\y vy
Fo7ts 2222 0j2y L
DIEEC2I0t STHAS NIz Rl - =

b - EOHOINZETIS —

T2 HANIE
MIZR ZIE

‘ p— BaIAE) Eol SAZ 3 w =
| :x:r;l,l;-:ﬁ - FIENE U=l - =

DNAZISZIS /R R D (o) 3t 2 our ok n|E 230} QHATE E3 A BatAE 24 ol20jME

(ONAwrite/Molecular recording) (Bxercise-mimicking medicine for anti-aging) (Metabolic modification by m\tochondnalgenomeemllng) (Plastic degrading artificial microorganism)

- 4B 9B HEE Mool ME O B KT - K 258 o S0l 2EINE LIEH0] 2Rk4 § ollex| 4AtjBlel D|ERCR(0} REAEYS SO AR - BENES 6] SalAL Hol5S HRH 0NES
Y4 USRONAS SIS VIR OpINZ BBVl cAEHS R oo BUCHAE ZHOT YA SATIE Tl Atz (bottom-up) WAIO2 st &

ST AT B ONAI ISR XY - ZUBHOI Y B0 FHE 250 TR 5. . ooy %E@ME N CAENS B UAZISP S+ SolAs] Hals0] 948 0SS RS CINieldesg)-
oz [sHeH=G 2 S20] & 0t ofLjzt 2t 2SS 2Pizsiot msleldo 7l0] Reio} FHs 3101 okaixiel Ajztxtel ol 710f Y1 (build)-EllAE test)-21learn) AFOI 22 BHAfs1o] 2t
A Aol Mol 28 7ts Soll 21t ieels 2ol Ealak EXjHZol 7ol

Zolgt KRI|E A2k Q2
Z2|E HAME MEH X (e s ) (Plantbased vaccine production n plantfactory) A2 23 05718

(Cellomics map of tissue-resident immune cells) ng nfche) wat JDZIQNU[) notosensitizer ]Ef'iﬂgi‘ « A2 27 AL HEsl0] SER0| M1 B8Tel (Predictable genetic circuit engineering)

<% Sojs eiiEe| SR IS N EAR Olofep]  UFRERNAIUSOISAOIGMES RIS | guie oz marsts gl - HiE0lE(2 7|2l B AlgRloltoR BaREke R
23l MEH|Q MAAS mptst T AlZtstsH= 7 =Y = E BoT 2
2lsi MIEH|| HHlaE morst Azttt 71& ;EEMIEU% MEA‘&*Q;HEI}¢%O{ HI:'" g% + U] AIE 7|ute] MAAIABS Ul T |2t Lol MAts 5)8 o|5BH= 718

- ZH RO 7|5 SEIIUE Qfefol ofsfetn,  FRECIUD, SCH AR BEHAMANLNRIIE | w0 e s1isotor ol cher A1t chg0| 745 | - o oseiol, eis Aol ks s SxixlE M2
OIE tto Baflol ol 7|ut 1A Aol 710}

WEAIAHS) EEUYE Fol B UYS| BIST ARE
ate{o] Hio| 7|ste] K715 Agloze) Heig 27

o 7H-0|E | HAHE X|27|&
K7\ Z=EI3 Ch|Z 2= (Canceroid-mediated immune cell therapy)

(Self-organizing multicelluar structures) «otsia} M S2f o @7H-0|=2 0|8 sto] EX} 2EY

R 2(synthetic genetic circuits) S MA[sto] 22| AN TA|ZHIS YAt 0|2 Sretk| 20| EBsl= 7|
SHE 2Ue 4 Al YYD PE(EH)E AESH 7lE
o] 53S DY 4 Q= M2 HEO| IHsBlo] HEY
A2, 5] 9l chIE| ol 7o

°

- & @7He0| =i Cht ofF ol Cifeh #xt alsel HoME
|25 datoz SrotX|= ol 7]of2t et ofL|et 2|xio|
1SS Wolsts EUECRE 018 Tts

oe» >

2l 2. 2019 10CH HiO|2 DO|2i_U7|=(Biolnsay No.34, 2018, AMYHIZSHHXMOIMIE)

» 6



M1E siED o

2-1. 2¢|
ot HA 53

O (EU) A2 S3UE HIO|2 AKX JHEES gt ATXHES EUOIN TH SUsHA X
AR SMIIXS Y SES EH U3l &3
O H6XF Framework(20024~2006%) & H|7XH2007E~2013%) FrameworkOlAl AlS2Xt
S0 CHGH EXt 2HHRF =AHOIQFE(Green Pharma ceuticals) M4t 2HZ Pharma-Planta
DR2MEJ} XS HE AS(1,2002 RE F2)
O FA(Food and Agriculture) MMOIM #3liE= ASEXASC A7 5

=2 MESH RES 80l M=2 7|=1E MEot/| ?lgt

02

T ACH

rlo

M2 DEIPIX|

O ZZsHALAA T CoMoFarm IZZHE(Contained Molecular Farming—Controllable
Contained System for High Yield and Consistency, 2009E~2012)0 7| 50| &0
ol= ZATDO GIT0f 4408t QRS XS 0 IRMEC| 2HE RY U MY CHHKO

o
72 MAMS Qlf AS(ER U MEHY TS ZUBOD 3 140 MK

ror
|-
0z
o

JHot=
A

O Pharma-Factory project(https://pharmafactory.org)= St George 's University of
Londont 322 1474 7|ZHEU 3/&= 1374, O|A=2fd 17H)2 =

(PMF)Q| 715X, At=lX, M 9= dds oot

ol

folt, M==AY

[ L.

O

1 b

A

rr
mjo
ool

=2z
O Newcotiana  project(https://newcotiana.org)= AHQI]  Consejo  Superior de
Investigaciones Cientificas(CSIC)7t FESIH 1974 7|2(EU 3|&= 1871, 3F 1702
TSI, PMF 22202 AM N. tabacumit N. benthamianalQl ZXstE gt QEAHZ

7|&(new plant breeding techniques, NPBT)Q| M0 &E6tIXt ob= A

O O=) S7HE HEHEE YRR, AR72XY, HLhzs H Z2HE H0|AZ 2FHD A
O HE&X|& : 0/= DARPA, NIAID, BARDA &

O 2F7[HXAE - 2AOI=ME S



».

O GreenVax ZZHE: 2010F8E 4XMPt 22 X1 EHi AZHE 0|88t 19 A9 SZiut

i =2, 0| 7Igte= 4,000709 EAte] & A 89 FH9 AN gas 7|

O>-

O 83 COST EZHME(Pharma-Planta, SmartCell, CoMoFarm)0f| Z0d&t

O (B2) 7IZ1510| ASH0[27[2T Bt HIO|QARIOR 8E|T & E2AK 2 £02 84
HIME A QIEE XHEQ 07H0| 312 SHX0F & Qs A
2013. 6. 24]

O HM72 Z=H0|QLULHRELEFEEYEEAE)NM HIO|R2fH10] 58S LA
o

futor

I8 U MT ART|O T o4 B

O (Y2) 2HY MNE3H 718 4= &3 =
O U2HHMATSH |SMEHAIST)= 20104 4€ 120 Bioproduction Research Institute2t=
MzZg H7ASE A3, 0| 2010 Chel H&EHQl ARE 43S Development of Fundamental
Technologies for Production of High-value Materials using Transgenic Plants
(2006-2010) Z2HE 3
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PRF Genetics (Iceland)

www.orfgenetics.com

Fraunhofer Center for Molecular Biotechnology

www.fraunhofer.org

Medicage Inc. (Canada)

www.medicago.com

Icon genetics (Germany)

www.icogenetics.com

Kentucky Bioprocessing (USA)

www.kbpllc.com

Protalix Bioprocessing (Israel)

www.protalix.com

Root Lines Tech (France)

www.samabriva.com

Greenovation Gmbh (Germany)

www.greenovation.com

Biolex. Inc. (USA)

www.biolex.com

Agrenvec (Spain)

Www.agrenvec.com

Syngenta Int.

www.syngenta.com

Angany (Canada)

WWW.angany.com

AntoXz Corp (Canada)

WWwWw.antoxacorp.com

Cape Bio Pharms (South Africa)

www.capebiopharms.com

CollPlant (Israel)

www.collplant.com

Diamante SRL (Italy)

www.diamante.tech

iBio Inc (USA)

www.ibionc.com

Leaf Expression Systems (UK)

www.leafexpressionsystems.com

Mapp Bio (USA)

www.mapbio.com

Nomad Bio (Garmany)

www.nomadbioscience.com

Origin Afritech

www.originseed.com.cn

PlantVax

www.plantvax.net

Pharmaplant (Germany)

www.pharmaplant.com

Plant Adv. Tech (PAT) (France)

www.plantadvanced.com

Ventria Bioscience (USA)

www.ventria.com
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Kentucky BioprocessingAte] AlE Eotim HHEE M A|ARIS Soff OE2t HIO|HA X[=HE

MAGH oD, W2 HIEOR [HEMAZ Jts5H &

HO7t1= SARS-CoV-2 gene= 0|EctH 20¥ QM0 ZZULHIO[HA VLPsE TIEEH &S

Sfgion 20204 5¥ A OMMMIL S5 AIES 9ISt preclinical testg Xstn US

(www.medicago.com/en/pipeline/). IBio (www.ibioinc.com/pipeline)fIM= VLP BEAL J{EE
. Preclinical trial 3 S

= BayerAl= 0= Kentucky BioprocessingAtet AlE4it HEIRI MAAMS M2 HSE

HMZ45t, BayerAt? OiZ1LIZE(magnlICON) 7[gt el S3HE 7|88 HESIH FHIZRH 2UE

A S MEOEMMelE »~ = SES g

Biolex TherapeuticsAfOlA= AtH| AE ST AAEQI LEX systemE 0[5t Interferon

a-2b AEYEY HHME X CH F Xz =H2= YM2b Alds Lot US
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Biolex TherapeuticsAl=

Orbimed AdvisorsAt7t

STIHA HE7|EH| EXE ot ACE 22Xl Clarus VenturesAtet

FHot= 52 ZEH 6,0002 H2i9 £XE
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e
O8] 4, AEE 018 =5 U ST
O &2 FHQt At A= FHO dM 7|F, recombinant protein, vaccine, antibodiesg ZE& 6=
= 2 b0%0 Eoll UZ. 0|5 == MEH K& 7[H2= 108 042l Sge 7|2
European commission, European Research Council, Deutsche Forschungsgemeinschaft,
National Natural Science Foundation of China, NIH7t QS
O A2 i o7 53
O XNG/tX| B1E AE S3iE il M AAHN AM8E BEAMQ @, MEHeE Ot Hef
710
Ec
B 3. A2 BUE AAHOR WH U MMEE Chy Ty U 3
Disease antigen plant
Cholera Cholera toxin B subunit (CTB) Tobacco; Potato; Lettuce; Tomato
Heat labile toxin B subunit
(LTB)
Diarrhea LTB-S Potato; Maize
COE
CO-26K
, Maixe: Tobacco; Tomato; Arabidopsis;
TGE TGEV glycoprotein S
soybean; Carrot
Hepatitis HBsAg Tobacco; Potato; Banana; Tomato



Mg eigat

Disease

antigen

plant

Gastroenteritis

Viral gastroenteritis

Cervical cancer

Diphtheria, Pertussis and
Tetanus (DPT)

Rabies

Newcastle disease

Measles

Smallpos and human SARS

Foot and mouth disease

Severe acute respiratory
syndrome

Anthrax

Tetanus

AIDS

Bluetongue

Avian flu

plague

Severe acute pancreatitis and
myocardial injury

Arthritis

Capsid protein (NVCP)
Glycoprotein VP7

PBsVP6 human group A
rotavirus

HPV11 L1 major capsid
protein

HPV 16 Virus—Like Particles
Epitopes of the C,
diphtheriae, B. pertussis and
C. tetani exotoxins

RGP

RNP

NDV envelope fusion(F)
glycoprotein

MV-H (Measels virus
hemagglutinin)

B5 coat protein and spike
glycoprotein

Structural protein VP1

Glycoprotein of VSVG; S
protein of SARS-CoV

Protective antigen

Tetanus vaccine antigen
(TetC)

Tat protein of HIV-1
VP2 gene

H5/HA1 variant-HDEL
F1-V fusion protein

Human acetylcholinesterase
(Ache)

Type |l collagen peptide

Potato; Alfalfa

Alfalfa

Tormto; Arabidopsis; potato

Tomato

Tomato; Tobacco;

Rice

Tobacco; Carrot;

Collard; Cauliflower
Arabidposis; Potato; Alfalfa;
Tobacco

Tobacco

Tobacco

Tomato
Peanut
Tobacco

Tobacco
Tomato

Rice

13
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5. QMO ARElE AEM oofE, uiA gl Alo] HZE CHHZ(Biotechnology and Applied
Biochemistry 2011, 58, 58-67)
H=H 55 X=2/88 A A = = H|11
. Preclinical. http.//vvvvvv.se
SemBioSys . mbiosys.com
Therape . . Still under ,
. : Cardiovascular | Genetics, http://www.se
Apo-ATMilano utic : Safflower developmen :
. disease (Calgary, mbiosys.com/
protein t as of
Canada) 03/2010 Docs/ACC.10
' Abstract.pdf
Preclinical.
Plantechno srl. Patent
(Vicomoscano, | Transgenic | protection http://mww.pl
Cremona, rice in the USA | antechno.com
Italy) (US2010/01
63006A1).
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Sept. 20009.
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. otalix.com/&cli
. | Therape , Protalix under the N
Glucocerebrosid . Gaucher’'s . Carrot cell ) nicaltrials.gov
utic . (Carmiel, FDA’s o
ase (UPLYSO) enzvme disease srael) culture Evoanded identifiers
4 Acgess NCT00258778,
NCT00376168
Program,
full
licensure
being
sought.
Alpha—galactosi Therape Carrot cell
dase (PRX=102) utic Fabry's disease | Protalix culture Preclinical See website
enzyme
Acetylcholestera Therape . . Carrot cell Phase | .
utic Biodefense Protalix (March See website
se (PRX-10b) culture
enzyme 2010)
Antitumor Carrot cell
necrosis factor | Antibody | Arthritis Protalix Preclinical See website
. culture
(Pr-anti-TNF)
Therape ,
B-Glucosidase utic Glaucher s Plantechno srl Tobacco Preclinical See website
. disease seeds
protein
TransPharma Transgenic
srl (Trieste, g Phase | See website
tobacco
Italy)
_ HIV Pharma-planta | Transgenic Phase | _ http://wwaw.ph
2G12 IgG Antibody rophvlactic consortium tobacco (commencin | arma-planta.or
propy g Q2 2009) | g
Interfgron—alpha Biolex . Pha§e b http:/wvw.bi
modified Cviokine | Hepatitis C Therapeutics Lemna (April olex.com &
release Y P (Pittsboro, NC, | (Duckweed) | 2009-ongoi i8] '
(Locteron®) USA) ng)
Recombmant Therape Thrombosis Biolex Lemna . .
plasmin utic rophvlaxis Therapeutics (Duckweed) Preclinical See website
(BLX-15b) enzyme propny P
Anti-CD20 mAb Antibod Non-Hodgkin's | Biolex Lemna Preclinical
(BLX-301) Y lymphomas Therapeutics (Duckweed)
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albumin . .
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en/
. . . . . D
_ Gl infections in | Ventria Transgenic " A_ GBAS
Lysozyme Dietary _ o _ application
infants Bioscience rice .
withdrawn
Rhinovirus Eli?)r;eezhnolo Transgenic http:/ fwww.pl
(RhinoRx) Antibody . 9y tobacco Phase |l anetbiotechnol
prophylactic (Hayward, CA, laves oav.com
USA) o
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complete.
Guy's 13 SIgh . . Planet Transgenic Approveq http.//www.pl
Antibody | Dental caries . tobacco for use in anetbiotechnol
(CaroRx) Biotechnology
leaves the EU, but | ogy.com
not
marketed.
http://web.arc
hive.org/web/
200710122329
Structura | Reconstructive | Meristem Transgenic . 10/www.meris
Collagen . . _ Preclinical .
| protein | surgery therapeutics maize tem—therapeuti
cs.com/rubriqu
e.php37?id
rubrique=64
http://web.arc
hive.org/web/
Theraoe 200710122327
. P Cystic fibrosis, | Meristem Transgenic 33/www.meris
utic . . . Phase lla .
pancreatitis therapeutics maize tem—therapeuti
enzyme .
cs.com/rubriqu
e.php3?id
rubrique=38
Cobento Phase I
Human intrinsic Dietar Vitamin B12 Biotech AS Transgenic | complete.
factor Y deficiency (Aarhus, Arabidopsis | Marketed in
Denmark) the EU.
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influenza © transmission Canada) benthamian | Phase Il Q4 Clinical trial
vaccines particle) NCT00984945
a 2010.
. Arntzen group, .
H B _ "y _ T
epatitis . Vaccine | Hepatitis B Arizona State ransgenic Phase |
surface antigen L potato
University
Thomas
Jefferson
University/Poli | Transgenic
Ph |
sh NAS lettuce ase
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Rabies . . Yusibov group, | Viral .
\eoorotein Vaccine | Rabies Fraunhofer vectors in Phase |
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. Bayer L . .
Various o . infiltrated Phase yer—innovation.
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anti-idiotype Vaccine mohomas (Halle N. I(Dec. com, clinical
lgG antibodies ymp Germ;an) benthamian | 2009) trial
Y a NCT01022255
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N Ik _ N _ T
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University
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=
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- =99 2 XN (Drug substance and formulation)
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5 (Pharmacological and toxicological effects of the drug in animals (and in humans,
if known))
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ShH (Pharmacokinetics and biological disposition of the drug in animals (and in

humans, if known))
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t2E=l M2 (Information

r

relating to safety and effectiveness in humans obtained from prior clinical

studies)

- UMARE QUE EE & UE2 0|X AR g8 El= &= EXER Ay
2 O|MAFHOf CHSE ME (Information about possible risks and side effects to be
anticipated on the basis of prior experience with the drug under investigation or
with related drugs)

- YHAIE SHCE AEEN AN A FoYAMY E= EF ZUHZY (Precautions or

special monitoring to be done as part of the investigational use of the drug)
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(c) ootE, HesE F= 2SR 54 # 20| U i8Rkt 7Is

71 ®&(Primary vaccination) : Z= HE E= QAN O FUE FToH/|

d

P

HZE 0|2 E0(Post-primary doses) : 7|& ™Z 0|3 A7t HHS T E0iE= HiA9|
=

7

2

i

e

Li2ld =H(endogenous agent) : MIZFOIM Hef HHEUAL E= OE HE22Z (RNA HIO|
A S B 7ts) SFAME GMAO SEE(integrated) DNAS 7ML U= SFMEN LHSH=

222, MZ, 2% E= d=A(organism) M Fef, 44 E= Yekgrowing) =2

i
=
e
0

=

=2(pesticide or pest control product)

(a) A¥N E= MOz digg #e|, Iy, |RUSHAU EXSk= H, £ &4 F=, |l
oLt BolX| = RUE st Ex= ot £HOE HX, HA|, 8 E= MEH= F&E
HZY M2 2 QESEE 0|1R0Z HE, YEd = SHMEI|E R ME, 4= E=
=3 13

(b) @O 7|=E AS MZ5H7| 2o MEE= F=HE

(c) oilE &2l MELE MU= A

OtAE 3i(master bank) : XA &(insertion)C2 Qlof = (modified) SMAME HE&toh=
A

(3, YnE $342) = B

il
40

HHME HESHK| $=(F, H-EHS sFAE)
(make-up)llAl SZQI(homogeneous) A= M, M AZS(Fs I YEE), XZ| A

= s)
2N Yot 49| Aol HE L= EEtA|(collection)

mmune memory) @ &3 WALt S 7t Xt HECE T-MZ &Y HY #E
ot MYz FF HIAQ UZH(priming)0l2ty! & X0l A2 o7 501X 7|
B-AM|Z(antigen—-specific memory B-cel)2t 7|= ®Z 0|5 EQ(QEECZ F7t HE(booster
doses)0|2t1l &Hof| Qs 7|1YM(7]12]) HYEIZ(anamnestic (memory) immune response)S

[es

™

12
oIr

4(Immunogenicity) : 58 7H53H HY HI28 QESHE A9

HtSXHResponder) : £3 AlES AM&ot0] 0[2] Fgt IX|of =Eot Lt Zifot= HYHS (MU
T= MEN)E UELlzs ARMUMRL 0] 20 =&E  ICP(Immunological correlate  of
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« Q2fld 2E(adventitous agent) : HAl HESFO| HY=Hoz SUEH DME. HE =0 AT,
T, OfO|ZE2tA0f, 22IX|0f, EMESE, MEY HHYEHS(TSE), HO[2A Xt

« Q214 SZE(extraneous agent) : O SEOILt StelE2l SFOA, E= £F 2EOIL SFE0AM
ANAMO =2 HMGHA| e 222, F80 HHE AN TYHAHL = OE 20| S=0A

FallotAL ##0| = =F

e O] (Adverse event) = A HE 59| OlMAH|(Adverse Events Following Immunization,
AEF]) : QAR EZIROIAIN LMEH= Of7|X] 2ot st HISO= WAl AZat HIEA| 1t
AL U= A2 OtL|CE HIFZASHK] 42 EE 9ol 2 AF, HIFAHC Md A, 34
= 2Y0| sidE o+ US LYUAFUA A HE = O|MAE (AEFNQ EAXsk= B35 O[MARIZ
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* Guidance Document: Plant Molecular Farming(PMF) Applications: Plant-Derived Biologic

Drugs for Human Use. Health Canada, 2014

* Guideline on the Quality of Biological Active Substances Produced by Stable Transgene

Expression in higher Plants. EMA, 2008

* Guidance for Industry: Drugs, Biologics, and Medical Devices Derived from

Bioengineered Plants for Use in Humans and Animals. FDA, 2002

* ICH Q3A(R2) Impurities in New Drug Substances
* ICH Q3C(R6) Impurities: Guideline for Residual Solvents
* ICH QbA(R1) Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines

of Human or Animal Origin
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* ICH Q5B Quality of Biotechnological Products: Analysis of the Expression Construct in
Cells Used for Production of R-DNA Derived Protein Products

* |CH QObD Derivation and Characterisation of Cell Substrates Used for Production of
Biotechnological/Biological Products

« ICH Q6B Specifications: Test Procedures and Acceptance Criteria for Biotechnological/
Biological Products

* ICH Q7 Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients

* ICH Q8(R2) Pharmaceutical Development

* ICH Q9 Quality Risk Management

* ICH Q10 Pharmaceutical Quality System

* ICH Q11 Development and Manufacture of Drug Substances(Chemical Entities and
Biotechnological/Biiological Entities)

* EMA: Note for Guidance on Minimizing the Risk of Transmitting Animal Spongiform
Encephalopathy Agents via Human and Veterinary Medicinal Products(EMA/401/01
rev.3), 2011

* WHO Guidelines on Transmissible Spongiform Encephalopathies in relation to Biological
and Pharmaceutical Products, 2003

* WHO Guidelines on Tissue Infectivity Distribution in Transmissible Spongiform

Encephalopathies, 2006
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ICH S6(R1) Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals

ICH M3(R2) Guidance on Nonclinical Safety Studies for the Conduct of Human Clinical

Trials and Marketing Authorization for Pharmaceuticals

ICH Guidelines in the Safety series

ICH Guidelines in the Efficacy series -WHO Guidelines on Nonclinical Evaluation of

Vaccines, WHO TRS No. 927, Annex 1, 2005
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