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_ Regardless of previous 10 treatment
Regardless of previous \

O treatments, PD-L1+
GC/GEJ with disease
progression after 2 or the — %
beyond prior therapy

Continuous 21 pts to be enrolled Exploring 3" line of therapy

(n=42)

@ Ipterim analysis will be performed
hen initially enrolled 21 patients
ave response assessment
vailable.

e stopping criterion is that there is /£95%
chgnce that the ORR per RECIST of GEN-
00IN\in combination with avelumab ig'<5% (If
<1 patent experience CR or BR) by the
Investig among 21 patient

(D Final analysis will be performed In
total 42 patients.

2 The primary end-point is that there
is >95% chance that the ORR per
RECIST of GEN-001 in combination
with avelumab is >18% (If =5 patient
experience CR or PR) by Central
review among 42 patients.

57t 24 2E: 9

- 2 BEEXEO A
1) Lonserf (E2|&

2) Bavencio (& PD-L1 FALE &HA)):

2 (ORR) 24

T8 5 E.Iil) ORR 5%
4.

8% (PD-L1 ¥/d) / ORR 2.2% (HH|)
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IDMC REcommENDATION FORM
Genome & Company Gen001-201

Independent Data Monitoring Committee (IDMC) Recommendation Form for Data Review

From: IDMC Chairperson
To: Genome & Company

Recommendation types may require customization based on study design and objectives
Based on our review, we recommend: -
. 2THA T U E 42 SRt 2Y HY
I[E 1. The study may continue without modifications :

\ 4

[ 12 The study may continue with modmcations (see comments)
[13. The study should be terminated (see comments)
[14. The study should be temporarily suspended (see comments) "
e — | i1z E reY
C15. - Other changes (see comments) xE =4 T8 280 gt 7|tz =2
Comments:

Signature:

Q6
o] )



P2 S EM(1A)

a o

INVESTOR RELATIONS 2023

S X X2 IDMCERE A%

o4
= |

7

Chapter 01. [GEN-001] ¢

ol rk i

C

of
E L ALt Cf

Hmo <]
mm 5K
Ki
_._._._ —
N
o]
0 Ljo
° i
L
4 i
. =
Mr N,
K Ek
_ ~
= 1Ho
S
- Mo
BT ol
rJ

>
mv =]
S o

m =
o ._n.v_._n
an T
i 2
fu o)

. <iu
0:[0 ~
o+ =3 =
L ™~
IH N N

ol or Kl
N = w_._ M
KO == mar
0 M ko 1T
N K 1 16l
<0 o0
< ojo Jok
o M m

m

e

- |

=
S
T}

@)
m T

u o)
QO



Cc

04 [GEN oo1] 2|0t CljAF O] Ab2AF C| X}l Q! A

hapter 01. [GEN-001] /2 CH &

OR

M0 8

‘\

INVESTOR RELATIONS 2023

_ Regardless of previous 10 treatment
Regardless of previous \

IO treatments, PD-L1+ [

GC/GEJ with disease
progression after 2 or the — % Continuous 21 pts to be enrolled

beyond prior therapy
(n=42)

Exploring 3" line of therapy

(D Final analysis will be performed In
total 42 patients.

2 The primary end-point is that there
is >95% chance that the ORR per
RECIST of GEN-001 in combination
with avelumab is >18% (If 25 patien
experience CR or PR) by
vestigator among 42 patients-

|

O

=4 SH: 724 (ORR) =4

2Kt #E K| =20 2ot @[ =Xf o, Ml P& A=l ORR
1) Opdivo (& PD-1 FAIE 2H)): ORR 11%
2) Keytruda (& PD-1 A2 &H|): ORR 15.5% (PD-L1 ¥d)/ORR 11.6% ()
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Chapter 02. [GEN-001] Program Overview

01 Understanding Microbial Metabolites to Treat Cancer (1/2)

less
precise

more
precise

Q6
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o 00| 3 2HIO|F X|&X| g3t EHE .
(a)Fecal Microbiota Transplant i’ .g"?
REBYOTA

' (fecal microbiota, live-jsim) it
(b)Prebiotics & Diet v

(c)Antibiotics 3
(d)Bacterial Consortia -t V@WS

ro cs - K .
- “» > (fecal microbiota spores
T .,o.m ve-brpk) capsules
(f) Bacteriophage 5‘% \ GEN-001
(g)Bacteria — (live-biotherapeutic
o product, capsules)

‘\
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20229 112 FDAZEE] 184
0| &+9| recurrence
of Clostridioides
difficile infection (rCDI, X2+
Clostridium difficile) X| 2/ 2

20|
O -

2023 42 FDAZ S E 184
O| 49| recurrence
of Clostridioides
difficile infection (rCDI, Aj'&d
Clostridium difficile) X| 2 X 2

20|
O =

20234 52 HASHA|
HHA|2® 3 7| EF
QHOoZ 2ot Che QF CHAH

d
Ol A ALS ZFZF |

Source: J Immunother Cancer. 2019. PMID: 30995949
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01 Understanding Microbial Metabolites to Treat Cancer (2/2) ‘
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oo O}0|3 ZH}O| 20|

ool-

2H2ZAM oDt 252 HO|=X| A AJ Ct+ A F

s =& M= The gut microbiota, bacterial metabolites and colorectal cancer

(2014, Nature Reviews Microbiology, IF 78.297)

s =i M|=: Microbial metabolites: novel therapeutic tools for boosting cancer therapies

(2021, Trends in Cell Biology, IF 21.167)

s =i M|=: Microbiota-derived 3-1AA influences chemotherapy efficacy in pancreatic cancer

(2023, Nature, IF 69.504)

Based on its MoA, GEN-001’s LBP development strategy is reflecting the more precise approach
using microbiome to treat disease is to unfold a hidden bacterial metabolite as a treasure trove
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oo GEN-001 MoA(Mechanism of action, Z-& 7|™)0]| 2tot =2 20233 Al o’ «-

Gut = 9

Gene expression
modulation

= =5 >

L. lactis_GO1

®
- ; . A -
= o () ‘@ activation
v = @ ./
t = O NKeell
/u\ - @ (&) coaTeell Regulatory L
CHg(CHQhQ OH _v— = = T cell
- . cDCs
‘ = ‘ CD8 T cell Effector Tumor growth
= a ! S inhibition
= @ @ pDCs
% 7 J

The copyright is owned by Genome & Company. Its purpose is solely for the discussion with our current and potential partners. It is not to be shared with any 3rd party or copied to other file without Genome and Company’s prior written consent.
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03 GNOCLE-M(Microbiome)
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oo GNOCLE-M : Microbiome Research and Development & Production Platform e

LBP 7|t Or0| 3 2H}0|F X| =2 H| 7HE 2| o

Yot 2E 7| (MoA)

H H
=0 =
S22 AS T QIANA|Y 7HO| 1|2
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G&C ™=F. Human Translation Z'3}

(=]
=
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GM-Bank : ‘Ready to Development’

. >3000% 25
. 25 U898 2y 2y
- 35 A5 R 7h

GM-Screening : ‘MoA-defined LBP'

o0+ Anti-pathogen £44
* Key signaling =4

>=< * MoA(Mechanism of Action) £

GM-Data : 'Bed to Bench’

+ >10,000% &} .

% >4 0008 712101 M Quality Control(QC)

(Ee ®H F8 dixE #e
Reproducibility

A 8 EHSTHDoE)
Expedited Development

: E| & 8 MHIX] 70 (SpC Media)
: AN R L 52

Bioinformatic : ‘Artificial Intelligence’

+ Transcriptomics 24
hrpl + Geneexpression 24
+ F9 Pathway network =41
it o
ZH Y33

(Target Indication)

40
fot
0x
%2
i)

tal
0x
oY
oj¥

& (Efficacy Test)

‘Lead’

‘GEN-001’ & Human PoC

(GM-Assay)
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‘ »

Ol Al X|SH & §I-
01 [GEN-001] n o I_I o —_— O INVESTOR RELATIONS 2023
o = >
e U M3, O/ MSD2} 212} $/¢, H = C & a2 Tl F o
. . Combo No. of No. of Clinical Trial
Project Disease Countr . Status ;
J Drug y Sites Target Pts. Collaboration
*FPI: Mar 2022
Gastric cancer I v |ERCK
- Avelumab . *|1A: May 2023
STUDY 201 :(10 naive & Treated, (HIHIA| 2 ®) Korea 5 42 - Ongoing ’
> 3 |ine) = * Subject recruitment Q Pﬁzer
ongoing
Biliary Tract Cancer . A
STUDY 202 (2™, 3" line, (;TeEyt;“g%) Korea 8 120 - IND Cleared Protocol amendment ¢ 9 MSD
|0 naiive, 10 treated): \"'— « Start up phase w
* CSR: clinical study report, Y 4A|&Zat H1A FPI: first patient in, ® &%} S5 IA: interim analysis, 37} 24 IIT 10: immuno-oncology, ™% &t
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02 [GEN-001] ELEQ CHAF QA4 C|XpQl A QH a
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e 27| 2822 EXE S BEISI0 GEN-001, 7| ERCIPE HE E0f .

o & CIxpQl
Safety run-in phase (n=6~12) Main study phase (n=up to 50)
_ Cohort 1: Stage 1 Stage 2
\ Pembrolizumab 200 mg Q3W \ |0-nalve n=18 n=14
+ RP2D
(GEN-001 H7Z24 %) GEN-001 + Pembroli b
' GEN-001 9 x 10*1 CFU QD | ' embrofizima
GEN-001 6 x 1011 CFU QD | Cohort 2: .

DLT |O-treated L
- 20223 118 AAYNMZRE U 2o LA A=Z(ND) ¢
- CHe AMOE: MECHstu Rl MEO0ritE e, najiijstu L2 e ddMEE e, 2 SMSUHE R, HENEZ AR MEad2EH,

OFCHE 2(F 870 ALO|E)

o 2 Q17K EE= 274K O] = 2 = Tds ERCH @7|E CHE B 282 2271 0t Tdd =89 H=Y A4S Uiy

The copyright is owned by Genome & Company. Its purpose is solely for the discussion with our current and potential partners. It is not to be shared with any 3rd party or copied to other file without Genome and Company’s prior written consent.
Copyright © Genome & Company. All Rights Reserved.
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03 HEY Y =X HOH0|E

1st line of therapy

2"d line of therapy

Q6
o] )

oo HOIB}O}

o O

Gem + Cis or Oxaliplatin
remains the standard-of-
care with ORR of 26.1%,
median PFS of 8.0
months and median OS
of 11.7 months*

Erergern He £o)

No global standard-of-
care. With mFOLFOX,
ORR is 5% and median
PFS is 4.0 months**

HEE R

‘\
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H 1K EEX|RE2E S o
Wy =

Biomarker negative Biomarker positive

Durvalumab + Gemcitabine + Cisplatin

(TOPAZ-1)
FGFR IDH1 mutation
rearrangement
No global standard-of-care, but Pemigatinib
the option of physician’s choice can FIGHT-202 .

be MFOLFOX (ABC-06). ( ) Ivosidenib
Infigratinib (ClariDHy)
(Phase 2)

The copyright is owned by Genome & Company. Its purpose is solely for the discussion with our current and potential partners. It is not to be shared with any 3rd party or copied to other file without Genome and Company’s prior written consent.
Copyright © Genome & Company. All Rights Reserved.
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AF OlARAF C|X}OI | =0l

04 [GEN-001] Stz QF CHAF 2AA

37| 1EOR SXIBE, YA MT A| 24 BEXEY EX|MY THs

GEN-001 + Pembrolizumab

1 C| X2l
Cohort 1: Stage 1 Interim Stage 2 Final
Safety run-in . 10-nalve n=30 Analysis n=22 Analysis
1. Key Eligibility (GEN-001 H&24t 82 h)/v
« 1 or 2 prior therapy \
+ 10 naive or treated Cohort 2: n=18
|O-treated
Safety run-in X _
S GEN-001 + Pembrolizumab + mFOLFOX
1. Key Eligibility RP2D
- 1 prior therapy (GEN-001 A2 %) R (I:g_hnoar.fvi' Stage 1 Interim Stage 2 Final
« 10 naive or treated or treated n=21 Analysis n=21 Analysis
S7t2M 28: 934 (ORR) 27
« 1K EE 2K EE XI Oof Zujct E =2 2hxp o4, 1 YAl 2| ORR
1) mMFOLFOX (FAIE 2¢zlst2 ). ORR 5%
2) Pembrolizumab (& PD-1 &4|): ORR 5.4%
The copyright is owned by Genome & Company. Its purpose is solely for the discussion with our current and potential partners. It is not to be shared with any 3rd party or copied to other file without Genome and Company’s prior written consent. 19/21

Copyright © Genome & Company. All Rights Reserved

Q6
o] )



Chapter 02. [GEN-001] Program Overview ’

05 [GEN-001] YUAMAZ] U 7j2t M2
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s 919, EHE QL LA At

2021 2022 2023 2024 2025

Project
QL Q2 Q3 Q4 Q1 Q2 Q3 Q4 1H
PD-L1 24 9/ $x}2
01'6'I-OI-I-" 3'55 EO:I
x 2 I:I:| T & T

STUDY 201 C'I?CQA Phase 2 Phase 2 ® Continuous enrollment (25 )

Phase 2, $1¢ IND S ¢ FPI : up to 42 pts.
( =) (2021.03) b b > M2 L 3k X2

. 22 A EFM
Interim 2025 1H =M
Analysis CSR =&
T OF $HX}2
0 o 3} OF & &
STUDY 202 CTCSA Phase 2 Phase 2 (B5eE L TO:I)
a4 > MES oA X2
. E
Interim 2026 1H M
Analysis CSR =@
""" *CTCSA: 257§ 7%, Clinical Trial Collaboration and Supply Agreement CSR: QAHA|EZ 3} B 1M, Case Study Report FPI: & $Xt 52, First Patient In Interim Analysis: Z2t21 PoC: 7i'd 5%, Proof of Concept 777
RP2D: 424 HE 8 Recommended Phase 2 Dose
G& The copyright is owned by Genome & Company. Its purpose is solely for the discussion with our current and potential partners. It is not to be shared with any 3rd party or copied to other file without Genome and Company'’s prior written consent. 20/21
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Thank you

X| =M AT L| (gnc-ir@genomecom.co.kr)
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