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Phase Il in Full Swing

v KOLON TISSUEGENE

1. Phase Ill Status

2. Clinical Sites

3. Clinical Trial Partnership
4. Timeline

Investor Relations 2018 4



1. Phase lll Status
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Clinical Hold Lifted : 214t 3AF A2 AFR S0

“ .-+ you have satisfactorily addressed all clinical hold issues--+ We
have removed the clinical hold and you may proceed with your study”

Addda

Initially enrolling sites FNorthwel
= ~ ealtn”
Dr. Michael Mont, Northwell hospital, NY <
Dr. Alan Kivitz, Altoona Center for Clinical Research, PA
The

Dr. John Ervin, The Center for Pharmaceutical Research, MO Cen'rerE *H

For
Pharmaceutical
Research
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2. Clinical Sites (ACTIVION-I)
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TGC12301 Site List

© Atlanta Orthopaedic Institute, LLC
Q Arizona Arthritis & Rheumatology Resear...
9 Physician Research Collaboration
Orthopedic Pain Specialists - Office of Dr
© sinal Hospital of Baltimore - Rubin Instit..
9 The Center for Rheumatology and Bone ...
Q Arthritis & Osteoporosis Center, P.C
Q@ Low Country Rheumatology, PA
Heartland Research Associates, LLC
© University Orthopedics Center
9 The Center for Pharmaceutical Research
© Alabama Clinical Therapeutics - Research
Institution Ainsworth Institute of Pain M...
Physicians' Research Options, LLC - Res...
ME&M Medical Center, Inc
© North Shore Long Island Jewish Health ...
9 Altoona Center for Clinical Research
O Triwest Research Associates, LLC
o Clinical Research of West Florida, Inc.
9 University Orthopedics Center - Orthope..
9 Boston University School of Medicine
9 North Shore-Long Island Jewish - Lenox ...
© Rothman Institute - Center City Philadelp...
© Lowcountry Orthopaedics and Sports M...
Q Tekton Research Inc.

© shrock Orthopaedic Research, LLC

Osteoporosis Medical Center
Drug Studies America
Elite Clinical Research

Q Tufts Medical Center
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2. Clinical Sites (ACTIVION-II)
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€ Physicians’ Research Options, LLC

9 Jeffrey Alper M.D. Research

Q Hans Richard Barthel, M.D., Inc.

9 Johns Hopkins University

@ Rush University Medical Center

© Alabama Orthopaedic Surgeons

@ Central Research Associates, Inc

£ International Spine, Pain & Performance...
Q) Arizona Research Center

q Clinical Research Center Of Reading LLC
) BioSolutions Clinical Research Center

© Florida Orthopaedic Associates, P.A.

© Infinite Clinical Research

9 Massachusetts General Hospital

@ Medvin Clinical Research

) Heartland Research Associates, LLC

Q NYU Langone Rheumatology Associates...
) University Orthopaedic Associates at Gr...
©Q Riverside Methodist Hospital

q New York University Langone Medical C
@ Northwestern University

@ osteoporosis Medical Center

Q Arthritis & Rheumatology of Georgia, P.C.
€ Clinical Trials of South Carolina

9 Arizona Arthritis & Rheumatology Resear...
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3. Clinical Trial Partnership
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Major Clinical Sites
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4. Phase lll Timeline

2022\ 1H 2 &F 2f= 812023 2H INVOSSA EA|

| 2023.2H —>

INVOSSA £ A|

| 20222H —>

| 2022.1H —>

| 2020.1H ——>

g I NVOSSA

OJA7 |2 EHD S A tonogenconcel

Z1) BLA (Biologics License Applications) M=2/fE ES5{7 414
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The Road to Success

1. Phase lll Design
2. FDA New Guidance
3. Game-changing Potential(DMOAD)

NOVEL PARADIGM FOR THE TREATMENT OF OSTEOARTHRITIS 4. Reinforced DMOAD Potential

v KOLON TISSUEGENE
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1. Phase lll Design (amended)

MRIS RE7IX| 9] 2 &9 X[ #H=2 deF 2 = DMOAD 215 7Isd M2

CHAF SER} > K&L Grade2 E=3/%1,020H
N 5 INVOSSA: 6809 / ?|<t: 340

Claim Range > FEIHK| =, B HIEX| 5=
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2. FDA New Guidance

New FDA
Guidance

3 FDA, DMOAD B717| &2 £

—o0 FDA Guidance 1999

O O -

—o0 FDA Guidance2018 o—

VAS

WOMAC

Radiographic JSN

__{

Osteoarthritis: Structural Endpoints for the Development of Drugs, Devices,
and Biological Products for Treatment Guidance for Industry (2018.07)

“The previous draft guidance published July 15, 1999, has been withdrawn”

Now, FDA addressed the structural and functional improvement evaluated as addressed

by sponsors.
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3. Game-changing Potential

FNIH 248 2012 S8 DMOAD X|E HHEIS 9/8t 25 43
6 =Tp) w KOLON TISSUEGENE
FN I H r A FNIH OA Biomarker Consortium support

DMOAD X| & =2 OA Biomarker Consortium Co-chairs &
Kolon TissueGene Scientific Advisory Board

T I

lAl B AT ER gl =S T A ER

n
=87 |=
dad | RO «
g7me s Ligue| Eorimart e David Hunter, M.D Virginia B. Kraus, M.D
N | (ol AtH) » VLD g . , M.D.

o Progress & Timeline o

« Leadership in the progress : INVOSSA 2 & Xt= AS (O0|=1/2t=), & X $450K
«  FNIH, FDA2C] Ml X Conference 0] 5! Biometrics &5 Xl

«  DMOAD MHE 2/t Biomarker endpoint 241 5! #FDA X[ Z=H]

« Project 2= =3:2019.3Q

Z1) FNIH (Foundation for National Institutes of Health): =7t 247 [ 2 RH T Investor Relations 2018 13



4. Reinforced DMOAD Potential

« WOMAC @ 12 months
+ VAS @ 12 months
« MRI@ 12 months

4 )

FNIH & FDA

(- )

SPA Amended

- J

~

Biomarker

Consortium

g /

« DMOAD & Z[ 4l
« Decision-making &0

update

TRINM BHEO| Q8 SR LA R
T8 (MRIE E3t 2kX} screening)

(- )

Patient

tonogenconcel

(
& INVOSSA
-

J

. MOAKS WORMS & MRI X| & &&5t0

Population

- J

/xl:qxxl lzl)cl

« Liquid Biomarker &&%t 12744 HS
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Growth Potential

1. Global Market Expansion
2. Expanded Indications

3.Vision
NOVEL PARADIGM FOR THE TREATMENT OF OSTEOARTHRITIS

v KOLON TISSUEGENE
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1. Global Market Expansion

& INVOSSA

tonogenconcel :_‘1_‘- 2
Upfront
300 A3
Milestone

US$ 565M
w KOLON

£ el
'\;-:‘:- '*.:- :
ALY .
Xy : -
2
- S3XENE S YL, MELn 5o Fof Z2E
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1. Global Market Expansion (#|%)

v KOLON LIFE SCIENCE

Asia

« OFAJOF 227K = Thol| S5 &#
« Royalty(2%), Sub License Fee(50%)

///.\\\ « 2017. 11 THOH A=}
W& +2018.10¥, >2,000¢

« 6,700 F2 License Out

. BH0JLkA 2300218 R 4% Aot K Z
- E2 FotAReL K& QI Ho| FY

ww KOLONTISSUEGENE

North America Furope

o 22 WAL}
License out &2 =
« T2 Partnership
« 22 HFARL Partnership &2

ROW

o 22 H H|fALR} License Out 19| &2t
SEA| A 210 MA 5{0f (R 2 A H IfSHTL

+ UAE/AtRC|o2td|OF &7 oF

F1.’18. 62 D22 MF S0 BHA|H(5H) 2t0|MA RIS O
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2. Expanded Indications

Atetelzie S92 5 gl mo|makel St 7
O| A} Ol A} Ol A} BLA
(- | O o o e
e AW ey T S5 35 M za gz

o %////////////////////////////% I,I\ig "% TOKAI UNIVERSITY

““¥ 7 ANDREWS

Sports Medicine & Orthopaedic Center

L@ AO Foundation

@ UNIVERSITY OF
_;

Back Pain

%% .S Lo .&
niversity in dt.Louis .

o
Mo
10
i)
O

OoONCoveT
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INVOSSA
Global Blockbuster!

DMOADZbs& Rl mho| ZLatol ik
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NOVEL PARADIGM FOR THE TREATMENT OF OSTEOARTHRITIS

v KOLON TISSUEGENE

1. Company Overview

2. Executive Management
3.INVOSSA

4, Competitiveness of INVOSSA
5. Clinical Trial Results

6. DMOAD

7. Blockbuster!

8. Financial Statement
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1. 2| AtRH

Advanced Cell Therapies, Kolon TissueGene
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1999 062 09¢

79% (2018.09.307|%)

9605 Medical Center Dr. Suite 200, Rockville, MD 20850, USA
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/ INVOSSA =7| 24t 97| (2013~84XH)

Kolon TissueGene, Inc. & dedlee e /18'07 U EEsE AR S S
, Inc.
18.03 A% 1
A217| (1999~2002) 180302
’12.1001= L4024 2Rt F0f 22 "17.11 FACEA|EH AR
’10.11 [||;1l ?:!)C*Qé,* %O_ 07 ig%*o E'ci'ﬂkﬁ—.*, AOJ%A—! QFH %% 317|'
’01.103;%(\3/%%2&5;7;}%_ D(liioéﬂ)ﬁ%'% 109.04 02 QUAHA 81T} £01 212 04754 HIt S2 A ES (NICEE7FE =)
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o CHEE O|A} ©

MZE TR} X2 20F MIA| £| 12

O] 8 M cymoyns

. '17~38 Kolon TissueGene Inc. CEO
. '14~'17 Kolon TissueGene Inc. COO
<'11M'17 S WS SALE

. '04~'11 Takeda Pharma 25

- '00~'04 Mitokor Inc. 25

+'95 00| 2= 7ICH of2[ St BAL

- '85 MSCHet =28t ofA

0] M tymon

. '13~38 Kolon TissueGene Inc. CEO
- '12~38 FLEMENSCEO

-'08~1] FLEX2FCEO

-'00~'15 Z2/0to|Z8iE CEO
+'80~'00 AtEXRH
- '88 2| L|Of =TI
<79 M2HEw BAet E—W

=
=
-
=]

Moon Jong Noh, Ph.D. (Chief Technology Officer)
« INVOSSAUS FDA &I 4H, 24 et =

- M ZCH 0|\ S3t StAt (89) / 710|AE MRiTtet BhAt (95)

Charles Nye (/P of Manufacturing)
- Shire Regenerative Medicine, Lonza Biologics Inc.

- BAin Chemistry & Biology, SUC at Potsdam, NY

Benjamin Lewis, PharmD, Ph.D. (VP of Regulatory Affairs)
- Mitsubishi Tanabe, Prestwick Pharma, FDA

- BS, MS, Pharmacy, Auburn Univ./ PhamD / Ph.D, Health Svcs. Mgmt,

Century Univ. / Postgraduate Studies, Johns Hopkins Univ.

)
i mmnwm‘

Robert Casper (Sr. Director of Clinical Operations)

- Director, Clinical Operations, Cerecor, Baltimore, MD

« MSin Clinical Community counseling, Johns Hopkins University ('06)
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3. INVOSSAzZH?

INVOSSA, M| Z|Z=2| Z2EE MERTXL X =H|

o INVOSSAA7{ o

o |INVOSSAZHE 7|H o
“oASME

@ gdE et ASMETGR-B

§ < i\ s TGF-B1

e

MIZE BeS

l EZM=

o
e o
@ o

HAIME 2| EZ Hio|24A HEK
282 TGF-pl SFAH £

o=
[=roNe)

Cytokine £H|

M Cytokine £H|

A p M| A
r )
> Q 5 . v
g = LTBeltS  Fopise Linipicists

= T &

hChonJ hChonJb#7 APHo| HA=UIS offeT) X4 otAS

ofA3t M| Xjch
&
& INVOSSA

tonogenconcel

0l0

1) ECM (Extracellular Matrix): 2 =7

HEX

Investor Relations 2018 23



M
— o] Jod
> @ W P wo
= S o g N oo
= O | o R = T
0 g 0| H X
© £ | B R 2 ' = M0
.ﬂ £ @m= m_u Ko &
X coom o
Il
S
©
b
—
- Kir
X0 5 4
e =
KO g = = I
= NS KO mo il
< © > - H
S| oo <13
HH 2 KX Wz ~
& |_Ar (@]
c
o mr =
KHr =0
Klo RO
v G ==
o 8
Q >
=2 =
— o E_l_.:
(] = M =
v g 48 g 3=
.lm " K Fre
w0 | o b o &
e ﬂh 3 i ..W. = m|_
= RS s &
3 ~ < <
L < e & #a
ey
= &
c
. -
— = =] 0
(o] + = 9 W oo
<L 0 Ko g T 3
+ -LA_O ﬂﬁ of HE Q_O
(7)) =, 5w | oA
A TR % | E oo
— or o ol |
o o oms Ko =
V oil WE oK ._M.o ._M_FI=
= b o
0 Ho
([ ]

Investor Relations 2018 24

Z=X: KIHASA, GlobalData



0= eld 24 21}, 217 ST 219} 3

[ S

o Oj= Y24 ST AU VIS8 Hot Z1t o

VAS! Score Change IKDC? Score Change
0.0  com@umm INVOSSA o= @ 9[Of72 =0 INVOSSA == #e= Qjof
0.
\
N22.7 P 243 230 233
-~ - o = O — -9
% * %

K 355 A
Al 397 -39.7

oM 3M 6M 12M 18M 24M oM

3M 6M 12M 18M 24M

o BHQU IMES Y IISH Bt Ht

oo o
VAS Score Change IKDC Score Change
0.0  ==m@===|NVOSSA == @== 2JO} === [NVOSSA e=@== Q[Of7
15.1
129 13.3 *

*

®
0.0 5.0
oM 1M 3M 6M oM 12M

2) IKDC (InterCnational Knee

3) OMERACT-OARSI ((

A 7|5 M2 SAH 7ol d =l

- L=

OMERACT-OARSI3 Response Rate(%)

B NVOSSA [ flefE
86 86 88 81
56 56
I 52 I : I I
6M 12M 18M 24M

OMERACT-OARSI Response Rate(%)

(e}

M INVOSSA ?|of
84
20 77
52 52 45
6M 9M 12M

Investor Relations 2018 25



6) DMOAD 9]

o DMOAD ZF? o = 0|2 QA 24 MRIWORMS! Ziap o——

- DMOAD: Disease Modifying Osteoarthritis Drugs

« 28 =] XA JNM =AY T ANIE SOt YBHIE 7

(SBee, 7154 7id) ot ZREYE XZA

71 BEEE X2H | i)  OfL|zt Q1T B £22 X9 A2 4 2l H=7E o 25 A3 ot
SUMAZHZAN =2 AY HHH 2R 50% - 47 9% 25% -
21.1%
S0t o= ot} 40% - 15% -
34.8% 9.6%
S5 2t HE 1Y
== 4E Hof l l
. 30% T 1 5% T 1
JNsd oY 5 5
AT TR HE ost INVOSSA 9otz INVOSSA ootz
\ y, \ Y, Z1) WORMS (Whole Organ MRI Score): THH| Z=X|4| A MRI BZHX|
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7) Blockbuster!

——o  INVOSSAQ| 0| FA|R BhSHE (HZH) o— o MUEZIMEXO) o

PREAE 1 JH=E0IE Bzl eg ez

3| 0175, 10002017/11/21, -54.73%) o5 000

DMOAD Label &S

$ 5.4 Billion

O|OFIL A = =4
ofotE £0l 2|

$ 3.2 Billion

2018.10& H 7|&E, A7IEH of 2. 1=

DMOAD Label ES A,
INVOSSA ZXHE 0= AL

ZX: LEK. Interviews and Analysis (Peak Revenue 7|&)
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