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o)1 HiB BI2HE A History

2014 - RegeneRXZ S E HO|Z 2ol & (Ot} mE A

2015 - RegeneRX2t O|=L{ = QI ReGenTree, LLC A E

- DED X|ZX|(RGN-259) 34 (ARISE-1) A A|EHAZ FDA S9!
« NK X|2H|(RGN-259) 34H(SEER-1) A& A AZ FDA 59!

* 100% Xt2|At Oblato, Inc & &

2016 © - GBM X|2X|(OKN-007) pipeline =2 (OMRF)
« GBM X|ZH|(OKN-007) FDA 3|#o|=E x|
+ DED X|Z2H|(RGN-259) 3AH(ARISE-2) A AIE A El FDA S0

2018 © - DED X[ZX|(RGN-259) 3AH(ARISE-3) L&A A FDA S9!

« GBM X|ZH|(OKN-007) HE& & (TMZ) d&AIEA = FDA 52
* ReGenTree, LLC 7t X2 F= (5 61.5%)
QO[O AT (3R SEMQIAYS) Y 2t&

2020 © ° GBM X[ZX|(OKN-007) 24+ A&A|E 7 2 FDA S9!
2021 © - ZOFEF L AE BHZ (K| E2/H|HE| — HLB HIZHFEIZL)

2022 ©

Af 34F O|=(SEER-2)2t 9 & (SEER-3)0| M SA| Tl
ARH MY AAF 1A RIS

o

NK X| 2H|(RGN-259) &
« GBM X| 2X|(OKN-007)
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RGN-259 (Thymosin B4): Naturally occurring peptide
- DED

- 3Kt A&t 34 2E (ARISE-1, -2, -3)

- 4K} 2 AF 34 (ARISE-4) FDA ZE2EZE EHIIIN Z(SPA) T &
« NK (3|-'|1|9 %tE XE

- 1K 2o 34 (SEER-1) &=

- 2, 3% Yo 34 (SEER-2, -3) Ol=2t B8 oM SA| T

o

DED(2ZEZF): Dry Eye Disease
NK(Z 8 A9 ZHated): Neurotrophic Keratopathy
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OKN-007: Nitrone derivative
« GBM(IV M) & 14 2t=
o GBM(IV M) o 24 A 28 2tz — Ao S A4 27
« GBM 7:I__|.Lx-|| x-"'c‘sd ﬂgx—” OIAF 1AF | t
- BE MY MABuF0 iS50 Bl HeAE XE
« DIPG 5| #A0t& et ok FE X|H
- DIPGO|| Ci$t Fast Track X|8 FDA 9!

- Single & Intermediate-size expanded assess program 21 &

GBM (1 2 M| EZ): Glioblastoma Multiforme
DIPG(AHXHA LYZH/E k|11 F): Diffuse Intrinsic Pontine Glioma
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by 2o pipeline g s

* ARISE-1(2&2b/34h: 2t&
* ARISE-2(AH34h): 2t
* ARISE-3(4

E

0|=, 7§LtCf, OFAJOF-Ef

Dry Eye Disease (DED, ¢t 71X F) THOF x| 272

* Pre-BLA 0|
« ARISE-4E 9|3t FDA ZEEZE EHEY}
Ophthalmology Mz (sPA) T &

(2t

RGN-259

* SEER-1 (1K} 34 &=

Neurotrophic Keratopathy | 0O|=, 7§L}C}, OfA|OF-Ef - 27§9| 3AHSEER-2, -3) 0|2 % &
(NK, 34 8Z499) Y XY 2874= = A T3

i
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Rt

* Best in class
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FMbd (FAA A 2t=

FAA HH™): Temozolomide2t
x|
P

> T
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Orphan
Drug
Designation

Glioblastoma Multiforme A7
(GBM, R 2N ZEF) -
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Gliomas

OKN-007

* Intermediate size expanded access
program is ongoing

- Y1y oE

* o aOtEe o%F X|E

* Fast Track x|

* First in class

(=13

Diffuse Midline glioma A
(DMG, D|2Hd™EMARS) | -
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|||'|' Two Proprietary Compounds
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" Thymosm [34

Cytokines

Anti-A i
nti-Apoptotic & Chemokines =&

« DED (Dry Eye Disease,
« NK (Neurotrophic Keratopathy, 412 &+ Z+at¢d)

HPUZE)
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El
A
e

« NK: 3]7{2|fZ FDA X8
« GBM %! DIPGE Zgtot B = obd MEuE : 3| oAUE F
« DIPG : Fast Track, 3| | A0t&=tO|A4E K| (AOtE S 2
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181!/ RGN-259: DED wsazs) ARISE-4 X124 Aty FLE.

OlloIX| AL [E|2HFEIA (F)

v" SPA (Special Protocol Assessment) / ZEEE SEHE7} H =T
- SPAZHIHZALZE ME0t A2 = A2l = Y Z2EZI YU SAE A E S FDAY 20| AE o5t= M=
- SPAE FDAZQ| binding process® > &, /H& A= SPAE S9l FDARL 2 HE|=
- FDA= s Y&to| Zut7t positive & 4% O] Z2tE =850/ 0f ot

- 7|& FDA meeting CHH| protocol ZEO| &0st= A7t OHE

- 4AE Cyde% 60 (Guidance01|E 4SOEI)

protocol L2 QAHS Zlel

v Tl Mg
— DO|= Key Opinion Leaders®t Protocol 3-& 7H'&
— 20224 10 : SPA MAH, Protocol?t SEAHEM A= M= 2=
- 20224 118 : &k OIXtQl S HIF Ha 50| L2t FDAS| o)A =3

- 2023 28 : SAHEM Lo S FDA 21A 3 = £ E Protocol?t SHEM |

ok

Mz 2tz

v NK e Tl 5 S 2o} FAISH0] ARISE-4 & Al7] HEH

mlo

2|3t Drug Repositioning 27
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2022 2023 2024 2025 2026
3 4 1 2 3 4 1 2 3 4 1 2 3 4 1 2 3 4

¢

1st Site Actv. (Dec.)

CTA

US SEER-2 PRT
Sbm. (Sep.)

3)
Sbm. (Feb.)

NEUROTROPIC KERATOPATHY

EU & UK CTA (SEER-

SEER-3 in EU + US

\ 4

1st Site in EU/UK (Jul.)

SEER-2 in US

¢

Topline

¢

Topline

Long Term Safety Study (DED patients)

SPA

DRY
EYE

SPA submission (Oct.)

ARISE-4 Readiness

PRT: Protocol, SPA: Special Protocol Assessment, IP; Investigation Product
CTA: Clinical Trials Application, Actv.: Activation, Sbm.: Submission
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Ollo| x| AH Efl2HFEIA(F)

|'|'l' [Appendix] Oxervate & & A2 HiHH HLB

Packaging for One week of treatment Daily Material Needed

with Dry Ice Connecting Adapter

o
— 4 o

== el

Materials for one week of treatment

wipes Pipettes
1 Multiple-dose vials (1 vial per day per eye)
7 Vial adapters
42 Pipettes
42 Sterile wipes
Filling in pipette Dosing

N
1 pipette for each eye and each dose
Dose Every 2 hours, 6 times a day

Dispose vial 12 hours after open vial

https://youtu.be/7Q8HIf6Y8H4
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YU BN ES X} A9 OKN-007 (IV)Q} TMZ HE X2

[0  Asingle-arm, open-label trial in which all patients will receive OKN-007 and TMZ in combination

[0  First stage - Safety lead-in. ® 3% XA A ST 54 (DLT

o
Second stage - Treatment Cohort. 23 Itet2 2|9t Y&tof F0of C

)

0O F %7 ==

« 6742 M= H|E (Overall survival (OS) rate at 6 months)

« OKN-0071t TMZ HE& E0] A9 ot

O & oA

/ Safety Lead In \

OKN-007: 60 mg/kg IV, 3x/week for the first 28-day cycle
TMZ: 150 mg/m? oral, once daily on Days 1~5 of the 28-day

OKN-007 60 mg/kg +

T™MZ (3 A}
\ ‘ . J

N

[l

@ ALt

OJ
rot

oo
« 20223 108 & 56Q 2At 2 22 HX 28 2o £ Y 17
o XX OKN-0072t TMZ HE FO0{Z Qo ot EX &A o
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ﬁl’ reatment Cohort \

OKN-007: 60 mg/kg IV, 3x/week for 12 weeks, 2x/week for 12 weeks, 1x/week

TMZ: 150 mg/m? (Cycle 1), 200 mg/m? (Cycle 2 and subsequent cycle) oral,
once daily on Days 1~5 of each 28-day cycle

OKN-007 60 mg/kg +
K TMZ (53% ZHXh /

0
oA
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o8l AT A M AN R

M T e

OF)I

2tX} CHAre] OKN-007 (IV)Q} TMZ, YA}

[0 Oklahoma CHsto| HX} 4 (Investigator initiated trial):

M H

| OKN-007, IV, !
1 3 times per week for OKN-007, OKN-007, OKN-007, |
| cohort1 or IV, 3 times IV, 3 times IV, 2 times OKN-007, v, !
5 ti once a week !
5 times per week for  per week per week per week !
Inform 'f?'}t_"j_z_____________________________________________________________l
consent -
Registered
and 9
Eligibility ,
confirmed RT 60Gy, 30 fractions; TMZ, PO, QD,
TMZ, PO, QD, 42 days days 1-5 each cycle
1 1 | 1 1 1 |
1 1 1 ! 1 1 ll
Day-28 Within 49 Concomitant Pre- Maintenance Maintenance Maintenance
to-1 days post 42 days Maintenance  cycles 1-6 cycles 7-9 Cycles10 &
brain surgery 28 days 1 cycle = 28days 1cycle=28days  thereafter

[0 Dose escalation phase
« Cohort 10f 3%, Cohort 20] 48 ZF

« Cohort 22| 28 A0 A M EEHet=d (DLT)

[0  Expansion phase

 EH 208 X 2Z 27 (F 27H). 6 X HX| 7H £, 5
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=
o ME XY 3

A > F 33 FOZ Expansion Phase 21 ¢

OKN-007, TMZ £d Timing

\ OKN-007 Infusion \

l 30 minutes wait

‘ Temozolomide ‘

l 1 hour wait

‘ Radiation Therapy f

Cmax = BBB opening max

16




841 cBM [@mEMES) N A

Of

FE+E KA
ata®l @73t Dose escalation

= T

-

- OKN-0072| X|£HQ & 52| 7X[et 58 HO|[d SUE
d

- 7| BT AL ISR} CfAre 14

MM

——

S5 4MZA1F) Expanded Access Program (S8 ALE)
=

- 2 GBM 0|2 HZZ =l & 40t 2hXt2 0| =& A| 8% dataZ2 &E 7}
- DIPGE E&dt= 1t YA X2 Z&0| A= Diffuse midline glioma 20
- Oblato F

rotofr
Ral
I

>

|.|-|

o
EAP - Oblato”} sponsor®!l C}7|2 0] EAP - XY 57 7|2 &, 2HXp 2 F
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|'|'I' OKN-007: & 2128 &3

2022 2023 2024 2025 2026
3 4 1 2 3 4 1 2 2 3 4 1 2 3 4
‘ Ph 3 — IV Readiness
1t Analysis result
OS 6mo
©
S
_8 Ph 11T = IV
w0
o
5 L 4
o . .
= Interim Analysis result
©)
Ph 1 - Oral
DLT/RP2D
1st Site Actv. (Dec.) Topline
o “
2 .
Qo Jreatment to 10 subjects EAP: Expanded Access Program,  Actv.: Activation, Dev.: Development
EAP Protocol Submission (Aug.) DLT: Dose Limiting Toxicity, RP2D: Recommended Phase 2 Dose

DO NOT DISTRIBUTE; FOR BUSINESS DISCUSSION PURPOSE USE ONLY

18




HLB Therapeutics

01. 2IADHL
IEI

e

A | o
N
@

0i0
8l

<0

ol
i
1
o0
Ki0

19



L FUELS TIEE T

K
nNO
oK
KO
KO

ZCH Q! AFRIE Highlight

l

m™
K
=
oF
Kr
A
K
mjn
LH
ol
o
T Iy
<N &

it o)

e HE 20|02 Hi

HHA|
1 -

- QEEND

(23 CHE A2k 211 w/ SK HFO| ALO| A A)

X 32LHH

Ho

| L3t 2 =2 97|t 59

Al

FE| | A 2F =
ol HoF QIS0 A=)

X
b -

cz ME

El
<]
2

)

H
1

=

=
g|
[

Ao
==
otal=

7|
o

(

t2| Regulation

tOp 2t

o A

AH %'6_'!-

Xp2 Ljs
SNFIEXSTE]

ESTX=PY

ao

<0

F

.,

[ 7,

20

DO NOT DISTRIBUTE; FOR BUSINESS DISCUSSION PURPOSE USE ONLY




|.|'I' =l Top Tier E=M2! 73 A& Milestone

9 (ETECL @ AstraZeneca

SK "troj2ntojein
Q) #ome moderna
@ LGElet
<> GC 54Xt
B E3djo|Qujn}

ymoin

2024-20259
Global Bigpharma Tt =

ML

VR FE A2 WA ARG MI3IM QE

¥ reference 2§ x| AE oA
v A = . JHR AF Player?} Ol
fe FE ME 224%+@
— Global #4l =L RS2 W FE Agt 14191
CHAZF A4S 0l H=E| 2 =10l AFA [
2018 V HOIAT B (A% B vEsEey Fe sy gy g g YO0 SERASRESARAR T |
su ol 224 234 264
2021 ¥ SK HO|RAfOQiA0t TRLtwpl g reference & (224%)
(Pfizer, Janssen, AstraZeneca) VIoT?7|=0| =& M= S2EHM 2 Infra 715
g win Ex o gop - OIE/BH SFUEHS 71
2022 v 239 7t IAZLMAM EH G & A - M2 MOME Q@Y SY HT) Global Big Pharma HLBT XME X MES 2Bt
A S x| 220l| CHSE OFX A ! !
vV =SS MiA Fl=of ciet eREd & = olal A 2 SE XM L= J|4t O
HMEY F2Z regulation Al v Infra ATHS /2t =X M&A 212 s E—

- S ol 2tE(6/16) K = O (9/1)
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