INVESTOR RELATIONS

DEVELOPMENT OF
INNOVATIVE NEW DRUGS

Pursuit for improved quality of the life and patient happiness

2020. 7. 30
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2N

= HIO| & X| kALY . X212 . 100FH
- otap Sl ol = MR
2000 63 - o . H0|2 H3l : 20 e
(Y, 2871 E2 2F, o=, MY 712 )
« HXALY
AP EH Web Sites FF1d
| AF L H7E MU www.gtreebnt.com EF A . 25,805,793F
N M| A2 x13 A — —
*I = 85 eSSVl T www.regentreelic.com KB X2 & : 2,426,1917 / 9.40%
oif Q| |, O/= New Jersey
OFQ| M . =
* ReGenTree, LLC . . S8 - 1,053,890% / 4.08%
* Oblato, INC A=
* Lenus Therapeutics, LLC

(2020 2Q 7IF)




02 | Scientific Advisory Board & KOL

RGN-259 KOL

Allan Goldstein, Ph.D. Hynda K. Kleinman, Ph.D. Gabriel Sosne, MD

Medical Advisor of GtreeBNT
(consulting contract was entered)

Chairman of RegeneRx Scientific Advisory Board. Senior Director, scientific affairs, ReGenTree

First person to discover Thymus tissue

L O+
O+
0+
| S ——

Department of Biochemistry and Molecular

Professor and Chairman Emeritus, Medicine, The George Washington University Ophthalmologist
Department of Biochemistry and Molecular School of Medicine
Associate Professor, Department of Ophthalmology,
Biochemistry, George Washington University Former Chief of the Cell Biology Section at the Wayne State University School of Medicinet
Medical School National Institute of Dental and Craniofacial
Research Kresge Eye Institute

OKN-007 KOL

James Douglas Battiste, MD, Ph.D. Rheal A. Towner, Ph.D.

R |

|
‘% Medical Advisor of GtreeBNT T Scientific Advisor of GtreeBNT

Assistant of Professor of Neurology, The University Director, Oklahoma Medical Research Foundation

of Oklahoma Health Sciences Center

Associate Member, Advanced Magnetic
Faculty Instructor, Neurology and Neurotherapeutics, Resonance Center
University of Taxas, Southwestern Medical Center, Dallas, TX

. o ) Associate Professor (Adjunct), Department of Pathology and
Specialty Certification in Neurology through the American Pharmaceutical Sciences, University of Oklahoma Health
Board of Psychiatry and Neurology, Inc. Sciences Center

Neuro-Oncology, United Council for Neurologic Subspecialties o Associate Member, College of Medicine, Graduate

Faculty in the Department of Pathology, University of
American Board of Psychiatry and Neurology Oklahoma Health Sciences Center

oSenior Research Scientist, University of
5 Queensland
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01 | Business Strategy

NRDO (No Research Development Only) At 2R Z HAEAN JjH0| ES

Global/Local KOLs =1t 7 CHA A 2EH o

Global standards € 7}&l CRO/CMO/Research firms/Law firms/Consulting firms 1 & &
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02 Two Proprietary Compounds

(€A BNT

= TR4:NIH MM HEE SEHZE 43709 Of0|=te =2

= Nitrone derivative 2 2% 3|At0]| L/O 430 28

5t OMRF(2
PSSP
Accelerates Wound Healing
M=ol 35 g4
Stimulates Cell Suppresses

migration TR4

(timbetasin)

Inflammation

M ZXHA AL |

Suppresses
Apoptosis

AMO|EFFRl =H

Modulates Cytokines
And Chemokines

From RegeneRx

|, BLA 2 3¢l ¥sH= Ao 2 FDAOIA &
oot oj2 i | Ehol A e & 27

Nitrone
derivative

From OMRF
(Oklahoma Medical Research Foundation)
@EEEDD) 2ZMZEZS (GBM) / AHE LIXEA &1 (DIPG)
nsot H| Q1 Ab

28 Study &

o
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03 | OMRF (Oklahoma Medical Research Foundation)

OMRF: Where R&D Meets Patient Needs

Lt li; e 351 "" i ¢ h
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04 | OMRF 9| &loF FHEr A

Where did these companies/drugs originate?

WC OTOLOGIC
CRESCENDO PHARMACEUTICS
: Y SELEXYS Proasntec

PHARMACEUTICALS

COMENTIS TARGA/YME

10



http://www.google.com/url?q=http://biotechgraphicdesign.com/projects/Targazyme.html&sa=U&ei=QQbMU8-kKYO58wH14IH4BA&ved=0CBwQ9QEwAw&usg=AFQjCNGGRuWc7F9VKfcLuZm2jcyoSWYhhQ
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BLA (Biologics License Application, & 9|2F& 517} &1 M)

Mok = H QI RGN-2592| M& 52 EX}7t BLARZ X L2

rir

2020 A 5& FDA O| 20| M Th4E FHELE T}

BLAO| = EFHAXNA|, FEXX=H, MZX=ZH, SHHKN SO AS

SAlE A S 2 CMC(Chemistry, Manufacturing and Controls) 7ZH&2 2 0|1t &8 AXHe| MA X1 +=F2| cGMP
HZEGH et FH|sHon, BLAZ 2 2 € 22 1299 A|Y SHAS 20| 2ot Thao| =FH XITI7r H= ZolE
Aoz 7|0 E

-

Reclassification of Thymosin Beta 4 from New Drug Entity to Biologic

Pursuant to our most recent FDA meeting related to RGN-259, our product candidate for the treatment of
neurotrophic keratitis (NK), we officially confirmed that since RGN-259 contains T34 as the active ingredient it will
now be approved under a BLA instead of under an NDA.

(...) Thus, we intend to proceed with development conforming to BLA standards as we move forward.

Importantly, unlike the previous 5-year exclusive period for new chemical entities approved under an NDA, section
7002 of the Patient Protection and Affordable Care Act (PPACA) provides 12 years of exclusivity for products
approved under a BLA. (...) Therefore, if RGN-259 (our TR4-based product) receives a license under a BLA, and
with the T4 patents already secured in the U.S, our exclusive market position would be expected to become even
stronger.

\

)

AZ:2020. 5. 27 0|= RegeneRX 2 A=
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Gtree

OFZ 0| mo| =

LHE gat 2 LO ZhA=H Al Y =2l

Pipeline

Market

0|2, FHLict

ARISE-1 &t&"

ia=3
Dry Eye Syndrome (%5723, DES) ORAIOF EHEY 2871 s s ) ARISE2
= ARISE-3 21 &
Ophthalmglogy RGN-259 Best in class
(Qrupaiet) (GBT-201)
Neurotrophic O|=, FHLic 2! SEER-1(1% Ph3)
Keratopathy OFA|OF EH S 2871 — etg
(MAFYLZE, NK) = Bestin class
2M Ph2 2
Dermatology RGN-137 | s7&stojot= | Epidermolysis Bullosa O1F, D BE, s ) Ph3 A& &
(m =2 (GBT-101) (Orphan (+ENEIHR|Z, EB) o=, A2, =5
Drug Firstin class
Designation) Phib 22
Glioblast Multifi Phozd s
(LUNZE GBM) | A R Temozolomide2to)
<’ HIROIAF ZI8H =
Brain Cancer .
(H2Y) Bestin class
OKN-007 Diffuse intrinsic pontine
5|FelE A | glioma LA —) Ph1b/2a A& &
;lt_I%oH% (II\_I-XH&! LHZng _lnlj'_%-’ DlPG) F|rst in Class
7|Ep ot 1YY SO HSF St _ mp HIQA & study &

(He S

*A Phase Ill Study of RGN-259 Identifying Safety and Efficacy
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Surface Society)
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inhibit flow | Preservativ . =
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[ Inflammatory ) S

lacrimal damage

SSDE: NSDE;
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Surface Society) DEWS I
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Tear film
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02 | AAHRZ A|Y 2det

stadtatz Qo H&7tsd &/ &9 7| Hukert EXHSHA High medical unmet need A%

OtRAZZ 2 BH| AZ (9 7l key markets) 0= QA2 3 A=A MY

i
$8.3B

$48B
$2.7B
2018 2028E 2018 2028E
st H7|2Y, dRE A0IE & M8 S7t2 245 4% = Xiidra @} Restasis ¢ X|2K| 7| 0| Kutorgr Al
AM SAlE K| =H[0f Lot 2tX+E 2| compliance 7t & = TMA AZOIA Ol= AEO[ XtX[St= BIS2 74% in

o N 2028 (66% in 2018)
MZ& mto|=2t2l0f| CHH Unmet need Z=X|
= 20199 59 LHFE|AZ} CHA|CH Xiidra $5.3B Off Q12
RGN-259 Novel MOA Z significant market share 0| & (1=
2H 9 O =)

[source] GlobalData, 2020
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03 | oHRAZRZ 2| &4 RGN-259 7' &g

= 7009 CHe 28 S &9 2l S0 2020 ALY Topline & 07

Pooled Data (ARISE-1&ARISE-2) Summary

" SignZt Symptom0]|A{ 2] - '
GI%baI E]B‘z‘ect =1 Licensing out?| =2 754

™ Signit Symptom REO0||A] HHSHE
Fast-onset 21} &I

& Signat Symptom2| 02| Parameters(Z7tH4
oflMel EA1A Folx| =

& ST HO(QAIBEE) / Y /i

@ 7| £91 HE thH| 22I: Global Effects, Qt24, 40tz
— LOOf| Ci$t Strong Position 2t

™ Pooled Data2| 23, 2t ZSF 5191
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04 ZUAZE HY

o o

» SO 25 (Fast Onset) 3 @<t s st +=Fof HHd

RGN-259 (ReGenTree) Xiidra (Shire) Restasis (Allergan)

Active Ingredient Timbetasin (Thymosin 34, T34) Lifitegrast Cyclosporine A

Multi-functions

- oY, o

MOA « MHX =2 Single-function Single-function
cNEED . o . ol
© NZ o|SHT (X ml=h
© MZXAALA K|
B~ Temmem .
o OFZ1 Xt ZE QAN O|ZF = = =
| TS - Slof B U 45 0! ol ol - 5%, NeFoAlorEE 5 '
o HXI abe
' T S . 2520] Label0] B7| '
h _______ EEE I I S IS S S S S S - - I I I S S S S S S S - .- I I I S S S S S S S - .- J
Global Effect in + Signit Symptomoﬂ*‘l o2 &t
. Global Effect &S (ARISE-2) + 0§12 3PS A QI Global effect * Aol @la
Sign & Symptom - CHIN TS St AZXS K| 2 X3
Pmm —m — m e e e e e — = - -
I 1K G71 Al H * 2 weeks + 12 weeks « 24 weeks !
JENE NN NN I IS S S S S S S S S S S S S S - - N I S S S S S S S S - .. I I S S S S S S S S - .. J
PN - ARISE-1 1} ARISE-2 - TR MHI|E A BIHEHS
(QArC|Rl) AN S 2} 3M0jCt Chg '
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05 | ARISE-2 ¥ Data Highlight (Sign & Symptom)

s

« RGN-2590] Z|H3}El 2tXtzt - Y X} 0| M signidt symptom 25 21} =40l

- 50 2FM, 4FM Sign2} Symptom0ilM Z+Zt 23}

Inferior corneal staining score (ICSS)

g}o|

= L

Ocular Discomfort

19

ICSS, Change from pre to post-CAE Ocular discomfort, pre-CAE
3.10
1.4 -
2.90 -
1.2
2.70
1
‘§ 2.50 -
0.8 T
T 2.30 -
1
0.6 - * * 2.10 - *
*
0.4 1.90 |
——0.10% ——0.10%
0.2 1 1.70 1
—@—Placebo =f—Placebo
0 ; . . 1.50 ‘ . ‘
Day 1 Day 15 Day 29 Day 1 Day 15 Day 29
SIGN SYMPTOM (<005
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9
_ e . . 7 = A
ztato| M| £4 (Corneal epithelial breakdown), healing Z0H, 2t #[Q, melting, g » A FDA 52
_ = — —_ —_ _ F— 2 o‘lg
F2 i o= oIst 33t A7 £& HO0fof ol A7I 37 SlaA Ziar 1B 224 93
@
oA Stage 1 Stage 2 Stage 3
ZAF
oo
™ Sl S27t A FEH 1S ASHQ do| &4 HY. A4 FS ™ 332 49 HY, melting, B3
<8t Zta) el SH2 HO[Z| 42
cHBEA U3 EE - Tarsorrhaphy (£’ E &%) - Keratoplasty (2t20|Al%)
2 [ - Conjunctival flap (Z2}H) « Amniotic membrane
A|2H .
transplantation (F2t0[Al)
« 2|28 Contact lens
EO0|Aft - S Sed c TEA RV 2FEE HA - H}2| A| A2t Corneal Perforation
P 2|43 A 2% Zste 9fn JrarEz) arAy
=4 123 =L, (_| ar o) 2l
3 HY 515 54
=3
gt 50,000 5,000 O]4

3,500H~5,000H
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ZHarA(NK) — Phase 3

s

[1 Multi-Center, Randomized, Double Masked, Placebo Controlled Study

O 468 & A= /188 2
* 0.1% RGN-259 (10-patient) or placebo (8-patient) group
c B3 AN M AR TI Y MY AFROZ QI3 HY

s L

0 28Y (4F)ZH 1Y 53] £ + 14Y 2F) £AH F follow-up

5
A|01| SHX %9_| 22 (p
u

= 2K I-.LL=17|-

—
=X Bl& (SHolHS 2 8l

A0 M Z 2ot

21

aF 2% 2tX| / placebo £0{ - 8
, SE SHA -|c-’r9-|7'<F01|E 2 O0|IF 2L} (p = 0.0656 (Fisher's exact test)), Chi square test

0
up 3 X ER} | SO|H ST folxt 2
= 5

=10 K|

(p = 0.0359 (Fisher’s exact test))
o

HE = el
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01 W BN EZZ(GBM)

s

NS

1 P U

OKN-007

GBM | Glioblastoma Multiforme
O] 2A5t= MZuAM|ZofA 7| et F
2
8 4=8 R E

= 7152 2H 2 EESHHA |
Jhs5E0re Zok |7

LS

| WA 4.5

Temozolomide(Temodar),
Bevacizumab(Avastin)

v EHMAZ HAHE SOt DM EZF DAL Y SUME SA LA

OFAEZIAH|ZHM | ES:
= FDA 3|HZ&2t 2| =4 2[4 (2016.8)
* Small Molecule

GBM Indication © 2 FDA 24+ 2121 59l
CHE 2O & Indication expansion ZE &

23

Oklahoma CHsHH & Stephenson Cancer Center0i|A| Phase 1b 2t=

3

=
-

A S

o

—

J

o
O 2 3M7IA| 2t 235t £ Drug Reposition 2E2 01744 0|+

&= 2ojsiH, LS SUME 7+ oFd

A
e

[o]]

[ES
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e

| 20,000
(0§13 12,0008 Alghy
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02 | GBM k|0|4| D}A BHO|A OKN-

0071} Temozolomide HE 2 1}

OKN 007 1 #

=
=
S8 B2 (4=

7|2t Tumor volume O A)

K2 X2l Temodar (Merck) & & F0ot ZO0|A 71E A

= OF
S o

Temodar (Temozolomide, TMZ) - 8 &
« Standard treatment for GBM patients
Only effective in ~50% GBM patients

Due to tolerance to TMZ, most tumors

He

Key factors in its resistance: MGMT, APNG, BER

20 27

reoccur and are resistant to chemotherapy

OKN-007 Increased % survival after tumor detection

Percent survival

100 ! '
: |—=— UT (n=6)
= — t—— = OKN (n=5)
50+ —  OKN+TMZ (n=5)
0 :Ill T 1
0 20 40 60
Days after Tumor Growth

Towner RA et al, Trans. Oncol 2019;12(2),320-335

OKN-007 decreased tumor volume

Tumor volumes (Days 19-22)
300

250

200
150
100

50

Tumor Volumes (mm3)

™Z

OKN
Treatment Groups

(**p < 0.01; ***p < 0.0001)

MGMT: O6-methylguanine-DNA methyltransferase ,
BER: base excision repair

24

APNG: alkylpurine-DNA-N-glycosylase ,
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03 | OKN-007 : X2 F 7H4 — HIF-1a &4
= 2019 HIMZ|o|SHA - HAASO| CHet & ZE] CHAFHEF

=  OKN-007 X| 220 M HIF-1a Zf & =0l

Nobel prize in medicine awarded to hypoxia
researchers - 2019

THE NOBEL PRIZE
IN PHYSIOLOGY OR MEDICINE 2019

§ B 45 -
2 . I 9 =, /. i B Untreated
=z ) Y R - - e S £ 4 -
- & ' ' 3.5 - O Treated
N 6 2.5 -
’t- 3 2
o
I 15 -
V\/iiliam G. Sir Pe’rerJ sregg L. 1 -
Kaelin Jr. Ratcliffe :f'fzz;:z‘: 0.5 -
“for their discoveries of how cells sense 0 - —
and adapt to oxygen availability HIE-1
THE NOBEL ASSEMBLY AT KAROLINSKA INSTITUTET

Towner et a/, Neuro-Oncol 2013
25




04 | SYO|MEE (Tumor Micro Environment)

(€A BNT

Y 0/M 2Z0M TGF-p2| &3t
o AMIEO MIAEFAZ QS| 3=l A M E(astrocytes)0fl Al Reactive Oxygen Species (ROS) 244
- W= ROSE latency-associated peptide (LAP) domain2 At2tA|7] TGF-BE HIZE

« MMP22} MMP92 2 QI3 |atent transforming growth factor-f binding protein (LTBP)Z} 7}

« HiZ= = TGF-B7t receptor0 bindingstt YN Z2| 4|, O|F, XtAHAL, 2 d S0 20

+23| 5|0 TGF-BE HIZE

. \‘.]
Extracellular matrix | ,TI T’ \D W
. ¢ — [ j\l

Based on microarray, RT- MMP2, MMP9 OKN-007 o
PCR, ELISA and IHC data _Z
from the rat F98 glioma MMP1A, MMP3,
model, OKN-007 mainl MMP7, MMP8, -

L or By tz MMP12. MMP13, Tumor Promotion
affects the -B1 pathway and MMP14 Activities and growth
through LTBP2 and : ,
reducing ROS resulting in @ > 1Cellproliferation

reduced tumor growth.

1 Cell migration

ITGAL rROs | . %0® \ | Cell apoptosis
ITGA2 1 Angiogenesis
Towner RA et al., Trans. Oncol. ITGA4 ‘.‘
2019;12(2),320-335 &
p ‘ Radiation

Astrocytes/Supportmg ceIIs

Cancer cells ( %

26

Oxidative stress
=) :)

Modified from Costanza et al. (2017)




05  GBM 7H'%

g

n-l--l-
X oig

s

= Recurrent GBM ZtX} CHAt .

OKN-007 & Temozolomide Combination Therapy

= Naive GBM X} L4 : Combination Therapy Y42 ZISsIH 7Y H2f T
14 28 24 IND 59! 2¢
e oAt 24t
A. SIT (22X} FE=AU4) - OKN-007 THE F0, recurrent GBM ZHX} CH %4 Recurrent GBM £t} [jAF OKN-007+Temozolomide 2 E0]
= X1 88 (60mg/kg) F0T Overall Survival - 2174 & (Avastin : 9.170 &)
» 2P 2D ROEFME EF N SH=E(Dose-Limiting Toxicities :DLT) =Dosing regimen : TMZ (45 cycle: 50| 20 + 239 SX| 7|7h + OKN-007
&0l g|X| %S QAokDt A El Grade 4, 5 A 9 (60mg/kg, =5 38] E0f (1252H -> = 23] £0f 12,”}) xct 18] £of
= 2020'F ASCO =& X{EH
HE7|ZHOS), FTY EET|ZHPFS), EHSE(overall response rate) & &7t

B. IT (A% T
(&xt F71 28 F)

IAOI-)

- OKN-007+Temozolomide, naive GBM ZtX} CjAt

= OKN-007 1} TMZO| &

24 sH

(pharmacokinetics) 7} &

Sh
o

i B |
. 1—.— OKN-007 32| £0f 3F), 1F 52| £0{(3F)2| 27§ ZO|M Y =l »AYALO|E : O] 7~87 HRAOM T
Ct==o| StXtOf A =1t =HlsH= CXLQ
. 5._4IH77U(| 59 Xt 2y AU
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