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PROLOGUE

FACT

(1)
(2)
(3)
(4)
(5)
(6)
(7)

0= FDA 4t 244 IND 218 (20214 128)
Ol= FDA ¥4 244 521 (2022'F 1)
QIAA|EIR o|okE GMP A= &t=

AX} O TH ]

UNAIH |2 B (012 2771 LAAHAMIE)
AULAIRT |2 2tx}p £ 2

|2k sliX| 4 al 22t (20224 69)

j:‘.

ANALYSIS

m Biotechnology

(1)
(2)

(3)
(4)
(5)

SAL200 2F=2| 21t (Efficacy) ;! 2 (Safety) 24| Gl
SAL200 Asset XtH|2] 24| & 0|47+ O,

&2 Clinical Budget (2H[8)2] O+ (=2 2H)).

Riit, 27| Ol 20t =2 £XHHIE 3 I 2QISHEI ol BiYo| of2qRiS A= TEHE.

Lit= A< At ZIsHE s|aio Lt Riit O|AFE|OIA H2AX AH.
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PROLOGUE

BACK-UP

(1) First-in-Class 1197 &2 Qg (Safety) & CMC £E2| 2450| 0 SKS104, 0| FE0]| ARt A=l 20t
Qe AI2F5! 3 HIE0| 28 &S,

(2) Rit= Uelso) Alste Ssxoz nafslo] AXSIQIS 2oz Ho|H,
02| 2212 HESIO Rit7 = UdH|I82 & 2

(3) Lits % YAHISE ik 7+ EEOI0] 2 TERES K|k 2

DECISION

(1) Lit X[t EHOH FAl= ‘:W°I |25 T=f ekt CH2710] +~&6HX| Ot

= —
AN PO $"'3*= A2
- 0|2 C}¥St L4~ Endolysin IHO]

(2) o]0, 25 2 |=H k=7t =01l SAL2002| 2= ;‘JEI% gl %}nghﬁ UKX|E Tech Transfer 27| 2 51,
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3) MEL Z2H QAITIE it E A0 22 L/0E E=XISH, 3 QlA & XXIP |2 8A-,
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PROLOGUE

Hlef sl X|2| 21t (EFFECT)

(1) 2018 118 M[Zot UA| Licensing Agreement2| A2 S|
: Termination for Convenience X3} (Liit2| |X|oj| k= H|2f sHX|)
=>» SAL200 5! Other Gram(+) Endolysin L/O Z=H siiX|
=» Gram(-) Endolysin0j| it first-right of offer 222 5{X|
(2) 2= R2|o| Hiet (Asset Return & Licensing Grant Return)
(3) Lt 2} SxY7EX| ZIgsH AAA Y 224 X}2 91 7|E} data YA it HEet (Tech Transfer)
: 20223 7815 E T/FE 7146104 Tech Transfer &A|.

251 M2 (PLAN)

(1) MES Y MELFSLL/0 A2f 71 : 22 8imnt X3
(2) SAL2002| TIXE QA LISt HAE XtZE2 HIZIO 2 US Q4 24+ TIsl

(3) Other Gram(+) & Gram(-) Endolysin %< L/0 7!
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SAL200 Key Development Events Since L/O

20184 L/O AHIof MI& 0] =,

v" KFDA Ph1b CSR &%l (2020F 6¥)

v' KFDA Ph2a CSR &3l (20214 18)

v 2tE Preclinical tests, CMC, Commercial Activities, etc:::
v" US FDA Pre-IND Meeting (20213 38)

v" US FDA Ph2b IND Approval (2022 12) ‘Us Ph2b IND Approval

Jan'22

PIND Meeting
March'21

Preclinical, CMC, Commercial Activities (cont'd on Next Page)

e

KR Ph2a CSR &3
Jan'21

.

KR Ph1b CSR 23l

June'20
L/OA %M 2
Nov'18
Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2
2018 2019 2020 2021 2022
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Key Activities Toward the US Phase 2b IND Approval

Efficacy
Efficacy
Efficacy
Safety
Safety
Safety
Safety
CMC
CMC
Commercial

Commercial

m Biotechnology

Mouse Bacteremia

QAR E| 7S susceptibility testing (>415 strains)

Rabbit Left-sided Infective Endocarditis Study
Mouse TOX study

Mouse TK study

Bioassay method development %! validation ZI34
NHP TOX Study

CMC Gap =9I

Analytical Method 7H& 5! Stability &=
Commercial assessment

COGS model update

Total Investment Since 2018 (Liit)

QA 72 Dose M

MSSA % CNS f2d

20|

|

QA+ 2% Dose ! Indication A&

Dose-limiting Vasculitis 24 {5 =0l

Safety Margin &

FDA guidance (PIND O|€! 2|7)

FDA guidance (&)< L high dose A7)

IND Application =H|
CMC Gap sii&
A& ot (TRINITY

P} U U HIg

T

Tens of Million dollars

May, 2020
December, 2020
December, 2020

September, 2020
April, 2021
November, 2021
May, 2022
September, 2020

April, 2021
September,2020

April, 2021
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® SAL2002| 7|=Xtit 7HX| S
20224

20184
US FDA Ph2b IND Approval

Level-UP

Qb KFDA QAf24 ZIgHZ

Bacteremia with Endocarditis
Hufmiele Zafst2EE

o= Persistant Bacteremia
el R|&4FES
O|= FDA Y&2%

A0| AX
IND 52l =&

CMC ob=t AQFX 01T =
ZEHCMC?|Y 7 |= N8
3004} O] &} 4k S

COGS

i XEX| SHe Mt B8
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- Target IndicationO| o{2{ A5

— First-in-Class 212f0{| 2!

Year
Development Status

Efficacy Confirmed
+ MSSA
+ MRSA
* Resistantisolates

Indication / Label Population

* Bacteremia

Fg

* Right-sided Endocarditis
» Left-sided Endocarditis

CMC

Dosing / Safety
* Dose
+ Multiple

Commercial

The Value of SAL200 has been Significantly Increased

*H Bacteremia w/ Endocarditis2 Unmet Needs & Hs},

=03 Safety Margin & CMC S 22| Z%l=d =y,

SAL200 (TONABACASE)
2018

KR Phase 2a Ongoing
KR Phase 1b Ongoing

O (KR CRO)
O (KR CRO)
O (KR CRO)

O
X
X

KR-GMP Standard

Medium (up to 3mg/kg/day)
Possible

Not commercial

2022

US Phase 2b IND approval

O (US CRO)
O (US CRO)
O (US CRO)

O /100%
O /100%
O /100%

US-GMP Standard

High (up to 10mg/kg/day)
Possible

Commercial (x375 Improve)
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tA] 2t 20|, 2018 £7| L/0 =LA H|sH 01Tl MY Bl oFE ™, 59| Safety
FE24t CMC BE2 M22 Y MEHS 2= A0N 25E0] gl= SEiE 2 - US.

o
|:|O

S|, 2'H L/0 ghet 2 H|efof| w2t a2te| of2{ DB 52| 7 |=Xt=0]| Cisl Tech TransferE {IsHA,
AP T/FE VI &M, O|E S 2~39H§’*°I FH|2|2HE HA L/0 7 |2Xt=E MEA|

SECIETE S

o =& DDAI=E J|HHe2 1A FHEJHE HIiiS2 28, ME2 2 20 HEY L AE™2
HEot =29 7|YSS L2010 =8 L 2.

°
.||m

> HOt E2 ZHOZ 2R 228 Y TIEHQF ECRE L/0 JlzeE Al S
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Of2H XA|2t 0] 2018 CHH]

MBIl TIRO| U

[ | A
= 2018 2022 HE
SAL200 7| SIESH= D1 2ot A S SIESH= 1 2ot A S of= T l=
a2+ U= B+ Us JME XD US
(0]

o= JHE A

Korea-US gap

i Eg s

S|

Korea Phase 2 stage drug
(L LAIES2L =)

SN

Bacteremia S=A| & 41}

0Q
0
=1

F2 (NHP) Al 21 & =t

Clinical Trial 2F=

M= F

Dla‘l -IQI—EE-'I 6:—"%

US Phase 2 stage drug
(0= LA 24E)
USFDAIND S92 2t ol &
Endocarditis S = A& 21t =7t =,
)

0= YdEelF0 tiet =& =2

=7t Y F AlgdE Soto
S D0 AL 2T data ZHE

Lonza &S E510

HYUE HZMEX| CHE[SH S8 JHL

- OO

201 55| m9lo=
18ROzl Stia| oy
C

U Soipz| Z47R10| o1 Y

[ = O

oF= 7tX| up
Indication =%t

Indication B2t}

RIE 80| 2]7|% 3y

M|zt

10
o
il
o
Rl
\
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Part Il : SAL200 TIA At

Endocarditis SEA|S

- E7|E 0|29 A AlLietd 2H (rabbit infective endocarditis model; rabbit IE model)2 @S0t AfZ AlLHEHI0|| CHot HE=HRZ
=50 28, Rabbit [E model2 HIO|QEE0| Lot k=2 2K O|ES 4= U RE0t 2E

- YO = 2= 21 ALHAS CHH 24X X| =0 & BESS10] X|=0] 2 012{20]| §l= 2101 HISH Zt=5 24 ALHU (Left-sided
infective endocarditis)2 40| O A6t eHlX| X|2 S0t £X| U0} 6|20 L

« 0= UCLAOJIA 2~8H=I SAL200 CHA rabbit Left-sided IE model A|&S £610{ SAL2000| s AFF St Q!
E510] AIROAME Ra3 XIZ20E BEY A0 2 J|Clst=s £E0i2%F 8l 23 MF

Ol

B 2 SEAY

mjo

Efficacy of endolysins in rabbit |[E model on top of daptomycin

SAL200S HHE5 0| £ ZAMSH
B E X% (Cardiac vegetation,
spleen, kidney)0i| Cis}o] gheist
dd81E 29
/ Experimental Sterility
i '-- — TR << Logq CFU/g

© o

Mean log,, CFU/g tissue
N W h O N @

-

o

Cardiac Vegetation
m Control mDap Only m50 mg/kg x 1 day
m32.5 mg/kg x 4 days m50 mg/kg x 4 days
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AZE= (NHP; Non-Human Primate CHA SSA|®)

J|Z =3 A|of| B|wdto| =Ct 187#9| 5-day GLP toxicology study =38
Hs0|0fH SAL200S 5% 2t FUEN oF F 433710 2|=7|E HX|H LEH = =42 &
P& =l Ea0| Alof| H|woto] 2 Z|oH £0{ZFS 20t 182 (80 mg/kg/day)2 2 H%
- QHEY, SR, AREFE, DABAL =HAL AEA, BH 2 HIHA S =Y

- SESEel 3 MR 2

- X228} (Histopathology) HAE AA|

HISEOZ QI5t 0|4t S40|Lt 22 IES0| 2HEE|X| 248 (no overt adverse reactions or hypersensitivity)

HU 1
X

Pivotal NHP Tox Endpoints
Clinical observations, BW, food consumption

- Clinical Pathology 5-Day GLP Repeat Dose NHP IV Tox/TK Study, with 28-Day Recovery
+ Hematology, clinical chemistry, coagulation, urinalysis
+ Predose, end of study, end of recovery i =

- Safety Pharmacology Daily Total | . conc. Number of Animals

+ EKG, neurobehavioral observations, ophthalmology Dose Main Study Recovery
e e M [ F [ M [ F |
2 2

- Necropsy
-+ Macroscopic and microscopic examination 1 0 NA 3 3
- Histopathology
- Lesions and target tissue read down 2 20 45 3 3 = =
- Toxicokinetics 3 40 9 3 % - .
D ome A 4 80 18 33N 2 2

- 5 min, 1, 4, 8, 12 hr following the first and second daily doses
» Immunogenicity

« ADA
- Days1and5 = Both in 5-day treatment and 28-day recovery phases:
= Prior to first daily dose . . . . eyp ..
B Body weights and clinical observations within normal limits.
o Predose, Day 5, Day 29 (recovery) + No changes related to treatment or of concern at any dose

If findings indicative of immune complex are observed by = Ophthalmic examinations within normal limits.

histopathelogy, IHC for immune complex will be conducted in o i
select tissues and control animals for comparison = Clinical pathology and Histopathology.

Target tissues: lung, liver, heart and kidney at the end of the
dosing and at the end of recovery, based on previous studies
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Part Il : SAL200 XIA

2 =

o T M[H HIO|2 CDMO(IEPHE AAN 12| 7|0 Lonzalte| EHS E3810] SAL2002| X|=7|= M1

o WM AR ONE Y BRI J|= o

« 7|20 H[SI 1742 HIO|Y0| O D=/ H O] SAL2002 BXE 4= Q= 7|22 JHEsH] AA 280tX| CH|

«  IHHEI K= 7|=2 ME610{ 15,000L bioreactorE Y& MitS & BRE IPI6HH, 72| 2 YYAI™EE 2= A4t H|wet i 300HH 0|42
COGs (M=27H & 2Pt U2 Ao = o4t

LONZQ

Pharma & Biotech
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Part Il : SAL200 I

So5i3z| 2}

X Als}

o

« MAMA 1891F2E SESHEI=HE (FE IHEZIMIHK] 11245HH 507H)
. ESHI|7|2F XA 2038ENIK| 2 ¢IE

List of Patents and Patent Applications

Category

Bacteriophage

Endolysin

Formulation

Indication/

Patent title

Bacteriophage having killing activity specific to Staphylococcus
aureus

Antimicrobial protein specific to Staphylococcus aureus

An antibacterial composition and a method of treating
Staphylococcal infections with the antibacterial composition

Composition capable of improving stability of bacteriophage lysin
proteins

Freeze-dried formulations of antibacterial protein

Bacteriophage or lytic protein derived from the bacteriophage

Issued or Application Number

Us 8,071,352;
KR 10-0781669;

US 8,232,370;
KR 10-0759988;

US 62/277,506;
KR10-2018-7021859;
S.AF2018/04013;
RUS2707738;
MX/a/2018/008545;
IN PO0201805049;
INDIA201827029337;
HK19121095.4;
NZ749842;
MYP12018002704;
5G11201811479R;

US 9,603,909;
KR 10-1699244;
KR10-2014-0135800

US 62/277,588;
US16/300,567;
KR10-2018-7021864;
S.AF2018/04014;
RUS2708393;
MX/a/2018/008544;
IN PO0201805052;
INDIA201827029338;
HK19120906.3;
NZ749843;
MYP12018002703;
$G11201811478T;

US 8,377,431;

PCT/KR2007/002995

PCT/KR2007/003629

US11,229,677;
CAD3,010,564;

BR 1120180141755;
RUS2729934;
AU2017208114;
CN201780006444.8;
1P 2018-536456;
EP17738258.7;
UAa2018/13040;
PCT/IB2017/050087

KR10-2012-0056615;
PCT/KR2012/004204

US17/173,867;
CAD3,010,565;

BR 1120180141810;
AU2017208117;
RUS2734308;
CN201780006445.2;
JP 2018-536378;
EP17738260.3;
RSA2018/04014;
UAa201813043;
PCT/IB2017/050091

KR 10-0910961;

EP 2200442 (Austria, Belgien, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, Greece, Hungary, Iceland,
Ireland, Latvia, Lithuania, Luxembourg, Malta, Monaco, Norway,
Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden,
Switzerland, Netherlands, Turkey, German, United Kingdom,
France, Italy);

PCT/KR2008/005434

Treatment regiment which effective for treatment of Staphylococcus aureus biofilm

INVESTOR RELATIONS 2022 |
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