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2021.08 MSMAIE 20X 2 MH|A(CLEO) AIZ
2021.09 CLEO &0iX} 2E AO|E =

2021.10 DCT (Decentralized Clinical Trial) 2 CROZ At =t
AH|Z (SPERO InC.) 2 AIH HA

-
=SPERO
g 2022.04  (3)CRScube Inc. eClinical Solution

(Direct Data Capture, eConsent, ePRO) =2/

SPEROE= 2413 ¢/ AtAI8 (Decontralized Clinical Trial) X| &2 ¢/t 2022.07  XkAt Centralized Monitoring 24 “VIA” HA| MH|A FHA|
EY 22 M MH|AES HB3ts YAAEH HE S|AJLICH

| = QS L

2022.11  cubeDDC 1.0 82| A|2f 43

2022.12 cubeConsent 3.0 ¥ VIA =Ll O|24E QA Aok £F

2023 XFAF Patient Recruit Service ‘MediCLEQ’ Al @ = (0| A)
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GOAL

Better opportunities for All Patient
(DCTE St 2t L2 YA XS 2 5H)

Be the difference

(A S MZ2 XS YA miziohelel ®Al)

SPEROE 7|Z2| Y&t T2 M| Aot AHHotEl 24
QIAFA|E] ZAlO| ZEFEO| TIZH 22 M H|OHS AFY] AlA|

QIO 2 MtD, 0|5 93t Al 7|2 JHL D 28 MAIS
T 3tH| 2 MELIC

VISION

Patient Centricity

(CHAIRF S A1) 4 MHI A, CHATE B4 Y &2

T

SPERO= CH& AL Z4 2| DCT HEfA =1t

S22 DCT HE A= M| dF HITS HMAIRLIC

"

)
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Ol

A& TN MH|A
A ~EF 28 AH|A (Clinical operation)

- Study Start-up
- Project Management
- Site Management

- Medical writing

( Protocol Development )
(ICF Development)
(CSR writing )

- DM & STAT

CHA X M (Screening)

[ BE MH|A (/2 HIY M AIO|E)

- MediCLEO

DCT 24, 28 % 7|27

_ a2

04

DCT MIZ 7H /o] & M| A 28 |

- #IE 20| M A N F

- eConsent, ePRO

S-ER R

- Centralized Monitoring

&2 M MH|A

— -

#

- eSource Direct Data Capture
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H A}SY + Ao AT O|R7|7| WSS Thastoty| 9o AAAIE THARIO| o
=S QUMAI3 7| B O] IS EOH0] UAAIH S TR ot W
Ol AL |'6'-I
« THARH A01 2 CIOE] DHLI X HE 9 202 F0j2t 20| =
T2 NAS SO EH SN0 §F S Eof SHEE YN A

HOIM 7|E Al 712 &
o

Decentralized clinical trial

Patient home

N

oo
oo
oo

Lab Facility

0

Patient home

Patient home

CIXE A 7= £ e},

Al (On-site) 2l

Virtual clinical trial

Patient home

o

Patient home

0

Patient home

0

Patient home
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AdAEe CH&FX} = 3} H|o|E{ 2| CHeFdat AU 22 28
et 28%s X2 e ME| = H| D WM SHlE

MEMQ! U ol BeoR HMAMOZE 2 85%2| YUAAIE O] 7|1ES 72t B MM R GHRC Sef UAAH 2 0|9
M| 7|2 S A9 CHAIR} X RIS SZAIE (Enrollment timeline)of| E™ ANE ot 2 B0 EYYo|| CHAXCIOIHE TH = (Transcription) ot 9% ZL|E SA 9]
S 20 HAXE 23 9 |X| A STSHH YE 2 &R 28 TEHE 71T SDV EZM|A 22 HAE Hiz g 20! XY
Al 7| 2te] X|2|H 2| X|et WE HE| 7t CHAXLE M A™ SENX| |FX[A7]7] ClOIE] =2 A[SZHA H[2kxt otA| UL CIO|E] 7 S M Al 28042
CHAXEZE A4 Al &0 E 2HSH= 71 Lot ot 57| 2o BF, 52 2+ Azt S H|E 2 37t
27t QAZM B AL4AI™ Ho{Xtzt SASH 259 uA tHEY EX| Ld
M2 HAH 371 Ho{A CHEA wIS
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oo

« 2021 22E DCT AIZ #E2:$7.8B (A10X2l) / $47B (FA 22 UMAIE AE 72)

c X EHAFH A2 0|2 $35B(F45% ¢, %

o
-0

« ~2030 22YH A|Z AHEAMEE(CAGR) 0| 5.7% ~ 14.8% ™ot

« TAH A& 72 2 : Oncology (25.2%) > Cardiovascular > Other (2021)

AZ E-E

—_

2ho e ke

—

« COVID-1922 213t Z HICHEH YA E7F

o H|CHH 9|2 (Telemedicine) X AHFLIAIO|M (Patient engagement) 224,
A 715 (Mobile healthcare), MAH S2|A AHZ 7t

o

« 3 S > 24

o HIA/CIHRO|AS E3t CIX|E Clo|E] 2 X2 912 RLE=o| Csjzl
O A H20} 34 HRE St

A|ZHHE = DCT
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Digital Data Collection : 300712 24 A&0IIM 2& (2021, O[5t SY)
Remote Monitoring : 25074

eConsent, ePRO, eCOA : COVID-19 HH|2! O|™ 1} H| W St eConsent 460%,
ePRO 448% &7}

« Site: ¥/ o|°FE Hi&(DtP : Direct to Patient), 78 2t% (Home Nursing) 5004 74

. Telemedicine: HICHH Q|2 £2M, 4504 ME (X|CH

« At2|: Moderna Spikevax COVID-19 g Al

o EDC, eCOA, CSA (Central Statistical Analytics: ZLIEHZ £2M) S A S2EMS
2 Eot AT CHAXH 2Eah 27] Al I &5

eh= AlEe| 2zl

+ COVID-19 5_74 otof| |2 27 T El U, Ch=7t JHAE & 24 L etAle
HAH[EE2 2 1.2%, 6.4% OECD =7t tHH| H2 =&

- B4 T =ef 20 MM M of Aref, CHe A AHE 7[ghof of = Sl & @I X OfH|

== 1! (=]

« DIILYAIHXI Y EHKONECT)E &

| o
HLU
rot
_1
e
pat
ox
SN
Ral
40
MM
o
)
Ral
0%t
A

1400

Trials utilising virtual/ ‘0
decentralized componentare ————> ¢ 1200
projected to rise 28% from 2021 .
1,011 1,000
800
673
600
400
207 200
Wl 5% Confidence Interva
I I 1 I I I 1
2012 2014 2016 2018 2020 2022

2010

Clinical Trials Arena

2022, KoNECT
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SPERO DCT Service
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1 O3 SPERO DCT Service - 7 2t (2)

Patient engagement IMP DtP/DfP Delivery
(Televisit / Chat APP)

) + D W @
oo gg| — |:| ya 0
oo ool ~ | .
I o IWRS IWRS + Depot o

. Single-Sign-On Direct-from-Patient EDC/DDC
Site 1S o Clinical DB
. @ \
E — <
' Participant Q Direct- to-Patient
. - : - ‘ Q Wearable Device
Patient D E “ D | . D £ e‘ In-vitro Diagnostics
Recruitment |5 ! S eConsent . <COA
Pre-screening L ' L L A emeecms s e
S | ] S - @ oo e
PR Cloud eConsent Cloud eConsent Sponsor y T
ADMIN ePRO + EDC/eSourceDDC
| L Clinical DB oo oo
oo oo
0= d
- r Sites
/ LAB Facilities
EDC/eSource DDC
Registration




1 03 SPERO DCT Service - 7H2 (H|0|E)

Sponsor
oono
‘ oono
3 oo
S oo
ono
o O ool (38
ePRO - oo
\' : -
“s” - A\ XS
O o ", v
.‘s e - ' ‘\
: .- Clinical Data Import '
(eConsent, EDC, CTMS, IWRS, etc.) g
A A
< N N G lized
L= o EDC/eSource Ment.rta o
Patient eConsent Clinical Data 7 OF\IIIOA;mg
Recruitment . Capture it
Service : 50 S .
2 ]

(MediCLEO)

’ . Heo
.---ﬂ_lﬂ ---- Tt ﬁDelivery/

Shipment Solution

o

Patient
Engagement
APP
(Chat)




1 O3 SPERO DCT Service - &M

1 DCT 2& AMH|A
Study Start-up
Project Management
Site Management
Medical Writing
DM & STAT
Quality Assurance

Centralized Monitoring

Consulting Service

H8 27 U A S MR HE0 HHstE 2atol A2 (AR BT A AFH A32]Y 7|5 X3
oAt SO &2 M

2T =

=
SAM HE ZE| WA MY Es 7|4 AN EMY HEEE S0 52
UM C|OIE +T S2M (ZAIALHIE)
: Direct Data Capture(DDC) £, 2 HE A(Source)2| EDC DB X 80| 7| & 2 8At7t PC2HE 2| 2wt

Non-CRF Data SA| &2 &2| 7ts

SIRF Rp7F R A (ZHAIALHIE)
ePROSRH L2 Xp7F E 1 H|0|E{ Q] 2| F H|ZE 3! eCRF S® DB #2| 7t

&= DL|E{2 (Centralized Monitoring) &M

Y AAEo| MurEQl B BoIoty| 98t ZUEY &, £

2 T4 0|5 S BB BH0! 2 YA

Oo
S0 9 EXXIE S0 92 2LIE X 2

11}
1o
12

9l 1A FICky|7]2] v 4 22| (IP & Device DtP Logistics)

CSFXFRFE] S ZRIAIYO |20 2T S A =& 22 (0F)

o
YN HEto| BX oIS TP £ UL E

ot

[+ ®|F > XHA| DCT AL & 2| (Patient engagement) & 7181 (041 )
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O1 DCT 24 A gL B2

1 DCT 28 AMH|A

Service -

02 DCT 24t LA A& e

M|

Feasibility Assessment

Study design

Study Design Optimization

04 eClinical Solution NI VAUN

05

06 == &MYy 7=

Patient population

Geographical distribution

Available technology solutions

Site capabilities

Y

Endpoints and data collection methods

Remote monitoring strategies

Patient engagement and retention enhancement

Regulatory Compliance

Continuous Improvement

Data Management and Analysis

Performance evaluation and metrics

Identifying improvement opportunities

Adjusting strategies for future trials

A

Remote data monitoring
Data integrity and quality control
Statistical analysis methods

Reporting and insights generation

Regulatory landscape
Jurisdictional differences

Remote data collection guidelines

Risk Management

A 4

Risk identification and mitigation

Data integrity and participant safety

Investigator and staff training and oversight

Informed consent considerations

Privacy and data protection

A 4

Change Management and Stakeholder Engagement

Site and Investigator Training

A

Stakeholder communication and engagement <

Cultural and organizational changes

Addressing concerns and ensuring buy-in

Remote data collection methods
Technology usage

Adherence to study protocols




1 O3 SPERO DCT Service - A&

O] DCT 2AHS QUAMASQ QM | 02 DCT BAFS QALA|EIO] A|E 83 | 04 eClinical Solution | 05

By Therapeutic Area and Phase (2023.07)

2 KK | 06 FROIH & A I|%

By Therapeutic Area

m Ophthanlmology
= Gastroenterology

m Endocrinology

By Clinical Phase

® Phase I
® Phase IT
" Phase II/II
“ Phase I

" Phase IV
= PMS

m OS
m Medical Device

m Others




1 O3 SPERO DCT Service - A&

O1 DCT 248 L&Azl R4 | 02 DCT 248 LAAI= | AF #& | 04 eClinical Solution | 05 12 7] | 06 2212 &4 7|

By Clinical Operation (2023.07)

By Operation

= SSU

® Project Management
u Site Management

= MW

= DM(outsourcing)

m Stat(outsourcing)




] O3 SPERO DCT Service -

AN

=
O1 DCT 245 AAAIEel Hed | 02 DCT 24k MA e A& 21 | 04 eClinical Solution | 05 1
By Country and DCT Solution in APAC Service
. . M cm
Korea Japan China Indonesia B boc
I eCONSENT
[l ePrRO
120
100
20
60
a0
20 20
o z . 1 ° _3 1
oM SCONSENT eFRO pDC SCOMSENT ePRO =PRO ePRO
Service Korea Japan China Indonesia Grand Total
M 2 2
DDC 1 1
eCONSENT 4 3 7
ePRO 128 20 3 1 152
Grand Total 134 24 3 1 162

JHIHR] | 06 =ReH &MY J|a

By country and DCT solution in APAC (2023.05)



] 04 eClinical Solution - MediCLEO

%} 21t
=]

M, Hic| 22| 2(MediCLEO)

SPERQOS| A|™CHAXF B E (Patient Recruitment) AMH| A= A[HCHAXS| L| X0 2=
AHOANY HE(MSHAY, LA, CIHAHEANE 5)E HESH FLICH

[

. NERRARION UEE A B
. AERRIT0NH| B3t 2EfQl 4
o AZRRARIONZ DHMEIS S35t AT RIS (3, M)

o
gt2|=Ql B & 242 (Pay For Success)

< HAZ| 2Ol A| Aol Mt AR YRS FE (MY 232]d)
« HAZ|ZOAH MER e W S REHE 20

o (T

((jl{*’&4- ‘fi#jz

ANE 21 =e{7p)

Ot A&FAIH x|
MEH YA RES A2 (/2%

A=

A2 MutE10Y2| 2 22| Q0] “AEHE 10| 1279
k571 918t A2 3E Aol A 2|
S, ‘, IS IUH“ A3 ”'Q\,Z;é T 50, 2 27|, mARAY

“Mure10Ye| 127 at cyxofel S|

AlSof 212t 27 Eojsl £ HH|

WLH: HIRBF6 7] S5 AAIELICE,

2. 1tAQA

« A3z Al A0l BF 194 o] 42l Xt

- H|BtE X|E BMIZ} 18~30 2! XHBMI |4t HIF (kg)/Z1(m)2)
49| 2 50kg 0| ARl A}

-0]4 2| A 45kg Ol &+l Xt

* REEET

oM Kz B MHY B s
T AYEY HeH(BY 2, CE 2, 00| =, S &
20| gl= At

o X B0kl X 30“ O|LHofl SH2SCHAIEAE B3| = (0f: Hi2H
0% ofuiofl Alofl Feks 0jE 5= U

T 6712 O| Lo A E
to] AJEIR ojotES

0%
&

22l5}7|




] 04 eClinical Solution - eConsent

ol74 AMH Ol
CHH/HICHH 214 &F 3 2
LK) H ° =5 LK) 2=
Sof M HA T 7h53 HA So|M S2M S —
Explain the research question in aly terms which will
ol & =0 A2 A o &lxlol e o HO| OIAFA| S clarify rather than confuse. Use local and simplified
SP_.I_E ROS HAt S|4 &M _(._econserjp 2 2HXte| 2 LR 80| L &AIZo words rather than scientific terms and professional
CHot A 8l 59| T2 M|A XHO| 7Hs ot CHH/H|CHH M Xt SO A A|ARIQIL|CE jargon. In your explanation, consider local beliefs
and knowledge when deciding how best to provide
the information. Investigators how need to be
careful not to mislead participants, by suggesting
research interests that they do treatments not have.
. - For example, if the study wants to find out about
o AKX U MRS MXMEES St S| 2 7HH S} treatments provided by local practitioners, wording
™ ol =3} CHAH " SEAF should not suggest that they want to find out about
« ZEIO|CI0f X| &S Sot A} Ol 2y how the practitioners are advertising themselves.
=0o| M 7Hut gl JIQI0| E T} Misleading participants may be essential and
- SN HE % HH[OIE IS justified in certain circumstances, but that needs to
o EO|A ZHM 8l H3} AMEJO| 1A DLl JHs be carefully argued, and approved by an enthics

committee. (Examplr: Malaria is making many
people sick in your community. we want to find ways
to stop this from happening, We believe that you can
help us by telling us what you know both about
malaria people who live or work here know about
the causes of malaria and why some people try to
stop malaria before someone getsit or before it
comes to the community, and how people know
when someone has it We also want to know more
about local health practices because this knowledge
might help us to learn how to better control malaria
in this community.)

The purpose of the study is described.
The duration of participation is indicated.

‘ ‘ Next




] 04 eClinical Solution - DDC

EDC Zi&o| R gi=
eSource Y4 O|0|E A £FM (Direct Data Capture)

SPEROS| eSource A CH|O|H M &
(@]

y 4% ST 42 MBI A 1T 4 FE||O|EL}
QN HIO[E S HI 2 2218 4 9l 2 & 2H

o SOM i S HHIO|E Tt

. SOM B U B Mo 6 BUEY JHs

Subject




] 04 eClinical Solution - ePRO

< S01-234 < Entry List

3ukel AYE B 43

NNyl N in|

Patient Diary $01-234
SPEROSQ| &K} X7+ 11 Y (ePRO)2 AA|ZHEDC E% DB #2|7t 7Hs5t -
Android /i0S & 7|Bte| 2tXF P E 0 &2 M QUL BT

Patient Diary

o CHARRF Z=AlO] ZHM mo| 7|
- SEOloly &2 7|

o EDC ¥& : EDCE S8t HXt2| 4A|ZF PRO Cl|OJE] &2l 75

o Edit Check 7|52 E%t HI0|E| E2I'd 1t Visit Window 7|58
E5H ™ A 22| 75
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AdAldat O T £ 2 %E 48 vtsd
= =
2

M (Centralized Monitoring), HIOH(VIA)

Report STUDY_A_01: Protocel Compliance

HIEStE ?le BXIXL YHAIHL ELE Y X HE HAEDO|= g = U = '

X S
Y ZLIHZ A AR O 2 A study U site H Xl 2| ZEE X SBiLICH =

rr

=]

maktewl  SwdyTheseeM  SweTheesssd  StdyReklevsl

« BL|EY 229 A2zt

« RBM2Zt Remote monitoringS St Y ZL|E Y A|AH
X K]

o ZZEZO0] uf2t HAEDIO|X El Risk indicator2 HUFHQI 9|9 off

o
[=]

il

o eConsent, eSource Direct Data Capture, ePRO S A2 &2 Mo 2t —
A DLIHE SA| £

Summary

uuuuuuuuuuuuuuu
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o Medical Writer, Clinical Project Manager, Auditor, Data Manager, Product (Solution) Manager

KM i vl

« Patient Recruit Service Platform (XFH| AH|A 7He)

« Centralized Monitoring Solution Design & Product Manager (XHH| AH|A THE)
3]
(=N

o
um

« Direct Data Capture (DDC), eConsent (elC), ePRO Solution Planning Operation (M|Z7|2] 3! Al

&)



=SPERO

Thank You :)
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