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X7| HUHS: kesg2025!

HE S A =elx|= HEHS H

|.

Password

https://kcsg.titdh.com/auth/login
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Main Page : Trial DataHub 0| Q! 2} H
= (2A|ZF O] AFESHX| GiE 8%, &8 210tR)

- 279 & Main 3H H&
Z39| : Trial DataHub O] S&% & ZZME X3| H0|X|2 0|5.

@ 24 E =3 : 7t Al AEO| 2E & 21 Z2HE 3| H0[X|2 0|5,
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2_2) Project List ’_&/ Trial Informatics

Project List : KCSG YMA | ZENME Z|AE

® Analysis : Interactive Visual Analytics (IVA) moduleZ d{ie ZTZ=M E 9| |nformation, Tumor Response, Adverse Event, Data Table 2| H|0|E =3| 7ts5.
@ Subject : S8 A| 3 T =M E 9| Subject List I 0| X| £ 0|

® File List: 25 A| oid Z2HEQ E=E & 01U 55
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@ Manual-PDF : 22! A| Trial Data Hub A|AEIO| AF X} O+ PDF &0 7ts.

USER LOGOUT 5]

® @

Project List HAH =3 B S [@ MANUAL-PDF

Project Name Analysis Subject File List Start Date State

24 FYE HEOAOIN HYHIY FHS $ FOLFOX BAFYABNR0| 284 Tok 371, TR, HY, SR 24 o7

C0O14-10 2014-05-15
7 @ Adjuvant chemotherapy with FOLFOX after total mesorectal excision for locally advanced rectal cancer; an open-label,
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2-3) Analysis (Interactive Visual Analytics)

Analysis : Interactive Visual Analytics (IVA) moduleZ Ofo|Z 28 A, sie ZEHME 9| Information, Tumor Response,

Adverse Event, Data Table 52| H|O|H =3| 7|5,

@)Trial DataHub USER LOGOUT 3]

Project List B S [@ MANUAL-PDF

Project Name Analysis Subject File List Start Date State

T4 DHE AN HEFZIY B2 S FOLFOX RAYAFSNR0| H8H Wk B/, THIZ, MY, SRIIE 24 17

C0O14-10 2014-05-15
7 @ Adjuvant chemotherapy with FOLFOX after total mesorectal excision for locally advanced rectal cancer; an open-label,

(IVAR} 2 El L§ &2 4) Analysis & 1)
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Subject List : A CH&A} 2[AE

- Sl Project 2| Subject OtO|Z 2| A, Subject List I|O|X| £ O|&

@ ®Xl Project &9l : MEHGH ZE=HE 20| 7t5.
@ Subject =3| : MEiSt T2 M EO| T AX} ID (Subject ID) 22 Al, sl S CHA XL CHA| 2 E 0| X|(dashboard page)Z O|& X =3,
® Project List 0| & : 28| A, &% &0 Q! Project List I|O|X| £ 0]5.

@ Subject M ST =

Hu
1=
|m
)
0>
S

£ Subject ID, Sex, Age, Survival, State?| MEE U3SI0] HM,

USER® # PROJECTLIST LOGOUT 3]

@

Subject List - CO14-10

@ Subject ID Sex Survival
127-001 Female NA
129-001 Male NA

129-002 Male NA
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File List : ZT2XE 3 Q2 C 1 2| AE
A

- File List O}O|& S &l

<& Trial DataHub LosouT &

Project List B =Xz @ MANUAL-PDF

Project Name Analysis Subject File List Start Date State

20140515 = FIRE Lo A WX} B Al = FOLFOX HAF OO =X 20| 84 ok 27N, C17I 2, R, SxtgHE 24 ¢l
~ a Adjuvant chemotherapy with FOLFOX after total mesorectal excision for locally advanced rectal cancer; an open-label,

B File List

0 File(s) Selected

O File Name Upload Date Extension

File List m] 1. VitalSigns&PhysicalExamination(Screening&Baseline) 2023-08-10
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File List : ZT2XE 3 Q2 C 1 2| AE
El
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@ Multi Select : Ct2

@ Download H{E : 22| A| MEiS} T}

Ii

® Digital Sign : THY S CI2Z2E 17| st A 215 At O

r
o[
ot
El
no
il
Mo
HU
[n
al

0%

B File List

@ 2 File(s) Selected

¥ DOWNLOAD

File Name

Upload Date Extension

1. VitalSigns&PhysicalExamination(Screening&Baseline) 2023-08-10 csv
2. Past Medical History 2023-08-16 csv

a 3. Diagnosis

@ Digital Sign

2023-08-16 csv

o Emai
= :

SUBMIT
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2-6) Change Password

Change Password : AF&AF 2019 A7 H[2 B HEF 7t5.
- B Z2 S SES ALBAM H[EHZ HE Ths.

2|
@ Change Password HHE : 28| A| H|Z & HE & HA|

ot
rE
o
\d
ofr

@ Change Password HY : 317 ALEE Q0 H2HS ME2 H|ZHZ, Af H|2HD I{ A

Y Change Password

AHE X} USER LOGOUT 5]

Current Password

New Password

Re-enter New Password

CONFIRM




2-7) Customer Service

Help Center : TDH A|AEI0]
-TDH AFO|EQ| 2= I|O]X| &

[

f

Help Center / OTB Help Center

& OTB Help Center

Hello. This is the OTB customer service centers.
oHIBIM 2 OTB DHMEIL|CH 202 STt

T’ Contact us about

1. 27391 L= A 23 (Login and Account Requests)
1123210 2ELGH12 209 HLHSE QOB TS 1.3 200 HLHSE +H61D ASLCH 1422 7HYE QSO 1582 BES SToi0 AU,
16 7|EF A BE 8%

2.1 718 H&x 2§ 474 9% (Request for Individual Subject Error Correction)
211712 829 @F +HS SHBLIL, 2.1.2 Dashboard 27 +ES SFSLICE 2.1.3 Dashboard Tab 87 +ES SFULIL, 214 8 50 257 +32 238U,
2157|Et 2F +=HS 2FTUL

2.2 IVA 2§ 57 9% (Request for IVA Error Correction)
2241 J=/EOE 2F SES BFTULL 222 £ 24 @7 =85 2FTUL, 223 Zh(fitering) 7|15 2F $ES BETLIL, 224 H 05 E£ 00X HE 2F
+HE 2ETUL, 225718 2F $¥2 258 UT

3.1 702 ¢ X2 YOjo|E 8% (Request for Update of Individual Subject's Data)
3.1.1 98 HO|E 2 O3 £k B0 29 $HOIEE QEFLICE 3.1.2 7|Z G0|E{9] DT EL H0|29| AH0|EE QHTLICE 3.1.3 AA(CT, MRI S)H0[E2| 2=C
S SETLIC, 314 7|6 IS B2 0120 ZEOEE SETUL

3.2 IvA°| HHI0|E 97 (Request for IVA Update)
32192 §O|52 QI E& B0 29 HEOES ST, 322 7| §0|52 1= ££ § 0|82 JHOES @FTLIL, 323 54 242
324 7|8t YE0|ES 2FTLT

Hee emgLn,

<Help Center AtO|E 3}

Hote 22l 28510 or%| 7HH|1E[= O|&
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2-7) Customer Service

Help Center : TDH A|AEI0f CHSH

@ Project No. : 2% ZEMETH |5
® Summary : 22| L& 2% (E=)

® Description : M| 2ol L&

@ Attachment : 23214k & 2+H ot

Urgency : ZI= & EH
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@IComact us about

1. 23¢9 == HFH 23 (Login and Account Requests)

@ What can we help you with?

o 1121210] hElLIC}
o Unable to Legin

@ Email confirmation to*

@l Project No.

@l Summary *

I Description

Normal text B I - A~

iii
i

& @ B O 0" —

@ Attachment

Drag and drop files, paste screenshots, or browse

Browse

Urgency
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Project Subject age / sex / state
LU16-07_C16007 128-01 ~ 68 / Female / NA #A PROJECTLIST LOGOUT 3]
Summary @ Medical History

2017-06-26 2017-07-10 2017-07-24 2017-08-07 2017-08-21 2017-09-04 2017-09-18 2017-10-02 2017-10-16 2017-10-30 2017-11-13 2017-11-27 2017-12-11 2017-12-25 2018-01-08 2018-01-22 2018-02-05

= TREATMENT

LAB/PATHO

RESPONSE

Flank pain
Fever
Cough
Constipation
Dyspepsia
Headache




3-2) Summary & Medical History \r s intormtics

Summary & Medical History : &+ CH&AIR| HE 29F Sl Medical history #

=

@ Summary EE= Medical History 28 Al Bt A CHAALS| ME HE =0l 7ts (X[ TITHY, TNM stage, Prior-surgery/chemoTX/RTx &)

Project Subject age / sex / state
LU16-07_C16007 128-01 ~ 68 / Female / NA A PROJECTLIST LOGOUT 3]

Medical History

2017-06-26 2017-07-10 2017-07-24 2017-08-07 2017-08-21 2017-09-04 2017-09-18 2017-10-02

2017-10-16 2017-10-30 2017-11-13 2017-11-27 2017-12-11 2017-12-25 2018-01-08 2018-01-22 2018-02-05

£ TREATMENT

& Project Subject age / sex / state
C%)Tnal DataHub LU16-07_C16007 12801 v 68/ Female / NA

A PROJECTLIST LOGOUT 3]

Summary Medical History

First Decision Research Start - Category Name
Primary Organ TNM staging TNM staging

Meta Site Meta Site Prior-surgery Gamma knife Palliative 2017-07-07 -
T N M T N M

Purpose Start Date End Date Ongoing

Prior-surgery Epidural block(caudal) 4 Palliative 2017-08-31
2017-07-06 Sarcomatoid carcinoma T2 N1 M1 Adrenal, Bone, Brain, Lymph node

Prior-surgery Gamma knife Palliative 2017-11-01

17



3-3) TREATMENT ’_}\; Trial Informatics
TREATMENT : ¢ 1%H0] 7|75

et B2 Af EiS} -

ofie HS0 HAXIAZ

Project Subject age / sex [ state

@Trial DataHub LU16-07_C16007 12801 ~ 68/ Female / NA # PROJECTLIST  LOGOUT 5]

Summary @ Medical History

2017-06-26 2017-07-10 > Ne : Durve 7-08-07 2017-08-21 2017-09-04 2017-09-18 2017-10-02 2017-10-16 2017-10-30 2017-11-13 2017-11-27 2017-12-11 2017-12-25 2018-01-08 2018-01-22 2018-02-05

= TREATMENT

LAB/PATHO

RESPONSE

Flank pain
Fever
Cough
Constipation
Dyspepsia
Headache




3-3) TREATMENT

@ Side tab0l| 2/t of Ofo| 22 ME A, AHAIRIFF | FIHH
® M &S Z Treatment tabdl Concomitant Medication tab’
- Treatment tab : & C{&XI7L 580 A4 EFQ| ot HE

o g NS

olo
Ot
L)
0E
ol
12
MO
%
Hu
oY
1=
N
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—
A |.|.E_Q_"‘ _Q_OI:E'O-”""'I
- Concomitant Medications tab : & CH& A7 £t HE =0f 2ot HE
@ Concomitant Medications tab2| &%, Drop down boxZ& 0
b Trial Informatics - ¢ d - (m) X
] amtr\a\u"’m'ma@m /analysis/sub/Demo/CM_S1-119/ Q
Trial & ’\. Treatment IConcumiwnlMedica[ion
informatics ¥~
Treatment IP
Dose Change from Baseline over Time on Treatment
5400
4800
4200
5 3600
‘:j 3000
3
f 2400
a
o 1800
£ TREATMENT 1200
600
¥ °
v3 V5
Visit
LAB/PATHO
No. Sub(Scr) No. Visit Injection Date IP Name IP Dose Dose Status Reduction Level
1 $1-119 V1 2019-12-24 PD-1 3500 mg No Adjustment
2 S1-119 vz 2020-01-14 PD-1 3500 mg No Adjustment
3 S1-119 V3 2020-02-07 PD-1 2600 mg Reduced Level 1
@ IMAGE 4 s1-119 v4 2020-02-26 PO-1 2600 mg No Adjustment
5 S1-119 V5 2020-03-11 PD-1 2600 mg No Adjustment
2021 Copyright ® Triallnformatics.com | All rights reserved

@

Sub(Scr) No. CM Type CM Name Volume

Acetylcysteine

114-001 IMedication 20 mg
Atorvastatin

114-001 Medication Mirabegron 10mg

114-001 Medication Mosapride 75 mg
Other cough suppressanis

114-001 IMedication Pheniramine inj. 4mg 600 mg

o (Chlorphenamine)

114-001 IMedication F - 4 mg
Solifenacin

114-001 IMedication Solifenacin 5 mg

114-001 IMedication IMosapride 15 mg

114-001 IMedication IMirabegron 50 mg

<Treatment>

<Concomitant Medication>

19



3- 4) LAB / PATHO Lz /\/ Trial Informatics

LAB/PATHO : A& 7|7tE5Qt I }E H|HAF Image (DN EE A0))

IE{E Sl Imagell| ¥IXIAIZ Al ZHCHEl Image XS

Project Subject age [ sex / state

LU16-07_C16007 128-01 ~ 68 / Female / NA #A PROJECTLIST LOGOUT 3]

@ Medical History

2017-06-26 2017-07-10 2017-07- - = Sorel - 2017-09-04 2017-09-18 2017-10-02 2017-10-16 2017-10-30 2017-11-13 2017-11-27 2017-12-11 2017-12-25 2018-01-08 2018-01-22 2018-02-05

TREATMENT

LAB/PATHO

RESPONSE

Nausea
Flank pain
Fever
Cough
Constipation
Dyspepsia
Headache




3-4) LAB/PATHO

)

@ Side tab0j| ?|X|st OlO|E22 ME A|, MEHSH CHAMXLO| HOH ZH At(laboratory test) 2 vital sign 2| 21t XS
3 LAB result2} Vital Sign & ECG, Immune Score, Gene Profile tapOll il 25t= ZrZt2| LAB Data M4 (Ut E 2 40])

® 02 ZOIHE Jajmo| Zf 2555 fIXIAZ Al 42 29 (05t 2& A= 5¢)

® 4 ddz d=55 28 Al offd 12f=0 =0l 7t (0|3t E& 2= 5¢)

|

'—)\( Trial Informatics

@ apitrialinforr /com/analysis/sub/Demo/LAB_S1-119 m Q & apitrialinformatics.com/Mae#sis/sub/Demo/LAB_S1-119

Trial o A LAB Vital Sign & ECG Immune Score Gene Profile Trial & LAB Vital Sign & ECG Immune Score Gene Profile
informatics ¥~ informatics ¥~

Complete Blood@:ount Chemistry Urinalysis Vital Sign
© Normal e Abnormal(NCS) = Abnormal(CS) ® Normal e Abnormal(NCS) = ® Normal e Abnormal(NCS) = ——— 1st Cycle of IP
-—— st Cycle of 1P Abnormal(CS Abnormal(CS) 300

6k ! UNSZ ——— 1st Cycle of IP ——— 1st Cycle of IP

Date: 2020-03-27 15 6
#ANC: 400 H :
y ! Date: 2020-03-27 5 i 5 I
4 eBasophil: 0.5 G . !
Date: 2020-03-27
eEosinophil: 4.1 1
H Date: 2020-03-27 i
’ «Hemoglobin: 10.2 075 7 ¢~ et
o Date: 2020-03-27 e
| eLymphocyte: 58.7 | i

£ TREATMENT

H

| o |

05 2 H
1 Date: 2020-03-27 | Vi UNST V2 V3 VA V5 UNS2 g ;
- . o e i P 1 S
< o ‘e Monocyte: 16.3 ¥ B * il

s 1 Date: 2020-03-27 visIiT 1 ‘: : - = 5 =
@ Neutrophil: 20.4 ' Vi UNS1 V2 V3 V4 V5 UNS2

VISI | pate: 2020-03-27 0 \'1 VISIT
ANC Ba: hil ePlatelet: 127 N =
Heoniobia ‘ LV::“;( | Date: 2020-03-27 vISIT BT -+ BW D8P PR RR - SBP
REBC: 3.18 e
Neutrophil - Plateter | PR - Creatinine Acidity(pH) - Specific gravity
WBC .
ez sBp DBP
VISIT ECOG (Systolic (Diastolic PR BL R HT Wi
LAB/PATHO SUBJD  VISIT - S - AGE SEX o o i (Pulse (Body (Respiratory - ione (Body B
Rate) Temperature) Rate) Weight)
Pressure) Pressure)
| $1-119 V1 201294'12' 73 Female 1 137 80 87 371 16 146.1 514 Normal
stiie unst 20RO 1 127 69 78 371 16 503
st1-119 v (A8 1 134 80 8 367 16
. . ) 207009
2021 Copyright © Trialinformatics.com | All rights reserved 2021 Copyright © Triallnformatics.com | All rights reserved

<LAB> <Vital Sign & ECG>

21



3 = 5) IM AG E L /\/ Trial Informatics

IMAGE : &1 %

Project Subject age [ sex / state

LU16-07_C16007 128-01 ~ 68 / Female / NA #A PROJECTLIST LOGOUT 3]

Medical History

2017-06-26 2017-07-10 2017-07-24 2017-08-07 18-07 2017-08-21 2017-09-04 2017-09-18 2017-10-02 2017-10-16 2017-10-30 2017-11-13 2017-11-27 2017-12-11 2017-12-25 2018-01-08 2018-01-22 2018-02-05

= TREATMENT

LAB/PATHO

2019-12-23
CT,Chest (with enhance)
CT Abdomen & Pelvis Pre & Post (with enhance)(MNo oral water)

RESPONSE

Flank pain
Fever
Cough
Constipation
Dyspepsia
Headache




3 = 5) IM AG E L }\; Trial Informatics

@ side taboll /%% |[RRGRRCtOI 2S Mg Al, Meish CiARto] B4k T Ol KB
® M H2Z Study Preview g

@ sl Study 41 EH

® Key Image List%| Image 4

® AAE BarZ 0|83510] Z+2}9| Key Image &9l 7t

@ hitps//apitrialinformatics.com/image-views4 - Chrome — [} @ https://api.trialinformatics.com/image-view/4 - Chrome
@.tr\a“l"’o\'mah(s,rcmf\|T',ag§-m|g‘.'_-f'4 Q @ apitrialinformatics.com/image-view/4
® Study Preview K | @ Study Preview
ey Image
Show 10 ¢ entries Search: Show | 10 ¢  entries Search:
Scan Date Modality Description show @ - Modality Desésiption show
“
= 2019-12-23 T CT,Abdomen & Pelvis Pre & Post (with enh..
o ith enhance].. —V 2
£ TREATMENT o p— o
o  with enhance] S
Acute n & Diffusion {without enh... .
o TN fy (with nhance) iR
2020-04-10 T CT.Abdamen & Belvis {without enhance){No oral.. T

LAB/PATHO

=
I
@
m
—
P

<Study Preview>

23



3-5) IMAGE

@ Key Image ListO| A IS Image & 22 Al Web-viewer® o
® Web-viewer& 0| M ToolbarE 0|&73}0] Series, Lay out, Pans 2| Ctet 7|5 0[& 7t

@ Study Preview

Show | 10 & entries

Show | 10 ¢ | entries

<Study Preview>

Ir

o

<Web-viewer>

’—/\/ Trial Informatics
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3-6) RESPONSE

’—/\; Trial Informatics

RESPONSE : MEiSH CHAXLO| ZF Al & Tumor response2t 3 W72 Multi Form B E NS QM EZE A0))

@ Overall response text

Project Subject
LU16-07_C16007 128-01 ~

age [ sex / state

68 / Female / NA

2017-06-26 2017-07-10 2017-07-24 2017-08-07 18-07 2017-08-21 2017-09-04

TREATMENT

LAB/PATHO

RESPONSE

Nausea
Flank pain
Fever
Cough
Constipation
Dyspepsia
Headache

2017-09-18

2017-10-02

#A PROJECT LIST LOGOUT 3]

Medical History

2017-10-16 2017-10-30 2017-11-13 2017-11-27 2017-12-11 2017-12-25 2018-01-08 2018-01-22 2018-02-05

@ Overall response




3- 6) RESPONSE Lz /\; Trial Informatics

@ Side tab0fl X3t [l 01Ol 28 A A|, MEfSt Cf
® M B2 2 Multi Form 44
- Multi Form : QAAIE CHMRLS| IR0 (2 B8X0 Y Bt H

® 23 E Bar 0| 83}0] Z+2+2| TP(Time Point) =& 7t5

0>

tXE2| Tumor response ‘& XS

S cTE ti Form - Chrome — O

@ api.trialinformatics.com/

w-muliti/4 Q

Multi Form I Line Chart [ EXIT

i3 Date of PD @ i Date of iUPD

TIMELINE ‘:\ [7e2 | [P |

m #Time 2019-12-23 2020-02-11 2020-03-24 2020-04-10
TREATMENT TL1 / Liver / CT-scan 30.80 mm (S:3, I:15) 20.70mm (S:3, 1:15) 18.20mm (S:3, 1:14) 29.70mm (S:2, 1:14)
Sum of Measurement 30.80mm 20.70mm 18.20mm 29.70mm
BL / % Change of BL 3

Nadir / % Change of Nadir = : - c 20
LAB/PATHO Q Response(RECIST 1 RECIST] - PR /PR

NTL1 / Peritoneum / CT-scan Present (S:-, I:-) Present (S:-, k=) Uneauiv :-)
NTL2 / Other: abdominal wall/ski... / CT-scan Present (S:-, I:-) Present (S:-, I:-) Uneguivocal Progression (S:-, I:-) 2
Response (RECIST 1.1 / iRECIST) - - / Non-iCR/Non-iPD PD /iUPD
NEW1 / Cther: Lymph node / CT-scan - None NE on F/U (S:-, I:-) NE on F/U (S:-, I:-)
NEW?2 / Other: Lymph node / CT-scan None None NE on F/U (S:-, I:-)
NEW1 Previously Reported? - None None None
NEW?2 Previously Reported? = None None None
RESPONSE Sum of Measurement None Neone None

| iISOM of Newlesion - None None None

Overall Response (RECIST1.1 / iRECIST) = PR/ - PD /iUPD PD /iUPD

Investigator #Time 2019-12-23 2020-02-11 2020-03-24 2020-04-10
TL1 / Liver / CT-scan 32.00 mm (S:-, I:-) 21.00mm (S:-, I:-) 19.00mm (S:-, i) 21.00mm (S:-, k=)
Sum of Measurement 32.00mm 21.00mm 19.00mm 21.00mm

<Multi Form>
26



3-7) SAFETY
SAFETY : A EioH T &f Xt2| O] & HF-S(Adverse events) S &

S BarOf| {X[A|Z

et =X, ol S &

Project Subject age / sex [ state

C%)Trial DataHub LU16-07_C16007 12801 v 68/ Female / NA

Summary

2017-06-26 2017-07-10 2017-07-24 2017-08-07 18-07 2017-08-21 2017-09-04 2017-09-18 2017-10-02

TREATMENT

LAB/PATHO

RESPONSE
G >
Recovered/Resol I\ed w er Llehe 1 2017-08-29~

Flank pain
Fever
Cough
Constipation
Dyspepsia
Headache

Medical History

2017-10-16

2017-10-30

2017-11-13

2017-11-27

’—/\/ Trial Informatics

o)

Stroke
Neutrophil count decrease

#A PROJECTLIST LOGOUT 3]

2017-12-11 2017-12-25 2018-01-08 2018-01-22 2018-02-05
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TS Ofo| 22 M Al MEASH ChAIRIO| O[ A HHS M X2

@ Side tab0f| £|X|st

®)
1N
o
02
L
0lo
nE
Hu
oy
1=
N
or

-
Trial e— AE | SAE
Informatics

Summary Adverse Event
. . 2 5 Action taken with
No. Sub(Scr) No. Adverse Event report term SAE Severity Onset Date Ongoing Resolution Date Outcome IP Name Causality Action taken with IP AE
|
Anorexia
Not Recovered/Not Concomitant
1 114-001 INR increased N Grade 2 2019-05-24 ONGOING Nivolumab Unknown No Adjustment
TREATMENT Resolved Medication
Urinary inc ence
Not Recovered/Not Concomitant
2 114-001 INR increased N Grade 2 2019-05-24 ONGOING : Gemcitabine Unknown No Adjustment
Resolved Medication
3 114-001 Anorexia N Grade 1 2019-06-07 ONGOING NotRecovered/tior Nivolumab Unknown No Adjustment Concomiiant
Resolved Medication
LAB/PATHO
vered/ ncomitant
4 114-001 Anorexia N Grade 1 2019-06-07 ONGOING NotRecoveredMNat Gemcitabine Unknown No Adjustment Soncomiia
Resolved Medication
- Not Recovered/Not Concomitant
5 114-001 Urinary incontinence N Grade 1 2019-07-03 ONGOING Nivolumab Unknown No Adjustment d
Resolved Medication
Not Recovered/Not Concomitant
6 114-001 Urinary incontinence N Grade 1 2019-07-03 ONGOING : Gemcitabine Unknown No Adjustment
Resolved Medication
Serious Adverse Event
RESPONSE
No. Sub(Scr) No. Report Type Date receipt SAE Term SAE Criteria Onset Date Resolution Date Severity Outcome P Action taken with IP Causality

No data available in table

"
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Analysis : Interactive Visual Analytics (IVA) moduleZ @ Oro|Z 28 A, siY 2 M E 9| Information, Lab Test,

Tumor Response, Adverse Event, Data Table 52| H|O|E Z=3| 7}5.

* AbH| 2] -S40 e} side tabl| 7|5 S SF7FLHE + U=

@)Trial DataHub USER LOGOUT 3]

Project List

Project Name Analysis Subject Start Date State

CO14.10 20140515 S FWE TELO)A HET7I ZR|E $ FOLFOX #ERHAOISX R #84 Bk 271, C7|, HEH, 2a9uy 24 o7
) Adjuvant chemotherapy with FOLFOX after total mesorectal excision for locally advanced rectal cancer; an open-label,

©® Information

A BORIORID) B Proiocol <
| D
1 é ® Subject enroliment

©

§¥ Lab Test <

. B Adverse Event

A Subgroup Analysis

~
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© Information

@ Information : Side tabOi| $IX|3t OfO| 22 ME A, ME#SE Z2ME MU Ql Endpoint 21t 3| 7Hs
(0], Objective Response Rate, PFS, OS &)

-\,

= _I|- -”0“ = HAI— |-A
= Uk =& X = @) ) 3 @ ®
. . I 3 & Ot Rate (ORR) ge median Progression-free survival (mPFS) in FAS & mediar
ObJeCtIVe Response Rate (ORR) 105 subjects in FAS 3429%InArm Avs. 27.03 % inAm B median PFS: 5.6 in A A vs. 4.07 in Am B median 0S: 11.7 months in Arm A vs. 7.63 months in Arm B
Tumor Response (BOR | ORR | DCR) in ARM A (Combination therapy) vs. ARM B (Monotherapy)
m e d I a n P FS Tumor Response in ARM A (Combination therapy) Tumor Response in ARM B (Monotherapy)
@ @ Tumor Response in ARM A (Combination therapy) @
Best Overall Response Objective Response Rate (CR or PR) Disease Control Rate (CR, PR or SD)

Median OS

PD.
(8.57%)

CR)
(286 Not Appiicable
poeatey (1429%)

PD. S0
(857%) (4286 %)

Best Overall Response

Disease Control Rate

23

®@ @ @ © © © ©

Progression-free survival (PFS)

OCR
PR (77.14%)
343w

0
®57%)

©

Ove ra | | Su I’Viva | (OS) @ Survival Analysis (PFS | OS | DOR)

Progression-free survival (PFS) inFAS  Overall Survival (0S) in FAS

median PFS: 5.6 In Arm A vs, 407 in A B

~+ ARM A (C: py) -+ ARM B

Progression-free survival
o
5y
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© Protocol

|El
u
o
Im

@ Protocol : Side tabOf ¢|X[t OfO|Z &S A1l A[, [AEHTH 9| Protocol X eCRF £3| 75

Trial o—
Informatics

Information

Byl =  KCSG_ST13-10_protocol_Ver1.9.pdf

Subject enrollment IW ~= ' HERINGS
W Labes A3 EA LA

= =

Adverse Event o E:” 7] 3 }\-1

A% Aol R ALY = A% VAN 1% gt gos yayst Case Report Form

ey 209 Af 23 4 o= v o T34 W4 33 934

A¢ Subgroup Analysis < Annotated CRF
Aol R AEA =9l A% EAA 12 FUstader

Tumor Response < Comparison of efficacy and tolerance between combination therapy and therapy as a first %"E}B}ﬂ 1]‘ Tﬂ'%—ﬁfﬁ ‘E‘ {]_‘9‘] i\] = Eﬂ} ‘3—3 {_F%}F. B] EL;

:)l:::rh;l:ltztdt::rapym elderly patient with advanced gastric cancer; multicenter randomized C]-7] ‘?} J?_ Z}'—‘H HH Z(-)] 3)6]' ?7] )\01_/\] ‘?—j

Data Warehouse 5 3w
Comparison of efficacy and tolerance between combination therapy

CELEE and monotherapy as a first line chemotherapy in elderly patient with
{4 WD, PD /H&59A B9 e BGEFRH advanced gastric cancer; multicenter randomized phase 3 study
A&A F2T weule 57 20, AESEA Bty

Ash: 482 2 870 2231

o2 482 2 831 2826
Patient Demographics

e-mail: hmoischoi@hanmail .net

Personal Details

clag D, BD /8FAERGTIE WA P Patient D

A7) % A BeT 72 1732 82, Edadigugg Patient StudyID -

sk 482 31 787 7037 Patient Initials —_ ______eg) Hong Gil-Dong > H. G.D.
P2 482 31 713 5132 Nntn o€ Dicen ' f ansmnannnn
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© Subject enrollment

@ Subject enrollment : Side tabOil /X[t T 2N E 9| Subject enrollment & 3| 7ts

ZF CHAFK} HH = =
@ 4 XA & Status 22| 7ts
Status of Subject Enroliment
|:|:| L E x - — : ) Subject ID Status RGer=75 RSZST
@ StatUS I:H APX'— ra h _I_gl 7|' Protocol ‘39;";7“‘:' i'si 8bIne < 75, ECOGPS 0-1, 5FU
= o o 1 o 101-001 Age < 75,ECOG PS 0-1, 5-FU Aqn:;s'sco)os-sz SFU ()
: (571%)
. s 101-002 Age < 75, ECOG PS 0-1, 5FU
Age <75 G PS 0-1,5-FU
—t | -t
H CHAMRE 512t tgble 23| 7=
@ Status = H o |- L (=) a e _I_g [=) 128028 Age < 75, ECOG PS 0-1, 5FU s
Age < 75, EC PS0-1,5FU G
128-040 Age < 75,ECOG PS 0-1, 5-FU
128-041 Age < 75, ECOG PS 0-1, 5-FU
L 128-044 Age < 75,ECOG PS 0-1, 5-FU
Age < 75, ECOG PS 0-1, 5-FU :‘79:2‘;)5'“"5’5”5"
‘Tumor Response 142-005 Age < 75, ECOG PS 0-1, 5-FU
193-001 Age < 75,ECOG PS 0-1, 5-FU
Data Warehou: iAge < 75,ECOG PS 2. 5FU
H26-001 Age <75, ECOG PS 0-1, 5-FU ig)
128-003 Age < 75, ECOG PS 0-1, Capecitabine S ANEES d
o Age >= 75,ECOG PS 0-1, 57U
128-008 Age <75, ECOG PS 0-1, Capecitabine (1429%)
128-010 Age <75, ECOG PS 0-1
128012 Age < 75,ECOG PS 0-1
128-013 Age <75, ECOG PS 0-1, Capecitabine @
Status Total Number of Subject Number of Subject Percentage (%
128-014 Age < 75, ECOG PS 0-1, Capecitabine
Age <75 & ECOG PS 0-1 & 5FU 105 12 1143
Age < 75,ECOG PS 0-1
Age < 75 & ECOG PS 0-1 & Capecitabine 105 15 1429
Age < 75, ECOG PS 0-1, Capecitabine
Age <75 & ECOG PS 0-1 & S-1 105 8 7.62
Age < 75, ECOG PS 0-1, Capecitabine
Age < 75 & ECOG PS 2 & 5-FU 105 7 6.67
-1, Capecitabine
Age < 75 & ECOG PS 105 2 1.90
42-003 Capecitabine
Age<75&ECOG PS2&S-1 105 1 095
142-004 Capecitabine
Age & ECOG PS 0-1 & 5-FU 105 15 1429
Age < 75, ECOG PS 0-1, Capecitabine
Age >=75 & ECOG PS 0-1 & Capecitabine 105 14 1333
206-001 Age < 75, ECOG PS 0-1, Capecitabine
Age 75 & ECOG PS 0-1 & S1 105 18 17.14
210-001 Age < 75, ECOG PS 0-1, Capecitabine
Age >=75 & ECOG PS 2 & 5FU 105 6 57
129-004 Age < 75, ECOG PS 0-1,S1
Age >= 75 & ECOG PS 2 & Capecit 105 4 381
140-002 Age < 75,ECOG PS 01,51
Age>=75XECOG PS2&S1 105 3 2.86
140-003 Age < 75,ECOG PS 0-1,S1
»
140-005 Age <75,ECOG PS 01,51
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© Lab Test

@ Lab Test : Side tab0fl 2Ix[¢t NI /0|22 M A|, MEHSH T2 ® E 0| Laboratory test Z1t X8| 7}

or

Zt CH & R}y Visit & Lab test &3] 7ts

@
3 Lab test ZF/CH&XE MEH 74S (Of: Hemoglobin, RBC, WBC &)
®@

or

QO A MEUSE T &M XFO| Al 23t &l Lab test Z21F 5! Normality (Normal, Abnormal (CS/NCS)) 21t = 3| 7}

(]

Trial o—
Informatics

Filtered by

@ Hematology (Hemoglobin)
Information Hematology: e Normal e« Abnormal (NCS) e Abnormal (CS)
14 Cc2D1
Protocol @ Hemoglobin Subject ID: 101-002
Test date: 2014-10-17
Subject ID:
Subject enroliment 13 @ Hemoglobin: 12.5 (Abnormal (NCS))
101-002 v
@
¥V LabTest > . e .
> s . o
»  LABTest (Visit) s
e .
1
Bs Adverse Event
10
A Subgroup Analysis < Baseline C2D1 C3D1 C4D1 CsD1 C6D1 C7D1 Cc8D1 C9D1 EOT
VISIT

Tumor Response <
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© Lab Test
® 2 CHAXH E Total Lab test 23| 7ts

® Lab test 3F2| F7l/MH7t 7tsotH F7H/H A0 et MA|ZES 2 lab testl| SF77F HEE. Lab test®| normality= M2 718 7ts.
=M (Normal), Ifgt¥ (Abnormal, Non-clinically significant), 7t (Abnormal, Clinically significant)

@ M4zt lab test 20t 18 22 N 7ts

osmmye | OFO| 2 28] A, Lab test Z1t2| 7| =& A i

Trial —
Informatics

—

e ———
Filtered by Laboratory test results

Information

Hematology 0 Summary table O Save Image

Laboratory test result (Hematology)

Protocol K
Subject ID
=Normal = Abnormal (NCS) = Abnormal (CS) @

101-002 - 12k
Subject enroliment [ ]

@ Items 10k

4 items selected

c e 8k
LAB Test (Total) °

SV labTest

Normality
% =2 6k
2 Adverse Event 3 items selected - K
Ao Anahrais Visit 4k
A Subgroup Analysis Ish @ Subject ID: 101-002
Visit: C3D1
. ®| ANC:1413
EajiiEmasclenies Normality: Abnormal (CS)
Tumor Response 2k L
()
Data Warehouse Reset all 0

ANC Hemoglobin Platelet WBC (Total)
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© Adverse Event

@ Adverse Event: Side tab0]| 2| X|st OIO|2& MEH# A|, Adverse Event A|Ztst A1t 3| 7ts

@ Zf AL O] BHE B2 Arm, SAE 2, 5 & (severity), 0|4 12 Z1t 52 filtering 7|52 S8l =3 7ts
3 Q@O|A MEHSE LA AFO| Adverse Event 21} 22| 7t&

@ =cn OFO|E ZE Al A3} =l AUME PNG, IPG EE= POF LY E M 7t

’

= Export

Adverse Event Distribution @

Export to PNG

Severity: MGrade4 [ Grade$

Exportto JPG

Export to FDF

cosoo § oo f socoo § oo § oo 3

g
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© Subgroup Analysis

@ Subgroup Analysis: Side tab0l ¢|X|st OtO|2& ME A, Subgroup analysis 7t

@ Subgroup analysis= Single-Arm, Multi-Arm2 2 M &} 7SS, Single-Arm MEH A|, Bt= 59| BMMA 2 M(exploratory analysis)O| 7ts

® =AM StIX} 5= Arme| 0|E2 ™M sie arm2| PFS, OS, 24 table %, Patterns of Disease Progression According to RECIST 1.17} 7%,

@ Sidebar?| filter 7| s0f| e} CFY o HEF2| subgroup analysis?t 7ot AAZIC 2 M A7t ==&,

- —

® Sidebar StEHO| Including Not Applicable case(s) - - — )

M A, 5 WIS AWSHR| &2 cfaxte &b -
202 N 2| tumor sizel| H3IE =HSI0 -
tumor size #3210 [ CH& At 240| 75 \ S
® L

Filtered by @ - . T eethonn
@ Input an arm name: =

single ‘ = ov ml):urv’:v:{ (u:)

@ M Including Not Applicable case(s) Time in months

% Change from Baseline: : )

ths
[100%] [100%] i ¥ Subgroup Analysis Table

— T son cor | | v || ome
-100 -B00 50 -40 -20 1] 20 40 60 a0 100
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© Subgroup Analysis
® Multi-Arm HE} Al = 59| Hlu 40| 75,

® =AM 51X St= AHM Armt FHE] Arm2| 0|52 Y &SI s arm2| PFS, OS, &4 table ¥, Patterns of Disease Progression According
to RECIST 1.10] At522 7191,

@ Sidebar?| filter 7| &0 2t & I-52| H| W £4(0fl, Male vs. Female === M| CHAXF & 70 M| 0|4 vs. 70M| 0|2 5)0| 7t58t0 MA|ZtS 2
24 47t ==4E.

za-l\
S'debar -OL|-E|-0-I| InCIUd|ng NOt Appllcable Case(S) - Filtered by @ Progression-free survival (PFS)
A—i EH A| Z=QF WIIE A|MSHK| &2 CHAMKI= K} » B ke + romae
o= 7(1|52| Z|H tumor sizeQ| BiSIE XS]
tumor size Hotof| M2 A =40 7ts —_—"
© Filtered by o) - - -
Input a first arm name: -
Male i
— ,
. . Filtered by :
B Including Mot Applicable case(s) 50.
Input a second arm name: 7001 Desth Evere
% Change from Baseline: | 1/ N  Ccovemese oo 2 b
Female o .
[-100%] [100%] - s
... S— me inm
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© Subgroup Analysis

© Raw Data ME A|, Subgroup Analysis Raw DatasetO| tableZ2 T+ &.

Data table2 Copy?l 7tS5tH, csv EE= excel FEHS| MUZ CHREET} 7Hs5I0 2 H|0|HE &l AT+A7L 2 84 E A
@ | pataspecification | OFO| = Z &l A|, Subgroup Analysis Raw Dataset2| metadataZE pdf T2 CIRZET} 7Hs.

Informatics

Subgroup Analysis Dataset

Information

Protocol @ Data Specification

Subject enroliment

"/\, Trial Informatics

I LabTest Study.Number Study.Protocol.Number No. Subject.Number Age Sex Phase Tumor.Site Tumor.Type
10 ST13.10 1 101-001 7 Male 3 Stomach Adenocarcinoma
A
10 ST13.10 2 101-002 73 Male 3 Stomach Adenocarcinoma V; o8 formatics
1.1 Tumor Response Specification
10 ST13.10 3 101-003 79 Male 3 Stomach Adenocarcinoma
Raw Data No. Varisble Name Variable Label
' Stucy Number Study Number 050,234
oo 10 ST13.10 4 101-004 75 Male 3 Stomach Adenocarcinoma
G 2 ‘Study Protocol Number Study Protocol Number ©g.8T1310
10 ST13.10 5 103-001 79 Female 3 Stomach Adenocarcinoma - - 3 No. o €0.1,23,4
Data Warehouse
0. K401
10 ST13.10 6 103-002 76 Male 3 Stomach Adenocarcinoma
eg.45,5472
10 ST13.10 il 103-003 80 Male 3 Stomach Adenocarcinoma g 1,218
10 ST13_10 8 103-004 77 Male 3 Stomach  Adenocarcinoma i
.5, Lung, Head and neck
10 ST13.10 9 128002 76 Male 3 Stomach  Adenocarcinoma e
5. EXP, 08S
10 ST13_10 10 128-003 7 Female 3 Stomach Adenocarcinoma T = Protocol No. STI3-10
A 019102 0 B0t
=\ Trial Informatics N:\“ ey Heing)




4) Analysis (Interactive Visual Analytics)

© Tumor Response

@ Tumor Response: Side tabOi| |X|$t OO|2& ME A, Y TW7L2| Tumor Response 21t £3|7t 7ts.

@ Waterfall Plot <154 A, A T & Xt2| Waterfall plot 2|7} 7FsotH, Zf S0 Bt A5 A& Al oS B AH2| Tumor response 2147 784,

Fl\, Trial Informatics

® Arm, Age, Best Overall Response E £ filtering 7| s2 && 7ts3HH = Export O}O|2 MEH A|, filtering &l J2jZO| CHRZET} 7ts.

Trial o—
Informatics
Filtered by
@ Subject ID:
All -

Arm:

ARM A (Combination therapy)
ARM B (Monotherapy)

Age:
7075
76-80
81-85
86-90

I Tumor Response

»  Waterfall Plot e

Male
Female

Best Overall Response:

@ CR
@ PR
@ SO
@ PD
® NE

Reset all

Changes in Target lesions from Baseline (%)

Tumor Change (%) from Baseline in the Sum of Longest Diameters for Target Lesions over Time @ = eoort
on Treatment for All Subjects

Best Overall Response: W Partial Response M Stable Disease W Progressive Disease [l Not Evaluable

= Export

Exportto PNG

Exportto JPG

Exportto PDF

Subject ID: 206-001 A A

Arm: ARM A (Combination therapy)
BOR: CR
Tumor Change: -81.58 %

ww.trialinformatics.com
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© Tumor Response
® Spider Plot MEH A|, K| C{AXF2| Spider plot Z2|7} 7H5 51, 2t BfTHO| OFR A S MEH A, T CHAKFS| Tumor response ZIk7F 7.
® Arm, Age, Best Overall Response H £ filtering 7|52 X8 758t = Export OFO|2 MEH A| filtering & J2fZ | CHREE 7} 7hs.

Trial o—
Informatics

Filtered by
Information @
Subject ID: A 3 2 s 3
Tumor Change (%) from Baseline in the Sum of Longest Diameters for Target Lesions over Time @ = oot
Protocol Al - on Treatment for All Subjects
Best Overall Response: M Partial Response W Stable Disease Wl Progressive Disease Il Not Evaluable —
Subject enroliment Arm: 5 —
120 == Export
ARM A (Combination therapy)
¥ LabTest ARM B (Monotherapy) 100 : E);p:.r. to PG
@ Subject ID: 140-015
Age: - -
2 Adverse Event WL
verseven 80 | Arm: ARM A (Combination therapy) E):F rto JPG
7075 BOR: PD
) 76-80 Visit Response: PD Export to PDF
A Subgroup Analysis 8185 o 60 | Tumor Change: 41.67 % °
M ~ S Time from BL: 1.67 months
86-90 =
Tumor Response % 40 d
¥ Sex: 8 /
= PD
Spider Plot Male g 20
Female "é
Data Warehouse .09) 0
Best Overall Response: K N —
° ~
CR g 20 -
PR e PR
SD n;)
PD g
NE 2
(3]
-60
-80
-100
120
0 1 2 3 4 5 6 7 8 9 10 1 12 13 14 15 16 17 18 19 20 21 22 23
Reset all Time since Treatment initiation (months)
www_trialinformatics.com
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