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Project Summary

Web-based clinical trial management system:

Title of Project i
1tle ot rrojec Infrastructure and operation II

Key Words clinical trial, web-based data management system

Project Leader Byung-Ho Nam

Associated Company

© Purpose:
To facilitate and conduct multi-center clinical trials efficiently and scientifically through
building and operating an advanced web-based clinical trial management system.

© Goal for the year:

Through operating web-based clinical trial management system:

(1) Coordinate new clinical trials for cooperative multi-center research
(2) Coordinate existing clinical trials for data validation and analysis
(3) Enhance quality control of clinical trials

© The contents and approach of the project
(1) Build infrastructure of the web-based clinical trial management system
(2) Manage new clinical trials for both single-center and multi-center research through
web-based clinical trial management system
- build infrastructure for data management and statistical analysis for each research
a. support protocol development: support protocol design, eCRF, subjects selection
b. support clinical trials performance: randomization, data verification
c. system management: build and manage data base, develop eCRF, operate and
control server
- Provide training program: education program for each research and online training
program for eVelos user (e-Learning): Korean/English
(3) Coordinate existing clinical trials for data validation and analysis through web-based
clinical trial management system
- data validation: send reports regarding errors related to system and eCRF and current
status for each research
- quarterly report for each research: monthly enrollment status, details of the research
progress
- data analysis: analysis of results, write progress reports, interpret interim/final analysis
(4) Quality Control
(5) Develop customized platform for clinical trials and cancer control research, multi-center
clinical trials through Korea Cancer Study Group
(6) Upgrade web-based clinical management system for user-friendly environment.




© Project Results
* Quantitative:
- New clinical trials management (42 cases/30 cases) - 140%
- Verification and analysis of existing clinical trials (60 cases/63 cases) - 95%
- Educational programs for eVelos system (protocols: 3cases involving 102 people,
e-Learning: 33 cases involving 659 people) - 123%
- The eVelos system Workshop (1 case)
- Quality control operation for clinical trials (2cases, total 20 times) — 100%
* Qualitative:
- Increased capacity of National Cancer Center in conducting clinical trials
- Played central role in managing cooperative multi-center clinical trials in Korea
- Upgraded web-based clinical management system for user-friendly environment.
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il ~Il laboratory testz should be conducted within 7 days prior to the start of study drug administragion.

If the laboratory tests were done in other hospitzl, please senc the normal range to data management team by fax:
Fleasze record the datz of test o= performed date, but if each it=m i= performed at tve other date, enter the date

| cn the next of each it=m.

| "Unit’ of each site should be checked and recorded accurately.

{( Date of Tests ,—
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o BE AL AFHY A 1 F80F FEF Frhsm 9k Repolrh B, A2 ¢ wa
AR % % At AL F APANP FoAol RN D JPNY TRES ALn B 55
o Rt W) FeiHel wek 9 dole wele E&H were] a7H I g

A3 Bl AE Fol FANEAET BR dold FH ©wHS Fudm tolw JPAY
lolel & AAten Qs muHd s/ 9% weem W/ QRATR s

AANEHE A=, 2ulE dolH

)

aen @ ggaT PR
g Ax7 =&9 £ ok B gaAdAe 978

#E7F A A god e X A=
AAA TR YA 2dS B3 YA el A (Setup-On going-Closing) #H# WHES
TFAAH 2 SOPs, =4S AlFgstozn Ad4AE dlo]g 9

AA AT =E HolE o] w3
o

Ae PAI D FF

Step 1. Study Setup on web-based system

(1) Process

- Protocol ™ Protocol -Schedule/ > Draft Schedule/ \\\ Set-up S
- Request ~~ Review -~ eCRF Draft_~ Confirm %CRF Set- up/’ Termination

12 8 A A8 Process

AgAl ol gk oF7t oo ZREFE AEE F3] A (Study-specific) €3 Hx=p
Z# 7] & A (Electronic Case Report Form, eCRF) %<& ZA3t. A" dAE, AA
Tl 7154 ks AFA 39 E T At A2y FAS. Al Fodste= AFEAR Al

A AN H: @S A AgGste] AAE Al ZFg)
(2) Strategy

Al2adl Ao Schedules 75 W nysleE F 7HA 84F% dA9 A|ZH(Time Dependent/
Non-Time Dependent) 2 WlE A% (Once/Multiple)©|th. #1221 Schedule T4 A&
1= st 2k dlE 5o $AE AS A2® Aol T5F W A Initial, AuEd F
7] 2 WE—E‘ dEetA Hi=dl, o] ARE AV 2 HAC SAHYGE AAEC] ThsstER
Non-Time Dependent, Once?] ol ¥ 3tA|ZIT}

b M ey

hu

T3 A FE7IEAY AFolE = st xel AAE AHHE AE FH(Data Type:
Number, Text, Date)$ & A (Sequential Data, Conditional Data)¥ & %3 Az 4 3t}
dE o AMY#HE AHAH= A Afdwr d#HE = AHolr] wWlEo| Conditional Data@®
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(3) Schedule Structure Strategy

. Fred. Time Dependent Non-Time Dependent
Time
Once Eligibility Evaluation, Demographic---
Treatment Termination:---
Multiple Study Drug, Concomitant Medication,
Vital Signs--- Adverse Event:---

@ Once : Only one observation per patient
@ Multiple-Time dependent

. One observation per scheduled visit
® Multiple-Non-Time Dependent

. Multiple observations per patient

(4) eCRF Structure Strategy

List
Components
Add
() a Componen

. Modify
a Componen :
\ Delete
a Componen
Copy
a Componen

13 9. eCRF Structure Strategy

_As Protocal

Cultiple Choice
Sequential

Corditional

Jser-Dependent

N

(5) Security Strategy

User Read-Only User Data Manager
Demographic r+w R R
CRF r+w R R
User-Dependent Data Set R X R
Query r X R+W

¥r - read data from the same center, w - edit data from the same center,

R - read data from all centers, W - edit data from all centers, X - no access

_13_
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(6) Standard Operating Procedure (SOPs)

AT A AR A AERES deld 9 o
ANsT  Azglel  QwAd  Ag, Zzed

2 A A (SOPs)E #H/dato] g3t

T2 =017l s A
i

=]
=
AAREAGd]  we ol

Step 2. On-going

(1) Process

Check Mm

™ Electronic
Resolved

Data Collection

Notify L] . . N Data
| Extraction

Check {

..
Error/Missing Data

Analysis

19 10 Data Query Process

Q71 AT R AL Q@ deleE AN 27 bseE, B 2L 9@
dolEE WER ¥ Ba glo] Asht
E -

e (4. Excel, Word, Linear, SAS)Z T}z = W&
Hol A= deolHE 2= wrol SAS, STATAS
slo] EASta o/ LA Al B VIEHAd Query:E TEHST 7T

& el
i HelE e Ao gdRHJA=AE FAQletal 2¥EA BE FF QueryE

(2) Check Error/Missing: DM Master File

Query Type AA W& Query

1.Form Missing 1-1.Form Missing CRF7} w24 =HA5Yh CRF= W57 g5 %
27 ojulel $xstojof gyt CRF #d vl

_14_




5.Screening 5-1.Lab Values Laboratory Valuese =
of Fstoof Pt
window& Hojuy g

Aol WS At W@ 3] 7

10.Study Drug 10-4.BSA 10% Weight Loss”7} @A slA] &+ o] Baselined
BSAE AR&3tojof Furt dlolg Agd & 4
v U o},

dole o7 &4 Aldde 23] dAAdS FA87] fdll LFEHFE # Query ListE
AE % dole B A (DM Master File)S Aogth. vlole o] ¢, oy Ad &4 &
AL ¢ A= AE APl Aolstal, Al Query A Aol 4 AAE SA ] Al o] E

g Aol Ao E Querys A -&3dto] TETTH

Step 3. Closing Study

Data Data Data

Cleaning Locking Extraction Analysis Reporting

a3 11 FA4 =5 Process

AF7Izke] FRHW 74 Ve delHE A%stel dI wWL wdsHn A=
AR RS Hlaste] Y o FE HASE Data Cleaning 4 S 713d &

o] Aol EHis 2 Data Locking Aeldt, wug dolg A3 zy Zazaods
AAgste] HAE Ao e HIuXNE ZA S

=
A YAFATHIAN2GE BG dold wpeln dold £y F owme F7 AT glol
delele] AFYL FAT F A FHol Aok vk vg AY L dolE 4 FFL el
st wd mRAL wyelda B 4 glvh olEd AsHE 08w oy whd WWe
EESFoEN FF YL 0§ APANG doly Bel AR AL AN} o2 Fa) v
A7l dolE 4 PAE 2 AFe F Ao suHe A%Hdon L9 Aast Ao
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4. AT L FESHE

(1) -4

Zh, =l R =4 AEgeA =8 AA R AA

B A 2} NEpe Year; 22 | o gAm 5
=i (Xix]_:'l%l)) A9 (LF.) Vol(No):Page T A I A 5
Phase II Study of Concurrent ournal of

Transarterial Chemoembolization and _ }{ evatolo 2012;56(6): =9 o] 0t
Sorafenib for Patients with nresetable patology. 133671342 SCI wE
Hepatocellular Carcinoma (9.264)

S-1 plus oxaliplatin versus

capecitabine plus oxaliplatin for The lancet

first-line treatment of patients with ~ oncolo 2012; 13(1D): | =9 o) 0.4
metastatic colorectal cancer: a gy 112571132 SCI AE
randomised, non-inferiority phase 3 (25.117)

trial

Oxaliplatin, fl vorouracil, and

leucovorin versus fl uorouracil and

leucovorin as adjuvant chemotherapy The lancet 2014; 15(11): | =9

for locally advanced rectal cancer after oncology - SCI S5t
preoperative chemoradiotherapy (24.795) 124571253

(ADORE): an open-label, multicentre,

phase 2, randomised controlled trial

+ Methodoll web-based clinical research management platform(Velos Inc, Fremont, CA, USA) & Velos
system of the National Cancer Centre, South Korea® ™ 7] %

U I 2 A gt 2R

A= 234 SERER Aq | 487
_ U AT AAA =
S B3 oAbl flole] A )| QA4S T i} 1210120
eVelos System ST dlold 2] 5] 2 B2 o8 9 24(2012) =
eVelos System &9 At 2 On-line 2% A% | Y¥ 35 Velos Annual Meeting(2014) 9] 1210120

o 718 A7

D 4719 AT HYA S T3 A dAITF 9
<E4> A AA 9 A

4= 2007 | 2008 | 2009 | 2010 | 2011 | 2012 | 2013 | 2014.9
At A (A) 1 11 | 26 | 20 | 12 | 17 | 16 9
THIA 5 (B) - 12 | 38 | 58 | 70 | 87 | 103 112
FEAA 5 (O - - 2 2 14 | 11 10 13
AA 9 AA
. 1 12 | 36 | 54 | 52 | 58 | 64 60
= (B)-((C)-FHFA)
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<E5> 2014 Al F A d3F

971)

T2

Randomi Phase

zed

# of Center

Saérirgéle Enrolled

T GrBFEdEaAT
Gastric Cancer

Multiple Myeloma
Colorectal Cancer

Gastric Cancer

Gastric Cancer

Geriatrics

Breast Cancer

ZZ <2

I
I
I
N/A
I
N/A
N/A

49
9
15
7
17
10
10

1,880
47
110

11,000 343
332 21
200 99

1,000 426

[epIENINe)

T dd71#IAFET
Oral/Head & Neck Cancer

Z

I

1

36 0

A AFAIFET
Lung/Breast/Colorectal/

Gastric Cancer

I

424 21

e

B4 3

FBL

<HE6> FH T 2 @8

)

TE

Randomized Phase

# of Center Sample Size

T GBI FILIT
Cervical Cancer

Breast Cancer

Thyroid Cancer

Breast Cancer

Breast Cancer

Colorectal Cancer

KZ K2

I
I
I
II
N/A
il

409
132
556
112
120,000
1,008

S 2aNEgdBET

Liver Cancer

=<

I

60

A AFAIFAT

Pancreatic Cancer

II

48

@ f71 e TFEYA =

=]
=
<ET> 20079720144 9¥ X8 7 A

] o
=

5% 71E 89449 29
AL(514)

. # of Sample Enroll System
T Randomized Phase )
Center Size ed Open

FA AN BFTEFLEAE

Cervical Cancer Y I 10 590 131 2012-04-26
S gr7assd AN E

Brain Tumor Y II 15 104 83 2012-02-17
Brain Tumor N I 6 52 8 2012-09-03
Brain Tumor N I 10 39 13 2013-09-27
Brain Tumor N N/A 19 500 31 2013-07-29
Breast Cancer Y 1 10 222 197 2011-06-07
Breast Cancer Y I 9 150 94 2012-07-24
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Breast Cancer Y /I 5 122 10 2013-08-14
Breast Cancer Y 11 20 a7 768 2010-06-04
Colon Cancer Y N/A 16 2,000 1918 2010-04-19
Colon Cancer N N/A 10 5,000 2,712 2012-10-19
Colon Cancer Y I 19 2,660 1,535  2010-08-30
Colorectal Cancer Y 1 26 480 32 2013-07-15
Colorectal Cancer N N/A 20 7,500 793 2012-12-07
Colorectal Cancer N N/A 32 500 228 2013-02-06
Gastric Cancer Y 11 6 394 130 2009-09-11
Gastric Cancer Y I 9 204 204 2010-06-17
Gastric Cancer N I 3 220 108 2012-04-13
Gastric Cancer Y I 12 292 50 2012-08-01
Gastric Cancer Y I 10 338 337 2012-09-24
Gastric Cancer Y I 6 450 295 2012-12-21
Gastric Cancer Y 10 14 225 1 2013-02-21
Gastric Cancer Y I 12 238 201 2013-03-27
Gastric Cancer Y 1 12 580 178 2013-03-27
Gastric Cancer N I 7 55 55 2011-11-02
Gastric Cancer N N/A 10 1,158 1,061  2010-05-12
Liver Cancer Y I 2 36 45 2009-05-19
Liver Cancer Y I 5 338 182 2013-01-31
Lung Cancer N I/11 2 68 41 2008-10-07
Lung Cancer Y I 9 176 100 2010-09-15
Lung Cancer Y I 2 95 53 2010-11-05
Lung Cancer Y III - 274 176 2010-01-07
Nasopharynx N N/A 3 116 105 2010-11-15
Pediatric N N/A 11 1,000 567 2012-06-25
Pediatric ALL N N/A 14 104 135 2009-02-27
Rectal Cancer Y I 1 200 143 2012-02-21
Rectal Cancer Y I 6 310 320 2008-09-30
Stomach Cancer Y I 7 870 57 2013-07-31
Stomach Cancer Y I 1 286 31 2013-10-02
AW EFALRA A

Cholangiocarcinoma N II 1 72 72 2010-01-13
Colon Cancer Y I 1 236 236 2013-12-16
Liver Cancer Y I 1 144 44 2013-12-04
Lung Cancer Y I 1 212 59 2008-03-14
Lung Cancer Y I 1 284 283 2009-02-25
Lung Cancer N /11 1 61 53 2010-06-21
Lung Cancer Y I 1 192 43 2011-06-23
Lung Cancer N I 1 52 24 2011-10-26

_18_



Lung Cancer N I 1 26 5 2011-11-04
Lung Cancer Y I 1 162 74 2012-04-20
PancreatoBiliary Cancer Y III 1 288 181 2012-04-20
PancreatoBiliary Cancer Y N/A 1 168 11 2013-08-20
<3E8> 20071720149 99 FE A #8H(565271)
. #of Sample Enroll System
T Randomized Phase )
Center Size ed Open

FARN BT FAEAE

Gastric Cancer Y I 13 622 623 2009-02-11
Gastric Cancer Y I 16 194 195 2010-11-18
TG #ITFEIAE

Brain Tumor N I 19 32 14 2010-09-29
Breast and Prostate Cancer Y 1 6 126 67 2009-07-06
Breast Cancer Y III 6 1,510 26 2011-02-09
Breast Cancer Y I 12 69 61 2010-06-03
Breast Cancer Y III 15 1,233 8 2011-04-27
Breast Cancer N /11 1 46 46 2009-09-14
Breast Cancer N I 5 410 66 2013-04-19
Cardiovascular disease Y III 10 2,062 150 2009-05-07
Cervical Cancer Y N/A 3 20,000 6,484  2008-02-22
Cervical Cancer N N/A 9 1,000 998 2009-05-29
Colorectal Cancer Y 1 11 344 344 2008-07-14
Colorectal Cancer N N/A 4 1,000 883 2009-04-28
Dementia Y N/A 1 150 42 2009-04-29
Gastric Cancer Y I 3 130 130 2008-03-31
Gastric Cancer N N/A 12 640 621 2010-12-29
Gastric Cancer N N/A 4 700 101 2011-06-28
Gastric Cancer Y I 4 144 72 2008-11-03
Gastric Cancer Y N/A 5 438 33 2013-03-13
Head & Neck Cancer Y I 11 96 9 2008-12-10
Head & Neck Cancer Y I 5 92 92 2008-03-26
Hospice N N/A 30 2,500 3,899  2008-03-24
Hospice N N/A 34 5,000 6,096  2009-04-06
Hospice N N/A 35 5,000 7,083  2009-12-28
Hospice N N/A 34 5,000 7495  2011-02-24
Hospice N N/A 34 5,000 8,109  2012-02-22
Liver Cancer N I 20 93 36 2009-04-30
Liver Cancer N I 40 3 2010-09-29
Lung Cancer N I/1I 2 48 49 2009-07-31
Lung Cancer Y III 105 105 2009-11-30
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Lung Cancer Y III 4 242 4 2009-08-17
Lung Cancer Y 1I 17 120 10 2011-02-25
Lung Cancer Y II 14 98 98 2009-12-24
ovarian, fallopian tube, and

. ) Y I 9 314 9 2010-04-26
primary peritoneal cancer
Pediatric & Adolescent N N/A 11 145 152 2010-06-03
Pediatric ALL N N/A 6 36 39 2009-02-27
Pediatric ALL N N/A 6 39 36 2009-02-27
Rectal Cancer Y III 8 1,160 5 2009-04-14
Vocal Cancer Y I 19 282 166 2010-08-02
LRI FALZ A
Breast Cancer N /11 1 58 15 2009-04-06
Breast Cancer N I 1 18 13 2009-05-04
Cancer Pain Management N N/A 1 25 25 2010-01-19
Cervical Cancer N N/A 1 134 128 2008-11-14
Colon Cancer Y I 1 194 197 2012-06-18
Colorectal Cancer N I 1 62 16 2009-08-21
Gastric Cancer Y N/A 1 148 129 2009-06-29
Liver Cancer N I 1 50 50 2009-07-22
Lung Cancer N I 1 42 25 2008-03-18
Lung Cancer Y II 1 84 4 2011-07-07
Pancreatic Cancer Y I 1 67 67 2011-11-18
Rectal Cancer Y I 1 32 2 2012-05-10

AgAe B e HAE

e-Learning ¥4 %

AAE AFEA R A wE ATS A5 229

=29l 73} (e-Learning 1l

o HAAS =RFQ0109 7 At

)o.= o A = of

+FHL )

ol
- A WS F(1Day w5)2 obef ®eF 2o F 650" el RS F(2012d o] F- 1029

‘J:ﬁ‘

A5 5594 FEad A5 ugdA  F=ad
14} 2007/11/02 13 ™ 202F 2009/04/24 25
22} 2008/01/11 18 ™ 212k 2009/05/22 19 9
32t 2008/02/13 17 3 22} 2009/05/27 14 9
A=} 2008/03/12 32 4 232k 2009/06/24 11 4
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52t 2008/04/16 13 4 2474 2009/07/17 54
62t 2008/05/28 21 257} 2009/09/16 29 1
72} 2008/08/27 6 3 264t 2010/02/18 19 4
82t 2008/09/24 12 4 27} 2010/03/26 8 13
92} 2008/10/01 8 3 284F 2010/04/16 14 3
102k 2008/10/29 10 9 29} 2010/06/01 24
112k 2008/11/26 14 9 30} 2010/06/11 8 13
122k 2008/12/17 15 9 314 2010/09/01 17 9
134} 2009/01/20 29 32} 2010/10/01 11 4
14} 2009/01/21 13 9 334 2011/02/14 324
15} 2009/02/11 12 =3 342F 2011/04/29 17
162k 2009/02/13 17 9 35} 2011/08/26 13 3
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Study Number: T13000
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Blood Pressure {Systolic/Diastolic} (mmHag) ]1 16 4 ]TU
Pulse Rate (bpm)* 1?5
Body Temperature (C}**
System-generated Queries for Form Field Validations
Field Name E::Eh::d Ua“d;'.:&n far Response’ Query Status” Cemments
Pleaze SIO data
Bod enter data " -
il in all Data being researched ¥ | Closed v
P mandatory <
fields.
Characters Alloved; 3333

13 21. Data Management: H|°|H A% #FaA A= 34

N

® Reporting
- Report Central: AM82F7F 3t F2 dolH - &2 5A @ HA s dAst
o 23T 4 9da, 28 A Aoy Y= MR dERE JHed

- Report Generator: 93t FHE eCRF Hlo]H = AAs1 &=zt 7153
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Sele dad Filters: [Date Range:ALL] [Organlzal_mn‘T_ES‘l‘}[S‘tudyi:N_L]

Total Matching Rows: 1

‘ Organization ‘ }—mﬁ“' ‘ Total Enrolled Tota.lscreemd| ﬁ:ﬁ: ‘ # Active ‘ #1In Folloveup ‘ #Off Study i#()ﬁ’{reamﬂ
| Study Number: T13000 National Sample Size: 176

|TEST |0s10212013 8 0 H 4 |4 0 o

[Sub Total: I B o fi 4 & o o

(Grand Tota: I 8 o i 4 “ o o

19 22. Data Extraction > Report Central: Study Enrollment 3}¥

@ Manage CRF/Query

24 ¥ CRFZ Form Status/Query Statusel wa} %38}, Query WA/312 dAsS &

o] o
=

PN
TR

Dashboard Views: Form Queries

Availabie Filters:

Date Filter: Additional Filtars:
Select Study " Tl
@ Al ) Year ) Month ) Date Range Sefect Patient 201-002
(Al Select Query Status * Open v
Select Form Query Creator © ALL -

Dowinioad the mk@ . _

Selected Filter(s ). [Date Range:ALL] [Formi/Query Status:Open][Patient:201-002){Study. T13000]Form Query CreatorALL]
Total Matching Rows: 1

‘ Query ID ‘ Study Number Site Name | Patient Study ID ‘ Visit Event Form Name: Field Name
) | Vital Signs & Physical View
63 T13000 GCCK 1201-002 Baseline Examination HeightWeight ol
: A arm
| (Baseling) S
Created by:Maritoring Han

Date:07/31/2013 18:33:30

29 23. Data Extraction > Manage Query/CRF: Form Queries %3] 34
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