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Background




Imaging in Clinical Trials

Increasing use of imaging data in multi-national/center cancer trials

* Imaging biomarkers as primary endpoints in the trial

 RECIST1.1/iRECIST* are most commonly used imaging response criteria

2000

2007

2011

2018

Imaging
technique

Image standardization

Clinical trial
imaging

Development of MDCT
Advance in MRI/PET

(CIP) inthe NCI

Cancer Imaging Program Pharmaceutical Industry, CRO, FDA,

and Allied Working Groups

QIBA,
QIN

FDA Guidance for Industry
-2011: Initial draft

RECIST 1.0 (2000)

cdisc

RECIST 1.1 (2009) Report of Task Force 11

-2015: Revised draft
-2018: Guidance

Clinical Trial Imaging
Endpoint Process
Standards

Guidance for Industry

History of clinical trial imaging (M. Nishino (ed.) “Therapy Response Imaging In Oncology” Springer)




" Imaging in Clinical Trials

Issues in data management of RECIST1.1/iRECIST

* Frequent errors of data input in electronic case report form (eCRF)
.+ Difficulty in transforming eCRF data into Study Data Tabulation Model (SDTM)

Sraggpicy * Requiring a lot of human resources warranting automation
o-'--:'-.-o
: :.g;:f :
oo

* Response Evaluation Criteriain Solid Tumors (RECIST 1.1)
A standard guideline for solid tumor measurement and definitions to provide objective assessment
about change in tumor size in both adult and pediatric oncology clinical trials.

* Immune-Response Evaluation Criteriain Solid Tumors (iIRECIST)
A standard guideline for immune-based therapies/trials.

L
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Central Imaging Core Lab

Specialized institution for imaging endpoints in clinical trials

* Independent imaging service provider for the clinical trial

» Collect medical images, Independent assessment/review

 Increased involvement of imaging core lab

>

L]
el - Image Image Study
Study Start-U Site M t . .

> dy P >> Ite Mianagemen >> Management >> Review >> Closing
Imaging Reviewer Site Imaging Transfer, || Imaging Independent Final Report
Charter & Selection Quialification, || Acquisitio Archivi Quality Image & Data
SOP & and Training n ng Control Review Delivery
development Training

Step-wise operation of clinical trialimaging (M. Nishino (ed.) “Therapy Response Imaging In Oncology” Springer)
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" Clinical Trial Iméaging Management Solution (CTIMS)

"+ Specialized IT solution for imaging management in clinical trials
¢« e+ In amulti-center clinical trial, the CTIMS enables each hospital/site to anonymize and

transfer image data to the central server. CTIMS also enables independent image
o reviewers to view the images and analyze them. In addition, CTIMS can provide many
Hoorons functions to enhance image data management.

; 5! @ Independent Image
S b Reviewer 1
A ' i \ CTIMS system

Hospital/Site PACS
’ Real-time _ Real-time \ Independent Image
d > <—> .
7 Reviewer 2

Hospital/Site PACS
*+  Quality Control \
* Security Management
Long-Term Storage ¢ Independent Image

@ « Data Backup Re\newer 3
s « Imaging case report form (Adjudicator)

C  Hospital/Site PACS 10




Purpose

To develop automation system for
» Verification of inputeCRF data (RECIST 1.1/IRECIST)
« Transformation eCRF data into SDTM dataset

To implement modules in the clinical trial image management system
(CTIMS)

* Improve the capability of CTIMS system to provide high quality of service
and data

L
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Methods

How SDTM Model of RECIST1.1/IRECIST was implemented into
CTIMS




Systematic Review

Study Data Tabulation Model Implementation Guide (SDTMIG v3.3)
« Aguideline for standard clinical trial tabulation datasets

« Special Purpose, Findings, Relationships Class
Tumor/Lesion Identification (TU), Tumor/Lesion Results (TR), Disease Response (RS)

Case Report Tabulation Data Definition Specification(Define.xml)

RECIST 1.1 and iRECIST Guidelines and Worksheet(eCRF)

* Reviewed by two radiologists (H.J.P., J.H.S)

» Detailed rules for image analysis and statistical considerations
* Organized common questions from eCRFs or Worksheets

L
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" Development of Standard-Compliant eCRF

: :*« Question library development for O Fom

.. RECIST 1.1/iRECIST BT I o

: * Based on common standard
guestions for standard-compliant
ﬁﬁﬁ eCRF

=z« Use CDISC Controlled

Terminology - =
» Predefined object identifiers (OIDs) — o
for SDTM Domain Mapping

% decrease in

SoD* from NA
baseline
% increase in SoD* NA
from nadir**
Non-target lesions Presence or Presence or
Presence absenceand = absence an d
exter exte
lesio Yes / Yes /
Other finding:
Radiolog se /PR/PD/ /PR/PD/

oe
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Development of Automatic Verification Module of
eCRF Data

Automatic Verification* Module

* Applied RECST/IRECIST rules as conformity check of input eCRF data
* Rulesto check errors in calculation values of RECIST/IRECIST
« Check missing values or incorrect values

* Source dataverification of the conformity of the datapresentedin CRF

L
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Development of automatic SDTM transformation
module

Defined-XML development
« Adapt CDISC SDTMIG Domain, Structure and Organization
« Mapping process to associate with standard variables

Implementation into the CTIMS

* Optimized CTMS system for image in clinical trial

A web-based system with Java and HTML5 programming languages
 Strict application of regulations for the system (E.g., GAMP, FDA)

L
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Results
SDTM & RECIST1.1/iRECIST in CTIMS




Overall Process

 Aweb-based CTIMS with Java and HTML5 programming languages

Implementation ofthe SDTM Model Process

Standard Data SDTM SDTM
eCRF Design Collection XML Dataset

P - L -
:’. AR <?xml version="1.0" encoding="UTF-
e e e -im -— 8"?>
> <ODM B
P —— v FileOID="NEWTEST“ ODMVersion="132" TU Domaln

if

e T— U 1 <itemGroupDef OID="IG.TR"
Eaimain="TR" Name="TR"

a eating="YES" "SASDataName="
AUtomat|c pose="Tabulation"

Structure="One record per visi Transformation RS Domain

ject per assessor”

) : CreationDateTime="2020-03-

ek SRS i e . e [t i 17T09:22:26" FileType="Snapshot"
New response evaluation criteria in solid tumours: - : - " def:Context="Submission">
Revised RECIST guideline (version 1.1) Z
o - — = </itemGroupDef> TR Domaln
P axe |

Automatic

i

Variables .

Verification

CDASH/SDTM

ODM Format Excel or CSV Format

L]
Cd Isc CDISC 2023 Korea Interchange 18



Overall Process

Standard-compliant eCRF

RECIST & oar

Projecttame  [STUDYID]

SubjectMame [USUBJID]  sanome [TUDATE] Time Point Visht Type Wesk Num
[STUDYID] [USUBJID] [TUDTC & TRDTC & RSDTC]
inerioers [TRGSLD]
ﬂgﬁ?&:ﬁ] (TULAT] [TUDIR]  ren [TRORRES] 1 nespome of Target toion
Laterality  Directionality Totatity Serlen ® . Method o
RICIST 1.1 e 8 RECIST e 8
— = CDISC - [TRGRESP] [ITRGRESP]
Controlled Leesentimm) @000 [RSORRES)
Lot Terminology
T NRORLORE
SDTM Dataset (Normalized)
TU Domain
USUBJID TUSEQ TULOC TUMETHOD TUEVALID VISIT TUDTC
Lung, Right
1201 1 Upper Lobe cT RADIOLOGIST 1 WK12 2018-12-11
Lung, Right 49,
1201 2 Upper Lobe cT RADIOLOGIST 2 WK12 2018-12-11
TR Domain
USUBJID TRSEQ TRTESTCD TRTEST TRORRES TRORRESU
1201 1 LDIAM Longest Diameter 16 mm
1201 2 LDIAM Longest Diameter 19 mm
RS Domain
USUBJID RSSEQ RSTESTCD RSTEST RSCAT RSORRES
1201 1 TRGRESP Target Response RECIST 1.1 SD
1201 2 TRGRESP Target Response iRECIST iSD
1201 3 TRGRESP Target Response RECIST 1.1 PD
1201 4 TRGRESP Target Response iRECIST iUPD

Raw Dataset (Denormalized)

USUBJID | VISIT | READER | TUDATE | TRGOC 1 | TRGSLD | TRGRESP | ITRGRESP
1201 | wkiz.cT R1 2018-12-41 | Lung right 16 ) isD
- upper lobe
1201 | wKkiz.cT R2 20181211 | Lung RUL 19 PD iUPD
RS Define-XML
Datasets
Dataset Description Class Strocture Purpose
| assessment USUBND, RSTESTCO, [ 2t
[ome i o . [t |
SRR
RS (Disease Response and Clin Classification) - FINDINGS Lecation: gt @
Variable ‘Where Condition Label / Description Type Role Length or Controlled Terms or 150 format  Origin / Source / Method / Commant
format
SOV Study identier | Ohar | 1dentifer 20 #rotocol
oomain [y —— O | derstier 2 osgned
UsueD [T — Our | identhier 0 Oedied
Concaternation of STUOVID
Rsseq [ seqvence mumser [ s owrived
pepael




"7 The Standard-Compliant eCRF for RECIST1.1/iRECIST
"+ Question library
« Standard variable annotation & Controlled Terminology
=
o' Project Name [STUDYlD] Subject Name [USUBJ|D] Scan Date Time Point Visit Type Week Num

- : - A& Target Lesion

E [TuLOC] [TULAT] [TUDIR] :t:rtion - [ngfmiiim) = Response of Target Lesion

# Anatomical Location Laterality ~ Directionality Totality Series #  # s Method CecrsT 11 . I —

Lung Sel Select
LINGULA OF THE LUNG CDI SC
LUNG, HILUM / CO ntI‘O ”e d brement(mm) Ho.00
LUNG, LEFT H
LUNG, LEFT LOWER LOBE Termln0|0gy
LUNG, LEFT UPPER LOBE
LUNG, LEFT, INFERICR LOBE, A
LUNG, LEFT, INFERIOR LOBE, L

L]
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Verification Module

Conformity Checklist of RECIST 1.1/iRECIST=-> Verification of input data

in eCRF

| ConformityChecklist |

RECIST /iRECIST =24 H2|

Verification Result

RECIST 1.1 /iRECIST Conformity Checklist

1. Target lesion
- Target lesion indication should not be missed.
« Organ should be defined depending on the response of target lesion indication.

« Method and Measurement must have values if there is/are a valuefvalues in
organ 1~ 5.

« Same values among organ 1 ~ 5 should not be represented.

| 3. New lesion

cdisc

Portion.
Lateralty Directonality Totaity Series# Image# Method
3 v m v SCAN o
Sumof Measusementimmi
Portion or
Laterlty Direciondity Totaity Series# Image# Method
v .
3 v v| | mosw o

Mezsurementimm) &)

|z

CDISC 2023 Korealnterchange
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Question Decomposition by SDTM dataset

Measurementimm) £
input

Mapping Process by XML Aall

TRORRES TRORRESU
(Measurement Result) (Original Units)
mm

Longest Diameter Longest Diameter

TRTEST

(Tumor/Lesion
Assessment Test Name)

L
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Automatic SDTM Transformation Module

SDTM Dataset Example:

USUBJID  VISIT READER TUDATE TRGOC_1 TRGOC_2 TRGOC_3 TRGOC_ 4 TRGOC_5 TRGSLD TRGRESP ITRGRESP

1201  WK12_CT R1 201181'12' Lung RUL 16 SD iSD
1201  WK12_CT R2 201181'12' NE NE

2018-12-| Lung right
11 upper lobe

1201  WK12_CT Adjudicator 16 SD iISD

USUBJID TUSEQ TUNPPER TII_RTDERQN
USUBJID TRSEQ TRTE"™"" ~ ~"77°7  7¢oommrn Toonneon

1201 T RSCAT  RSORRES
1201 1
1201 2 T/ 1201 SP Target Response RECIST 1.1 SD
1201 2
1201 3 T/ 1201 SP Target Response iRECIST iSD
_ 1201 3 D
TU Domain 1201 3 TRGRESP Target Response RECIST 1.1 NE
TR Domain

RS Domain

L]
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Automatic SDTM Transformation Module

Link Code Adaptation
~+.. + Tumor Identification and Tumor Result per subject

CIRRERRRY |
¥ ot TU Domain
USUBJID TUSEQ TULINKID TULOC TUMETHOD VISIT TUDTC
Lung, Right
1201 1 R1-TO1 Upper Lobe CT W12 2018-12-11
1201 2 R2-T02 Lung, Right cT WK12 2018-12-11
Upper Lobe
TR Domain !
USUBJID TRSEQ TRLNKGRP § TRLINKID TRTESTCD TRTEST TRORRES
1201 1 Al R1-TO1 LDIAM Longest Diameter 16
1201 2 Al R2-TO2 LDIAM Longeast Diameter 19
RS Domain
USUBJID RSSEQ RSLNKGRP RSTEST RSCAT RSORRES
1201 1 Al Target Response RECIST 1.1 sD
1201 2 Al Target Response iRECIST isD
ene 1201 3 Al Target Response RECIST 1.1 FD
Cd ISC 1201 4 Al Target Response IRECIST iUPD

24



Inputdatain the eCRF

USUBJID  VISIT READER TUDATE TRGOC_1 TRGSLD TRGRESP ITRGRESP

1201 WK12_CT R1 2018-12-11 tgggr’:gg; 16 SD iSD
1201 WK12_CT R2 2018-12-11 NE NE
—

SDTM datasets

USUBJID TUSEQ TUORRES TUSTRESC TULOC
1201 1 TARGET TARGET LUNG, RIGHT UPPER LOBE
1201 2 TARGET TARGET
TU Domain
USUBJID TRSEQ TRTESTCD TRTEST TRORRES TRORRESU
1201 1 LDIAM Longest Diameter 16 mm
1201 2 LDIAM Longest Diameter
1201 3 LDIAM Longest Diameter 16 mm
TR Domain
USUBJID RSSEQ RSTESTCD RSTEST RSCAT RSORRES
1201 1 TRGRESP Target Response RECIST 1.1 SD
1201 2 TRGRESP Target Response IRECIST iSD
1201 3 TRGRESP Target Response RECIST 1.1 NE

RS Domain



SDTM Dataset Extraction

Previous Actual Dataset Requirement

r of Instruction

E READER | TUDATE | TRGIND TRGOC_1 RGOC_2[TRGOC_3|TRGOC_4 TRGOC_S mm%‘
PSR — =TT e a

TEST SCRM_CT R1 2019-11-2 N Lymph nede mesent]
TEST WK12_CT R2 2020-01-2 Y Lymph node mediastianl 16 sD isD Lymph node perigas,
TEST WK12_CT R1 2020-01-2 N NE NE Lymph nede mesent]
TEST SCRM_CT Adjudicater  2019-10-0 ¥ Lymph nede  paracaval 112 Lymph nede multipl
TEST SCRM_CT R2 2019-10-0 Y Lung right 100 Lung right
TEST SCRM_CT R1 2019-10-0: ¥ Lymph nede  paracaval 112 Lymph nede multipl
TEST WK12_CT R2 2019-12-2 Y Lung right 202 sD isD Lung right
TEST WK12_CT R1 2019-12-2 Y Lymph node paracaval 113 SD iSD Lymph node multipl
TEST WK20_CT R2 2020-02-1 Y Lung right 269 sD isD Lung right
TEST WK20_CT R1 2020-02-1 ¥ Lymph nede  paracaval 126 sD isD Lymph nede multipl
TEST SCRMN_CT Adjudicater  2019-08-2 Y Lung right 223 Lymph node paraca
TEST SCRM_CT R2 2019-08-2 Y Lung right . . Lymph node paraca
TEST SCRN_CT R1 2019-08-2 v JLung RML Su bjeCtIVG Lymph node retrope
TEST WK12_CT Adjudicator  2019-11-0 ¥ | Lung right —— CR iCR Lymph node paraca
TEST WK12_CT R2 2019-11-01 ¥ Lung right Res po nses CR iCR Lymph nede paraca
TEST WK12_CT R1 2019-11-04 Y Lung RML 10 PR iFR Lymph nede retrope
TEST WK20_CT R1 2020-01-0 A Lung RML 4] CR iCR Lymph node retrope
TEST SCRM_CT Adjudicator  2019-08-3 ¥ Lymph nede mediastinui 34
TEST SCRM_CT R2 2019-08-3 ¥ Lymph nede mediastinui 34
TEST SCRM_CT R1 2019-08-3 Y Lymph node subcarinal 43

® TEST WK12_CT Adjudicator  2019-11-11 ¥ Lymph nede mediastinui 14 FR iPR
TEST WK12_CT R2 2019-11-11 ¥ Lymph nede mediastinui 14 PR iPR
TEST WK12_CT R1 2019-11-11 ¥ Lymph nede subcarinal 16 PR iPR
TEST WK20_CT R2 2019-12-0 ¥ Lymph nede mediastinui 15 PR iPR
TEST WK20_CT R1 2019-12-0 Y Lymph nede subcarinal 10 CR iCR

TES|_RECIST_IRECIST DATASET () 4 3

oe
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SDTM Dataset Extraction

Current SDTM Dataset

. STUDYID | DOMAIN | USUBJID | TUSEQ | TULNKID | TUORRES | TUSTRESC | TuLOC | TuAT | TUDIR |
3 TEST T TEY stuovin | DOMAIN | USUBJID | TRSEQ | TRLNKGRP | TRLNKID | TRTESTCD | TRTEST | TRORRES TRORRESU | TRSTAT | TRREASND | TRMETHOD ||
TEST U TE
TEST U e TEST TR TESTO1 ! | stuovip | pomaiN | usuBJID | RSSEQ | RSLNKGRP | RSTESTCD | RSTEST | rscat | RSORRES |  RSSTRESC
TEsT U = TEST R TESTO 2 TEST RS TESTO1 1 A2 TRGRESP Target Response RECIST 1.1 CR CR
TEsT U e TEST TR TESTO1 3 TEST RS TESTOM 2 A2 TRGRESP Target Response IRECIST iCR iCR
TEsT U =l TEST TR TESTO1 4 TEST RS TESTOM 3 A2 NTRGRESP Nontarget Response  RECIST 1.1 CR CR
TEsT U ed TEST R TESTO 5 TEST RS TESTO1 4 A2 NTRGRESP Non-target Respanse IRECIST iCR iCR
TEsT U = TEST TR TESTO1 6 TEST RS TESTOM 5 A2 NEWLPROG  New Lesion Progression  RECIST 1.1 NON-PD NON-PD
TEsT = =l TEST TR TESTO1 7 TEST RS TESTO1 6 A2 NTRGRESP Non-target Response IRECIST NON-PD NON-PD
TEST U w4 TEST R TESTO1 8 TEST RS TESTO1 7 A3 TRGRESP Target Response RECIST 1.1 PR PR
TEsT U T TEST TR TESTO1 9 TEST RS TESTO1 8 A3 TRGRESP Target Response IRECIST iPR iPR
TEST U e TEST R TESTO1 10 TEST RS TESTO1 9 A3 NTRGRESP Nontarget Response  RECIST11  Nan-CR/NonPD Non-CR/Non-PD
TEST U e TEST R TESTO1 n TEST RS TESTO1 10 A3 NTRGRESP Non-target Respanse IRECIST  MoniCRMNoniPD  Mon-CR/Nen-PD
TEsT U T TEST R TESTO 12 TEST RS TESTO1 11 A3 NEWLPROG  New Lesion Progression  RECIST 1.1 NON-PD NON-PD
TEsT U £ TEST R TESTO1 13 TEST RS TESTO1 12 A3 NTRGRESP Non-target Respanse IRECIST NON-PD NON-PD
TEST U = TEST TR TESTO1 14 TEST RS TESTO1 13 Ad TRGRESP Target Response RECIST 1.1 FR FR
TEST U - TEST TR TESTO0 15 TEST RS TESTOA 14 Ad TRGRESP Target Response IRECIST iPR iPR
TEST U £ TEST R TESTO1 16 TEST RS TESTO 15 A NTRGRESP Non-target Respanse RECIST 11 Non-CR/Non-PD Non-CR/Non-PD
TEST = T TEST TR TESTO1 17 TEST RS TESTO1 16 A NTRGRESP Non-target Respanse IRECIST ~ MoniCRMon4PD  MoniGR/Non-iPD
TEsT U - TEST R TESTO1 18 TEST RS TESTO1 17 Ad NEWLPROG  New Lesion Progression  RECIST 1.1 NON-PD NON-PD
TEST U T TEST TR TEST0 19 TEST RS TESTO1 18 Al NTRGRESP Non-target Response IRECIST NON-PD NON-PD
[ooomar | TEST TR TESTO1 20 TEST RS TESTO1 19 Y TRGRESP Target Response RECIST 1.1 PR PR
TEST TR IR TEST RS TESTOA 20 A5 TRGRESP Target Response IRECIST iPR iPR
TU Domain J| TR Domain | RS| gy RS TESTO1 2 A5 NTRGRESP Non-target Response | RECIST 11 Nan-CR/Non-PD Non-CR/Non-PD
| TU Domain | TR Domain || RS Domain |I @® ‘

L]
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Validation

Pinnacle 21 Community Software (v 3.0.2)

* Missing one variable = EPOCH (Added)

Mock Test by Two Experienced Radiologists
 Previous CTIMS vs. New CTIMS with Automatic Verification

« 176 human errors were filtered in advance

oo
Cd ISC CDISC 2023 Korea Interchange
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Further Work




.. Development of the Automatics Pre-screening module

32':'1?:.;':- + DICOMTag Extraction - DICOM Sorting = Pre-Screening by imaging protocol

DICOM Tags DICOM Sorting

ags
Extraction

Ref.radiopaedia.org Ref. inobitec.com

L]
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DICOM-CDISC conversion

.+ Designed the table with eCRF questions following CDASH guideline

* Used SDTM-MD variables of two domains (DI, DU) in eCRF
.. EE . . -

Example
Domains

31
Ref. SDTMIG for Medical Device v 1.!




The Automatic Pre-screening Module

« Extracted DICOM Tags - Values
.+ Matched with pre-defined imaging protocol (Computed Tomography* &

Magnetic Resonance**)

Examples of pre-screening related DICOM tags Examples of CT (Single Acquisition) Protocol

DICOM Tag Number DICOM Tag Name Scanner GE Philips Siemens Hitachi
(0008, 0070) Manufacturer Number of >16 16 16 16
: Detector - B - -
(0008, 1090) Manufacturer’s Model
Name

(0008, 0060) Modality Detector <1.25 mm <1.5 mm <1.5 mm <1.25 mm

configuration
(0018, 0050) Slice Thickness

Tube voltage 100 — 120 kV 120 kV 120 kV 120 kv
(0018, 0081) Echo Time

180 -2
Tube current 260-350 average mA 80-200mAs @ 33 200 — 210 mAs 250 mA
cm Reference
FOV Large 350-500 mm 350-500 mm 500 mm
Slice thickness 5 mm 5 mm 5 mm 5 mm

Cdi.sc Increment 5 mm 5 mm 5 mm 5 mm

AP=Abdomen/Pelvis, C=Chest, CT=Computed Tomography FOV=Field of View




The Automatic Pre-screening Module

* Annotated eCRF with SDTM-MD variable & Controlled Terminology

e 5 . 4
Project  [STUDYID] Demo Subject 202 [USUBJID]
CIEEEERE ®
. B Visit [VISIT] Baseline Time Point BL
a QC Result PASS
: [M) Scan List
< [DUDTC]
Pl v 20220506 - MR ! MR.Bran (with enhance)30T) [DUTESTCD, DUTEST]
: DIPARMCD, DIPARM]  [mm s s oo o e o o o o o o o o e e e
¢ 5 _[_ n _f_ furer ?Vl_tj_ I_ i : . Series Description TR[ms] TE[ms] TI[ms] Flip Mod NEX o Foy e Gap/spacin: : = Exam Comment
25 i ripti
.S e T R o B }Number e Angle = O°° (Column) (Row) Thickness T P !Result
. iy am =y i i i o s e o e e o o o ) e e ol e o 28 1
7 [
. [DIVAL ! e SIGNA Architect 1! 700 3D T1 SAG GD 2381 3 1000 80 3D 1.0 240 240 30 0 1 Good
1 i 1
. 1 1 |
B e ° o ! 1
: IY6E SIGNA Architect ;1 3 Ax T2 5391 118 NA 1420 2D 20 230 230 5.0 20 ! Good DUORRES
st : ! ; R [ J
a.r : GE SIGNA Architect |: 2 Sag T1 2293 23 821 1110 2D 1.0 230 230 5.0 2.0 :Good
. 1
1 1 1
> 1
e ‘o | GE SIGNA Architect 11 8 Ax T1_FS GD 450 17 1000 800 2D 1.0 230 230 50 20 ! Good
. 1
‘®- ! 1 I 1
. : GE SIGNA Architect |: 701 3D T1 AX GD 2381 3 1000 8.0 3D 1.0 230 230 30 0 : Good
1
1 1 1
1
: GE SIGNA Architect |: 6 Ax T2* GRE 433 14 2463 20.0 2D 1.0 230 230 5.0 2.0 :Good
1
1 1 1
e ehca s © : GE SIGNA Architect :: 4 Ax T2 FLAIR PROP 9000 102 2463 1600 2D 2.0 230 230 5.0 2.0 :GOOd
1
1 1 1
I GE SIGNA Architect :: 5 AxT1 2400 2 848 1110 2D 10 230 230 50 20 1 Good
1
1
1 1 1
I GE SIGNA Architect N 702 2381 3 1000 8.0 3D 1.0 230 230 30 0 1 Good
L N )




[ ] ; [ ]
o Baco
: o Projeet  (STUDYID)
Vst (visiT] Easeine
QC Resut PASS
E]Scanlist

DUTESTCD, DUTEST)

B0

Subject
Time Poet
OV ROV Ske
hex (Column) (Row) Thickess

{USUBID}

Exam Comment

Good . (DUORRES)

The Automatic Pre-screening Module

* Annotated eCRF with SDTM-MD variable & Controlled Terminology

DI Domain

STUDVID | DOMAIN |  SPDEVID | DISEQ | DIPARMCD | DIPARM DIVAL
Demo | DI | 00000008S070546 | 1 | DEVIVPE | Device Type MR
Demo | DI | 00000008S070546 | 2 | MODEL | Model |  SIGNA Architect
DU Domain

STUDVID | DOMAIN | USUBJD |  SPDEVID | DUSEQ | DUTESTCT | DUTEST | DUORRES
Demo | 0U | a2 |ocommooesoarosss | 1| sek | o | 30
Demo | DU | 202 |0000000856270546 | 2 | FUPANGL | FipAngle | 80
Demo | DU | 202 | 0000000850270546 | 3 | FLOVIEW | Field of View | 240




Conclusion




CDISC-compliant CTIMS

-

Web-based System

« Clinical Trial Imaging Management System, CTIMS

-

CDISC Standards

~

e SDTM Transformation
e  SDTM-MD Transformation

Tumor Assessment

Standard-Compliant eCRF

Automatic Verification

)

Imaging Standardization

\_

Automatic Pre-screening
Automatic DICOM-CDISC
Conversion

~

)/

CDISC 2023 Korealnterchange
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Benefits of CDISC-compliant CTIMS

Reliable and Reasonable Imaging Data for Quality Check and Tumor
Assessment in Clinical Trials

Decreased human errors & missing values or typos in eCRF

Q Ready for submitting to regulatory agencies
Unnecessary Detailed Instructions for Data Transfer

CDISC Standard dataset

e Efficient Time-Consuming (Manual Work)
Question Library: Modification, Re-Usable

Pre-screening: Pre-defined protocol

e
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