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1. CDISC-Tumor Domains
€ CDisC

Oncology Disease-specific Therapeutic
Area Supplement to the Study Data
Tabulation Model

Implementation Guide

Prepared by the
CDISC Submission Data Standards Oncology Sub-
Team
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TU Tumor Identification

Identifier used to link
identified tumors to the
assessment results.

LINKID

TR Tumor Results

LINKID

RS Response
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Main / Oncology Challenges

1. ONE SAS file converted to THREE Domains
2. ldentify LINKID

3. Response Domain (RS):

Differentiated in Target Response
and Overall Response

4. Dates and Visits: All unscheduled visits has to be in
' " Visit number order

5 Date/Time Format: Legacy date format -> ISO Standard.
Any time informations to be

combined into ISO date standard.
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SAS File

DTAREP1IC EVLIN LESIN LESSIT2A

TUM.xpt

STYSIDIA  TIMPNTIN VISIN VISNAM1A ASMI1D ASM10 LESSIT7C LESSTASCLONDMT2N MET7C OVRLES2C RECIN RES1D RES10 SITSC
- — 6 2

BC123_888¢ 80 888 Summary 15. Jan 10 1/15/2010 1 OI S!RIGHT LOBE LIVER TU 1.3 6 3
ABC123_888¢ 80 888 Summary 03MAR2010 03.03.2010 1 1 3 RIGHT LOBE LIVER 1.1 6 3
ABC123 888t 80 888 Summary 14. Apr 10 4/14/2010 2 3 RIGHT LOBE LIVER 1.1 6 3
ABC123 888t 80 888 Summary  26MAY2010 5/26/2010 1 3 GHT LOBE LIVER 0.6 6 3
ABC123_888¢ 80 888 Summary 02.Jul10 07.02.2010 1 4 3 RIGHT 0.4 6 3
ABC123_888¢ 80 888 Summary 19. Aug 10 8/19/2010 1 5 3 RIGHT LOBE LIVER 0.5 6 3
ABC123_888¢ 80 888 Summary  040CT2010 10.04.2010 1 6 3 RIGHT LOBE LIVER 0.4 6 3
ABC123_888¢ 80 888 Summary 15. Nov 10 11/15/2010 1 7 3 RIGHT LOBE LIVER \O’l\ 6 3
ABC123 888t 80 888 Summary  27DEC2010 12/27/2010 1 8 3 RIGHT LOBE LIVER 0.4 6 } 3
ABC123 888t 80 888 Summary 1 TR 3 03MAR2010 03.03.2010
ABC123_888¢ 80 888 Summary 2 3 14. Apr 10 4/14/2010
ABC123_888¢ 80 888 Summary 3 2 26MAY2010 5/26/2010
ABC123_888¢ 80 888 Summary 4 2 02.Jul10 07.02.2010
ABC123_888¢ 80 888 Summary 5 2 19. Aug 10 8/19/2010
ABC123 888t 80 888 Summary 6 2 040CT2010 10.04.2010
ABC123_ 888t 80 888 Summary 7 2 15. Nov 10 11/15/2010
ABC123_888{ 80 888 Summary  27DEC2010 12/27/2010 1 8 LEFT LOBE LIVER 5 RS 1
ABC123_888{ 80 888 Summary 8 —p— 27DEC2010 12/27/2010

TU Tumor Identification

TR Tumor Results
RS Response
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RECIST solid tumor response assessment - Target lesic measurements
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RECIST solid tumor response assessment

] Overall lesi
Overall r esporse categor Yy (E VB/U&UOH) 7 Complat gr’e 2 me

2-Partial response
3-Stable disease
4-Progressive disease

77=U n
Evaluation Date of Overalllesion R S
no. response response
1 OVRLES2C (TMTRESSC
EVLIN lRES F(RES‘?“” | Wt W et Overall
1 | | | I |
day month year Response
2 T T T T O O a00d (WithOUt
day month year RSL'NKID)
12 3 47
3 O T
day month year
12 3 47
4 T T O N e

day month year




clivax

Simplicity without Compromise

TU

o STUPID T,
_<TULINKID>q

<STUDYID>9]
<DOMAIN>9|
<USUBJD>Y]
<TUSEQ>9]
<TUORRES->9]|
<TUGRPID->9]
<TUREFID>9]

<TUTESTCD>Y]
<TUTEST>Y]
<TUCAT>Y]
<TUSCAT>Y|
<TUSTRESC>Y]
<TUNAM->9
<TULOC>Y|
<TULAT>Y|
<TUDIR>Y
<TUDSTRBN>Y]
<TUMETHOD>Y]
<TUEVAL>Y|
<TUEVALID->Y
>TUACPTFL>Y]
<VISITNUM>Y|
<VISIT>Y
<VISITDY>Y
<TUDTC>Y]
<TUDY>Y|

SDTM Files

TR

<STUDYID>Y
<DOMAIN>Y]
<USUBIJD>Y
<TRSEQ>Y|
<TRORRES>Y|
<TRORRESU>Y|
<TRTESTCD>Y
<TRSTRESC>Y]
<TRSTRESN>Y
<TRSTRESCU>Y|
<TRGRPID->9
<TRREFID>Y
<TRSPID->q|

=

<TRCAT>Y
<TRSCAT>Y
<TRSTAT>Y]
<TRREASND>Y]
<TRNAM>Y
<TRMETHOD>Y]
<TREVAL>Y
<TREVALID>f
<TRACPTFL>Y|
<VISITNUM>Y|
<VISIT>Y]
<VISITDY>Y]

RS

 <RSSPID>9

<STUDYID>9|
<DOMAIN>Y|
<USUBJD>Y|
<RSSEQ>Y
<RSORRES>Y]
<RSGRPID->9]
<RSREFID>9|

<RSLINKID>9]

<RSTESTCD>9]

<RSTEST>Y]
<RSCAT>Y]
<RSSCAT>Y]
<RSSTRESC>Y]
<RSSTAT>Y|
<RSREASND>Y
<RSNAM>9]
<RSEVAL>Y]
<RSEVALID>Y
<RSACPTFL>9
<RSLINKID>1]
<VISITNUM>Y|
<VISIT>Y]
<RSDTC>Y
<RSDY>Y|



SDTM Result

TU Tumor Identification

A B I Cc D E F | J K L T Y AA
STUDYID DOMAIN USUBJID TUSEQ TULOC TUGRPID TULINKID TUORRES TUTESTCD  TUTEST TUMETHOD VISITNUM VISIT TUDTC
ABC456 I | 10022.1009 1 BONE METS N-TARGE TUMIDENT Target lesion measureme Methode 6 17.1 UNSCHEDUL! 15.01.2010
ABC456 10022.1009 28 N RGE TUMIDENT Target lesion measureme Methode 6 17.1 UNSCHEDULE 15.01.2010
ABC456 TU m Target lesion measureme Methode 6 17.1 UNSCHEDULL 15.01.2010
ABC456 TU 10022.1009 6 LEFT LOBE LIVER Target lesion measureme 5 17.1 UNSCHEDULE 27.12.2010

A B = D N U Y zZ AB
1 |STUDYID DOMAIN USUBJID TRSEQ ORTRTESTCD TRLINKID TRMETHOD VISITNUM VISIT TRDTC
127/aBcas6 R ) (200221009 1 LDIAM ethode 6 17.1 UNSCHEDULED 15.01.2010
128 ABC456 TR 19 LDIAM 3 Methode 6 17.1 UNSCHEDULED 03.03.2010
129/ABC456 TR 10022.1009 15 LDIAM 3 17.1 UNSCHEDULED 14.04.2010
130/ABC456 TR 10022.1009 13 LDIAM 3 17.1 UNSCHEDULED 26.05.2010
131 ABC456 TR 10022.1009 11 LDIAM 3 17.1 UNSCHEDULED 02.07.2010
132|ABC456 TR 10022.1009 10 LDIAM 3 Met 17.1 UNSCHEDULED 19.08.2010
133|/ABC456 TR 10022.1009 7 LDIAM 3 Metho 17.1 UNSCHEDULED 04.10.2010
134 ABC456 TR 10022.1009 16 LDIAM 3 Method 17.1 UNSCHEDULED 15.11.2010
135|ABC456 TR 10022.1009 - LDIAM 3 Method 17.1 UNSCHEDULED 27.12.2010
STUDYID DOMAIN USuUBJID RSSEQ RSORRES RSSPID RSTESTCD RSTEST RSLINKID  VISITNUM  VISIT RSDTC F
ABC456 RS 10022.1009 15 Complete response TRGRESP Target Response 1 888 UNSCHEDULE 19.08.2010
ABC456 RS 10022.1009 13 Complete response TRGRESP Target Response 1 888 UNSCHEDULE 04.10.2010
ABC456 RS 10022.1009 20 Complete response TRGRESP Target Response 1 888 UNSCHEDULE 15.11.2010
ABC456 RS 10022.1009 10 Stable disease TRGRESP Target Response 1 888 UNSCHEDULE 27.12.2010
ABC456 RS 10022.1009 23 Partial response TRGRESP Target Response 2 888 UNSCHEDULt 03.03.2010
| ABC456 RS 10022.1009 21 Partial response TRGRESP Target Response 2 888 UNSCHEDUL! 14.04.2010
. ABC456 RS 10022.1009 18 Partial response TRGRESP Target Response 2 888 UNSCHEDULE 26.05.2010
. ABC456 RS 10022.1009 16 Partial response TRGRESP Target Response 2 888 UNSCHEDULt 02.07.2010
ABC456 RS 10022.1009 14 Partial response TRGRESP Target Response 2 888 UNSCHEDULE 19.08.2010
- ABC456 RS 10022.1009 12 Partial response TRGRESP Target Response 2 888 UNSCHEDULt 04.10.2010
ABC456 RS 10022.1009 11 Partial response TRGRESP Target Response 2 888 UNSCHEDULE 15.11.2010
| ABC456 RS 10022.1009 9 Partial response TRGRESP Target Response 2 888 UNSCHEDULE 27.12.2010

""ARQrARR

Dc

1nN77 1nna

Q C+ahla Aicaaca Muara Il racnAnca

Nupipceo

QQQ IINCrrUuENiine

n2 N2 2aN1nNn




clivax

Simplicity without Compromise

List of Content

1. Therapeutic Area ONCOLOGY = CDISC-Tumor Domains
2. Main Challenges / Oncology Challenges.

3. Metadata Repository Drives the Process.

4. Legacy Data Structure <-> SDTM Structure.

6. Conversion Step by Step.

7. Benefits from Metadata Driven Software.

8. Questions.



clivax

Simplicity without Compromise

5. Challenges in Detail
5.1 THREE Domains

TYM

3

TU Tumor Identification
TR Tumor Results

RS Response
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5. Challenges in Detail
5.2 TULINKID; TRLINKID; RSLINKID

A. Ildentify the Legacy Data parameter for Link

(Lesion No LES1N = LINKID)

" .=
RECIST solid tumor response assessment - Jarget lesic measurements
Target lesions must be defined at baseline. Please enter lesions occwring after baserme onthe New lesions form.
Lesion Describe location of lesion Location Ewvaluation DOateof baseline evaluation Baseline Evaluation Date of evaluation 1 6 Evaluation
Ng (enter method evaluation method Z 1
code No.) {enter (longest fenter 0 fongest
- — code No.) diameter) code No.,) 5 diame ter)
m=XXLINKID g day morth year g an day month year g cmn
> 5 z
- § 1 e by e e e I e by e e
. r- > | |
2 m—t | %ull (7 N N N TN MO T N O | | T
0 =
) -
3 SN I - S EA TR N A R B L 1L
0 O »

NN DiIsued
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5. Challenges in Detail

5.3 Response Domain (RS).:

5.3.1 Target Response with "LINKID"
5.3.2 Overall Response without "LINKID"
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5. Challenges in Detail

5.4 Dates and Visits.:

- All Records in the TYM.xpt file are reported as
Unscheduled observations.

« SDTM request a VISITNUM acording to the
reported observation date.

- Date/Time according to the ISO standard.
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Raw Data

Two times washed

SDTM



clivax 6. Conversion

Simplicity without Compromise Step by StEP

Upload and Two Times Washed

Import fr—t

Project: 1002 Oncology Novartis E‘
—.
Study: 10022 ABC456 Upl. Legacy

Import: Ed L. I * 4 prepare for a
; 3 new Import

Assignment: Domain Sdtm Visit Sdtm CrfP Sdtm Prch Sdtm Date/Time

93imda

! Prepare for a
new Import

Import:

Import Legacy

Import Legacy |vax44\UpIoad\2012-02-23T23_28_27_1002\Origiurchsuchen_ |
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Simplicity without Compromise Step by Step

Define Study and Visit's

(Harmonise with Legacy Data)

clivax

User Corner Contact | Sitemap | AGE
Logged in as CLIVAXSYS
You have no new messages.
[Logout]

Data DashBoard Metadata I MetaData I
Management Reports Projekt/Study SysAdmin.

Project/Study/Visit/CRF Part - _J
— -~
®m 1002 Oncology I Study I Tools
> m 10020 DEF456
>m 10021 ABC123
7 caseline
>m 2 Cvcle 1Davy1
>m 3 Cycle 1 Day 8 SDTM Name |ABCI23
>m 4 Cycle 1 Day 15 Right Type normal - Acces;l
>m 5 Cycle 2 Day 1 -
>m 6 Cycle 2 Day 8 Z Type <zUndefiniert= ;I
>m 7 Cycle 2 Day 15
>m 8 Cycle 3 Day 1 Start Date
>®m 9 Cycle 3 Day 8
>m 10 Cycle 3 Day 15 Stop Date

>m 11 Cycle 4 Day

1
>m 12 Cycle 4 Day 8

>m 14 Cycle 5 Day
>m 15 Cycle 5 Day

1
8 StudyID
>m 16 Cycle 5 Day 15 Tags
>m 17 Cycle 6 Day 1 _
>m 18 Cycle 6 Day 8 Domain
>m 19 Cycle 6 Day 15 Tags
>m 20 Cycle 7 Day 1 Subject
>m 21 Cycle 7 Day 8 Tags / Ini <SID1A> <SBJINITA>
>m 22 Cycle 7 Day 15 Tag

>m 23 Cycle 8 Day 1 o
> ®m 24 Cycle 8 Day 8 Visit Tags <VISTN=
> m 25 Cycle 8 Day 15 ..
> m 26 Cycle S Day 1 ¥'5'tDate
>m 27 Cycle 9 Day 8 ag

>m 28 Cvcle 9 Day 15 Famm Tame | ~DACT A~ Ll

L e Sman e A

<VIS1D= DDMMMYYYY
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Simplicity without Compromise Step by StEP

Prepare Visit's

Visit Number; Ready for calculation Visit Number X.1 etc

clivax

Contact | Sitemap | AGB

User Corner

Logged in as CLIVAXSYS
You have no new messages.

[Logout] Study Data DashBoard Metadata I MetaData II
User Messages L ELETENTE)S Management Reports Projekt/Study SysAdmin.

Project/Study/Visit/CRF Part ﬂ

> ® 1001 Phuse a

vE 1002 Cnccloqz I Visit I Tools
> ®m 10020 DEF456

>m 10021 ABC123
vE 10022 ABC456 . lati
> ® 1 Screening / Baseline 1= @ E Y Y

m 3 Cycle 1 Day 8 Visit_OID 3

- : C“"CI 1 Dav 8 Status I/II | Old A =] |Project Manage=|
>m 5 Cycle 2 Day 1
>m 6 Cycle 2 Day 8 et
>m 7 Cycle 2 Day 15 Days n
>m 8 Cycle 3 Day 1 b Advance 0
>®m 9 Cycle 3 Day 8
>m 10 Cycle 3 Day 15 Days Delay 0

>m 11 Cycled4 Day 1
>m 12 Cvcle 4 Dav 8 Report Part Main |
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Simplicity without Compromise
Date Conversion to SDTM Standard

Legacy Data TYM use two parameters for Date informations
Legacy Data has no time informations

mmmm—' RSDTC Is the
.m““”‘“ Y ﬁ@ S, generated Date/

A
A CMDSTTID 118 DDMMMYYYY Tlme |n SDTM
A DADTC 122 DADTC DDMMMYYYY
A DGNSRG1D 110 MHDTC DDMMMYYYY format
A DOBID 101 DOBID DDMMMYYYY
A DTHID 124 CMDTC DDMMMYYYY
A ECG1D 126 EGDTC DDMMMYYYY
A 123 DS DDMMMYYYY
A L ResiD ) 121 @ DDMMMYYYY .
A RSDTC 114 a4 DDMMMYYYY RSDTC IS the
A SMDSTTID 125 DATDC DDMMMYYYY
A oy —  Date Parameter
A TUDTC 115 TUDTC DDMMMYYYY f
A VIS1D 127 SVDTC DDMMMYYYY or a" three
A VSN1D 102 VSDTC DDMMMYYYY H
. .. Domains
| »

-~
.




clivax 6. Conversion
Step by Step

Metadata ready

A. CDISC Data - Ready for Use - SHARE imported
CDASH, SDTM

B. Use in Current Oncology Project
Copy from A) CDISC Data

Copy from B) Previous Project

Drag and Drop

Contact | Sitemap | AGB

Project: 1002 Oncology

Study: 10022 ABC456 Message
nin.
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Copy Domain:

TU-TR -RS
from SHARE

User Corner

Logged in as CLIVAXSYS
You have no new messages.
[Logout]

CLIVAX Paramter for eCRF
>u Iﬁai EE cg

> p 456

> ale o 2

vE 10022 ABC456

>u
>u
>u
>u
>um
>u
>u
>u
>u
>u
>u
>m
>u
> m SV Subiject Visits

> ® TR Tumor Results

> ® TU Tumor Identificat
> ®m TV Trial Visits

> m /S Vital Sians

> m XD Dermatoloqgy
>mYY Test YY

AE Adverse Event
CO Comments

DM Demographics
DS Disposition

EG ECG Test Results
EX Exposure

MH Medical History
QS Questionnaires
RS Response

> m 03 Screen Failure -~
> m AE Adverse Event (20)
> ®m CM Concomitant Medicatio (26)
>m CO Comments (11)
> m DA Druq Accountability (16)
> m DM Demographics (16)
> m DS Disposition (9)
> m DV Protocol Deviations
> m EG ECG Test Results (28)
> m EX Exposure (10)
>um FD (13)
> m IE Inclusion and Exclusi (12)
> m LB Laboratory Test Resul (23)
> ®m MH Medical History (12)
>m ML ML Test
> m PC Pharmacokinetics Conc (23)
> ®m PD PD Test
> m PE Physical Examination (12)
> m PP Pharmacokinetics Para (15)
> m QS Questionnaires (3)
sires Corn
(24)
(B)
m RSCAT (B) =
m RSDTC (B)

dentifier
> ®m 02 Common Timing Var

CM Concomitant Medic

DA Drug Accountabili

LB Laboratory Test R

SC Subiject Character

6. Conversion

Copy Metadata from SHARE Repository

Contact | Sitemap | AGB

Metadata I
Projekt/Study

DashBoard
Reports

Study
Management

Data
Management

MetaData I1

User Messages SysAdmin.

I CLIVAX/SDTM Param.for eCRF I

Project: 1002 Oncology Search
Parameter
Study: 10022 ABC456 Message Tran. Choicd Imp. Items
Amin.
Domain: New Domain
Category:

Sub Category:

Variable
[XXTESTCD]
[QNAM]

SDTM
[XXOCCUR]
[XXORRES]
[XXSTRESC]
[QVAL]

Question Title:

Instructions:

— - —_ - -

Study 10022 ABC456

Origin: Copy From CDASH Standard
Domain: RS Response (24) Complete Domai
Parameter: .

Click for
METADATA

Repository

copy
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Confirm SDTM Domain Structure

Drag and Drop ~<R
“STUDYID>ABY456</STUDYID>

<DOMAIN>RS4DOMAIN>

<USUBJID>100§2.1001</USUBJID>

Logged in as CLIVAXSYS <RSSEQ>1</RSPEQ>

[ogout] e study pata pa <RSORRES>Stable disease</RSORRES>

User Corner

User Messages Management Management Re| <RSGRPID>
- - <RSREFID/>
"JARMCD (S) Sdtm |
DOMAIN (S) <RSSPID/>
iS:EHL (S("S;. Project 1002 Oncology / Study 10022 ABC456 / Domain R <RSTESTCD>OWRLRESP</RSTESTCD=>
g\ééﬁﬁm (S\("S;, T— <RSTEST>Overdll response</RSTEST>
L= (-('" p | [STUDYID (s) | <§§(S:é£;>
ﬁ@i!lm!’ S) < AT/
o (3) o
>-'(§I7U<S;UEJID Timing V (S) SDTM Tags: <RSSTRESC/>
-u 2%1 ACSC:::;EJQEE}Q d.’falr < STUDYID > VALUE </ STUDYID > <RSSTAT/>
> CO Comments 4 Delete SDTM Tag <RSREASND/>
> m DA Drug Accoun
>m DM D_enqwoqr_ao <RSNAM/>
y <RSEVAL/>
. <RSEVALID/>
Drop Variable: <RSACPTFL/>
<RSLINKID/>
SDTM Tags: <VISITNUM=>8R</VISITNUM=>
< DOMAIN > VALUE </ DOMAIN > <VISIT>UNSCHEDULED</VISIT>
<RSDTC>2010-§0-25</RSDTC>
XSDTAREP1C 7

"TIRSDTC (s)
IRSDY (3)

Sy ean £ vl ‘l
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6. Conversion
Confirm Parameter Entrance for Conversion

clivax

User Corner
Logged in as CLIVAXSYS

You h \ SS s.
[ff,g::f]no S Study Data DashBc
User Messages Management Management Report:

CLIVAX Paramter for eCRF ﬁ

> ® 1001 Phuse
vae 1002 Oncoloa'i I Edit ParameterType I
> m 10020 DEF456

>m 10021 ABC123
v m 10022 ABC456 Variable [ sTupyiD Question Titl
v m 01 Common Identifier ; ;
>m ARMCD (S) Specifications
> m DOMAIN (S)
> m IDVAR (S) Parameter Type ASCII ;I
> m IDVARVAL (S)
> m INVID (S) Choice Type I 0
> m RDOMAIN (S)
> m SITEID (S) Formula
ki (S)
(S)

cd11stud.title_01

> m Sub Cateqory



clivax 6. Conversion
Generate SDTM

Simplicity without Compromise

Sitemap | AGB

User Corner

Logged in as CLIVAXSYS
You have no new messages.
[Logout]

Study Data DashBoard Metadata I MetaData II
Management Management Reports Projekt/Study SysAdmin.

User Messages

'
Project/Patient RANDOMIZATION

> m 1001 Phuse

v m 1002 Oncoloqgy
> m 10020 DEF456
> - - ; .
v e 10022 ABC456 Project:

— O ORT :
= Study: 10022 ABC456 Time Mgmt. SD/SN @

Reports Exports

Data Capture Data Capture

Managm. Merge
1002 Oncology Recipients

Center:

9

r >

. ( clivax
User Corner

Logged in as CLIVAXSYS

You have no new messages.
[Logout]

Contact | S*

Metadata I
Projekt/St

Study Data DashBoard

User Messages Management Management Reports

(e

]
> m Reports
> ® SignalFrame
ve SDTM
® 01 Commeon Identifier Variabl

® 02 Common Timing Variables

m AE Adverse Event Project: 1002 Oncology

m CM Concomitant Medications . .

B CO Comments Study: 10022 ABC456

® DA Drug Accountability Center: 0

® DM Demoagraphics

®m DS Disposition Patient: 0

®m EG ECG Test Results

m EX Exposure

m LB Laboratory Test Results -

m MH Medical History gg;r:;;ll Downl. 7z
- it S SDTM-AII

m S5C Subjec aracteristics Domain:

m SV Subiject Visits

S V/
®m TR Tumor Results E}DT”'O'HE
® TU Tumor Identification omain:
m TV Trial Visits Define.xml:

m VS Vital Sians
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Define.xml

Report.xls file

.. OpenCdiscValidation
., XML
L XPT

19.03.2012 03:43
19.03.201203:20
19.03.201203:20
19.03.2012 03:43

SDTM in SAS Export Format;

The three Oncology domains among the
total domains from the converted study.

Open CDISC Validation

Dateiordner

Dateiordner
Dateiordner

Dateiordner

6. Conversion

SDTM on your Drive

Name “ | Anderungsdatum | Typ GroBe
19.03.2012 03:43 SAS Xport Transpor... SO KB
19.03.2012 03:43 SAS Xport Transpor... S1KB
19.03.2012 03:43 SAS Xport Transpor... 61KB
19.03.2012 03:43 SAS Xport Transpor... 3KB
19.03.2012 03:43 SAS Xport Transpor... 47 KB
19.03.2012 03:43 SAS Xport Transpor... 15KB
19.03.2012 03:43 SAS Xport Transpor... 17KB
19.03.2012 03:43 SAS Xport Transpor... 54 KB
19.03.2012 03:43 SAS Xport Transpor... 18 KB
19.03.201203:43 SAS Xport Transpor... 11KB
o) gage s 19.03.2012 03:43 SAS Xport Transpor... 4KB
vs.xpt 19.03.2012 03:43 SAS Xport Transpor... 12KB
| 2012-03-19T03_20_01_0 Al Name - | Anderungsdatum Gry

N Query definitions

opencd.sc\,ahdahon ( EReport.ds ) 19.03.201203:43 Microsoft Excel 97-.
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Simplicity without Compromise

TU

—<1lUl>

<STUDYID>ABC456</STUDYID>
<DOMAIN>TU</DOMAIN>

<U SL BJID>1 0022 1084</USUBJID>

2 I</TUORRES>
<TUTESTC D>TUNHDENT< TUTESTCD=>
<TUTEST=>Target lesion measurements</TUTEST>
<TUCAT/>
<TUSCAT/>
<TUSTRESC/>
<TUNAM/>
<TULAT/>
<TUDIR/>
<TUDSTRBN/>
<TUMETHOD>Methode 6</TUMETHOD>
<TUEVAL/>
<TUEVALID/>

<VISITNUM=>1.1</VISITNUM>
<VISIT>UNS CHEDULED< 'VISIT>

<TUDTC>2010-01-15</TUDTC>
<TUDY>8</TUDY>
</TU>

TR

—-<IR>

<STUDYID>ABC456</STUDYID>
<DOMAIN>TR</DOMAIN>
<USUBJID>10022.1084</USUBJID>
<TRSEQ>1</TRSEQ>
<TRORRES>13<TRORRES>
<TRORRESU>cm</TRORRESU>
<TRTESTCD>LDIAM</TRTESTCD>
<TRSTRESC>13<TRSTRESC>
<TRSTRESN>13</TRSTRESN>
<TRSTRESU>cm</ TRSTRESU>
<TRGRPID/>

<TRREFID/>

<TRLINKID>3</TRLINKID>

<TRCAT/>
<TRSCAT/>
<TRSTAT/>
<TRREASND/>
<TRNAM/>

<TRMETHOD>Methode 6</"TRMETHOD>

<TREVAL/>
<TREVALID/>

<VISITNUM=>1.1</VISITNUM>
<VISIT>UNSCHEDULED</VISIT>

<TRDTC>2010-01-15<TRDTC>
<ITRDY>8</TRDY>
</TR>
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—<RS>
<STUDYID>ABC456</STUDYID>
<DOMAIN>RS</DOMAIN=>
<USUBJID>10022.1084</USUBJID>

<RSORRES>Partial response</ RSORRES
1)

<RSREFID/>
<RSSPID/>
<RSTESTCD>TRGRESP</RSTESTCD>
<RSCAT/>
<RSSCAT/>
<RSSTRESC/>
<RSSTAT/>
<RSREASND/>
<RSNAMN/>
<RSEVAL/>
<RSE\ALID >

<RSLII\ KID>2< 'RSLINKID>

<\’ISIT>UNSCHEDULED< ”\’ISI’I‘>
<RSDTC>2010-12-27</RSDTC>
<RSDY>354</RSDY>

</RS>

6. Conversion
SDTM Examples

RS

—<RS>

<STUDYID>ABC456</STUDYID>
<DOMAIN>RS</DOMAIN>
<USUBJID>10022.1084</USUBJID=>
<RSSEQ>1</RSSEQ>
<RSORRES>Progressive disease</RSORRES>
<RSGRPID/>

<RSREFID/>

<RSSPID/>

<RS SC AT >
<RSSTRESC/>
<RSSTAT/>
<RSREASND/>
<RSNAM/>
<RSEVAL/>
<RSEVALID/>

<\’ISI’I‘>U1\ISCI-IEDULED< \’ISIT>
<RSDTC>2010-12-27</RSDTC>
<RSDY>354</RSDY>

</RS>
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Define.XML

<?xml version="1.0" encoding="UTF-8" ?>
- <ODM xmlIns="http:/ /www.cdisc.org/ns/odm/v1.2" xmIns:xsi="http:/ /www.w3.0org/ 2001 /XMLSchema-instance"

xmlns:xlink="http:/ /www.w3.0rg/1999/xlink" xmlns:def="http://www.cdisc.org/ns/def/v1.0"
xsi:schemalocation="http:/ /www.cdisc.org/ns/odm/v1.2 http:/ /www.cdisc.org/schema/def/v1.0/definel-0-0.xsd"
FileOID="Value" ODMVersion="1.2" FileType="Snapshot" CreationDateTime="Value">

- <Study xmlIns="" OID="ABC456">

- <GlobalVvariables>
<StudyName>ABC456</StudyName>
<StudyDescription>ABC456</StudyDescription>
<ProtocolName>ABC456</ProtocolName>
</GlobalVvariables>
- <MetaDataVersion>
<def:ValuelistDef OID="ValueList.EG.EGTESTCD">
<JtemRef ItemOID="EG.EGTESTCD.ECGABN1A" OrderNumber="1" Mandatory="No" />
<JtemRef ItemOID="EG.EGTESTCD.HRTRAT1N" OrderNumber="2" Mandatory="No" />
<ItemRef ItemOID="EG.EGTESTCD.PRI1N" OrderNumber="3" Mandatory="No" />
<JtemRef ItemOID="EG.EGTESTCD.QRSDURI1N" OrderNumber="4" Mandatory="No" />
<ItemRef ItemOID="EG.EGTESTCD.QTIUNCI1N" OrderNumber="5" Mandatory="No" />
</def:ValuelListDef>
- <def:ValuelistDef OID="ValueList.VS.VSTESTCD">
<ItemRef ItemOID="VS.VSTESTCD.BSA1N" OrderNumber="6" Mandatory="No" />
<ItemRef ItemOID="VS.VSTESTCD.WGT1N" OrderNumber="7" Mandatory="No" />
</def:ValuelListDef>
- <def:ValuelistDef OID="ValueList.EG.EGCAT">
<ItemRef ItemOID="EG.EGCAT.FINDING" OrderNumber="1" Mandatory="No" />
</def:ValuelistDef>
- <def:ValuelistDef OID="ValueList. MH.MHCAT">
<ItemRef ItemOID="MH.MHCAT.cd14pati.value01" OrderNumber="2" Mandatory="No" />
</def:ValuelListDef>
- <def:ValuelListDef OID="ValueList.RS.RSCAT">
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Result.xls

6. Conversion

OpenCDISC Validator Report

: Configuration: C:\db_vdf\Vdf16\Clivax44\Programs\opencdisc-validator\config\config-sdtm-3.1.2.xml

'Define.xml: Not provided
'Generated: 2012-03-19T03:43:38

Processed Sources

Name Label Class Source Records Errors Warnings Infos

AE Adverse Events Events ae.xpt 272 67 299 1
CM Concomitant Medications Interventions cm.xpt 386 426 92 0
DA Drug Accountability Findings da.xpt 523 0 2175 0
DM Demographics Special Purpose dm.xpt 11 6 12 1
EG ECG Test Results Findings eg.xpt 170 27 499 1
MH Medical History Events mh_xpt 93 75 43 0
RS RS Findings rs.xpt 115 115 115 0
SV Subject Visits Study Design sv.xpt 633 58 693 0
TR TR Findings tr.xpt 141 141 282 0
TU TU Findings tu.xpt 43 43 129 0
v Trial Visits Trial Design tv.xpt 59 59 13 0
VS Vital Signs Findings vs.xpt 97 0 133 1
Total 2548 1017 4495 -

Unprocessed Sources

Name Label Class Reason Errors Warnings Infos
Total 0 0 0
Grand Total 2548 1017 4495 4
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List of Content

1. Therapeutic Area ONCOLOGY = CDISC-Tumor Domains
2. Main Challenges / Oncology Challenges.

3. Metadata Repository Drives the Process.

4. Legacy Data Structure <-> SDTM Structure.

5. Challenges in Detalil.

6. Conversion Step by Step.

7. Benefits from Metadata Driven Software.

8. Questions.
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Define. XML
Result. XLS
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’ Metadata

Standards Library
(SHARE)

Study Metadata
Repository

SDTM
Define. XML
Result. XLS
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’ Metadata Study Build
/ SDTM

Standards L|brary
(SHARE)

Study Metadata
Repository

SDTM

eCRF Define. XML
Blank.CRF Result.XLS



civax = 7 New Study with eCRF
Step by Step

Define Study and Visit's

clivax

User Corner Contact | Sitemap | AGE
Logged in as CLIVAXSYS
You have no new messages.
[Logout]

Data DashBoard Metadata I MetaData I
Management Reports Projekt/Study SysAdmin.

Project/Study/Visit/CRF Part - _J
— -~
®m 1002 Oncology I Study I Tools
> m 10020 DEF456
>m 10021 ABC123
7 caseline
>m 2 Cvcle 1Davy1
>m 3 Cycle 1 Day 8 SDTM Name |ABCI23
>m 4 Cycle 1 Day 15 Right Type normal - Acces;l
>m 5 Cycle 2 Day 1 -
>m 6 Cycle 2 Day 8 Z Type <zUndefiniert= ;I
>m 7 Cycle 2 Day 15
>m 8 Cycle 3 Day 1 Start Date
>®m 9 Cycle 3 Day 8
>m 10 Cycle 3 Day 15 Stop Date

>m 11 Cycle 4 Day

1
>m 12 Cycle 4 Day 8

>m 14 Cycle 5 Day
>m 15 Cycle 5 Day

1
8 StudyID
>m 16 Cycle 5 Day 15 Tags
>m 17 Cycle 6 Day 1 _
>m 18 Cycle 6 Day 8 Domain
>m 19 Cycle 6 Day 15 Tags
>m 20 Cycle 7 Day 1 Subject
>m 21 Cycle 7 Day 8 Tags / Ini <SID1A> <SBJINITA>
>m 22 Cycle 7 Day 15 Tag

>m 23 Cycle 8 Day 1 o
> ®m 24 Cycle 8 Day 8 Visit Tags <VISTN=
> m 25 Cycle 8 Day 15 ..
> m 26 Cycle S Day 1 ¥'5'tDate
>m 27 Cycle 9 Day 8 ag

>m 28 Cvcle 9 Day 15 Famm Tame | ~DACT A~ Ll

L e Sman e A

<VIS1D= DDMMMYYYY




clivax 7. New Study with eCRF

Simplicity without Compromise
Step by Step

eCRF "Pages”

I CRF Part I
Page I 0 Screening / Baseline iActi'

Type and ,
CRF Part ' Normal ;I I 0
Link

Image I

Multiple
answer I

Width/Height 0 0

Position

Border 0

Style

Usemap

Status A
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7. New Study with eCRF
Step by Step

Create eCRF by "Drag and Drop”

You have no new messages.
[Logout]

ommon ldentifier

>m 02 Common Timing Var

> m AE Adverse Event

> ® CM Concomitant Medic

> m CO Comments

> ® DA Drug Accountabili

> m DM Demoagraphics

> m DS Disposition

> m EX Exposure

> m LB Laboratory Test R

> m MH Medical History

> ® QS Questionnaires

> ®m SC Subiject Character

> m SV Subiject Visits

> ®m TU Tumor Identificat

>m TV Trial Visits

v m VS Vital Sians
TIBSALIN (P)
TIBSAEVLIC (P)
'SBILIN )
ISID1A

WSDTC
WSDY

)y

g
—

m
—

D UN (p:I

> m XD Dermatology
>mYY vy test

Data DashBoard

User Messages L EUEGEGENLs Management Reports

I Dragndrop I

/ Study 10023 ABC789
Baseline

Drop Question: en ;l Preview | o Blank(

on (Parameter Name): m
on Title (Edit): Vital Signs

ion Instru. (Edit):

guestion Prompt (Edit):

Delete This Question

(-

Drop Question:



civax = 7 New Study with eCRF
Step by Step

eCRF and BlankCRF

Patient -1005
Screening / Baseline

Vital Signs

Weight (Kg)

Print page



civax = 7 New Study with eCRF
Step by Step

eCRF and BlankCRF

SGS

Page 2 von 3 Basel, 29.05.2012

Screening/Baseline

|DM = Demographics |

Answer B0.042072 ] BRTHDTC when DMTESTCD = DOB1D
Sex
Answer [0 Male |SEX when DMTESTCD = SEX1C |
[ Female




clivax 7. New Study with eCRF

Simplicity without Compromise
Step by Step

SDTM Generate &

> m Reports
> m SignalFrame ‘ .
ve SDTM

® 01 Common Identifier Variabl

02 Common Timing Variables

AE Adverse Event Project: 1002 Oncology Novartis

Eg Eg;f;?r'ftf”t Heckcatons Study: 10023 ABC789 0*
DA Drug Accountability Center: 0

DM Demoaraphics

DS Disposition Patient: 0

EX Exposure
LB Laboratory Test Results

MH Medical History 2
QS Questionnaires gg;ﬁ;iﬁy. VS Vital Signs
SC Subiject Characteristics o

m SV Subject Visits SDTM One
mTU Tu_mor_Identification Domain:

Downl. XML Downl. XML

Generate
SDTM SDTM_SUPP

SDTM-One

m VS Vital Sians SD;M.S_ne & Generate XML Downl. 7z
e — Direkt SDTM-One
S NN ¥y besk Define.xml:

m ZI Antineoplastic Therapies
> B DynamicAl
> B Message
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7. New Study with eCRF
SDTM on your Drive

SDTM in SAS Export Format;

The three Oncology domains among the
total domains from the converted study.

Define.xml

Open CDISC Validation

Report.xls file

Plus SDTM in XML and CSV

.. OpenCdiscValidation
. XML
L XPT

19.03.2012 03:43
19.03.201203:20
19.03.201203:20
19.03.201203:43

Dateiordner

Dateiordner
Dateiordner

Dateiordner

Name “ | Anderungsdatum Typ GroBe
19.03.2012 03:43 SAS Xport Transpor... S0 KB
19.03.2012 03:43 SAS Xport Transpor... 91KB
19.03.2012 03:43 SAS Xport Transpor... 61KB
19.03.2012 03:43 SAS Xport Transpor... 3KB
19.03.2012 03:43 SAS Xport Transpor... 47 KB
19.03.2012 03:43 SAS Xport Transpor... 15KB
19.03.2012 03:43 SAS Xport Transpor... 17 KB
19.03.2012 03:43 SAS Xport Transpor... 54 KB
19.03.201203:43 SAS Xport Transpor... 18 KB
19.03.2012 03:43 SAS Xport Transpor... 11KB
ATV Xp 19.03.2012 03:43 SAS Xport Transpor... 4KB
vs.xpt 19.03.2012 03:43 SAS Xport Transpor... 12KB
| 2012-03-19T03_20_01_0 Al Name - | Anderungsdatum Gré

‘ Query definitions

5]
dlchalldahon _J Report xls 19.03.2012 03:43 Microsoft Excel 97-.
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Your Benefits from
Metadata Driven Software

 Flexible Capable System.

- Covering from "Protocol to
Submission”.

« SDTM Submission included
at minimum Cost.

. SDTM by hitting the
"Button".

- Saving Resources.

* No EDP Personnel

required.

 Conversion within

7 days.

- Setup within 4

hours.
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Questions and Contact

mathiesen & mathiesen

AG fur informatik

St. Jakobs-Strasse 54

4002 Basel
+41 61 271 69 42

niels.mathiesen@m-m.ag SWISS made
www.clivax.com software



Clivax delivers SDTM

SDTM per DataPoints

€ 15'000 € 15'000 € 15'000 € 15'000 <€ 15'000 <€ 15'000

m €5'000 €500 £€5000 <£€5000 €500 £€5'000
m €2'500 €£2'500 €2'500 €2'500 € 2500
€10'000 € 10'000 € 10000 <€ 10'000
€ 10'000 € 10'000 <€ 10'000
€ 0.010 € 20'000

Datapoints Study Study Study Study Study Study
P 50'000 100'000 | 500'000 | 1'000'000 | 2,000'000 | 4'000'000




