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Why CDISC / SDTM ?

FDA is strongly encouraging sponsors to submit
data in standard form as a key part of its efforts
to continue with advancement of review

efficiency and quality.”

FDA wants SDTM

*
CDER Common Data Standards Issues Document, May 2011
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SDTM Manually or ....

1. Your eCRF generates SDTM
and you get SDTM for "free"

2. Conversion from Your Legacy Data
Automated "Overnight" - cost efficient

Clivax is designed for both

mathiesen & mathiesen
AG fur informatik
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Conversion Project

Legacy Data SDTM
Rawmaterials with 500.000 Final SDTM Datasets 177.000
data points. data points.

Source Oracle System. 18 Domains.
Format SAS. 7 Supp Domains.

mathiesen & mathiesen
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Cooperation

CRO: Independent Clinical Research Consulting
ICRC-Weyer GmbH, Berlin
Specialist in CDISC/ SDTM

Software:

mathiesen & mathiesen AG, Basel
Developer of CLIVAX

mathiesen & mathiesen
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Legacy Data / SAS

# c\dok\clivax\projekte\de_icrc-weyer_berlin\studie_03\testd: a\ae.sas7bdat

Library AE I
[l Freeze [[[Hide [{fl Show... 3% Format EFilter... A Font... Find imi
Table View
|
b 1 ADVERSE EV.01 |AE_01 15659441101 013 026 5 30MAR2011:12...
2| ABC1234 ADVERSEEV.01 |AE_D1 1569441401 013 026 + 30MAR2011:12...
3| ABC1234 ADVERSEEV.01 |AE_O1 15659441601 013 026 5 30MAR2011:12...
4! apr1724 ANVERGE EV N1 | AF M1 1| erass1ant n12 e 2 12MARIN11-12
[_J—] <BE>

<STUDY>ABC1234</STUDY>

<DCMNAME>ADVERSE EV. 01</DCMNAME>
<DCMSUBNH>AE_01</DCMSUBNM>
<SUBSETSN>1</SUBSETSN>
<DOCNUM>S69441101</DOCNUM>
<INVSITE>013</INVSITE>

<INV>026</INV>

<PT>5</PT>
<ACCESSTS>2011-03-30T12:21:46</ACCESSTS>

mathiesen & mathiesen

AG fir informatik
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SDTM Data / XML

<STUDYID>PHUSEQ1</STUDYID> .
<DOMAIN>EG</DOMAIN> Domain EG
<USUBJID>PHUSE(1.001</USUBJID> and
<EGSEQ>2</EGSEQ>

<EGTESTCD>INTP</EGTESTCD> :
<EGTEST/> SuppDomain

EGCAT> SUPPEG
<EGPOS/>

<EGORRES>ABNORMAL. NOT CLINICALLY SIGNIFICANT<’EGORRES>

<EGORRESU/>

<EGSTRESC>ABNORMAL, NOT CLINICALLY SIGNIFICANT</EGSTRESC=>

<EGSTRESN>ABNORMAL, NOT CLINICALLY SIGNIFICANT</EGSTRESN=>

<EGSTRESU/>

<EGSTAT/> <L PPEG> 2

<EGREASND/> <STUDYID>PHUSEO1</STUDYID>

<EGMETHOD/> <RDOMAIN>EG</RDOMAIN>

<EGBLFL/> <USUBJID>PHUSE01.001</USUBJID>

<EGDRVFL/> <IDVAR>EGSEQ</IDVAR>

<EGEVAL/> <I[DVARVAL>2</IDVARVAL>

<VISITNUM=>0</VISITNUM:> <QNAM>INTP</QNAM>

<VISIT>SCREENING</VISIT> <QLABEL>Clinical Significant</QLABEL>

<EGDTC>2010-11-30T09:10</EGDTC> <QVAL>N</QVAL>

<EGTPT/> <QORIG>CRF</QORIG>

<EGTPTNUM=>0</EGTPTNUM> <QEVAL>INVESTIGATOR</QEVAL>
</EG> </SUPPEG>

L ee—— e ) —— T
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SDTM

Domain and
Suppdomain

10010 7z_2011-10-02t15_21_57.7z
| SUPPXA_WIL_2011-10-02T15_21_57.xml
) sv_xML_2811-10-02T15_21_57.xml
< XA_XML_2§11-10-02T15_21_57.xml
) SUPPVS_X@IL_2011-10-02T15_21_57.xml
@ ys_XML_2811-10-02T15_21_57.xml
) SU_XML_2§11-10-02T15_21_57.xml
) SC_XML_2§11-10-02T15_21_57.xml
) PE_XML_2§11-10-02T15_21_57.xml
) SUPPPE_XfIL_2011-10-02T15_21_57.xml
) SUPPML_)XJIL_2011-10-02T15_21_57.xml
@ ML_XML_2§11-10-02T15_21_57.xml
) MH_XML_2P11-10-02T15_21_57.xml
) SUPPMH_ML_2011-10-02T15_21_57.xml
@ EX_XML_2§11-10-02T15_21_57.xml
| SUPPEG_XJIL_2011-10-02T15_21_57.xml
) EG_XML_2§11-10-02T15_21_57.xml
' DS_XML_2§11-10-02T15_21_57.xml
) SUPPDS_XJIL_2011-10-02T15_21_57.xml
© CM_XML_2P11-10-02T15_21_57.xml
' CO_XML_2p11-10-02T15_21_57.xml

=l
| AE_XML g011-10-02T15_21_57.xml

(Phuse



clivax (Phuse

Simplicity without Compromise

Legacy Data
5 Conversion Steps (without Programming)

otudy Structure Analysis

1. Define Study

2. Import Raw Data
3. Assign Issues

4. Integrate Assigned Data in System

5. Use Share, Domain

Export SDTM
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Study Structure Analysis |

<RAE>

Table 1:
<DCMNAMESADVERSE EV. 01</DCMNAME>
<DCMSUBNM>AE 01</DCMSUBNM> ” : Treatment period 1, 2 and 3 Follow
<SUBSETSN>1</SUBSETSN> Evaluation 1
<DOCNUM>S69441101</DOCNUM>
<INVSITE>013</INVSITE>
<INV>026</INV> Informed Consent
<EESS<IRE> Medical history X
<ACCESSTS>2011-03-30T12:21:46</ACCESSTS>
<LOGINTS>2011-03-16T08:15:12</LOGINTS> Inclusion/exclusion x
<LSTCHGTS>2011-03-30T12:21:46</LSTCHGTS> criteria
<LOCKFLAG>N</LOCKFLAG> Physical examination x x
<CPEVENT>ALL VISITS</CPEVENT> :
<DCMDATE /> Demographics x
<DCMTIME /> Body height, BMI X
<REPEATSN>1</REPEATSN> :

Body weight X X
<ACTEVENT>999</ACTEVENT> -
<SUBEVENT_NUMBER>0</SUBEVENT_NUMBER> Blood pressure, pulse X X X
<VISIT NUMBER>999</VISIT NUMBER> rate
<QUALIFYING VALUE>1</QUALIFYING VALUE> 12-lead ECG < NERY DY IR R =
<QUALIFYING QUESTION>256501</QUALIFYING QUESTION>
<LLB /> Haematology X X
<LABRANGE SUBSET_ NUMBER>0</LABRANGE SUBSET NUMBER> Blood chemistry x x
<LAB ASSIGNMENT TYPE CODE /> _
<LAB_ID>0</LAB _ID> Coagulation - X
<RESPID>1</RESPID> Serology X

<AETERM>HEADACHE</AETERM>

<AEDECCD>HEADACHE< /ZEDECOD>

<BEBODSYS>Nervous system disorders</AEBODSYS>
<AESTDC>20101214</AESTDC>
<BESTTC>0840</RESTIC>

<RESER>N</RESER>

<OTACN1>TREATMENT WITH DRUGS</OTACNI1>

<OTACN2 />

<OTRCN3 />

ZOTACNANNS /IATACNTAN
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Study Structure Analysis i

Vanaoic

1 Domai.r ~ |Variable Label v Role v [Source ~ |Origin v '
244 EG STUDYID Study |dentifier Identifier Assigned O r I n O c u m e n ts
245 EG DOMAIN Domain Abbreviation Identifier Assigned
246| EG USUBJID | Unigue Subject Identifier Identifier PHUSEO1' concatenated with PT Assigned
247 EG EGSEQ Sequence Number Identifier Derived
248 EG EGGRPID Group ID Identifier Not submitted
249 EG EGREFID ECG Reference ID Identifier Not submitted
EG EGSPID | Sponsor-Defined Identifier Identifier Not submitted
250 N [ ]
EG | EGTESTCD | ECC Test or Examination Topic HR, PR, QRSDUR, QT, QTCB, QTCF; INTP Assigned
251 Short Name
if EGORRES=HR then EGTEST= Heart Rate; if
EGORRES=PR then EGTEST= PR interval; if
ECG Test or Examinati EGORRES=QRSDUR then EGTEST= QRS intervalf if n
EG EGTEST °5N°r Xaminalion| - o nonym Qualifi [EGORRES=QT then EGTEST= QT interval; if Assigned
ame EGORRES=QTCB then EGTEST= QTcB interval:
EGORRES=QTCF then EGTEST= QTcF interval; if -
252 EGTESTCD = INTP THEN Interpretation S u p p D o m a I n S
IF EGTEST=FINDING' THEN EGCAT=FINDING"; IF
EGTEST=PR interval’, ‘QRS interval’, QT interval’,
. . ‘QTcB interval’ or 'QTcF interval THEN .
EG EGCAT Category for ECG Grouping Qualifier EGCAT=INTERVAL" IF EGTEST=HEART RATE’ Assigned
THEN EGCAT=MEASUREMENT:; IF
EGTEST=INTERPRETATION' THEN EGCAT ="*
253 -
254 EG EGSCAT Subcategory for ECG Grouping Qualifier Not submitted E I t d h
255 EG EGPOS ECG Position of Subject | Record Qualifier Protocol ec roca r I Og ra p y
CRF page 13,
Result or Finding in 41,44, 47, 82,
EG EGORRES Original Units Result Qualifier 85, 88, 123,
9 126, 129, 150,
256 EGTESTCD = INTP THEN EG.INTP 158
Controlled Terminology: BEATS/MIN for
EG | EGORRES Qriginal Units Variable Qualifier = = Assioned
A B C D E F G H I J K A~
1 STUDYID RDOMAIN USUBIJID IDVAR IDVARVAL QNAM QLABEL QVAL QORIG QEVAL CompMethod ;
if EG.INTP = ABNORMAL, NOT L
CLINICALLY SIGNIFICANT then Only if EG.INTP = ABNORMAL, NOT
QVAL=N; IFEG.INTP = CLINICALLY SIGNIFICANT OR
"PHUSEO1" concatenated with subject ABNORMAL, CLINICALLY ABNORMAL, CLINICALLY
2 |"PHUSEO1" " . 1 IFICANT then QVAL=Y "CRF" EG.EGEVALY SIGNIFICANT v
4 4 » M| General | SUPPEG . SUPPXA . SUPPTI . SUPPAE . SUPPVS . SUPPPE . SUPPDS . SUPPPC . SUPPLB . SUPPML . SUPPMH .~ SUPPCM .~ SUPP] § | i

H Bereit |
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Legacy Data

5 Conversion Steps (without Programming)
Study Structure Analysis

1. Define Study

2. Import Raw Data
3. Assign Issues
4. Integrate Assigned Data in System

5. Use Share, Domain

Export SDTM
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1.1 Define Study

L
clivax |
User Corner Sitemap | AGB
Logged in as CLIVAXSYS
You hav v SS s.
ot e Data DashBoard Metadata I MetaData II
Management Reports Projekt/Study SysAdmin.
Project/Study/Visit/CRF Part ;‘ —‘
-~
Tools
Study
Study | 10010 Bl PHUSEO Active |
SDTM Name
Right Type |normal - Acces;j
Z Type <Undefiniert> =]
Start Date
Stop Date

Supp Tags 1/2 Supp Tags 3/4

Comments | Skip Tag |

<QUALIFYING_QUESTION= a
<|ABRANGE_SUBSET_NUMBER=

. <LAB_ASSIGNMENT_TYPE_CODE />

Skip Tags <LAB_ID>

b <EXO2EX:EXTRT=> LI
<EXO3EX:EXTRT=>

1
1
1
2
2
2
2
2
2
2
2
2
2
2
2

mathiesen & mathiesen

AG fir informatik
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1.2 Study Assign to CDISC

Project/Study/Visit/CRF Part

v Q0 »

" 10010 PHUSEO1

>m 10 PER.
> m 20 PER.
> m 30 PER.
> m 40 PER.
> m 50 PER.
> m 60 PER.
>m 70 PER.
> m 80 PER.
> ®m S0 PER.

\ \

1
1
1
1
1
1
1
1
1

> m 100 PER.
>m 110 PER.
>m 120 PER.
> m 130 PER.
> m 140 PER.
> m 150 PER.
> m 160 PER.
>m 170 PER.
> m 180 PER.
> m 190 PER.
> m 200 PER.
>m 210 PER.
>m 220 PER.
>m 230 PER.
> m 240 PER.
> m 250 PER.
> m 260 PER.
>m 270 PER.
> m 280 PER.
> m 290 PER.

- DAY O
- DAY 1
- DAY 2
- DAY 3
- DAY 4
- DAY 5
- DAY 6
- DAY 7
- DAY 8
1- DAY 11
1 - DAY 15
1 - DAY 18
2-DAY O
2-DAY 1
2 - DAY 2
2 - DAY 3
2 - DAY 4
2 - DAY 5
2 - DAY 6
2 - DAY 7
2 - DAY 8
2 - DAY 11
2 - DAY 15
2 - DAY 18
3-DAY O
3-DAY 1
3 - DAY 2
3 - DAY 3
3 - DAY 4

=

Study

SDTM Name

Right Type
Z Type

Start Date

Stop Date

10010

normal - Acces 'I

<Undefiniert= 'I

<STUDY=

<DCMSUBNM=

<PT=>

<VISIT_NUMBER=>

<DCMNAME:=

mathiesen & mathiesen

AG fiir informatik

PNUS

PHUSEO1

Supp Tags 1/2 Supp Tags 3/4

4

I Study I Tools

|

4




clivax

Simplicity without Compromise

1.3

CDISC / SHARE

Activate

User Corner

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

CLIVAX Paramter for eCRF
v -

vEm 10010 PHUSEO1

> m 02 Common Timing Var
> m AE Adverse Event

> m CM Concomitant Medic
> m CO Comments

> ® DM Demoaraphics

> m DS Disposition

> ®m EG ECG Test Results

> m EX Exposure

> m LB Laboratory Test R

> m MH Medical History

>m ML ML Test

> ®m PE Physical Examinat

> ®m QS Questionnaires

> m SC Subiject Character

> ®m SU Substance Use

> m SUPP Supplement Gene
> ®m SV Subiject Visits
> m /S Vital Sians
XA XA Test

User Messages Management

Project:
Study:
Domain:

Category:

Sub Category:

Variable
[XXTESTCD]
[QNAM]

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

Contact | Sitemap | AGB

Metadata I
Projekt/Study

DashBoard
Reports

Study Data
Management

MetaData II
SysAdmin.

-~

I CLIVAX/SDTM Param.for eCRF I

1001 PHUSE
10010 PHUSED1

Tran. Choice
Amin.

Message
New Domain

> m Copy From Existing Projects - O ——
v m Copy From CDASH Standard lM’
> m 01 Common Identifier Var (1)

> m 02 Commeon Timing Variabl
m CMCAT (P)
m CMCLAS (B)
m CMCLASCD (B) Origin:
m CMDECOD (B)
m CMDOSE (P)
® CMDOSFRM (B) Domain:
m CMDOSFRQ (P)
m CMDOSTOT (P)
m CMDOSTXT (P)
m CMDOSU (P)
m CMENDAT (P)

Parameter:

Copy From CDASH Standard

CM Concomitant Medicatio (26)

Study 10010 PHUSEO1

Parameter + SDTM only SDTM

Cd only SDTM-Domain

Complete Domai
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Legacy Data

5 Conversion Steps (without Programming)
Study Structure Analysis

1. Define Study
3. Assign Issues
4. Integrate Assigned Data in System

5. Use Share, Domain

Export SDTM
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2. Upload / Import Raw Data

cl

User Corner

Contact | Sitemap | AGB

Logged in as CLIVAXSYS
You h \ ssages.
[fgg::f]no Aew message Study Data DashBoard Metadata I MetaData II

User Messages Management Management Reports ML UGN SysAdmin.

L
CLIVAX Paramter for eCRF

vE 1001 PHUSE I t
m 10010 PHUSEO1 mpo

Project: 1001 PHUSE
Study: 10010 PHUSEO1 upl. Legacy
Import:

clivax

r Corner Contact | Sitemap | AGE

ed in as CLIVAXSYS
have no new messages.

Study Data DashBoard Metadata I MetaData L
User Messages Management Management Reports MU (O SysAdmin.

t }
Import Legacy |C:\Db_VDF\Vdf16\c|ivax\DataCIivax40\UpIoa Durchsuchen_ | ‘ Upload F
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Legacy Data

5 Conversion Steps (without Programming)
Study Structure Analysis

1. Define Study

2. Import Raw Data

3. Assign Issues

4. Integrate Assigned Data in System

5. Use Share, Domain

Export SDTM
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3. Assign Issues

Logged in as CLIVAXSYS
You have no new messages.

[Logout] Study Data DashBoard Metadata I MetaData II

User Messages Management Management Reports G E AV SysAdmin.

———————————
CLIVAX Paramter for eCRF

v e 1001 PHUSE 1 ot
® 10010 PHUSEO1 mpo

Project: 1001 PHUSE
Study: 10010 PHUSEO1 Upl. Legacy
Import:

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

Import: FY3 L. 1mport 11 v



clivax ohuse

Simplicity without Compromise

3.1 Assign Domain

Logged in as CLIVAXSYS

You h \ SS s.
[Egg::f] = Study Data DashBoard Metadata I MetaData II

User Messages Management Management Reports M ATV SysAdmin.

I Domain SDTM I

Project: 1001 / Study: 10010

)rag Imported Domain
AE 01
'JICM_02

Drop Space SHARE Domain SHARE Domain Title
Drop here 01 Common Identifier Variables
Drop here 02 Common Timing Variables
Drop here 03 Screen Failure
Drop here AE Adverse Event

CM_01 CM Concomitant Medications

Drop here CM Concomitant Medications

Comments

Comments
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3.2 Assign Visits

>
clivax
User Corner Contact | Sitemap | AGB
Logged in as CLIVAXSYS2
You h \ SS s.
S momlele o leaels Study Data DashBoard Metadata I MetaData II
User Messages Management Management Reports M A (O SysAdmin.

Al
I Visit Sdtm I

Project: 1001 / Study: 10010

Drop Space SHARE Visit Number SHARE Description

0 1 Screening

Screening

PER. 1 - DAY 0

PER. 1 - DAY 1

Drop here 30 PER. 1 - DAY 2
Drop here 40 PER. 1 - DAY 3
5 50 PER. 1 - DAY 4

Drop here 50 PER. 1 - DAY 4
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Legacy Data

5 Conversion Steps (without Programming)
Study Structure Analysis

1. Define Study
2. Import Raw Data

3. Assign Issues

4. Integrate Assigned Data in System

5. Use Share, Domain

Export SDTM
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4. Integrate Assigned Data in System

Import02 started...
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Legacy Data

5 Conversion Steps (without Programming)
Study Structure Analysis

1. Define Study
2. Import Raw Data

3. Assign Issues

4. Integrate Assigned Data in System
5. Use Share, Domain

Export SDTM
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5.1 Use Share, SDTM Domain Structure

01</STUDYID>
<DOMAIN>EG</IJOMAIN>
<USUBJID>PHUSEO01.001</USUBJID=>

User Corner
Logged in as CLIVAXSYS2

You hav v ssages.
[fggfﬁf]no new MEssags Study Data DashBoard

User Messages Management Management  Reports <EGSEQ>2</EGSRQ>

v e Ul Common ldentfier Sdt <EGTEST/>

1’ DOMAIN (S) - <EGCAT/>

INVID (S) Al

:E:EIDT%IIBIN (S(‘,P) Project 1001 PHUSE / Study 10010 PHUSEO1 / Domain AE Adverse E <EGPOS/>

Cieoo (S) <EGORRES>ABNDRMAL. NOT CLINICALLY !

S * Drop Variable: <EGORRESU/>

CIUSUBIID (S) |'.-STIJDYID (S) | <EGSTRESC=ABNORMAL, NOT CLINICALLY
>® 02 Common Timing Var ' <EGSTRESN>ABRORMAL, NOT CLINICALLY
v m AE Adverse Event  (18) ) :

'JAEACN (P) <EGSTRESU/>

JAEACNOTH (P) SDTM Tags: AT/

"ZIAEBODSYS (P) < STUDYID > VALUE </ STUDYID > <EGSTAT>.

'AECONTRT (P) <EGREASND/>

S EDECon ) <EGMETHOD/>

'AEENDC EXC (P) <EGBLFL/>

e R <EGDRVFL/>

'PAEENTC (P) <EGEVAL/>

"IAEENTC EXC P)

.:-AELrL\lT ’ (P) - Drop Variable: <VISITNUM=>0</"\JISITNUM>

AELLTCD (P) : 7

'JJAEOTACN1 (P) [(ING</VISIT>

'JJAEOTACN2 (P) <EGDTC>2010-11§30T09:10</"EGDTC>

1IAEOTACN3 (P)

'.'/AEOTACN4 (P) SDTM Tags: - -

:ESI;EEP‘CO ((;;' < DOMAIN > VALUE </ DOMAIN > <EGTFINUM>-0ZEGTITNUM >

" AEOTRESULT (P)

JAEOTRSLT1 (P) Delete SDTM Tag
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clivax

User Corner Contact | Sitemap | AG

Logged in as CLIVAXSYS2

You h v SS s.
[Ef,gf:f]”" R Study Data DashBoard Metadata I MetaData

User Messages Management Management Reports MG ATV SysAdmin.

 —————
CLIVAX Paramter for eCRF A

v m 1001 PHUSE Tool I
vm 10010 PHUSEOD1 ' ools

v m 01 Common Identifier

> m DOMAIN (S)
> m INVID (S) Domain [XX] |01 |
> m RDOMAIN (\P) Categorie

’ [XXSCAT]
X » aln

> m Sub Cateqory

> ®m SDTM Variable ariable

> m Question Title [XXTESTCD] STUDYID E |
> W Instructions bl

> @ Prompt Status ctiv ;l

> m Help Text T

> m CDASH Core CDASH uoYlp E

> B Parameter Type
> ®m Formula

SDTM

> m Chart / Yes [XXOCCUR]
> m VValidation / [XXORRES] STUDYID
> m Adverse Even [XXSTRESC]
: : ﬁgﬁg—‘lﬁl“ (E€I‘| [ I Edit ParameterType I Tools

Variable | sTUDYID | Question Title | Whatis the study identifier |

Specifications

5 n 2 ASS i g n Parameter Type | ASCII |
i none E Create New Choice
SDTM Parameters e

cd11stud.title_01 |
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5.3 Assign SDTM Parameters Il

Tead ID
Domain
Clivax Variable

Term

INTP
INTP
INTP
INTP
INTP
INTP
INTP
INTP
INTP
INTP
INTP

EC

EGTESTCD

TargetO1

| EGCAT

EGEVAL
ECMETHOD
EGORRES
EGORRESU
EGPOS
EGSTRESC
EGSTRESN
EGSTRESU
EGTEST
QEVAL
QLABEL

Target02 ValueO1

| EGCAT

EGEVAL
ECMETHOD
EGORRES
EGORRESU
EGPOS
EGSTRESC
EGSTRESN
EGSTRESU
EGTEST
QEVAL
QLABEL

INVESTICATOR

cd14pati.value0l

cd14pati.value0l
cd14pati.value0l

INVESTIGATOR
Clinical Significant

0.00001

0.00001
0.00001
0.00001
0.00001
0.00001
0.00001
0.00001
0.00001
0.00001
0.00001
0.00001_|

i

<EGTEST/>
<EGCAT/>
<EGPOS/>

<EGSTRESN>ABRORMAL. NOT (
<EGSTRESU/>

<EGSTAT/>

<EGREASND/>

<EGMETHOD/>

<EGBLFL/>

<EGDRVFL/">

<EGEVAL/>

<EGDTC>2010-11§30T09:10</EGD

<EGTPTNUM=>0g)EGTPTNUM>
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5.4 SDTM / Supplement Domain - Bind

SE01.001</USUBJID=>
Q</IDVAR>
</IDVARVAL>

</ QNAM>

ical Significant</QLABEL>
‘AL>

</QORIG>
STIGATOR</QEVAL>

User Corner
Logged in as CLIVAXSYS

You have no new messages.

ohuse:s

"Fe
Contact | Sitemap | AGB

[Logout] Study Data DashBoard Metadata I MetaData II
User Messages Management Management Reports RO E TS UL SysAdmin.
>BEGUISTA F) g 2
> m EGPOS (P) —
> m EGSEQ (P) j CLIVAX/SDTM Param.for eCRF I
> m EGSTAT (B)
> m EGSTRESC (P .
o m EGaTRESCN (8) Project: 1001 PHUSE
> m EGSTRESCU (8)
> EGSTRESN (P) Study: 10010 PHUSED1
> m EGSTRESU (P) . . .
>m EGTC (P) Domain: EG ECG Test Results ar + +
>m EGTEST (P
> m EGTESTCD (P) .
> m EGTPT (8) Category:
> m EGTPTNUM (P)
> m FIND1 (P Sub Category: 2
> m FIND2 (P) oy
Variable

>m FIND3 (P . :
=S ) %é)&Erv‘S]TCD] ®) Edit Variable
> m (P)

m INTP (P) SDTM

e [XXOCCUR]
> m Sub Cateqory [XXORRES] EGORRES Bind Supp
>m SDTM Variable [XXSTRESC]

> m Question Title [QVAL]
> m Instructions

——
meter -
ar
Var Project: 1001 PHUSE
(18)
lic (19) Study: 10010 PHUSEO1
(?7]0" Domain: EG ECG Test Results
10) Parameter:
(26) - .
‘2 omneces INTP INTP (SUPP
(B)
(P)
(B) A A
(P) Clivax Variable INTP (P)
(P)
(B)
(P)
(P)
(P)

I Bind Supp I

Remove this Connection

Bind Supp to Parameter
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5.5 SDTM / Interpretation - QVAL

Edit ParameterType Tools

Variable Question Title INTP

Specifications

Parameter Type v

=]

E Create New Choice

Choice Type

Formula

| cdl2tead.value0l

T ———

<RDOMAIN>EG</RDOMAIN>
<USUBJID>PHUSE01.001</USUBJID>
<IDVAR>EGSEQ</IDVAR>
<IDVARVAL>2<IDVARVAL>

Prch_id INTH i= Positive
Title D | Negative

m CodedValue Description

0 | | ABNORMAL, CLINIC |

Create Parameter Choice Selections _ — <SUPPEG>
SuppDo @ <S1UDYID>PHUSEO1</STUDYID>

ABNORMAL, NOT i
0  CLINICALLY 3
SIGNIFICANT H <QORIG>CRF</QORIG>
0  NORMAL NORMAL 0 Y
0 - <QEVAL>INVESTIGATOR</QEVAL>
</SUPPEG>

R —
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5.6 SDTM / QLABEL, QORIG, QEVAL

I Tead I Tools

Tead ID 59 B

Domain @

— <SUPPEG>
Clivax Variable EGCLSIG < DYID=>PHUSEO1</STUDYID>

<RDOMAIN>EG</RDOMAIN=>
Term INVSIGN I .
<USUBJID>PHUSE01.001</USUBJID>
<IDVAR>EGSEQ</IDVAR>
<IDVARVAL>2</IDVARVAL>
T T T S—C Doy
" INVSIGN | 4/ INVSIGN || INVESTIGATOR w linical Significant</QLABEL>
INVSIGN INVSIGN SUBJECT ELIGIBILITY <QVAL>N</QVAL>
INVSIGN INVSIGN CRF RF</QORIG>
STIGATOR</QEV.
</SUPPEG>
R —
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Legacy Data

5 Conversion Steps (without Programming)
Study Structure Analysis

1. Define Study

2. Import Raw Data

3. Assign Issues

4. Integrate Assigned Data in System

5. Use Share, Domain



clivax

Simplicity without Compromise

6.1 SDTM Deliver / Export
@ivax

C

User Corner

Contact | Sitemap | AGB

Logged in as CLIVAXSYS2
You have no new messages.
[Logout]

Study Data
Management Management

Metadata I
Projekt/Study

DashBoard
Reports

RANUUMLILZAILLIUN
‘ Data Capture '

Managm. Merge

MetaData II
SysAdmin.

User Messages

I Data Capture I

- ]
Project/Patient
v m 1001 PHUSE
v e 10010 PHUSEO1
>m1

Project: 1001 PHUSE Recipients

Study: 10010 PHUSEO1 Time Mgmt. SD/SN
Reports Exports

Center:

— - e e e

®

User Corner

Logged in as CLIVAXSYS2
You have no new messages.

@ivax
Study

<STUDYID>PHUNEO1</STUDYID>

<DOMAIN>EG</TJOMAIN>

<USUBJID>PHUSEO01.001</USUBJID>

<EGSEQ>2</EGSRQ>

<EGTESTCD>INTP</EGTESTCD>

<EGTEST/>

<EGCAT/>

<EGPOS/>

<EGORRES>AB

<EGORRESU/>

<EGSTRESC>ABNORMAL. NOT CLINICALLY SIGN!

<EGSTRESN>ABFORMAL, NOT CLINICALLY SIGN

<EGSTRESU/>

<EGSTAT/>

<EGREASND/>

<EGMETHOD/>

<EGBLFL/>

<EGDRVFL/>

<EGEVAL/>

<VISITNUM>0<"JISITNUM:>

<VISIT>SCREE G</VISIT>

<EGDTC>2010-11§30T09:10</EGDTC>

<EGTPT/>
<EGTPTNUM:=>04

DRMAL. NOT CLINICALLY SIGNI

GTPTNUM>

Data
Management

Metadata I
Projekt/Study

DashBoard
Reports

[Logout]

User Messages Management

> ® Reports
> m SignalFrame
vESDTM
®m 01 Common Identifier Variabl
® 02 Common Timing Variables )
m AE Adverse Event Project: 1001 PHUSE
® CM Concomitant Medications
® CO Comments Study: 10010 PHUSEO1
o Dr'j Demoaraphics Center: 0
B EG ECG Test Results Patient: 0
m LB Laboratory Test Results
m MH Medical History
® ML ML Test SDTM-AIl
® PE Physical Examination Domains: EG ECG Test Results
® QS Questionnaires
m SC Subiject Characteristics SDTM One Generate
® SU Substance Use Domain: SDTM-One
m SUPP Supplement General Para SDTM One
m SV Subiject Visits P i Generate XML
m VS Vital Sians Direkt
| XA XA Test X
> m D':na:ﬂcial Domain Total Total Patient cdiixmld cd12xmid Time xml
> m Message Patients Rows Counter Counter Counter
> m Connections [EG [20 500 [3 o [14 [0:0332 J |

JSEO01</STUDYID>
G</RDOMAIN=>
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6.2 SDTM Deliver / Export

10010 7z_2011-10-02t15_21_57.7z
> SUPPXA_WIL_2011-10-02T15_21_57.xml
) sv_XML_2811-10-02T15_21_57.xml
) XA_XML_2§11-10-02T15_21_57.xml <EGTEST/>

<@> <EGCAT/>

| sUPPVS_XfiL_2011-10-02T15_21_57.xml orosn

<@> _ <EGORRES>ABNDRMAL. NOT CLINICALLY SIGNIFICANT</EGORRES>

= vs_xML_211-10-02T15_21_57.xml “ECORRES-A!

‘<;i>i SU_XML_2811-10-02T15_2 1_57.Xm| <EGSTRESC.>AB ORMAL, NOT CLINICALLY SIGNIFICANT*("’EGSTRESC?
<EGSTRESN>ABRNORMAL, NOT CLINICALLY SIGNIFICANT</EGSTRESN=>

| sC_xML_2§11-10-02T15_21_57.xml <EGSTRESU/>
<EGSTAT/>

= PE_xML_211-10-02T15_21_57.xml <EGREASND/>

<@> <EGMETHOD/>

=] SUPPPE_X@IL_2011-10-02T15_2 1_57.Xm| <EGBLFL/>

<@> <EGDRVFL/>

= suPPML_JIL_2011-10-02T15_21_57.xml SEODRVEL

<VISITNUM>0</\JISITNUM>

) ML_XML_2§11-10-02T15_21_57.xml
) MH_XML_211-10-02T15_21_57.xml
| SUPPMH_MML_2011-10-02T15_21_57.xml
@ EX_XML_2811-10-02T15_21_57.xml

) SUPPEG_XJIL_2011-10-02T15_21_57.xml
) EG_XML_2§11-10-02T15_21_57.xml
) DS_XML_2§11-10-02T15_21_57.xml
' SUPPDS_XJIL_2011-10-02T15_21_57.xml
) cM_XML_211-10-02T15_21_57.xml
) CO_XML_2P11-10-02T15_21_57.xml
< AE_XML_gD11-10-02T15_21_57.xml

RY</QORIG>
STIGATOR</QEVAL>
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Experience / Optimizing
Legacy Data == SDTM

Data obtained as "native" as possible
(from the eCRF structure retained)

Data cleaning from a high quality

Unique parameter names makes life easier
(according to the CDISC philosophy)

Source of related data from the same SAS table
(avoid mixing domains)

mathiesen & mathiesen

AG fir informatik
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Clivax delivers SDTM

Legacy Data <= SDTM ("Overnight")

1. Speed up the Clinical Trial Process

2. SDTM ready before "Start" of Data Input

3. SDTM always "Included"” and "Free" of charge
4. All managed by your Clinical Trial team

5. Without IT Specialists

mathiesen & mathiesen

AG fir informatik



Questions and Contact

mathiesen & mathiesen

AG fur informatik

Peter Merian-Strasse 45

4002 Basel
+41 61 271 69 42

You will find us at

Stand Number 17

niels.mathiesen@m-m.ag www.clivax.com



