Clinical study oversight:
different approaches f
and starter pack

P .\/

GFY INNOVION



AGENDA

illl'll‘

Outsourcing and Oversight moaels

L™

"

||I|||I||...|

Starter Pack

Questions

F Innovion




Common concerns when outsourcing

? Is my CRO collecting the right data?

? Will my data be fit for a regulatory submission?

? My CRO delivers CDISC, so | guess that’s good enough?
? Will | be able to compare data between different trials?
? Am | giving the right information to the CRO?

? How do I check the CRO deliverables?

? |l am keeping my study data on my server, | guess that’s ok?
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Outsourcing Model I: Let the CRO decide
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What will you get back?

STUDYID | DOMAIN | USUBJID | suJiD | RFSTDTC SITEID
ABC DM ABC-CAN1-001 001 2017-04-09 CAN1
RFSTDTC = date of informed consent

CRO B -x STUDYID | DOMAIN | USUBJID | susiD | RFsTDTC SITEID
' DEF DM DEFCAN1001 001 2017-04-12 CAN1

<M/ RFSTDTC = date of first visit
CROC E STUDYID | DOMAIN | USUBJID | suBJID | RFSTDTC SITEID
& GHI DM GHI-CAN1-01001 01001  2017-04-15 CAN1

RFSTDTC = date of first dosing
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When it gets more complex

CUMULATIVE PAGES
Death Report
DateofDeat: [11 [T11 [T1T]
) M FFFF

Prmary Cause of Death:

Was Death Related to Study Treatment? [ Yes ONe [ Unknown
Was Death Witnessed ? [ Yes ONe
Where Did The Patient Die 7 Mark One [] Home

Hospital
Was Autopsy Performed ? [ Yes ONe [ Unknown
DateOf Autopsy: L1 [LT] [LLT]
DD ML FIYY
Innovion




When it gets more complex

[Ds]
[So7PeeT]

CUMULATIVE PAGES CUMULATIVE PAGES CUMULATIVE PAGES

Death Report || DSCAT = “DISPOSITION EVENT | Death Repart | [ DSCAT = “DISPOSITIONEVENT _|

buestpet ([ (L] [LLL]|_DSSTOTC beeornesse [11 [T [TTT] [BSSTOTC_] dueatpat: [ ([0 ([  [BBBIe ]
oo ey FIFY oo M FY¥Y oo M FYFY
) | DSDECOD = “DEATH” | . [ pspecop=*pEATH ] )
Primary Cause of Death: Primary Cause of Death: Primary Cause of Death:
| DTHRELST in sUPPDS |
Was Death Related to Study Treatment? O Yes One [ Unknown Was Death Related to Study Treatment? [ Yes O [ Unknown Was Death Related to Study Treatment? O Yes OMe [ Unknown

[omResT ) feresssnmse (I [ETFETT—] i B —

st semsse [TT] ["linked via RELREC |

Was Death Witnessed ? O Yes [Na se [ Yes ONe ONe
| pTHWITin suPPDs |
Whee Did The Patient Die ? Mack One [ Home Where Did The Patied Wie ?Mark One [ Home Where Did The Patient Wje ? Mark One \ [] Home
Hospital Hospital Hospital
| tocotHin suppDs | Other (pecify ) Other (specify ) Other (specify )
Was Autopsy Performed ? [ Ves Owe [ Unknown X O es ONe ] Unknown ‘Was Autopsy Performed ? One [ Unknown

[Not Submitted]

Date Of Autopsy: I:lm:l [11 PRSTDTC

[ pporreEswherepbTESTCD=

[ Autopsy in supPps | [[PRTRT="AUTOPSY" |

Date Of Autopsy: |:|m:| O [

M T

[ Autopprcin suppDs |
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Outsourcing Model I: Let the CRO decide

F ADVANTAGES of this model
- Minimal investment from sponsor company
- Quick initiation of study set-up activities after final protocol

“ DISADVANTAGES of this model
- Minimal control by sponsor

- Quality Control is re-active
Across trial variation unavoidable = Data will be difficult to pool or re-use

No consistency of submission package = Costly conversion required

F Innovion



When does this model work?

v" Select 1 CRO and remain with this CRO
CA ‘ throughout development program

v" Define some conventions, such as formats of
USUBIJID, reference dates,...

v" Sell your assets before planning a submission



Outsourcing Model Il: With Standards
Library
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Example Standards Library

SDTM

CDASH

CRF
guestions

eDC build
instruction
S

AE ADVERSE EVENTS Y DCM ID: AE_GL_001 A
STUDYID STUDYID Study [Free text] [Preprinted]
SITEID SITEID Site [Free text] [Preprinted]
SUBJID SUBJID Subject [Free text] [Preprinted]
Adverse Events
[Not Submitted| AEYN Were any adverse events experienced? [Radiobutton {Yes; No}] NY
AESPID AESPID AE number [Numeric field] [Preprinted]
AETERM AETERM What is the adverse event term? [Free text]
AESTDAT Start Date [Date {DD-MMM-YYYY}]
AESTDTC
AESTTIM Start Time [24 hr clock]
AEENDAT End Date [Date {DD-MMM-YYYY}]
AEENDTC
AEENTIM End Time [24 hr clock]
If Yes, AEENRTPT X . X
ONGOING AEONGO Is the adverse event still ongoing? [Radiobutton {Yes; No}] NY
AESEV AESEV Severity [Radiobutton {Mild; Moderate; Sgvere}] AESEV
AESER AESER Is the adverse event serious? [Radiobutton {Yes; No}] NY
If Yes:
AEREFID AEREFID SAE Number [Free text]
AESCONG AESCONG Congenital Anomaly [Radiobutton {Yes; No}] NY
AESDISAB AESDISAB Significant Disability [Radiobutton {Yes; No}] NY
AESDTH AESDTH Death [Radiobutton {Yes; No}] NY
AESHOSP AESHOSP Hospitalization [Radiobutton {Yes; No}] NY
AESLIFE AESLIFE Life Threatening [Radiobutton {Yes; No}] NY
AESMIE AESMIE Other Medically Important Event [Radiobutton {Yes; No}] NY
[Radiobutton {Not related; Unlik@y
Related; Possibly Related; Probalfly
AEREL AEREL Relationship to Study Treatment Related}] REL
[Radiobutton {Dose Not Changedj Drug
\EACN A AEACN Action t_aken with Study Treatment A Withdrawn; Dose Reduced}] 4 ACN

Controlled
terminology




Provide Expectations

m Set-up package
- Protocol
- CRO guides for using Standards Library & standards governance

- Sponsor Standards Library
- Standard Data Collection Modules
- CDISCSDTM Library

- Data Standards Conventions

?S Innovion
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Oversight and Quality Control
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Enables Additional Quality

m Review of Annotated CRF

- Compare against sponsor Data Collection library
- Enhances consistent data collection across CROs and Trials

- Review SDTM mapping

m Flectronic Comparison of datasets and define.xml

- Check if data standards conventions were followed

- Check consistency with Data Standards Library

F Innovion



Outsourcing Model II: With Standards
Library

vADVANTAGES of this model

- Moderate investment by sponsor company
- Can work with multiple CROs and get same results

- Consistent data collection and representation in CDISC SDTM

98 DISADVANTAGES of this model

- Quality Control is still re-active
- Review steps are needed to verify CRO’s use of the library
- Increased communication with the CRO

- Need to maintain the library by an expert

F Innovion



When does this model work?

v Working with One or Multiple CROs

v Small to midsize companies with a growing
portfolio, but limited budget

v" Access to standards SME




Outsourcing Model Ill: Extended Standards
Functionalitv
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xample Extended Standards Library

AE ADVERSE EVENTS DCM ID: AE_GL_001
STUDYID STUDYID Study [Free text] [Preprinted]
SITEID SITEID Site [Free text] [Preprinted]
SUBJID SUBJID Subject [Free text] [Preprinted]
Adverse Events |Dataset Description Class Structure Purpose Key Variables Repeating  [Reference Data
. AE /Adverse Events EVENTS One record per adverse event per subject [Tabulation  |STUDYID,USUBJID,AECAT,AEDECOD,AESTDTC Yes No
[Not Submitted] ARCTIV VVETE ATy qUVETSE EVETTTS EApETeTTeuT NOUTUTUTTOTI{ TES, VU] ~T
AES Significant
AETIPataset \Variable Label Data Type Length[Digits Format Mandatory ICodelist Origin Pages Method Predecessor Role [Comment ICore
AE STUDYID Study Identifier text 12 Yes Protocol Identifier Req
IAE DOMAIN Domain Abbreviation text 2 Yes AE.DOMAIN Assigned Identifier Req
AESTAE USUBJID Unique Subject Identifier text 18 Yes Derived USUBJID Identifier Req
AE AESEQ Sequence Number integer 8 Yes Derived SEQ Identifier Req
AE AEGRPID Group ID text 20 No Derived AEGRPID Identifier Perm
AEEIaE AEREFID Reference ID text 20 No CRF Identifier Perm
Y AE AESPID Sponsor-Defined Identifier text 20 No CRF Identifier Perm
e('AE AETERM Reported Term for the Adverse Event text 200 Yes CRF Topic Req
AE AEMODIFY Modified Reported Term text 200 No Assigned Synonym Qualifier Perm
AESIAE AFLIT Lowoct | aval Tarm toavt 200 L\FaY MadDRA Accianad \lariahla Nualifiar Exp
Data Extensibl Exp
ID Name NCI Codelist Code Type Order Term NCI Term Code Decoded Value e Req
ACN Action Taken with Study Treatment C66767 text DOSE INCREASED C49503 Dose Increased N EX"
ACN Action Taken with Study Treatment C66767 text DOSE NOT CHANGED C49504 Dose Not Changed N E:S
ACN Action Taken with Study Treatment C66767 text DOSE REDUCED C49505 Dose Reduced N Exp
ACN Action Taken with Study Treatment C66767 text DRUG INTERRUPTED C49501 Drug Interrupted N Exp
ACN Action Taken with Study Treatment 66767 text DRUG WITHDRAWN 49502 Drug Withdrawn N Eerm
: ; h erm
ACN Action Taken with Study Treatment C66767 text NOT APPLICABLE C48660 Not Applicable N Perm
ACN Action Taken with Study Treatment C66767 text UNKNOWN C17998 Unknown N Exp
AE AEBDSYCD Body System or Organ Class Code integer 8 No MedDRA Assigned Variable Qualifier Exp
AE AESOC Primary System Organ Class text 200 No MedDRA Assigned Variable Qualifier Exp
AER\AE AESOCCD Primary System Organ Class Code integer 8 No MedDRA Assigned Variable Qualifier Exp
AE AELOC Location of Event text 200 No LOC CRF Record Qualifier Perm
AE AESEV Severity/Intensity text 20 No AESEV CRF Record Qualifier Perm
AEAAE AESER Serious Event text 1 No NY_YN CRF Record Qualifier Exp
—AE AEACN Action Taken with Study Treatment text 40 No ACN CRF Record Qualifier Exp
AE AEACNOTH Other Action Taken text 200 No CRF Record Qualifier Perm
AE AEREL Causality text 20 No REL CRF Record Qualifier Exp
AE AEREl.NST_ _ Relationship to Non-Study Treatment text 40 No CRF Record Qualifier Perm




Provide Specifications

m Study Build Package

- Protocol
- Electronic Study Specification

- Define.xml
- EDC Build File
- SDTM annotated CRF



Oversight and Quality Control
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Enables Highest Level Of Control & Quality

= EDC system is automatically generated

- Ensures consistent data collection

= Provides electronic SDTM specifications for the CRO

- Enables electronic check between specifications and CRO datasets
- Ensures consistency with Data Standards Library

= Ensures consistency

- Between Trials
- Between CROs
- Fit for use in analysis poolings and re-usability of trial data

F Innovion




Standards

Tahle 1 Demographi

Analysis Results

o Data - Per-Protocol

Integration

Treatment 1 Treatment 2

Baseline hody wass index (BMI) [kg/m©7z]

] 167 167

Hean 29.08 29.04

sD 4.84 4.80

Min 20.3 16.0

Hedian 28.69 28.47

Hax 40.1 41.2
Easeline BMI (categorical) [N (%)]

<25 Kg/mrr2 41 [ 24.6%) 71 { 2l.1%)

25-<30 kg/mer2 60 [ 35.9%) 130 { 38.7%)

=30 kg/wn 2 66 [ 39.5%) 135 | 40.2%)

CRF

VITAL SIGNS
PROTOCOL. ABC.DIA0012
sumecT 2001
st weeks
WERE VITAL SIGNS COLLECTED? Oves O no
oaTE [
PLANNED TIMEPOINT ACTUALTIME  TEST ResuT UNIT CUNICALLY SIGNIFICANT

T RED0sE — gt

weight

Systoli Blood Pressure
Diastolc ood Pressure
Pule Rate
Temperature
Respiratory Rate

Interpetation Oves0 no

PRETTNEY Systole Blood Pressure
Diastolc load Pressure
Pule Rate
Temperature
Respicatory Rate
Interpetation Dinorwa [ asnomwaL Oves0 no

D
CDASH EDC Extract “*

CDISC
ata Models

LISUBID
9999 000 B9 0001 D000
9999 000 9 (001 D000
SN 0 AT
freciiih] FESHAN A
freciiih] FEEHAN DL
FI300001 DX -DOXDN:
R0 FXX0001 000007
R0 FXX0001 00000
1000 FXX0001 D00
freciiih] FEEHAN Y
freciiih] FEEHAAN N
R0 FX0001 000012
R0 FXX0001 000013
9999 000 9 0001 0O 4.
9999 000 9 0001 DO S

ADaM Data

LIBID Bl EMIGR1
PTTITIIIIR A kgim™2
oo EEORISA? 30 kgim™2
T VTN < kgD
VUM 2565 =30 kg™
VUL 0 FFGHE A =30 kgL
00N HEATI6ING >=30 kglm™
000007 250206446201 <30 kgdm™2
000006 003006229 >0 kgfm™
0000 12 200062600 <20 kgim™2
oo I TR < kg2
ooy SIS <0 g™
00002 26714052600 <30 kg/m™2
000013 RTICE1 306D 20 kgfm™
nooom4 PRTIATINAY 3 kgdm™2
nams 32 2T0MMATT el kgim™2

BMIGR

BMIGRZ
1 26 kgin"?
1 26« Mkgin™?

SDTM Data

femeon] ve_|mowomcomos vesea

15 VSCLSIG  CLINICALLYSIGNIFICANT NO  CRF

mmlmum[ e Ivsﬂ; I vesro. IvstsvcnI weresr I — I pres— Ivsm&lvmnssnlvs.m [WLI wsmw[ = Iwymvl veorc l P

stuovio | sueao | vist | verere | veoar | vetm | vesmo | veter | weowr | weonru | weonr | weonro o Ern e e o o T S ) T e W
A O L e — w 1 -

9999-C 00001 BASE 14/06/ 30 T s Vs 0 1 PULSE RATE @ BEATSMN w @ v 2 masENE 10 2017061470855 PRE-DOSE.

? oo " LINE e Laioslzor o ? MINUTES, T wmoom  vs T 1 TEMe TEMPERATURE. » c * » v 2 msEmE 10 0170614T08S5  PRE-DOSE.

el I I I e I e e e e I 0 B o | = [ | 5 | 2 | onw |oownooomeson | m | w | = | = + [meare | o [ macesress | omares

1| 10 ity & kg & BEATSMN 3 c 12 BREATHSMomua g = e — —Te= = PR O3 TN T BT

Bl = | s | = | o | = || = c 0 B o o e e e e o e e oo [

[ sruovo [roouan] —usveao | iovar [ovarvat] auaw | QLAsEL JonJoorcfozva]

BMIGRM

R R T Y R}



Built-in Traceability

Analysis Results

Tsble 1 Demographic Data - Per-Protocol

Treatwent 1 Trestnent 2
Baseline body mass index (BNI] [kg/m??2]
u 167 167
Hean 29.08 25.04
B 1,84 2.80
0.3 15.0
Nedian 28.69 28.47
Hax 0.1 212
Baseline BNI (categorical) [N (%11
<25 kg/miiz 41 [ 24.6%) 71§ 211
25-<30 kg/mrz 60 [ 35.9%) 130 ( 38.7)
>=30 ko/nt ez 66 [ 35.5%) 135 { 40.2%)

CRF -_ ADaM data

VITALSIGNS
srorocor saconoo
suser a0 LEUBRD kst | B | maRy | mefA | btk | sadh |
vir wieks oo TS (gt ] 1
ooz W T | AT 2
WeRewTAL s couscreen owsO wo ] FATHMEN g e E:
owre e TE Mg E ] 1
oo T e ThgnI 3 seTingm 3
oo I Kkl 2 semnge? 1
PUNED TRRONT ACTUALTV  TEST s oy seumcar sy RN MhywT ) gt 3
T meso e o L TN s MhgaT E ] 3
oo AN < DhpmT 3 seXingmT 3
Sk seosnee e oo ARDTAT Angm 1 Eexige: 3
e pedese e, o APTAHD Mgt 1 BaXigawd 2
Terosis oc O [ P ] e :
e e 5 5 v [ TS o 2 sading 3
o o rmon e et IR MhghE 1 BaMigat 2
R —— e [ I Mg 2 gz 3
oy
oc o
et
Imareion [Ee—
Trial Arms (TA) [Location: ta.xpt]
s I
STUOVID | Study Identier
e - o pe AR Analysis Datasets for Study CDISC-Sample (ADaM-1G 1.0)
-Domain Dotaset  Description Class Strcture o
oD |amed e cote | 2| 8| [HACEBC" = “Plocsbar, “SCRNPALL” = “Screen Falms™, "WONDERLG" = Mrace | Aesigned 205 | Siusstoloo Aneves | SUBIECT LEVEL ANALYSIS | sne record per subject sesires | STUYD, USUEED Bliam | Sereen P we excluded simon they are ot mascied for ths study sesiess.
Dvvd 10 5o0s "OMDERIT™ = Mreck Drod 20 5 oxtaser See Anaipue Dat Ravipwar's G, page 6
dnaivea ats Bevrmse's Gusde
<Blanosd Am Code >
R T |28 tene o 0, e o 20 i ety [ e EAICONTA SRt | ooyt e s e | 0, Ui, -
Planned Arm <Dessrigtion of Sanced dm>
szt
TAETORD | Order of Hement 3| neger 1 Assigned S
b ADat | Aduaree Exacta caieas | CCCURRENCE aTa e racand per subject per adverse evert ‘Ses 343 pragram
Erco | Element cose e s nssigned [ STRUCTURE gk
ELEMENT | Description of e a0 Pratacal
Elemart
TABRANCH | ranch text 35 Protocol
TATRANS | Teansition Ruie e ' Protocol
eocn | epach o 2 prosocol

SDTM Metadata ADaM Metadata



Outsourcing Model Ill: Extended Standards

Functionality
VADVANTAGES of this model

Full control

Pro-active Quality Control

High level of automation possible
Many automatic quality checks

Submission ready deliverables

’ DISADVANTAGES of this model

Higher investment by sponsor company

Continuous maintenance and governance of standards mandatory

F Innovion



When does this model work?

A

v Midsize to large companies

v" Training is provided

v Intuitive Interfaces for end-users
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R R Collaboration
: ' ' CRO Selection

CRO Onboarding
CRO Oversight

Technology N —
- Develop User Requirements . '
- Vendor and tool selection
- Implementation & Validation

- Infrastructure
Technology Data Standards
Data Standards
- Data Collection Library (EDC)
- CDISC Library
Data - CDASH
- Study specification - - SDTM
g - ADaM

- Verify deliverables

- Submission readiness - Controlled terminology

- Consistency



Standards Library Sources

Clinical Team

e

pERCIsEiEM Company CDISC

Standards

Company
Standards
Non- =
standard g
CRF e~
SAP X,
Template
W

Protocol e |
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Standard Elements Definition Flow

Completion

Data
Validation Guidelines
Rules
. v -
‘ \
= -~ s r2, |~ r}( |
- [ | A\ =
— =4 =7
—— »  / sl P ——u > o
— Adobe — —al s
Protocol Non-standard Standard DCM — CDASH SDTM
CRF DCM metadata metadata
A

R

\
Wie > — p—i .
SAP TFL Standard ADaM
TFL shell metadata

‘=

Sponsor
Standards
Library



Standardize Data Collection Modules

SDTM

CDASH

CRF
guestions

eDC build
instruction
S

AE ADVERSE EVENTS Y DCM ID: AE_GL_001 A
STUDYID STUDYID Study [Free text] [Preprinted]
SITEID SITEID Site [Free text] [Preprinted]
SUBJID SUBJID Subject [Free text] [Preprinted]
Adverse Events
[Not Submitted| AEYN Were any adverse events experienced? [Radiobutton {Yes; No}] NY
AESPID AESPID AE number [Numeric field] [Preprinted]
AETERM AETERM What is the adverse event term? [Free text]
AESTDAT Start Date [Date {DD-MMM-YYYY}]
AESTDTC
AESTTIM Start Time [24 hr clock]
AEENDAT End Date [Date {DD-MMM-YYYY}]
AEENDTC
AEENTIM End Time [24 hr clock]
If Yes, AEENRTPT . ’ .
ONGOING AEONGO Is the adverse event still ongoing? [Radiobutton {Yes; No}] NY
AESEV AESEV Severity [Radiobutton {Mild; Moderate; Sgvere}] AESEV
AESER AESER Is the adverse event serious? [Radiobutton {Yes; No}] NY
If Yes:
AEREFID AEREFID SAE Number [Free text]
AESCONG AESCONG Congenital Anomaly [Radiobutton {Yes; No}] NY
AESDISAB AESDISAB Significant Disability [Radiobutton {Yes; No}] NY
AESDTH AESDTH Death [Radiobutton {Yes; No}] NY
AESHOSP AESHOSP Hospitalization [Radiobutton {Yes; No}] NY
AESLIFE AESLIFE Life Threatening [Radiobutton {Yes; No}] NY
AESMIE AESMIE Other Medically Important Event [Radiobutton {Yes; No}] NY
[Radiobutton {Not related; Unlik@y
Related; Possibly Related; Probally
AEREL AEREL Relationship to Study Treatment Related}] REL
[Radiobutton {Dose Not Changedj Drug
\EACN A AEACN Action t_aken with Study Treatment A Withdrawn; Dose Reduced}] 4 ACN

Controlled
terminology




Create LIb

ID

ACN
ACN
ACN
ACN
ACN
ACN
ACN

rary Metadata

AE ADVERSE EVENTS DCM ID: AE_GL_001
STUDYID STUDYID Study [Free text] [Preprinted]
SITEID SITEID Site [Free text] [Preprinted]
SUBIJID SUBIJID Subject [Free text] [Preprinted]
Dataset Description Class Structure Purpose Key Variables Repeating Reference Data
AE /Adverse Events EVENTS One record per adverse event per subject [Tabulation  |STUDYID,USUBJID,AECAT,AEDECOD,AESTDTC Yes No
[NUTSUDTTITTET] ATTIV VVETE ATy aUVETSE EVETTTS EAPETETICEU? [EUTUUUTTOTT { TS, VO] T
Significant
[Dataset \Variable Label Data Type Length[Digits Format Mandatory ICodelist Origin Pages Method Predecessor Role [Comment ICore
AE STUDYID Study Identifier text 12 Yes Protocol Identifier Req
AE DOMAIN Domain Abbreviation text 2 Yes AE.DOMAIN Assigned Identifier Req
AE USUBJID Unique Subject Identifier text 18 Yes Derived USUBJID Identifier Req
AE AESEQ Sequence Number integer 8 Yes Derived SEQ Identifier Req
AE AEGRPID Group ID text 20 No Derived AEGRPID Identifier Perm
AE AEREFID Reference ID text 20 No CRF Identifier Perm
AE AESPID Sponsor-Defined Identifier text 20 No CRF Identifier Perm
AE AETERM Reported Term for the Adverse Event text 200 Yes CRF Topic Req
AE AEMODIFY Modified Reported Term text 200 No Assigned Synonym Qualifier Perm
AF AFLIT Lowoct | aval Tarm toavt 200 L\FaY MadDRA Accianad \lariahla Nualifiar Exp
Name NCI Codelist Code Data Type Order Term NCI Term Code Decoded Value Extensible Exp
Action Taken with Study Treatment C66767 text DOSE INCREASED C49503 Dose Increased N E::'
Action Taken with Study Treatment C66767 text DOSE NOT CHANGED C49504 Dose Not Changed N Exp
Action Taken with Study Treatment C66767 text DOSE REDUCED C49505 Dose Reduced N Exp
Action Taken with Study Treatment C66767 text DRUG INTERRUPTED C49501 Drug Interrupted N Exp
. . N E;
Action Taken with Study Treatment C66767 text DRUG WITHDRAWN C49502 Drug Withdrawn N P)::m
Action Taken with Study Treatment C66767 text NOT APPLICABLE C48660 Not Applicable N Perm
Action Taken with Study Treatment C66767 text UNKNOWN C17998 Unknown N Perm
AE AEBODSYS Body System or Organ Class text 200 No MedDRA Assigned Record Qualifier Exp
AE AEBDSYCD Body System or Organ Class Code integer 8 No MedDRA Assigned Variable Qualifier Exp
AE AESOC Primary System Organ Class text 200 No MedDRA Assigned Variable Qualifier Exp
AE AESOCCD Primary System Organ Class Code integer 8 No MedDRA Assigned Variable Qualifier Exp
AE AELOC Location of Event text 200 No LOC CRF Record Qualifier Perm
AE AESEV Severity/Intensity text 20 No AESEV CRF Record Qualifier Perm
AE AESER Serious Event text 1 No NY_YN CRF Record Qualifier Exp
AE AEACN Action Taken with Study Treatment text 40 No ACN CRF Record Qualifier Exp
AE AEACNOTH Other Action Taken text 200 No CRF Record Qualifier Perm
AE AEREL Causality text 20 No REL CRF Record Qualifier Exp
AE AEREl.NST_ _ Relationship to Non-Study Treatment text 40 No CRF Record Qualifier Perm




Data Standards Governance Process
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Specification & Data Flow
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Quality Control Activities and Timelines

study Pre-final

SDTM

DA specifications, S
Clinical CRO e annotated
CRF and

and metadata DTAS

SDTM and SDTM
define.xml and
with Test Data define.xm

selection 1 p) 3/4)5 | packages
c CRO |
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Conclusion

m Higher level of standardization will lead to better quality

- Choose the approach that fits your company

Expectations

Budget
Staff

Partners

1



Questions....
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Peter Van Reusel
Managing Director
Peter.van.reusel@innovion.be
+32 476 54 59 17

Jasmine Kestemont

Managing Partner
Jasmine.Kestemont@innovion.be
+32 47394 69 92
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