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Agenda

- Pool de bases de données cliniques
- Pourquoi et pour qui ?
- Quand ?
- Comment ?

- Harmonisation CDISC
- Structure
- Mapping
- Controlled Terminology — code listes

- Retour sur expérience
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Pourquoi et pour qui pooler des bases de données?




Pourquoi et pour qui pooler des bases de données ?

- Requis reglementaire pour les autorités de sante :
- 1SS, ISE
- DSUR
- BI

- Meéta-analyse sur données individuelles :
- Safety recherche de signal
- Efficacy augmentation de la puissance des analyses

- Autres raisons :
- Catalogue, outil de requétes
- Projet de data visualisation

eXYSTAT —
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ISS / ISE : Integrated Summary of Safety / Integrated Summary of Efficacy

Documents requis par la FDA lors du dép6t d'une demande de nouveau médicament
- NDA New Drug Application

Présentation des résultats d’'un ou de plusieurs essais cliniques

Une base de données unique est constituée

Mise a jour annuelle du rapport bénéfice-risque
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Quand pooler des bases de données?




Harmonisation CDISC

- Pool SDTM ?

External data

External data

Integrated
SDTM pool |

Integrated
ADaM

Uy
\y/

Option 1 — Integration Analysis Data Pool from Integrated SDTM Pool

eXYSTAT ﬁ)
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Harmonisation CDISC

= POOI ADaM? External data

External data External data

Legacy

Legacy

Legacy

Integrated
ADaM

Option 2 — Integration Analysis Data Pool Using ADaM Data of Individual Studies

XUSTAT |



Harmonisation — La décision depend de la situation des études individuelles

- Pool SDTM ou Pool ADaM?

External data External data External data

External data External data

Legacy

Legacy Legacy

Integrated
SDTM pool |

Integrated
ADaM

Integrated
ADaM

Environnement moins normalisé Environnement normalisé
Temps et ressources +++ Temps et ressources limités
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Comment pooler des bases de données SDTM?




On ne peut pooler que des structures préalablement harmonisees

i Fioeh Toeh Toosh Tine® T
jid Toek Bined B8 Tod 104
fif fred Tod Toid Rat j‘m@_
# fief B8 Fnd Frod Boned
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Harmonisation CDISC - SDTM

Qu’avons-nous au départ? CDISC or not
CDISC?

Legacy - héritage Etude Phase Format de la base | En cours/Terminée
SDTM Etude 1 | Double Blind Legacy terminée
- Quelle version? Quelles régles de base? Ftude2 | IlDoubleBlind | Legacy terminée
- Nécessité d’harmoniser une base SDTM ttudes | WDouble Blind | Legacy termince
vers la base SDTM poolée Etude 4 lIlb Double Blind SDTM CRO 1 terminée
Etude 5 llb Open label SDTM CRO 2 en cours
Etude 6 Il Double Blind SDTM CRO 3 en cours
Etude 7 Ill Double Blind SDTM CRO 2 en cours

N\ .
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Harmonisation — Structure SDTM i frd 8 Tud ot T
i? Tieeh Tish Tineh lmi LL

fid fud Bend 18 fud R

- Names or domalins: «AE for Adverse Events » b fief 19 Foed jinf ﬁh_t'

- Structure of domains: «one row per event »
- Names of variables: « start date of AE = AESTDTC »
- Format of variables: « start date of AE = date format 1SO 8601 (ex: 2016-08-31T09:00) »

- Sort of variables in a domain: « AE sorted by study, patient, sequence number »
- Mandatory and optional variables: « Start date of AE is mandatory, location of event is optional »

- Names of labels: example « Start date of AE = « Start Date/Time of Adverse Event» »

eXYSTAT
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Harmonisation CDISC

- Mapping — programmation SAS

Sources Datasets
= legacy datasets

Mapping Process

&f _iff\\\
eXYSTAT ||

Biometric Expertise ( /
¢

Target Datasets: Standard

= CDISC SDTM
= CDISC ADaM
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Structure SDTM — principe du mapping

SV - Specification for the SUBJECT VISITS Domain Model

sv.xpt. Subject Visits — Version 3.2,. One record per subject per actual visit.

Yariable Controlled
Name Variable Label Type | Terms, Codelist Role CDISC Notes Core
- or Format
STUDYID Study Identifier Char Identifier Unique i ifier for a study. Req
DOMAIN Domain Char sV Identifi T h ibbreviation for the domain. Req
Abbreviation
USUBJID Unique Subject Char Identifier Identifier used to uniquely identify a subject across all studies for all applications | Req
Identifier or issions i ing the product.
VISITNUM Visit Number Num Topic 1. Clinical encounter number. (Decimal numbering may be useful for inserting Req
unplanned visits.)
2. Numeric version of VISIT, used for sorting.
VISIT Visit Name Char Synonym 1. Protocel-defined description of clinical encounter. Perm
Qualifier 2. May be used in addition to VISITNUM and/or VISITDY as a text description
of the clinical
VISITDY Planned Study Day Num Timing Planned study day of the start of the visit based vpon RFSTDTC in Perm
of Visit Dx i
SVSTDTC Start Date/Time of Char 1S0 8601 Timing Start date/time for a Visit. Exp
WVisit
SVENDTC End Date/Time of Char IS0 8601 Timing End date/time of a Visit. Exp
Wisit
SVSTDY Study Day of Start of | Num Timing Study day of start of visit relative to the sponsor-defined RESTDTC. Perm
WVisit
SVENDY Study Day of End of | Num Timing Study day of end of visit relative to the sponser-defined RFSTDTC. Perm
Wisit
SVUPDES Description of Char Synoaym Description of what happened to the subject during an unplanned visit. Perm
Unplanned Visit Qualifier

* Indicates variable may be subject to contro,

led terminology, (Parenthesis indicates CDISC/NCI codelist code vaiue)

BLogeeeeyLyelE

DOMAIN

W
W

W
W
W
W
W
W
W
W
W
W

_-21-0
_-21-M
__-21-M
_-21-M
-1-M
-1-M
-1-M
-21-M
-21-M
-21-0
-21-01
-21-01

]
2
3
4
1

25
27
30
33
36
98
59

SCREENING
SCEENING 2
SCREENING 3
DAY 1

DAY 2
MONTH 1
MONTH 2
MONTH &
MONTH S
MONTH 12
END OF STUDY
FOLLOW-UF

A USUBID @ VISITNUM /A, WIST @ WSTDY Ay SVSTDTC b SVENDTC @@ SUSTDY @

. 2012-05-13 2012-09-13 -27
.| 2012-03-26 2012-03-26 -14
. 2012-10-03 2012-10-03 -7
. 2012-10-10 2012-10-10 1
. 20121017 2012-10:7 2
. 20121107 2012-11-07 28
. 2013-01-09 2013-01-11 92
. 2013-04-03 2013-04-22 176
.| 2013-07-09 20130718 273
. 2012-10-09 20131016 365
. 20131016 2013-10-16 372
. 2013-10-21 2013-10-21 387

SVENDY g SVUPDES

195
282
a7z
72
387

.\\\\
AR
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Harmonisation CDISC - SDTM

Fiek Tef 148 Tisd Toe? "Ii?
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- Harmoniser la structure mais pas que... le contenu doit étre harmonisé également :

- Controlled Terminology — les codelistes

CDISC SDTM Controlled Terminology,
Source: NCI EVS Terminology Resources website: http://www.cancer.gov/cancertopics/cancerlibrary/terminologyresources/cdisc
NCI CDISC Submission Codelist Name CDISC Definition Codelist
Code Value Extensible
CEETET ACN Action Taken with Terminalogy specifying changes to the study treatment as a result of an Mo
Study Treatment adverse event.
C101865 ACSPCAT Acute Coromary A classification of the presentation of acute coronary syndrome. Mo
Syndrome
Presentation Category
CEETES AESEV Severity/Intensity A scale that defines the degree or state of disease existing in a patient as a Ne
Scale for Adverse result of the occurrence of an adverse event. (NCI)
Events
CEET781 AGEL Age Unit Those units of time that are routinely used to express the age of a subject. No
C120521 AVOUTTRT Anti-Viral OQutcome of A terminclogy codelist to describe the anti-viral cutcome of treatment. Yes
Treatment

&f _iff\\\
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Biometric Expertise ( /
¢

16



Harmonisation CDISC - SDTM

ACN (Action Taken with Study Treatment)

MCI Code: CE6767, Codelist extensible: No

Co67o7

MNCI
Code

C49303

C43504

C43303

C43501

C49302

C48660

C17958

ACN

CDISC Submission
Value

DOSE INCREASED

DOSE NOT CHANGED

DOSE REDUCED

DRUG INTERRUPTED

DRUG WITHDRAWN

NOT APPLICABLE

LUNENOWN

CDISC Synonym

NA;:Not Applicable

U:Unknown

CDISC Definition

An indication that a medication schedule was modified by
addition; either by changing the frequency, strength or

amount. [NCI)

An indication that a medication schedule was maintained.

(NCI)

An indication that a medication schedule was modified by
subtraction, either by changing the frequency, strength or

amount. [NCI)

An indication that a medication schedule was modified by
tempaorarily terminating a prescribed regimen of

medication. (NCI)

An indication that a2 medication schedule was modified
through termination of 2 prescribed regimen of

medication. (NCI)

Dretermination of a value is not relevant in the current

context, (NCI)

Mot known, not observed, not recorded, or refused. [NCI)

MCI Preferred Term

Dose Increased

Dose Mot Changed

Dose Reduced

Crug Interrupted

Drug Withdrawn

Mot Applicable

Unknown

-

Zam\
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Controlled terminology

coorer AN * Etude 1 - AE: Action taken
mcr  coiscswbmission | - «NONe » « Interrupted » « Discontinued Permanently»

Code Value

C49503 DOSE INCREASED
Etude 1 modalités SDTM code liste

DOSE INCREASED
None DOSE NOT CHANGED

C43505 DOSE REDUCED

493501 DRUG INTERRUPTED DOSE REDUCED

45502 DRUG WITHDRAWN Interrupted DRUG INTERRUPTED
Discontinued Permanently DRUG WITHDRAWN
NOT APPLICABLE
UNKNOWN

C43660 NOT APPLICABLE

17998 UNEKNOWN

eXYSTAT
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Controlled terminology

C66767

MNCI
Code

C49503

C49504

C43505

439501

C49502

C43660

17998

ACN

CDISC Submission
Value

DOSE INCREASED

DOSE NOT CHANGED

DOSE REDUCED

DRUG INTERRUPTED

DRUG WITHDRAWN

NOT APPLICABLE

UNENOWN

Etude 2 - AE: Action taken
no action taken collected
- Action: value = «Unknown »

- To document : action taken not collected in CRF

ff

eXYSTAT
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Controlled terminology

coorer e e Etudes 4,5, 6 - AE: Action taken
NCI  CDISC Submission - :«Dose Not Changed» « Drug Interrupted» « Drug Withdrawn» « Not Applicable »

Code Value

C49503 DOSE INCREASED

Etudes 4, 5, 6 modalités SDTM code liste
C43504 DOSE NOT CHANGED

DOSE INCREASED
Dose Not Changed DOSE NOT CHANGED

C43505 DOSE REDUCED

439501 DRUG INTERRUPTED

DOSE REDUCED

49502  DRUG WITHDRAWN Drug Interrupted DRUG INTERRUPTED
Drug Withdrawn DRUG WITHDRAWN
C43660 MOT APPLICABLE
e oo Not Applicable NOT APPLICABLE
UNKNOWN

eXYSTAT
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Une experience... formatrice !




Retour d’expéerience

- ISS pour une soumission NDA
- Démarrage du projet
- 7 études : 3 terminées / 4 en cours

- 7 bases de données : 3 legacy / 4 SDTM crées par differentes CROs

- Cahier des charges initial: créer une base safety regroupant AE et lab data

Safety database

—  eXYSTAT —
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Retour d’expéerience

- Le cahier des charges évolue rapidement...

Safety database

Safety database

(s

~

=
eXY. STA'I?,

Biometric Expertise

AE: Adverse Events

CM: Concomitant Medications
DM: Demographics

DS: Disposition

EX: Exposure

IE: Inclusion/Exclusion Criteria Not Met
LB: Laboratory Tests

MH: Medical History

PE: Physical Examination
QS: Questionnaires

SV: Subject Visits

VS: Vital Signs

23



Retour d’expéerience

- Le cahier des charges évolue de nouveau...

Safety pooled
database

Safety pooled
database

v

\ 4

eXYSTAT ||

Safety pooled
database

----- F7] SUPPAE
----- F7] SUPPCE
----- 5] SUPPCM
----- F7] SUPPDM
----- 5] SUPPDV
----- F7] SUPPEX
----- 5] SUPPLE
----- F7] SUPPPE
----- 7] SUPPXA




Au démarrage 2 ans apres

BT
Pas de réunion projet He | |- cm « Réunions hebdomadaires

« 2 personnes impliquées chez le sponsor | | |- DV « 15 personnes impliquées, tous les
""" o services

« Pas de contacts aveclesCROs | []. HO
jjjjj 'LEB « Contacts avec les CROs des études en

; T e ¥ MH
 Pas de ressource prévue pour valider | | |. PE cours

« 1ere action = programmation SAS Iﬁﬂ e || ° Contrat specifique avec une CRO pour

..... SUPPCE valider le pool, 3 ETP pendant 2 mois

----- SUPPCM
----- SUPFDM
----- =1 5UPPDV .
..... sieex || ¢ Documentation+++
----- SUPPLB
----- SUPPPE

fj ..... TV
..... W5 25
eXY STAT o by
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Retour d’expérience

B Etude 1 Etude 2 Etude 3 Etude4 Etude5 Etudeb
..... £7] DEVIA f2] AD Zi _AD1 53 AE - AE - AE
..... % Egmﬂgam -F5] AE B ADF EcE B cE % SEMH
----- : = -EE] CM T ~E
_____ P - Eﬂ % TBAS % o o % on Safety pooled
----- £ RANDO e e _DEM o o ~Ejco
----- F5] TBL_APPLICATION_BLINDED - DY —f]  _DEV % DS i DM ~Eoa database
----- [ TBL_DOSAGE_IGE_BLINDED -F21 EG .- DM2 -4 DS -G
= - ] ov DM
----- £] TBL_DOSE_CD_BLINDED 1 Ep -E] Dse [ X i DV DS E &E
----- [7] TBL_EI_BLINDED = £c = “ECCE £ FA -f2] EX He
----- [2] TBL_EIG_BLINDED L ~E)  EcCreA iR -] FA -] EX I:M
----- 71 TBL_EXAM_BIOLOGIQUE_BLINDED || i Eog TE ~[§  _ECCFeB ] ForuaToaTa || B FC i
----- F=] TBL_EXAM_CLINIQUE_BLINDED ~E I -3 _ENROLLTRT o ~E] HO HE
..... £7] TEL_JOURS_APFLI_BLINDED -5 IE - FAE % s -HE -ELe EEE oM
""" £ TBL W B i T -1 MH
----- £%] TBL_MED_CONCO_BLINDED 4G j’ ey ~ElLe = ;EH [ PE D 5
----- £ TBL_MED_EXP_ELINDED ~EdH - J6E ~E e L -E1PR
----- £7] TBL_ORDONNANCE_ELINDED {3 LB -3 _LB6 [ PE - PE -Ejos
----- 7] TBL_PATIENT_BLINDED -1 MH ~E]  _MD1 -E4 Qs 385 -] RE — EEE E',!{
----- FjTHL - PE il MD2 -F%3 RELREC -] RELREC ::-E;'E EELREC
""" E: TBL % PF j _MD.i s SE g SE % SE IE
..... L = - - -3 SUPPAE - SUPPAE ||| & sr
- P | o E5] RAND |1 j. MED [ F5d SUPFCE || 1 SUPPCE £ suppac I_
..... = TeL -5} 5P -f]  _OFC -[5§ SUPPCM -[E3 suprcm || £33 suerce B
----- EjmL _ o -E]  _PDD %3 SUPFDA W F5] supPcM
a 7] SUPPDM ;
----- F=] TBL_TRAITEMENTS_BLINDED 5 VA ~E POV 1 supPDM ek CUppDy || -3 suppom : MH
3 - L g H
_____ = \D :a PEX -5} SUPPDV 7 SUPPEX [=] SUPPEC
Ecd = - i [E3 SUPPEX = {53 SUPPFA - F' E
..... Ejvs -] _PTE [ SUPPLB £51 SUPPMH
5 53 SUPPLB =2 -
----- : _SAF -F SUPFPE || -5} SUPPPE
= epr |7 EjsueprE =3 SUPPXA [ SUPFPR []5
..... ] _SPT -] SUPPXA Tl iy -[5] suPFas
..... :’E PG --E sv - £ suPPsR
..... ::’E _Vs3 Eza TA i TA E: SUPFXA ...E Sv
----- T vsd - TE ~EdTE % SUPPXP VS
Vs i =T 9 sy H -
..... Za ~_WDF Al -3 2 E.Iiri
..... B 1s ~fig TS £ =
.......... = ~E TE
e = 1 g
..... % ﬁ - ;i TS
.......... B Hv
E: V5
P
E: *P
B

X
exyY STAT\)

\
|
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Retour d’expérience

Safety pooled
Etudel Etude2 Etude3 Etude4  Etude5 Etudeb Etude 7 database
B3 AE | [ 7 AE T AE S AE | | S AE | £ S S . e 7] AE
o N FjcE = e | |-ElCE | e 3 CE -E gEqce L 0 B i CE
E: ..... E: cM i 3 ----- 5 CM S4CM P B j CM
..... E: DA : # DA 5 j D&
..... 3 0M =5 £ DM -3 DM
..... Fios ~f5 DS -4 DS
..... £ ov ~E DV e
..... E: EX ~Ed EX ‘j EX
..... E: FA, - FA j FA
..... E: c B FC j FC
..... E: HO e HO j HO
..... S -E E -~ |E
..... gL B & LB ~E] LB
..... ] Mo ] £ MH -E] MH
..... EjFE & -E PE — -1 PE
..... Fjas B - Qs -E] Q5
..... £7] RELREC ] ~E RELREC -E2] RELREC
..... E: SE & ~Ed SE —g:4 SE
..... =} SUPPAE B -—E23 SUPPAE 2] SUPPAE
..... £7] SUPPCE : -3 2] SUPPCE -2 SUPPCE
----- £ suPPCM SUPPCM - - SUPPCM [ SUPPCM
..... 3 SUPPDM SUPPDM & -E2] SUPPDM =] SUFPDM
..... ] SuPPDV = SUPPDV -] -2 SUPPDV -] SUPPDV ~f7] SUPPDV
™ SUPPEX | | £5] SUPPEX ™ SUPPEX 1 SUPPEX | i 1 SUPPEX B gsuPPEX | | *] SUPPEX
= suppLE | | ] SUPPLE SUPPLE T SUPPLE | |- =1 SUPPLE G suppLB | [-FsuePe | | L =1 SUPPLB
7] SUPFFE | |- F7] SUPPPE 71 suppPE 1 SUPPPE | |- 1 SUPPPE 7] SUPPPE | | gsueepE [ b = SUPPPE
= SUPPXA | | 7] SUPPxA 1 SUPPXA 1 SUPPRA | i 1 SUPPXA ] SUPPXA | | Egsuexa | 71 SUPPXA
Hoy | | B sv sv Hev | - 7 sv 5 sv == = sv
ERL £ TA 3 TA EF I S B o TA RIS RS R 5 TA
STE | | e = TE STE |- S TE L L R A ) TE
R = T B T 55 A - s 1 N I R e [ T
375 | i 53Ts TS & e L T - L N S [ TS
=Ty | e B v R AV (R 1= [ VN B TV A B - T e e TV
Sys | i Ejvs vs | |-Flvs | | s avs | |=Elvs Vs
S owp || T xa R D i R e XA 4% | -Exe. 1 XA

- -

e
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Avec le recul, quelques recommandations




1 - Etudes individuelles: documentation a centraliser

Collecte de la documentation des études individuelles, a minima:
- Protocole
- Blank CRF (pages uniques si possible)
- aCRF
- Data Management Plan
- Convention de codage
- Statistical Analysis Plan

—  eXYSTAT E—

Biometric Expertise

29



2 — Regarder les bases de données individuelles

Biometric Expertise P

./

Etude 1 | Double Blind Legacy terminée
Etude 2 Il Double Blind Legacy terminée
Etude 3 Il Double Blind Legacy terminée
Etude 4 IIb Double Blind SDTM CRO 1 terminée
Etude 5 [Ib Open label SDTM CRO 2 en cours
Etude 6 [ll Double Blind SDTM CRO 3 en cours
Etude 7 [ll Double Blind SDTM CRO 2 en cours

(;i::;\\\\

eXYSTAT | )
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3 - Etudes individuelles: identification des données clés

|dentification des données concernées par le pool:

- Responsabilité du sponsor / Annotation « SDTM poolé » des CRF individuels
-« Not submitted » pour les données non concernées par le pool

VS = Vital signs |
IDM = Demographics |
Screening Visit 1 (Day -90) [V1]

Demographics [DM]

Patient: <Patient ID> Event: <Visit>
Question
[DMDOB] Date of Birth

Investigator: <Doctor>

Data Formatting

DD-MMM-YYYY [BRTHDTC

[DMGEN] Gender

[ |~

GENDER [SEX]
[Male]=[Male]
[Female]=[Female]

[DMPREGT] Has a Urine Pregnancy Test result been provided?

[
%&i} [NOT SUBMITTED]]

[Ne]=[No]

[DMPRGRES] Urine Pregnancy Test Result

| I=
PREGT [[NOT SUBMITTED]]

[Negative]=[Negative]
[Positive]=[Positive]

[DMPREOTH] If "No" please specify reason for No pregnancy test results.

L 200y abe’ NG T SUBMITTED])

DMHG] Height in cm = — _I(5) #

[ ] Height VSORRESU |VSORRES when VSTESTCD = HEIGHT |

[DMWG] Weight in kg — | I(5) #
- VSORREST |VSORRES when VSTESTCD = WEIGHT | l l

DMRAC] Race of Subject |-

[ ] ] HREED RACE

31



4 - Versioning — definition d’'une stratégie

SDTM v1.4 SDTM v1.5 SDTM v1.6 SDTM v1.7 SDTM v1.8 SDTM v2.0
(26-Nov-2013) (05-Jul-2016) (16-Nov-2017) (20-Nov-2018) (17-Sep-2019) (29-Nov-2021)

SDTM and SDTMIG D ey
Conformance Rules v1.1 ' for Exchange (CQDEP;;' for | SEND Conformance SDTM and SDTMIG

(07-May-2020) | SENDIG v3.1 Data
\ (21-Aug-2019)

Rules v4.0 Conformance Rules v2.0
(29-Jul-2021) (29-Nov-2021)

SDTM and SDTMIG
Conformance Rules v1.1
(07-May-2020)

eXYSTAT || 32
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5 — Spécifications SDTM: pour chaque étude individuelle

Rédiger 1 fichier de spécification par étude individuelle, méme si la structure initiale est SDTM

Target Standards Legacy Standards
Variables Variable

DDm_am Name Label Type|Length Ccmtrc_llled Terms, Role Qrigin Core |Study Name Dataset Name Name Label Type Length [Format Origin !'.-lappln:g
Prefix codelist or format instructicn
DM STUDYID  |Study Identifier Char 10 Identifier Protocol |Req ARACHILD ARACHILD Protocol
DM DOMAIN Dromain Abbreviation Char 2(DM Identifier Assigned|Req (] 0] DM Assigned
DM USUBJID  |Unique Subject Identifier Char 20 Identifier CRF Req MNUM_CENTRE/NUN_PAT N* Centre ;/N* Patient |Char/Char 50,2 | ARACHILD-X) Derived
DM SUBJID Subject Identifier for the Study Char 10 Topic Derived |Req PATIENT Reférence patient : Char 7 Derived
DM RFSTDTC  |Subject Reference Start Date/Time  |Char 191150 Be01 Recard Qualifier CRF Exp DT_RANDO CRF
DM RFENDTC |Subject Reference End Date/Time Char 191150 Be01 Record Qualifier CRF Exp DT_SORTIE_ESSAI CRF
DM RFYSTDTC |Date/Time of First Study Treatment |Char 191150 8601 Recard Qualifier CRF Exp TBL_PATIENT_BLINDED/DT_RANDO CRF
DM RFYXENDTC |Date/Time of Last Study Treatment |Char 19(150 B601 Record Qualifier |CRF Exp TBL_PATIENT_BLINDED/DT_FIN_TRT_FIN_ETUDE CRF
DM RFICDTC Date/Time of Informed Consent Char 191150 8601 Recard Qualifier CRF Exp DT_INCL CRF
DM RFPENDTC |Date/Time of End of Participation Char 191150 8601 Recard Qualifier Derived |Exp
DM DTHDTC Date/Time of Death Char 191150 Be01 Recard Qualifier CRF Exp DADEBEIG/HDEBEIG where CODNATEIG=1 Derived
DM DTHFL Subject Death Flag Char 1[NY Record Qualifier Derived |Exp if CODNATEIG=1 Derived
DM SITEID Study Site ldentifier Char 2 Recard Qualifier Derived |Req MUM_CENTRE N*CENTRE: Char 50 Derived
DM INVID Investigator ldentifier Char 50 Record Qualifier Perm
DM IMVNAM Investigator Name Char 50 Synaonym Qualifier Perm
DM BRTHDTC |Date/Time of Birth Char 191150 8601 Record Qualifier Perm DDN Date de naissance:  |Num 2| DDMMYY CRF
DM AGE Age Mum B Record Qualifier Exp AGE = [_RFICDT - _BRTHDT]/365.25; Derived
DM AGEU Age Units Char 5| AGEU Variable Qualifier Exp YEARS IF AGE ne . Assigned
DM SEX Sex Char 1|5EX Record Qualifier Req SEXE Sexe: MNum B|CODE_B_LIST |CRF
DM RACE Race Char S0|RACE Recard Qualifier Exp
DM ETHNIC Ethnicity Char S0|ETHNIC Record Qualifier Perm
DM ARMCD Planned Arm Code Char 20 Recard Qualifier Req TREAT_GROUP Derived
DM ARM Description of Planned Arm Char B8O Synanym Qualifier Req TREAT_GROUP Derived
DM ACTARMCD |Actual Arm Code Char 20 Recard Qualifier Req TREAT_GROUP Derived
DM ACTARM Description of Actual Arm Char BO Synonym Qualifier Req TREAT_GROUP Derived
DM COUNTRY |Country Char 3|COUNTRY 150 3166 |Record Qualifier Req FRA Assigned
DM DMDTC Date/Time of Collection Char 19| 150 BRO1 Timing Perm DT_INCL CRF
DM DMDY Study Day of Collection Char B Timing Perm D_INCL - DT_RANDO CRF 33

eXYSTAT ||
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6 - Codage MedDRA, WhoDD, CTC-AE

STUDY DATA
TECHNICAL CONFORMANCE GUIDE

Technical Specifications Document

This Document is incorporated by reference into the following
Guidance Document(s):

Guidance for Industry Providing Regulatory Submissions in Electronic
Format — Standardized Study Data

For questions regarding this technical specifications document, contact CBER at

cber-edata@fda.hhs.gov or CDER at cder-edata(@fda.hhs.gov

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Biologics Evaluation and Research (CBER)
Center for Drug Evaluation and Research (CDER)

May 2023

Importance d’harmoniser les versions de dictionnaires

Chapter 6.3.1.1. “To avoid potential confusion or incorrect results, the
preparation of the adverse event dataset for the ISS should include MedDRA
terms from the most current version of MedDRA at the time that data across
studies are pooled. The reason for an ISS based on a single version of MedDRA is
that reviewers often analyze adverse events across studies, including the use of

Standardized MedDRA Queries.”

Study Study 1 Study 2 Study 3 Study 4 Study 5 Study 6
Coding dictionary MedDEA V16.1 MedDEA V130, ? MedDEA MedDEA MedDEA
Versions WhoDD Sept 2013, B2 V151, Vie 0, V150 V1E.1 V191
(MMedDEAS Whodrug) format Viel, V17.0, WHODD WHODD WHODD
V171, V18.0 2012, March 2016, March 2016, Sept
(with updates
every & month)

~

&_
eXYSTA’ID\/ S 4
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7 - Définition des variables de référence et des dérivations

- RFSTDTC/RFENDTC :
- Subject Reference Start/End Date/Time = date de début / date de fin du traitement a I'étude

- RFXSTDTC/RFXENDTC :

- Date/Time of First/Last Study Treatment = date de début / date de fin parmi tous les enregistrements
présents dans le domaine EX (Exposure)

- RFSTDTC/RFXSTDTC et RFENDTC/ RFXENDTC sont souvent équivalents. La différence est que
RFSTDTC/RFENDTC sont restreintes au traitement a I'étude

Drug A

Placebo Run-In

RFXSTDTC RFSTDTC
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8 - Harmonisation des périodes — Domaine TE/SE

Etude individuelle

v

ETCD ELEMENT
100 100 UG
250 250UG
50 50UG
FU FOLLOW-UP
P PLACEBO
SCRN SCREENING

Biometric Expertise / /
pav.

(et

Pool
ETCD ELEMENT Studies
100 100 UG 2/3/74/
100a 100 UG PER 24 HOURS 1
100b 100 UG PER 48 HOURS 1
20a 20 UG PER 24 HOURS 1
20b 20 UG PER 48 HOURS 1
250 250 UG 3/4/5/6/7
250a 250 UG PER 24 HOURS 1
250b 250 UG PER 48 HOURS 1
50 50UG 34
500a 500 UG PER 24 HOURS 1
300b 500 UG PER 48 HOURS 1
FU FOLLOW-UP 1/2/3/4/6/7
OPLB12M 100 UG OPEN LABEL 2
OPLB18ME 100 UG OPEN LABEL - EXTENSION 18M | 2
OPLB24ME 100 UG OPEN LABEL - EXTENSION 24M | 2
OPLB30M 250 UG OPEN LABEL 7
OPLB36M 250 UG OPEN LABEL 7
P PLACEBO 1/2/3/3/6/7
SCEN SCREENING 1/2/3/4/5/6/7
2B\
eXYSTAT |
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O - Harmonisation des bras de traitement — domaine TA/DM

ARMCD ARM Studies
100 PRODUCT 10 UG 20375
100-100-250 PRODUCT 100 UG-FRODUCT 100 UG-PEODUCT 230 UG 4
100-250-250 FRODUCT 100 UG-PRODUCT 230 UG-PRODUCT 230 UG 4
100a PRODUCT 100 UG PER. 24 HOURS 1
100k PRODUCT 100 UG PEF. 48 HOURS 1
20z PRODUCT 20 UG PEF. 24 HOUES 1
20b PRODUCT 20 UG PEF. 48 HOUES 1
250 FRODUCT 250 UG 3747607

250-250-250 FRODUCT 250 UG-FEODUCT 230 UG-FRODUCT 230 UG 4
2302 FRODUCT 250 UG PEF. 24 HOURS 1
250b PRODUCT 250 UG PEF. 48 HOURS 1
50 PRODUCT 50 UG 3
50-250-250 FRODUCT 50 UG-PRODUCT 230 UG-PRODUCT 230 UG 4
50-50-250 FRODUCT 50 UG-PRODUCT 20 UG-PRODUCT 230 UG 4
5002 FRODUCT 500 UG PER 24 HOURS 1
500b FRODUCT 500 UG PEF. 48 HOURS 1

PLACEBO FLACEBO 1/2737376/7
PLACEBO-100-230 PLACEBO-PRODUCT 100 UG-FRODUCT 250 UG 4
PLACEBO-250-230 PLACEBO-PRODUCT 230 UG-FRODUCT 250 UG 4
PLACEBO-30-230 FLACEBO-FRODUCT 30 UG-PRODUCT 230 UG 4

Py N
(\' J/ ‘\\ \‘
eXYSTAT ||
Biometric Experﬁse//

i
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10 - Harmonisation des visites — domaine TV/SV

eXYSTAT | ————
Bnomeg:c FXPEFUSE
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Etude 1
Etude 1
Etude 1
Etude 1
Etude 1
Etude 1
Etude 1
Etude 1
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 2
Etude 3
Etude 3
Etude 3
Etude 3
Etude 3
Etude 3
Etude 3
Etude 3
Etude 3
Etude 3
Etude 3
Etude 3

2222222222222 222222222222222223223

10
11
42
43
50
51
510
300
10
40
50
60
70
80
90
90.10
91
100
110
120
130
10
20
30
11
50
60
80
90
100
110
510
600

SCREENING 1
DAY 1

DAY 2

DAY 3

DAY 8

WEEK 2

END OF STUDY

UNSCH

SCREENING 1

BASELINE - START OF TREATMENT

DAY 8

MONTH 1

MONTH 2

MONTH 3

MONTH 6

MONTH 6 + 7 DAYS

MONTH 7

MONTH 9

MONTH 12

MONTH 15

MONTH 18

SCREENING 1

SCREENING 2

SCREENING 3

DAY 1

DAY 8

MONTH 1

MONTH 3

MONTH 6

MONTH 9 P
MONTH 12 2B\
END OF STUDY eXYSTAT )
FOLLOW-UP o

Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 4
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5
Etude 5

2222222222222 2222222222222222222223

30.10
41
60
90

110
110.30
130
130.10
150
150.10
160
160.10
510
10
40
41
42
51
52
60
70
80

80.10

80.20
90

100
110
110.10
110.20
110.40
110.50
110.60
130
150
170

BASELINE - VIPES BASELINE
DAY 1

MONTH 1

MONTH 6

MONTH 12

MONTH 12 + 7 DAYS
MONTH 18

MONTH 18 + 2 WEEKS
MONTH 24

MONTH 24 + 7 DAYS
MONTH 26

MONTH 26 + 7 DAYS
END OF STUDY
SCREENING 1

BASELINE - START OF TREATMENT
DAY 1

DAY 2

WEEK 2

WEEK 3

MONTH 1

MONTH 2

MONTH 3

MONTH 4

MONTH 5

MONTH 6

MONTH 9

MONTH 12

DAY 01 - POST WEEK 52
DAY 02 - POST WEEK 52
WEEK 2 - POST WEEK 52
WEEK 3 - POST WEEK 52
WEEK 4 - POST WEEK 52
MONTH 18

MONTH 24

MONTH 30
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VISITNUM |VI5IT

Etude 1 1 V1 (Sélection)
Etude 1 2 _
Etude 1 3 V3 (18)
Etude 1 4 V4 (M1)
Etude 1 5 V5 (M2)
Etude 1 6
Etude 1 7 V7 (M8)
Etude 1 [ V8 (ME+7)
Etude 1 9 Vg (M7)
Etude 1 10
Etude 1 11 V11 (M12)
Etude 1 12 V12 (M15)
Etude 1 13 |vi3 (M18)
Etude 1 14 Contact 1 (M21)
Etude 1 15 V14 (M24)
Ftude 1 16 Contact 2 (M27)
Etude 1 17 V15 (M30)
Etude 1 13 Contact 3 (M33)
Etude 1 19 V16 (M36)
Etude 1 20 |vi7 (M37)
Etude 1 21 V18 (M39)
Etude 1 22 V20 (M42)
Etude 1 23 V21 (M43)
Etude 1 24 |v22 (ma45)

VISITNUM [VISIT
Etude 5 10 VISIT 1
Etude 5 10.01  [VISIT 1 - UNSCHELDULED 1
Etude 5 10.02 WVISIT 1 - UNSCHELDULED 2
Etude 5 10.03  [VISIT 1 - UNSCHELDULED 3
Etude 5 10.04 |VISIT 1 - UNSCHELDULED 4
Etude 5 20 VISIT2
Etude 5 20.01 VISIT 2 - UNSCHELDULED 1
Etude 5 20.02 WVISIT 2 - UNSCHELDULED 2
Etude 5 30 VISIT 3
Etude 5 30.01 WVISIT 3 - UNSCHELDULED 1
Etude 5 30.02  [VISIT 3 - UNSCHELDULED 2
Etude 5 40
Etude 5 40.01
Etude 5 40.02
Etude 5 50 VISIT S
Etude 5 50.01 VISIT 5 - UNSCHELDULED 1
Etude 5 50.02 WVISIT 5 - UNSCHELDULED 2
Etude 5 60 VISITE
Etude 5 60.01 WVISIT 6 - UNSCHELDULED 1
Etude 5 60.02  [VISIT 6 - UNSCHELDULED 2
Etude 5 70
Etude 5 70.01
Etude 5 70.02
Etude 5 80 YISIT 8
Etude 5 80.01  [VISIT 8 - UNSCHELDULED 1
Etude 5 80.02 VISIT 8 - UNSCHELDULED 2
Etude 5 90
Etude 5 90.01
Etude 5 90.02
Etude 5 100 VISIT 10
Etude 5 10001 [VISIT 10 - UNSCHELDULED 1
Etude 5 100.02  |VISIT 10 - UNSCHELDULED 2
Etude 5 110 VISIT11
Etude 5 110.01 |VISIT 11 - UNSCHELDULED 1
Etude 5 110.02  [VISIT 11 - UNSCHELDULED 2
Etude 5 119 EARLY TERMINATION
Etude 5 120 VISIT12

Etude 5

1201  [VISIT 12 - UNSCHELDULED 1

VISITNUM _ [VISIT VISITNUM [VISIT VISITNUM VISIT POOLED DATABASE
Etude 2 00 Screening Etude 3 1 Visit 1 Screening (Day -28) Etude 4 -1.5
Etude 2 01 Etude 3 2 Visit 2 Screening (Day -21) Etude 4 -1 VISITNUM VISIT
Etude 2 02 Etude 3 3 Visit 3 Screening Etude 4 -1 10 SCREENING 1
Etude 2 03 Day 02 40|Etude 3 4 40|Etude 4 1 10.01 SCREENING 1 - UNSCH 1
Etude 2 04 02 Weeks Etude 3 5 t5 (Day 8) Etude 4 15 10.02 SCREENING 1 - UNSCH 2
Etude 2 05 03 Weeks Etude 3 5] Visit & (Month 1) Etude 4 2 Month 1 10.03 SCREENING 1 - UNSCH 3
Etude 2 o6 04 Weeks Etude 3 7 Etude 4 3 Month 6 10.04 SCREENING 1 - UNSCH 4
Ftude 2 064 08 Weeks Ftude 3 s Etude 4 a Month 12 20 SCREENING 2
Etude 2 o7 Etude 3 9 Etude 4 5 Month 12 (47 Days) 20.01 SCREENING 2 - UNSCH 1
Etude 2 07A 16 Weeks Etude 3 10 Visit 10 (Month 12) Etude 4 2] Month 18 20.02 SCREENING 2 - UNSCH 2
Etude 2 07B 20 Weeks 100.10Etude 3 11 Visit 11 (End of Study) Etude 4 6.5 Month 18 (+ 2 Weeks) 20.03 SCREENING 2 - UNSCH 3
Etude 2 08 24 Weeks Etude 3 12 Visit 12 (Follow-up) Etude 4 7 Month 24 30 SCREENING 3
Etude 2 09 Etude 3 99 Unscheduled Etude 4 Month 24 (47 Days) 30.01 SCREENING 3 - UNSCH 1
Etude 2 10 52 Weeks Etude 4 ] 30.02 SCREENING 3 - UNSCH 2
Etude 2 10AA Day 01 post W52 Etude 4 10 30.10
Ftude 2 10B8 Day 02 post W52 EARLY TER| Ftude 4 11 End of Study (discontinued) 40
Etude 2 10CC 02 Weeks post W52 VISITNUM |VISIT Etude 4 95 Unscheduled 40.01
Etude 2 100D 03 Weeks post W52 Etude 6 10 VISIT 1 40.02
Etude 2 10EE 04 Weeks post W52 Etude 6 10.01 |VISIT 1 - UNSCHELDULED 1 START OF SCREENING 40.03
Etude 2 11 78 Weeks Etude 6 10.02  [VISIT 1 - UNSCHELDULED 2 41
Etude 2 12 104 Weeks Etude 6 10.03  |VISIT 1 - UNSCHELDULED 3 42
Etude 2 13 130 Weeks Etude 6 20 START OF TREATMENT 43
Ftude 2 co2 Crossover CO2 Ftude 6 20.01 50 DAY 8
Etude 2 co3 Crossover CO3 Etude 6 20.02 50.01 DAY 8 - UNSCH 1
Etude 2 Cco4 Crossover C04 Etude 6 20.03 50.02 DAY 8 - UNSCH 2
Etude 2 Cos Crossover COS Etude 6 30 VISIT 3 8 DAYS AFTER START OF TREATMENT 50.03 DAY 8 - UNSCH 3
Etude 2 CO6 Crossover CO6 Etude 6 30.01 [VISIT 3 - UNSCHELDULED 1 51 WEEK 2
Etude 2 co7 Crossover CO7 Etude 6 30.02 |VISIT 3 - UNSCHELDULED 2 52 WEEK 3
Etude 2 cos Crossover CO8 Etude 6 30.03 |VISIT 3 - UNSCHELDULED 3 60 MONTH 1
Etude 2 cog Crossover CO9 Etude 6 40 VISIT 4 1 MOMNTH AFTER START OF TREATMENT 50.01 MONTH 1 - UNSCH 1
START OF SCREENING Etude 2 c1o Crossover C10 Etude 6 40.01  |VISIT 4 - UNSCHELDULED 1 50.02 WMONTH 1 - UNSCH 2
Etude 2 Ci1 Crossover C11 Etude 6 40.02  [VISIT 4 - UNSCHELDULED 2 60.03 MONTH 1 - UNSCH 3
Etude 2 ci2 Crossover C12 Etude 6 40.03  |VISIT 4 - UNSCHELDULED 3 70 WONTH 2
Etude 2 Ci3 Crossover C13 Etude 6 50 3 MONTHS AFTER START OF TREATMENT 80
Etude 2 FO1 1 month post final OFC (phone assessment) Etude 6 50.01 80.01
UPTO 2 DAYS BEFORE| Etude 2 FO2 2 months post final OFC [phone assessment) Etude 6 50.02 80.02
Etude 2 FO3 3 months post final OFC (phone assessment) Etude 6 50.03 80.03
Etude 2 FD4 4 months post final OFC (phone assessment) Etude 6 50 VISIT6E 6 MONTHS AFTER START OF TREATMENT 80.10 MONTH 4
UP TO 1 DAY BEFORE START OF TRT Etude 6 60.01  |VISIT 6- UNSCHELDULED 1 80.20 MONTH 5
Etude 6 50.02  |VISIT 6- UNSCHELDULED 2 S0 MONTH 6
Etude 6 B60.03  [VISIT 6 - UNSCHELDULED 3 50.01 MONTH 6 - UNSCH 1
START OF TREATMENT Etude 6 70 VISIT? 7 MONTHS AFTER START OF TREATMENT 90.02 MONTH 6 - UNSCH 2
Etude 6 70.01 [VISIT7 - UNSCHELDULED 1 50.03 MONTH 6 - UNSCH 3
Etude 6 70.02  |VISIT7 - UNSCHELDULED 2 90.10 MONTH 6 + 7 DAYS
8 DAYS AFTER START OF TREATMENT Etude 6 F0.03  |VISIT7 - UNSCHELDULED 3 91 WMONTH 7
Etude 6 80 9 MOMNTHS AFTER START OF TREATMENT 91.01 MONTH 7 - UNSCH 1
Etude 6 80.01 91.02 WONTH 7 - UNSCH 2
1 MONTH AFTER START OF TREATMENT Etude 6 80.02 91.03 MONTH 7 - UNSCH 3
Etude 6 80.03 92 WMONTH 7,5
Etude 6 S0 VISITS 12 MONTHS AFTER START OF TREATMENT 93 MONTH 8
3 MOMNTHS AFTER START OF TREATMENT Etude 6 90.01  |VISIT 9 - UNSCHELDULED 1 100
Etude 6 S0.02  |VISIT 9 - UNSCHELDULED 2 100.01
Etude 6 90.03  |VISIT 9 - UNSCHELDULED 3 100.02
& MONTHS AFTER START OF TREATMENT Etude 6 50.04  |VISIT 9 - UNSCHELDULED 4 100.03
Etude 6 100 VISIT 10 15 MONTHS AFTER START OF TREATMENT 100.04
Etude 6 100.01  |VISIT 10 - UNSCHELDULED 1 101 WMONTH 10
9 MONTHS AFTER START OF TREATMENT Etude 6 100.02  |VISIT 10 - UNSCHELDULED 2 102 MONTH 11
Etude 6 100.03  |VISIT 10 - UNSCHELDULED 3 110 MONTH 12
Etude 6 110 VISIT11 18 MONTHS AFTER START OF TREATMENT 110.01 MONTH 12 - UNSCH 1
12 MOMNTHS AFTER START OF TREATMENT Etude 6 110.01 VISIT 11 - UNSCHELDULED 1 110.02 MONTH 12 - UNSCH 2
Etude 6 110.02 VISIT 11 - UNSCHELDULED 2 11003 MONTH 12 - UNSCH 3
Etude 6 110.03 VISIT 11 - UNSCHELDULED 3 110.04 MONTH 12 - UNSCH 4
LAST DAY OF TREATMEI  M12+7 100.10 Etude 6 120 VISIT12 24 MOMNTHS AFTER START OF TREATMENT 110.10 DAY 01 - POST WEEK 52 AN
100.11 Etude 6 120.1  [VISIT 12 - UNSCHELDULED 1 110.20 DAY 02 - POST WEEK 52 U
100.12 Etude 6 120.2 |VISIT 12 - UNSCHELDULED 2 110.30 MONTH 12 + 7 DAYS
TREATMENT DISCONTINUED EARLY Etude 6 120.3  [VISIT 12 - UNSCHELDULED 3 MONTH 12 4+ 7 DAYS - UNSCH 1
2 WEEKS AFTER START OF FOLLOW-UP Etude 6 130 VISIT13 30 MOMNTHS AFTER START OF TREATMENT MONTH 12 + 7 DAYS - UNSCH 2
Etude 6 13001 |VISIT 13 - UNSCHELDULED 1 110.40 WEEK 2 - POST WEEK 52




11 - Harmonisation des code listes... Controlled Terminology

- Reclassements / !lInterprétations
- Implication des équipes +++ / Validation sponsor

CODELISTNAME |RANK CODEDVALUE sourcedataset  sourcevariable  sourcevalue sourcetype

REL 1 UMRELATED CHARACTER AE P AEREL Unrelated CHARACTER
REL 2 UMLUIKELY RELATED CHARACTER AE P AEREL Unlikely CHARACTER
REL 3 POSSIBLY RELATED CHARACTER AE P AEREL Possible CHARACTER
REL 4 PROBABLY RELATED CHARACTER AE_P AEREL Probable CHARACTER
REL 5 RELATED CHARACTER AE P AEREL Definitely CHARACTER
CODELISTMAME |RANK CODEDVALUE sourcedataset  sourcevariable  sourcevalue sourcetype

ouT 1 FATAL CHARACTER AE C ANVOUTCOM Death CHARACTER
ouT 2 NOT RECOVERED/NOT RESOLVED CHARACTER AE C AVOUTCOM Persistent condition CHARACTER
ouT 3 RECOVERED/RESOLVED CHARACTER AE C AVOUTCOM Resolved, no residual effects CHARACTER
ouT 4 RECOVERED/RESOLVED WITH SEQUELAE CHARACTER AE C ANVOUTCOM Resolved with sequelae CHARACTER

-

N\
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12 — SDTM General Considerations — Unique Subject Identifier

e SDTM General Considerations :

“The variable USUJID is an identifier used to uniquely identify a subject across all studies for all applications or submissions involving the product.
Each individual subject should be assigned a single unique identifier across the entire application.

This is in addition to the subject ID (SUBJID) used to identify subjects in each study and its corresponding study report

An individual subject should have the exact same unique identifier across all datasets, including between SDTM and ADaM datasets.

Subjects that participate in more than one study should maintain the same USUBJID across all studies. It is important to follow this convention

to enable pooling of a single subject’s data across studies (e.g., a randomized control trial and an extension study).”

*  FDA Guidance:

“Each individual subject should be assigned a single unique identifier across the entire application. An individual subject should have the exact same unique
identifier across all datasets. Subjects that participate in more than one study should maintain the same USUBJID across all studies. It is important to
follow this convention to enable pooling of a single subject’s data across studies (e.g., a randomized control trial and an extension study).”

e STUDYID = “TOTO” or “TITI”

- TOTO study : USUBJID = TOTO-21-02 = Pool: USUBJID = TOTO-21-02
- TITI study: USUBJID = TITI-21-02 = Pool: USUBJID = TOTO-21-02

eXYSTAT N



13 - Validation de la structure et de la coherence des données

Pinnacle 21

Hard coding

Issues/differences between CDISC and FDA rules

Recalcul des SEQ

1 étude protocolaire + 1 étude d’extension
- AE en cours de I'étude 1 doivent étre reportés en MH dans I'étude 2
-  MH de I'étude 2 doivent étre reportés en MH ou AE de I'étude 1

Structure et contenu d’'une base en francais

Détection de doublons dans les AEs des études individuelles

Issues a documenter dans le cSDRG

—  eXYSTAT e

Biometric Expertise
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Conclusion

Préserver l'intégrité et I'exactitude des données
Bien définir les objectifs, le périmétre, la stratégie
Un travail d’équipe - Implication forte du sponsor indispensable

Modele unique SDTM

Choix, arbitrage

Documentation

Programmation

Validation

Ne pas sous-estimer

* L’importance de mobiliser toutes les compétences : biométrie /

affaires réglementaires / médical / PV / Rédacteurs médicaux

» Les surprises des études individuelles

» Le temps de mise a jour pour les études en cours

Il Demarrer CDISC le plus t6t possible et pour tous types d’études !

eXYSTAT || ————
““W)
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