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% | CDASH

» Clinical Data Acquisition Standards Harmonization.
» La collecte des données a la difference de SDTM.

» Pour les personnes impliquées dans la collecte, « nettoyage », assurance
de I’intégrité des données de I’essai clinique : Data Manager,
Programmeurs, investigateurs, ARCs, CRC, etc...

» Les domaines de CDASH :

Adverse Events (AE) Disposition (DS)
Inclusion and Exclusion Criteria (IE) Protocol Deviations (DV)
Comments (CO) Drug Accountability (DA)

0, Laboratory Test Results (LB) Subject Characteristics (SC)

- Prior and Concomitant Medications (CM) ECG Test Results (EG)

Medical History (MH) Substance Use (SU)
Demographics (DM) Exposure (EX)
Physical Examination (PE) Vital Signs (VS)
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% | Bonnes Pratiques

>
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Eviter la redondance des données, et se concentrer sur les
données importantes.

Revue de CRFs par les acteurs de I'essai clinique (équipe clinique,
biostatisticien, data managers, programmeurs, etc...

Suivre un process contrblé dans le design, revue, etc...
Utiliser les standards.
Poser des questions claires sans ambigtiite.

CRF Completion Guidelines
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CRF Workflow

Yes
Approved Draft CRFs based Modsfy CRFs (eg. c : =
Protocol (or onstandards | o be protocal H;"“E't"" "'"““"t Cross o vhad”!élji
Stable Draft) specific) nebona: team needed:
In-Study version Mo
changes
(optionall +
Use CRF=in Approved CRFs Cross functicna Finalize draft
shudy approval CRFs
- Process Complete
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La structure de la table CDASH

SDTM or
CDASH . ” CRF Completion
Vartahble BRIDG Defmition Instructions

Name

Question Text Prompt Information for Sponzors Core

What 1z the zits Site SITEID Studvoite dentifier | Umique identifier forasite | Record vour climical site’s | Paper: Thus 15 tvpcally pre- HR
idantifier? within 2 study. wlentifier as defined by the | puinted m the header of each
SPONSOL. CEF page for single site smadies,
For smdies with multiple sites,
this field 15 typically left blank
=0 that the mumber can be
recorded by the =ite.

EDC: Thus should be pre-
populated.

SITENO has been deprecated m
CDASH v].1 and should no
lonzar be nzad, because SDTM
1GV3.1.2 has changed the
SITEID vanable defimtion to
require umqueness only within a
study, and not withm the
submission.

v' Highly Recommended (HR) : Studyid, siteid, subjid
< v" Recommended/Conditional (R/C) : brthmo, brthdy

v Optional (O) : Sponsor, usubjid,..
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% | Structure Normaliséé / Dé-normalisée

» Comme SDTM, le CDASH recommande une structure de
données normalisée.

v" Normalisée : une variable pour le test, et une pour le résultat
e VSTEST, VSORRES

v" Dé-normalisée : une seule variable par test
e Height, weight, ...

- Structure dé-normalisée => utiliser le préfixe CDASH
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9% | Vital Signs

DATE OF ANSESSMENT o) | J| ||| |

BODY WEIGHT HEIGHT BODY SURFACE AREA

Ll 1Ll Lo

_ NECHLEQUVALENTIEVPERATIRE - B.0D PRESSURE (mmHg) ~ PULSE bets iy
oo [ L
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5.18

LRI — VS (Findings)

Alany WS CFEFs collect each wnmugne result in its oam field (e = beight waight, blood pressure et ) and the resulting vahies are storad as

separate variables

in the clivical dam mansserpent system The SDTH IG WS domiain nnlizes a pommalized data soecnure, Le, ope variahla, WSTEST, is nzed o capmrs the

et name and ancther variabls, VSOREES, s nsed to caprors the resnlt (one record per test rather than one variable for each resr)

Wiral sigws ars prasented

a5 a normualized stmachare in the domeim table, but implerpenters nsing 2 de-normalized strucnure (ore vartable for each test) should create varizble names
nsmmg CDISC Centrolled Temunology (WVSTESTCIN).

SDTM or
Question Text Prompt Variable BRI Diefimition h;rr:c':ﬁ:‘nun Informagion for Sponsors Care
Name
1 Wara wital sens Wital sig=s WVSFERF Parformed Obssrvasion | Gezaral prosops question Indicate if the 92l signs TEs i=sar poposs 0f [+
collecind? collecoad? Beesralt walue regarding whatkar or zat ware collaczed. 1T yes, collectizg this Sadd is to kalp
oy WS were collacted inchuds the approgoiate with dasz cleami=g and
decails whers mndicated om monitcsizg. Sea Best
the TRF. Practice Sectozm 3.4, FAQ
=5,
w = E il by ladt
i For the SDTA-bazed
) dataset, SDTMIG vesiables
WESTAT is derived from a
(Y} (Ssa S 227 "o valwe in VEPERF.
Tkis Sald doss =ot map
dirsctly to an EDTH
Tariabla
CDTSC 2001 1 AlL righes resemved 18 Jammary 2011
Pags 157
CDASH Wersion 1.1
SDTM ar
. CDASH L CEF Compledion :
Quzestiom Text Prompt Variable EBRIDM= Diefmition e tr metioms Informagion for Sponsors Care
Nume
2 COm what date Dz WIDAT Parformed Achviny Diate of pe2vesemesss. Focond date of e date of pervoaowmes1 BT

ware the

dareFangs®

e sussoosess asing this

W.JABERT - 10/02/2011

| com be danvssd fromm 2




Vital Signs

Highly Recommanded
(HR)

Recommanded/
Conditionl
(R/C)

Optional
(O)

VSTEST (Test)

VSORRES (Résultat)

VSDAT (date)

VSTIM (temp)
VSTPT (Planned time
point)

VSORRESU (unité)

VSPOS (position)

VSPERF (oui/non)
VSSPID (n° ligne)

VSCLSIG (signification
clinique)

VSLOC (endroit)
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2% | Vital Signs- Normalisés

DATE OF ASSESSMENT damiyyy) |_|_|_|_J|_|_|_|_| VSDAT
vsTesT  BODY WEIGHT AEIGHT BODY SURFACE AREA
VSORRES VSORRESU ’
o Lk Ll m b w
. RCULEQUVALENTTEVPERATIRE  BOODPRESSURE (mmHg) ~ PULSE (eatsuin)
Lo L L
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Vital Signs- Normaliseés

VSTEST VSORRES VSORRESU VSDAT
PERFORMANCE STATUS XXX Do DD-MON-YYYY
BODY WEIGHT XX. X KG DD-MON-YYYY
HEIGHT XXX cm DD-MON-YYYY
BODY SURFACE AREA XX m2 DD-MON-YYYY
TEMPERATURE XX C° DD-MON-YYYY

- BLOOD PRESSURE_SYS  [xx mmHg DD-MON-YYYY
BLOOD PRESSURE_DIA  [xx mmHg DD-MON-YYYY
PULSE XX Beats/min DD-MON-YYYY
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9% | Vital Signs- Dé-Normalisés

DATE OF ASSESSMENT (dammwy) || || | || | [ | | vSDAT

BODY WEIGHT (EIGHT BODY SURFACE AREA

VSORRES_WEIGHT VSORRES_HEIGHT VSORRES, BSA

Borresu ekt |V K o L] ol |l

\\SORRESU.BSA

,, RECTAL EQUVALENTTEMPERATURE  BL.0OD PRESSURE (mm Hg) PULSE (beats/min)

VSORRES_BPDIA

/V$ORRES_TEMP VSORR VSORRES_PULSE

° Sy L)/ L
- __JoLJ*C W91 L Oia |
VSORRESU=TEMP VSORRESU BP

VSORRESU_PULSE

\
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% | Vital Signs- Normalisés

VSDAT SORRES_WEI VSORRESU WVSORRES H VSORRESU NSORRES_B VSORRESU
GHT EIGHT EIGHT HEIGHT SA BSA

PD-MON- XX KG XXX cm XX m2

VYYY

VSORRES T VSORRESU VSORRES B VSORRES B [VSORRESU |SORRES P [VSORRESU

EMP TEMP PSYS PDIA BP ULSE PULSE

XX c° XXX XXX mMmHg XX Beats/min
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% | Conclusion

» Recommandations pour créer I’instrument de collection des
données.

» Mise en place de I’étude clinique et nettoyage des donnees.

» Facilite le mapping vers SDTM :
v" Méme variables

v" Structure normalisée
» Ne couvre pas tous les TA.
» Structure dé-normalisée.

» Une bonne base pour commencer un standard.
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