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Qu’est-ce-que le TAUG?

Therapeutic Area User Guide
TA Standards sponsorisés par CFAST (Coalition for Accelerating Standards and Therapies)

CFAST : Accélerer la recherche clinique et le dévelopement de produits médicaux

Document standard fournissant des recommendations aux utilisateurs sur comment appliquer les
normes CDSIC dans un domaine thérapeutique particulier
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Comment lire le TAUG (CDISC WIKI)?

¢

Lire la version en cours du standard SDTM/SDTMIG
Lire “Introduction aux normes TA”
Lire le document entiérement au moins une fois

Revoir les sections d'intérét particulier

@el

Conaulting



Guide Utilisateur Publié (28)

Alzheimer's Disease v1
Tuberculosis v1

Pain v1

Virology v1

Parkinson's Disease v1
Polycystic Kidney Disease v1
Asthma v1

Alzheimer's Disease v2
Multiple Sclerosis v1

Diabetes v1
(ADaM Supplement)

Cardiovascular Endpoints v1
Influenza v1

QT Studies v1

Chronic Hepatitis C Virus v1
Schizophrenia v1
Dyslipidemia v1

Virology v2

Traumatic Brain Injury v1

COPD v1

Tuberculosis v2

Breast Cancer v1
Rheumatoid Arthritis v1
Kidney Transplant

Major Depressive Disorder v1
Diabetic Kidney Disease v1
Pain v1.1 (update)

Ebola v1

Malaria v1

September 9, 2011
June 29, 2012
August 7, 2012
December 6, 2012
December 18, 2012
February 26, 2013
November 26, 2013
December 16, 2013
May 2, 2014

September 11, 2014
(December 18, 2015)

October 17, 2014
November 25, 2014
December 12, 2014
May 8, 2015

June 9, 2015

June 19, 2015
September 30, 2015
December 14, 2015

January 26, 2016
February 26, 2016
May 16, 2016
November 14, 2016
October 31, 2016
December 5, 2016
December 13, 2016
December 13, 2016
December 19, 2016
January 9, 2017
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Que peut-on attendre du TAUG?

> Conselils

» Exemples

» Explications




Explications: Carte Conceptuelle
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Concept Map: Diagnosis of Diabetes

Type 2 Diabetes]
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Que NE doit-on pas attendre du TAUG?

» Données a recueillir
» Lamaniere d'analyser les données
» Répéter les informations des standards fondateurs

» Controlled Terminology définitive

CDISC permet de structurer les données
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Principaux pieges avant implementation du TAUG

» Nouveau Domaine
» Duplication des Données

» Value Level Metadata (VLM)

» Stratégie de Mapping




Nouveau Domaine

3.2.2.2 Examples for Tolerance Tests

Example CRF 4: Meal Tolerance Test

Was the Meal Tolemance Testing M MTTYN
Procedure Performed? Tes (If ves complete the following )
Plarmed Tunepoint of the Meal <Tima point (taxt) of meal can be preprinted> | A GTPT
Was the Meal for Meal T olerance Mo
Testing Admusiered? Yes (I ves complete the following) ST
Meal Date AGSTDICH ~ 7 (DD-MMM-YY YY) AGSTDAT
Meal Start Time TBRETDTCl 7 {24 hour clock) AGSTTIM
Mﬂi.'ll ]_"“Ij r[.l.“.ll:.' AEEHETG == - |:2'1 I:IUUI UIL"U;{:' AEENTIM
What Fortion of tha Maal was 1000
. ) T -

=501 bo <7 5%

=15 to <50%
<25%
Mool Tolerunoe “'repnnited noe reaponse reguireds LBSCAT

= Domaine AG (Procedure Agents) = Données de ce domaine: “type” particulier de procédure
] La mise en ceuvre d'un nouveau domaine doit se faire
avec parcimonie apres une analyse des risques =  Procédure avec un role différent

L2



agpt

Row

STUDYID | DOMAIN| USUBJID

AGSEQ

AGIRT AGCAT

AGPRESP

AGOCCTR

AGDOSE

AGDOSU|AGROUTE

1

XVZ | AG | XVZ.00L001

GLUCOSE

ORALGLUCOSETOLERANCETEST| Y

)

73

G

ORAL

» Utiliser le domaine PR du SDTMIG et collecter le concept « Agent de Procédure » dans la catégorie

STUDYIDDOMAIN |USUBIID  |PRSEQ

PRTRT

Proposition

PRCAT PRSCAT

PRPRESP

PROCCURIPRDOSE

PRDOSU" PRROUITE

A1

PR XYZ-001-001

GLUCOSE

PROCEDURE AGENTS

ORAL GLUCOSE TOLERANCETEST

—=

Y

I

G ORAL

STUDYIDDOMAIN |USUBJID

PRSEQ

PRTRT

Ou

PRCAT

PRPRESP

PROCCUR

PRDOSE

PRDOSU

PRROUTE

kY2

PR XYZ-001-001

GLUCOSE

ORALGLUCOSE TOLERANCETEST

—

Y

I

G

ORAL
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Duplication des Données

cm.xpt
Row | STUDYID | DOMAIN |USUBJID [CMSEQ| CMTRT |CMDECOD CMCAT
ABC-01- ORAL
1 ABC CM . 1  |REHYDRATION CONCOMITANT
SOLUTION
2 ABC CM AELE] - 1 QUALAQUIN PRIOR
3 ABC CM ‘5”51%'51' , IV ELUIDS CONCOMITANT

=  SDTMIG v3.2 supposition 1, CM collecte: Médicaments / thérapies concomitantes

et antérieures
=  CMCAT est une duplication du nom du domaine

= Commentaire soumis a I’équipe TAUG Ebola

=  CMCAT a été supprimé de 'exemple dans la version publiée
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VLM: Value Level Metadata

STUDYID| USUBND | SYSBP |SYSBP U| DIABP |DIABP U| TEMP | TEMP U | WEIGHT WEIGHT U
XYZ |XYZ-001-001) 140 | mmHg | 30 | mmHg | 368 C 81 kg

STUDYID | DOMAIN| USUBJID | VSSEQ [VSTESTCD VSTEST VSORRES | VSORRESU
XYZ VS |XYZ-001-001] 1 SYSBP | SystolicBlood Pressure | 140 | mmHg
XYZ VS [XYZ-001-001| 2 DIABP | Diastolic Blood Pressure| 50 mmHg
XYZ Vs |XYZ-001-001f 3 TEMP Temperature 36,8 C
XYL VS |XYZ-001-001] 4 WEIGHT Weight &7 kg
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Value Level Metadata (VLM)

3.3.2 Examples for Hypoglycemic Events

Example CRF 5: Hypoglycemia

CETERM= Hypoglyeemic Event
GECAT= HYPO EVENTS
Any Hypoglveenue Evanls Expenencad? No TR
Yes (If yas complete for each event)
Spomsor Defined 1D | CESPID T

DateTime of Event CESTOTC

CESTTIM [

rromvmr (DDMMMAYYYY) =~ (24 how clock) |CEoTeAT

When Did the Hypoglycemic Event Occur?

Between Redtime and Waking [QVAL when QNAN= WHENOCE and
Ratween Waking and Bedime |QLABEL="When Did the Hypoglyeemic Event Occur?®

I the Opinion of the Investi gator Was This an
Adverse Event!

an adverse avem " and FAGRJ="HYPOGLYCEMIC EVENT",

o FAQRRES Wira FATESTCD= "WASAEYN", FATEST= Was i
s

VLM non réutilisable si le prompt est inclus dans le --TEST

ou --QLABEL

Recueillir de fagon constante les méme types de données
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Proposition

» When Did the Hypoglycemic Event Occur?

» Variable de type/role temps sans un format ISO 8601

STUDYID

DOMAIN

USUBID

CESEQ

CETERM

CEPRESP

CEOCCUR

CESTDTC

CEEVINTX

ABC

CE

ABC-002-002

—

HYPOGLYCEMIA

i

i

2013-06-12

BETWEEN BEDTIME AND WALKING
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Stratégie de Mapping

Were Sipns/Svmptoms Present?
CECAT= HYPO SYMPTOMS

Mo
Yes [If yes complete following) il

CETERM= SWEATING Sweating Mo Yes CEOCCUR With
CETERM= TREMORS/TREMBLING TremorsTrembling Mo Yes CEPRESP=Y
CETERM= DIZZINESS [Nzrineas Mo Yes

CETERM= COGNITIVE IMFAIRMENT Coprative Tmpairment No Yes
I CETERM= LOSS OF CONSCIOUSNESS Liows of Consciouaness Mo Yes
| CETERM= CONVULSIONSSEIZLURE ComvulmonsSeiaure No Yes
{laimza Mo Yes

Cither {Speily) Moo Yes (il yesenter below)

I FACAT= PRECIPITATING FACTORS, FADB.J= HYPOGLYGEMIG EVENT amd: |

Were Any Frecipitating Factors Reported?

Ho
Yes [If ves complele following)

FATEST= Alcohol Consumplion as & Precip Factor Aleohel Consumplion Mo Yes
FATEST= Concurent lliness 55 & Precip Factor Conennrent Hlness No Yes i i |
FATEST= Dosfng Deviation as a Precip Factor Deviation from Desing Instructions Mo Yes
FATEST= Neal Variance as a Precip Factor Mussd, Delaved or Smaller Meal Mo Yes
Imhm ical Activily a5 3 Precip Factor Phy=ical Activity Mo Yes
Other {Specify) Noo Yes (it yesenter below)

| CMCAT= HYPO TREATMENT |

= SDTMIG v3.2 section 6.4.1, les « occurrence » de symptomes sont des bons candidats pour FA

......... .] FATEST |

=  Pourquoi mapper les « facteurs de précipitation » dans FA et les symptémes dans CE?
= Laconvention de denomination des VLM pour les « facteurs de précipitation » n’est pas

maintenable
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Proposition

STUDYID\DOMAIN USUBIID |FASEQ |FATESTCD FATEST  |FAQB FACAT FASCAT FAQORES
MNO |FA MNO-O0-003|  LJOCCUR  |Occumence SWEATING HYPOGLYCEMIA SIGNSORSYMPTOMS Y
MNO |FA MNG-O0-003|  2JOCCUR  |Occumence DIZINESS HYPOGLYCEMIA SIGNSORSYMPTOMS (N
MNO [FA MN-O0-003|  3{OCCUR  |Occumence DRINK HYPOGLYCEMIA RISK FACTORS N
MNO P& MNO-O0-003|  AIOCCER | Octumence FOOD HYPOGLYCEMIA RISK FACTORS |
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Conclusion




V VYV V

Passer du temps dans la comprehension des principaux
stantards (SDTM/SDTMIG, Define-XML, CDASH ...)
Penser a la reutilisation des données

Penser a la maintenance des données

Penser en terme de « standard »

Participer a la revue des TAUG



N’attendez pas!

Merci ©




