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Introduction (1/2)

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

SEND: Qu’est-ce que c’est ?

share your business culture. in the ecosystem- Standard for Exchange of Nonclinical Data

- Implémentation du modèle SDTM du CDISC dédiée à la non clinique
Over 25,000 associates supporting 
European clients.

Consulting and Outsourcing 
established within industry practices

Client location, In-country, 
Near-shore and Off-shore.

Implémentation du modèle SDTM du CDISC dédiée à la non clinique

- Format principalement développé pour les « single-dose general
t i l t d l t i l d i i it

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

toxicology, repeat-dose general toxicology, and carcinogenicity
studies »
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- C’est le SDTM des études non cliniques



Introduction (2/2)
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most needed. Local offices who 
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exchange with clients and partners 

SEND: Pourquoi est-ce important?

share your business culture. in the ecosystem- 18 décembre 2016: Requis de la FDA pour certains types de 
soumission (NDA,  ANDA, BLA)* dont les études auront démarrées à 
compter de cette date

Over 25,000 associates supporting 
European clients.

Consulting and Outsourcing 
established within industry practices

Client location, In-country, 
Near-shore and Off-shore.

compter de cette date

- La FDA demande l’utilisation et le respect de règles de 
t d di ti

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

standardisation

- L’absence de compliance peut générer un refus de la FDA
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* Et 18 décembre 2017 pour les IND
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Workflow

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners Collecte des

Clinique

Rapportshare your business culture. in the ecosystemCollecte des 
données via (e)CRF SDTM ADaM Rapport 

CliniqueProtocole

Over 25,000 associates supporting 
European clients.

Consulting and Outsourcing 
established within industry practices

Client location, In-country, 
Near-shore and Off-shore.

Non Clinique Collecte des 
d é i

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

données via un 
Système 

d’Acquisition 
de Données*

Rapport 
d’Etude SENDPlan d’Etude Protocole 

Informatique

© 2017 Cognizant 7

geographically to manage costs. to prototype digital product 
and service innovation

de Données  
*Provantis (Instem), Pristima (Xybion)…
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SDTM: Package de soumission
A minima: AE, DM, DS, EX, LB, 

SE, TA, TE, TS, VS
+ assessment(s)

Case Report Form vierge
annoté

Knowledge types
F t

Format/extension: .xpt

m5 Folder

Naming convention 
et format: acrf.pdf

+ ADaM correspondants

Facts
Concepts

Procedures

Clinical Study Data 
Reviewer’s Guide

Data Definition file 
(+style sheet)

m5 Folder

Naming convention et format: csdrg.pdf
Version souhaitée: 2.0
Naming convention et format: define.xml
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SEND: Package de soumission
A minima: DM, TS, TX(Trial Set), 

+ assessment(s)

Système d’acquisition de 
d é

Knowledge types
F t

Format/extension: .xpt

m4 Folder

+ Eventuellement TUMOR
(Carcinogénicité)

données

Facts
Concepts

Procedures

nonclinical Study Data 
Reviewer’s Guide

Data Definition file

m4 Folder

Naming convention et format: nsdrg.pdf
Version souhaitée: 2.0
Naming convention et format: define.xml
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Organisation eCTD
SDTM SEND

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

SDTM SEND

share your business culture. in the ecosystem

Consulting and Outsourcing 
established within industry practices

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product
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Différences (1/6): Etude

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

SDTM SEND
share your business culture. in the ecosystem

Identifiant Numéro de Protocole Identifiant attribué par la CRO
Consulting and Outsourcing 
established within industry practices

Identifiant
(STUDYID)

Numéro de Protocole Identifiant attribué par la CRO
(spécialisée dans la conduite 
d’étude non cliniques) via leur
outil

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

outil.  
Identifiant sponsor présent
dans TS
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Exemple: Identifiant étude
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Différences (2/6): Données

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

SDTM SEND
share your business culture. in the ecosystem

Responsable Laboratoire/Sponsor Directeur d’Etude de la CRO
Consulting and Outsourcing 
established within industry practices

Responsable Laboratoire/Sponsor Directeur d Etude de la CRO 
(si sous-traitance)

Clarification DCF Pas de DCF possible

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product
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Différences (3/6): Domaines

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

SDTM SEND
share your business culture. in the ecosystem

Adverse Event AE CL (Clinical Observation)
Consulting and Outsourcing 
established within industry practices

Adverse Event AE CL (Clinical Observation)

Antibodies IS LB

Trial Design TA TE TI TS TV TA TE TS TX (Trial Set)

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

Trial Design TA, TE, TI, TS, TV TA, TE, TS, TX (Trial Set)

Multiple id. DM + SUPPDM DM + SC  
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geographically to manage costs. to prototype digital product 
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Exemple: Identifiants multiples

Delivery centers where they’re 
most needed. Local offices who 
share your business culture.

Consulting and Outsourcing 
established within industry practices

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
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Différences (4/6): Terminologie

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

SDTM SEND
share your business culture. in the ecosystem

EPOCH Contrôlée Non contrôlée
Consulting and Outsourcing 
established within industry practices

EPOCH Contrôlée Non contrôlée

Identification
terminologie (TS)

Par paramètre:
- TSVALCD (Code),

En tant que paramètre:
- SNDIGVER (IG version), 

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

g ( ) ( ),
- TSVCDREF (Réf.),
- TSVCDVER (version)

( ),
- SNDCTVER (CT version)
Mais pas d’utilisation de code
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Exemple: Identification terminologie

Delivery centers where they’re 
most needed. Local offices who 
share your business culture.

Consulting and Outsourcing 
established within industry practices

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product
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Différences (5/6): Date de début d’étude

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

SDTM SEND
share your business culture. in the ecosystem

Study start date SSTDTC (1st RFICDTC STSTDTC: Plan d’étude
Consulting and Outsourcing 
established within industry practices

Study start date SSTDTC (1st RFICDTC
ou EXSTDTC (si
absence date de 
consentement)

STSTDTC: Plan d étude
approuvé (signé) par le 
Directeur d’Etude

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

consentement)
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geographically to manage costs. to prototype digital product 
and service innovation



Différences (6/6): Visualisation et revue (FDA) des datas

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

SDTM SEND
share your business culture. in the ecosystem

Outil JumpStart/DataFit NIMS [(Nonclinical
Consulting and Outsourcing 
established within industry practices

Outil JumpStart/DataFit
(Pinnacle 21 
Entreprise)

NIMS [(Nonclinical
Information Management 
Solution) + ToxVision]

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

+

SAS JMP 
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Conclusion

Delivery centers where they’re 
most needed. Local offices who 

Collaboration platform. Knowledge 
exchange with clients and partners 

• Bien que tous deux soient issus du même modèle « source », il 
existe des différences entre le SDTM et le SEND

share your business culture. in the ecosystem

• Certaines inconsistances sont liées aux spécificités d’une étude 
non clinique (sujets=animaux absence de CRF importance du

Over 25,000 associates supporting 
European clients.

Consulting and Outsourcing 
established within industry practices

Client location, In-country, 
Near-shore and Off-shore.

non clinique (sujets=animaux, absence de CRF, importance du 
Directeur d’étude…)

O ’ ff

Spreading services delivery 
geographically to manage costs

On-site and off-shore. Managed innovation process 
to prototype digital product

• On peut s’interroger sur le pourquoi de certaines différences et si 
un alignement est prévu lors des prochaines releases de SEND 
et/ou celles du SDTM
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