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Flashback

A : 24 Octobre 2016 B : 04 Novembre 2016

C : 04 Octobre 2016 D : Never happened



Here we are  ! 



Special Thanks to

And to our sponsors



Any newcomers?



Who are we?
❑ French User Network of CDISC

❑ Created in 2007 and 1st day of conference in 2008

❑ Objective : Awareness and feedbacks about hot topics of CDISC implementation in French 

or in English on French-speaking areas (France, Belgium, Switzerland)

❑ 2 conference days per year 

--> Free of charge for attendees 

❑ Awareness on standards evolution

❑ Webinar

❑ Sharing news

❑ 13 volunteers in the board

❑ Connexion with other organizations



Robert Adriaansen

VP Global Business Development

robert.adriaansen@anjusoftware.com









Our Expertise

« A quick, easy and fully validated solution, 

for entry, import, tracking and electronic submission 

of adverse events »



1000,000
RECORDED ICSRs

13
YEARS

500
DATABASES

1800
USERS

100
DIRECT CLIENTS

AB Cube in Numbers

270
INDIRECTS + DIRECTS CLIENTS



❑
CosmEthicsTM

Your Cosmetic database software

❑
SafetyEasyTM MD 

Your Medical Device vigilance database
software

❑
SafetyEasyTM Nutri

Your Nutrivigilance database software 

Our solutions

❑
SafetyEasyTM PV

Your E2B (R3) Pharmacovigilance database software 

❑
SafetyEasyTM MI

Your Medical Information Management database
Software

❑
iTAPTM – TRIAGE

Your ISCR Triage and Assessment Processing tool



We support vigilance from over the world…



They trust us

15



Pioneers of SaaS

- Quarterly evolutions

- Always compliant with the latest 

regulation

- No extra costs for upgrades ! 

- Full Web SaaS: no need for 

program installation

- Implemented in less than 2 

weeks

- The same version for all, but highly 

and easily configurable

- Adapts to your processes: from few 

cases to hundreds of thousands cases

Since 2006, AB Cube is the pioneer in the field of vigilance 

databases delivered as a SaaS

Flexible Evolutive
Easily 

Implemented









Agenda
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Biotrial 
▪ CRO internationale, siège à Rennes

▪ Partenaire global de l’industrie

pharmaceutique

▪ 2 Unités Cliniques de Phase I (260 lits)

Rennes – New Jersey

▪ Service Biométrie couvrant les métiers de Data Management, 

Biostatistiques, Programmation et Medical Writing

▪ De la phase non-clinique jusqu’à la 

Phase IV
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International CRO

Oncology

Non-Clinical

Regulatory
Services

Phase 
I/IIa

BioanalysisCore Lab

Biometrics

Phase II
Patient
Studies
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Biotrial Biometrics

Preclinical

GLP safety
pharmacology & 

toxicology

Phase I

FiH SAD&MAD

TQT & PD

BA/BE

FE, AlcI, DDI, RI, HI

Umbrella protocols

Phase II

Ph IIa / IIb

Dose finding

Specific populations

Phase III

Non-inferiority

Safety/Efficacy
endpoints

Meta-analyses

Phase IV / 
PMS

Registries

Observational / NIS

PASS

SEND SDTM / ADaM

ADS and TFL programming: SAS

EDC, ePRO/eCOA: Clincase, Rave

PK analysis: Phoenix WinNonlin

Coding: MedDRA and WHO-DRUG Enhanced+Herbal


