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PASSION. SCIENCE. EXPERIENCE.

BIOSTATISTICS &

CLINICAL DATA
SCIENCE EXPERTS

Proven scientific and data quality
excellence ensuring your clinical

data ready for submission CHALLENGING THE STATUS-
QUO SINCE 1991

IDDI SOLVES YOUR COMPLEX CHALLENGES, INCREASES EFFICIENCY, AND MITIGATES RISKS
THROUGHOUT THE CLINICAL TRIAL PROCESS
ENSURING CLINICAL DATA READY FOR SUBMISSION.

Optimizing your Clinical Development Strategy ' Simplifying the set-up & conduct of your trial

¢ Electronic data capture - EDC
o RAVE (Medidata) or
o |D-base (Marvin - EvidentlQ)
¢ Randomization & Trial Supply
Management - RTSM
o Sitero Mentor
¢ Biostatistics-driven RTSM

e Approval-optimization strategies
¢ Regulatory Statistics

e Trial design

 PK/PD

e Advanced biostatistics

STRATEGIC
CONSULTING

¢ Regulatory support

-
=
=

» Safety & efficacy Analyses BIOSTATISTICS CLINICAL DATA ¢ Comprehensive CDM Services

¢ Statistical Analyses MANAGEMENT ¢ Medical Coding
« IDMCs & Interim Analyses ¢ CDISC Standardization SDTM

e |SS, ISE
¢« CDISC Standardization ADaM

Focusing on the accuracy and integrity of

Advanced statistical methodology for
your clinical data

leaner and faster clinical trials

METHODOLOGICAL EXCELLENCE - SCIENTIFIC EXPERTISE - OPERATIONAL EFFICIENCY

I At IDDI, Biostatistics is at the heart of every clinical study, driving trial design, clinical
data collection, data analysis, & reporting ensuring faster and leaner clinical trials.

MORE INFO?
info@iddi.com

IDDI.COM




Combining PASSION Ensuring your Clinical Data is
SCIENCE & ready for Submission

EXPERIENCE

PHASE IV B .
EVPIOYEES 1 ienTs RS REPEAT
TRIALS BUSINESS

STRATEGY CONSULTING

e Clinical & Statistical expert PASS'ON

services

» Approval-optimization o Our teams are passionate about clinical research.

strategies o With scientific roots and in-depth clinical and regulatory
« Regulatory Statistics . T
e experience, our team understands the scientific issues,
« Clinical Development Plans

anticipating and overcoming potential challenges specific to your

e Trial design
« PK/PD clinical trial.
« Advanced Biostatistics o As forward thinkers we develop new methodologies for the
+ Interaction with FDA/EMA success of your clinical trials.
RTSM - EDC

« EDC using RAVE (Medidata)
or ID-base (Marvin -
EvidentlQ)

« Biostatistics-driven RTSM
using Sitero Mentor

SCIENCE

o Statistics is the backbone of IDDI and the cornerstone of all our

processes and methods while being strictly regulatory compliant.

« Biostatistics is at the heart of every clinical study in order to

CLINICAL DATA

MANAGEMENT produce clinical trial results that are scientifically accurate,
« Comprehensive CDM Services validated and reproducible.
+ Medical Coding. o With a scientifically-driven culture, we have a track-record of
« CDISC Standardization contributions to the advancement of statistical methodology as
SDTM

a result of our close collaboration with KOLs and investment in

BIOSTATISTICS R&D.
« Statistical Analyses
« IDMCs and Interim Analyses
« CDISC Standardization
ADaM
« ISS/ISE

« Generalized Pairwise

Comparisons (GPC)

EXPERIENCE

« For nearly 30 years, we have worked to ensure our Sponsors
maximize their chances of success in an increasingly competitive

market.

ONCOLOGY, CNS &
OPHTHALMOLOGY
EXPERTS

Leverage IDDI's deep expertise in clinical research! Our valuable therapeutic insight, paired with
data quality expertise and ability to think ahead will make a critical difference to the outcome
of your clinical trials.

MORE INFO?
EUROPE HQ USA OFFICE . 1
1341 Ottignies-Louvain-la-Neuve, Belgium Raleigh « NC 27617 info@iddi.com

Tel: +32 10 61 44 44 Tel: +1 984 227 8599 IDDI.COM



https://iddi.com/our-solutions/strategic-consulting/
https://iddi.com/our-solutions/eclinical-solutions/
https://iddi.com/our-solutions/clinical-data-management/
https://iddi.com/our-solutions/clinical-data-management/
https://iddi.com/our-solutions/biostatistics-services/
https://iddi.com/why-iddi/therapeutic-areas/
https://iddi.com/why-iddi/therapeutic-areas/
https://iddi.com/why-iddi/therapeutic-areas/
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