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Orchestrating a Technical Solution to
Exploit Integrated Clinical Data
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MAESTRO Program
 Definition

 
What is the MAESTRO Program?
The MAESTRO Program is a set of integrated projects and 
workstreams that will iteratively provide a technical 
framework to facilitate the early assessment of safety signals 
and benefits of our compounds in all phases of development. 

 
Long Term MAESTRO Vision:
To maximize value incrementally from our clinical data in 
support of our objectives for safety analysis, benefit risk 
assessment and enhanced analytics by 2013.
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MAESTRO Program
 Definition

ABILITY TO FACILITATE BENEFIT/RISK ANALYSIS

ABILITY TO FACILITATE SIGNAL DETECTION

ABILITY TO EXTEND THE USAGE

 

OF ACQUIRED

 
DATA

ABILITY TO AGGREGATE AND CONSOLIDATE

 
CLINICAL DATA IN ONE LOCATION FOR A

 
BROADER NUMBER OF USERS

MAESTRO

 

From phase I to phase IV, automate and

 standardize fast data integration

 

on an

 ongoing basis

 

Use interactive tools to allow on line data

 visualization

 

, including detection of

 qualitative safety signal

 

Development of sophisticated,

 interactive, graphical data analyses

 capabilities

 

to better exploit available

 data

 

better display efficacy and safety to

 support B/R assessment

 

Allow further data exploitation

 

beyond

 compounds

PROGRAM PRINCIPLES
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MAESTRO Project Release 1
 Scope

 
Clinical Data Hub (CDH)

 
CDH builds the Clinical Data Hub by implementing, 
customizing, and configuring the physical data model and 
building the initial set of required interfaces between source 
systems and the hub.

 
SAFety

 
Interactive Review (SAFIR)

 
SAFIR implements the user-interface reporting solutions used 
to provide access to the clinical safety data in the hub, to 
support medical review and safety signal detection .

 
Target users

 
Clinical department :

�•

 

Medical operations
�•

 

Business units

 
Global Pharmacovigilance and Epidemiology

 
Biostatistics department
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MAESTRO Project Release 1
 Process

OCOC StagingStaging
AreaArea

SASSAS
UnixUnix

SASSAS
WindowsWindows

ODSODS

ODSODS

ODSODS

CoreCore
ModelModel

DataData
Mart 1Mart 1

DataData
Mart 2Mart 2

Source Systems Clinical Data Hub SAFIR

Informatica
 

Power Center Spotfire®
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MAESTRO Project Release 1 
CDH

 
Consolidation and aggregation of legacy and on-going study data

 

Integration of the identified source systems

 

Develop and implement the data model
 

/ data marts for downstream users

 
Support of the work to be performed on Safety Signal Detection (Safir

 project)

 

Establish data processing workflows
 

within the CDH to support activities:
�•

 

Transformation / Enrichment, Facilitation of Study Pooling
�•

 

Data Load services (Mapping, etc�…)

 
Access / Security Management (Data & User)

 
Overall data, programs and outputs traceability

 
Development and implementation of

 
Service

 
Model to support future system 

/ data integration
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MAESTRO Project Release 1
 SAFIR -

 
Objectives

 
Ability to perform analysis of clinical safety data within the 
centralized solution for any given program

 
Ability to respond to regulatory safety questions with greater 
reliability and confidence in the responses provided

 
Ability to perform signal detection across a broader pool of 
data, both quantitative and exploratory for improved earlier 
decision-making

 
Ability to provide access to these data to a broad spectrum of 
data users and reviewers

 
Moving away from paper-based listings to visualization and 
graphics tools
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MAESTRO Project Release 1
 SAFIR -

 
Cases Study �–

 
Adverse Event Incidence
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MAESTRO Project Release 1
 SAFIR -

 
Cases Study �–

 
Relative Risk
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MAESTRO Project Release 1
 SAFIR -

 
Cases Study �–

 
Hepato-toxicity
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Service Implementation Strategy
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Service Implementation Strategy
 Definition

 
Definition

 
of a service according

 
to ITIL (IT Infrastructure Library)

 

A service is
 

a mean
 

of delivering
 

value to customers
 

by facilitating
 

the 
achievement

 

of results
 

they
 

wish
 

without
 

having
 

to bear
 

the costs
 

and 
risks

 

associated
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Service Implementation Strategy
 Definition
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Service Implementation Strategy
 Strategy

 
Dry-run

 

Objectives
�•

 

Assess

 

the capability

 

of the process

 

to integrate

 

data from

 

studies, products

 

and 
therapeutic

 

areas different

 

from

 

those

 

used

 

for the development
�•

 

Define

 

precisely

 

the contents of the Service in term

 

of tasks, timing, work

 

load

 

and 
cost

 

Implementation
�•

 

SAS Windows Flow
�•

 

Integration

 

of a new study

 

from

 

a product

 

used

 

for the development
�•

 

Integration

 

of a study

 

from

 

a product

 

not used

 

for the development
�•

 

SAS Unix Flow
�•

 

Integration

 

of a study

 

from

 

a product

 

not used

 

for the development
�•

 

Oracle Clinical

 

Flow 
�•

 

Integration

 

of a study

 

from

 

a product

 

not used

 

for the development

 

Results
�•

 

assessment

 

of the work

 

load

 

to allow

 

the data integration

 

Governance

 

committee
�•

 

According

 

to the work

 

load

 

assessment, a Governance

 

Committee

 

decides

 

if the 
study

 

can

 

be

 

loaded

 

or not into

 

the Clinical

 

Data Hub
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Next
 

steps

 
Service implementation

 
Maestro release 2

 

Enhanced
 

(Flexible) CORE Model

 

Linear
 

Data Model Support (SDTM)

 

Metadata
 

Driven
 

Data Models

 

Pooling
 

/ Coding
 

Solution Integration

 

Benefit
 

/ Risk
 

Assessment
 

Solution

 

Phase I / IV Data Integration

 

CDH Administration Interface

 

External
 

(CRO, Labs, etc) Data Load
 

Capabilities

 

SAS Engine
 

Integration

 
Planning

 

Release in several
 

steps
 

between
 

Q4 2013 and Q3 2014
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Thank
 

you
 

for your
 

attention
 

Questions ?

Céline Tendero
 celine.tendero@sanofi.com

 +33 1 60 49 63 29

Claude Guyot
 claude.guyot@sanofi.com
 +33 1 60 49 72 72

mailto:celine.tendero@sanofi.com
mailto:claude.guyot@sanofi.com
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