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Agenda
1. MDR set-up process

2. MDR development process

3. Where are we now?
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1. MDR set-up process
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Rationale
§ Expanding team

§ Rapidly growing portfolio

§ Manual updates to library
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Minimal requirements
§ Off-the-shelf

§ Intuitive

§ Easy re-use

§ Front-end and back-end 
visualisations

§ Versioning
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End-user objectives for MDR implementation
§ Data standards governance

§ CRF design in parallel with protocol development

§ Early definition of trial-level expectations

§ Standardised communication with external parties

§ Simplified EDC UAT
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Selection criteria
§ CRF and data collection metadata 

specifications

§ SDTM metadata

§ Customisation

§ Governance

§ Cost

§ Short time to implementation
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Implementation team
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Timelines to implementation

March 2021
First contact

April 2021
Business case

May 2021
Approval

May 2021 – July 2021
Development user 
requirements

April 2021 –
October 2021
Development and 
execution UAT

September 2022 
First end-to-end
study build

April 2022 
First CRF 
package released

February 2022
First governance 
meeting

October 2021
Go-live
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2. MDR development process
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Standards development
§ Rare disease area à different indications with different endpoints
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Development challenges
§ System abilities vs.   

user requirements
§ Learning process
§ 80/20 rule
§ Use of terminologies
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Data standards governance process
Input Review Comments DMLs

Discuss with Governance Team

Output
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Data Standards Governance Team
§ Governance team

§ Core team members
§ Ad hoc team members

§ Tracking of conclusions and 
rationale

Medical

Statistics Clinical
operations

Medical 
writing

Clinical 
pharmacology

Bio-analytics

Safety

Programming

Data
Management
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3. Where are we now?
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Significant simplification
Before After
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Study build

NCI CT   
version

SDTM IG 
version

CRF 
completion 
guidelines 
and edit 
checks

Protocol

aCRF and 
metadata 

specs
Define-XML
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Deliverables study build
aCRF

Completion 
guidelines 
and edit 
checks

Define-
XML
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Learnings
§ Test end-to-end study build

§ Smooth process
§ Versioning and identifiers

§ Overall MDR implementation
§ Clear overview of data collected so far
§ Simplified data collection
§ Better control of study set-up
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Thank you!

Jasmine Kestemont: jasmine.kestemont@innovion.be
Louella Schoemacher: info.nl@ocs-consulting.com

Or visit booth 14 after this session!

mailto:jasmine.kestemont@innovion.be
mailto:info.nl@ocs-consulting.com

