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Data Management Tasks during Study Setup

Receive the Set up required Specify edit Build Test Push
information from documents for DM and verification data data database to
the protocol internal processes checks base base production




Data Management Tasks during Study Conduct

Work within EDC system

* Review query log

« Raise manual queries

» Review answers to manual queries

« Handle science queries

» Clarify errors

 Amend the database when necessary

Prepare for study specific decisions

Managing data « Generate dose escalation snapshots
* Check of process regarding coding of terms . Prepare for database closure

» Arrange for loading of electronically loaded « Extract data and hand over for

data statistical analysis
* Reconcile serious adverse event between
clinical data base and drug safety database
« Provide data listings to vendors
* Provide metrics to study management teams
 Interact with sites/monitors



Data Management — Perception

* Receiving end
» Regarded as service provider to the organization

» Easy to outsource or off-shore




Changing Environment

Increasing pressure on organizations

» Higher cost pressure in Health Care

* Increasing costs to get to market

» A decreasing number of NDA approvals

« The traditional development model questioned

Increasing demands on departments

« The increased amount of data collection because of increased use of electronic
medical records, technological advances in genomic sequencing and
monitoring devices (BIG DATA)

« Higher complexity & heterogeneity of data

» Flexibility because of protocol amendments and interim data assessments

* Requests for access to data shortly after data entry has been completed

» Higher frequency of requests for early signal detection and continuous medical
data review

» Faster decision making



Opportunities

Talents and skills
 Skill set within data management organization is much broader
 Internal talents not used to its full potential

—> Situation not to the benefit of the individuals, the department and the
company

Adapt in a changing environment

» Broaden the scope beyond classical data management tasks
 Handle new data types

« Open to new ways of working



Implementing Opportunities

Within the department

«° Clinical Data & Information Sciences (CDIS)
o

R\
We We are an agile team of Scientific Data Experts with
\‘\é\o(‘ curiosity and drive
o
c©

o We aim to integrate clinical, scientific and operational
\e,é\o information at the right time to enable learning and
5‘“ confident decision making

» Broader scope by handling further data types, engaging with science re medical data
review during study conduct

* Mindset development focussing on communication, collaboration & teamwork,
conceptual thinking

« Change management via global VC, local meetings, functional discussions, 1:1



Implementing Opportunities

Collaboration with other departments
« Stakeholders identified and stakeholder management plan
* Proactive communication re broader scope and more support



Examples 1 - Integrating Images into Data Flow
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One system to provide an integrated view of all
data related to a study

10



Examples 1 - Integrated Data Review (3 Systems)
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Conduct

Examples 2 - Medical Data Review during Study =

-
\

Y
« Use an adequate tool and data visualization methods

for state of the art medical data review
« Pair the understanding of data, data structures and
technical know-how with medical/scientific questions
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Examples 2 - Medical Data Review

uring Study
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Summary and Conclusion

» Maintaining the status quo is easy, but opportunities are not used to their full potential

« Changes in the industry and in our own organizations need to be seen and proactively
addressed in order to remain in the driver’ s seat

« Changing is not easy but worthwhile

« Change management is vital, members of our department need to be kept on board and
motivate to see WHY change is good
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