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New Normals

Streamline Development &

"3 Review of Other Severely
Debilitating and Life-
Threatening Conditions

1 Build Digitally Resilient
Clinical Trial Systems

2 Enhance Platforms for Secure Data Sharing to
Enable Collaboration, Work Sharing, and Reliance



Enabling Data Collection Efficiently

 Wearables/Sensors
 Smart Devices

eSource

Enable direct/remote data - Enhance efficiency and quality

Building capture/remote review of data collection and processing
Digitally
Resilient
Clinical Trial
Systems Incorporate real-time risk * Quantify risk, understand trends

detection/mitigation « Smart Queries (machine learning)

Improve internal data - Easier Review along development
accessibility timeline






Enable Wider Datasharing

Maximize information from - Platform Trials
clinical programs

 Clinical research sharing platforms

* Real world Data (prescription, EHR,
Enabling Big Data Registries)

* ‘Omic data

* Image data

« Social media data

Enhanced
Platforms

.  Diversity Data
Health Equity - Improve Patient experience

* Patient Level Data Return




Industry Data Sharing -
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Equity in Clinical Trials Commitments: Applying
Learnings from COVID-19 Trials
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4 Public Commitments
foﬂ\ﬁ'rﬁé;?dgv‘gg;ﬁae'gfe changes . Participants in our clinical trials will reflect
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Share our knowledge more broadly.
Fully embrace digital tools for speed and
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Enable Data-Centric Reviews

Optimize information from

clinical programs

Streamlined Submissions

Streamline
Development
and Review

Parallel/Transparent
Reviews

Build correlative science infrastructure
Augment clinical trial data with Real
World Evidence

Implement innovative trial designs

Automation of labor-intensive activities
in trial conduct, analysis and reporting

Engage with health authorities by
streaming data early

Enhanced quality through real-time
corrective actions based on risk
assessment

» Parallel review and

submission processes/queries
using Acumulus*



Challenge

Rapidity of Healthcare data
growth

Characterizing acceptable data
standards for a variety of data

types

Data Interoperability and
platform usability

Infrastructure sustainability

Incentivising Data Sharing and
Reuse

National Academies of Sciences, Engineering, and Medicine 2020.
Reflections on Sharing Clinical Trial Data: Challenges and a Way
Forward: Proceedings of a Workshop. Washington, DC: The
National Academies Press. https://doi.org/10.17226/25838.

Catalyse Change

Industry are in progress of
establishing data sharing as
expected norm

Industry continue to explore ways to
share various types of data

Industry are convening
multistakeholder workstreams to
address key infrastructure,
technological, sustainability and
workplace challenges associated w
sharing of data.



Advancing Data Sharing Capabilities

Data sharing
needs to be
facilitated by

access and
expertise

Data Governance
and Privacy
protection are key
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Data stewards,
curators,
librarians,
archivists are
critical to
infrastructure
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Lessons learned
must be
integrated into
how we work



