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Background: Traditional workflow labor -
Intensive, relies on two data -related FTES.
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Background:

simplifies workflow, reduces error potential.

eSource -based data transfer
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Proof of concept: Implementation of

iInformatics has a profound impact.
COJ 1 Fewer FTE Needed
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Importance / potential:

Rationale

The eSource Initiative supports TransCelerate Member Companies in accelerating the uptake of eSource for |

clinical trials. Although regulators have urged increased use of eSource for several years, application of the use of |
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electronic sources of data for clinical trials has been slow to be adopted across the industry, particularly for
registration trials, due in part to difficulties in operationalization. Research indicates there are numerous obstacles
and challenges behind this delay; some real and some perceived. The eSource initiative seeks to assist member
companies, and ultimately other trial spensors in overcoming these real and perceived challenges to influence

more efficient data gathering practices to benefit patients, sites and sponsors.

As the data for clinical trials becomes less about collecting protocol-defined data points, and more about using
data from patient records and other electronic sources such as devices and apps, electronic interoperability and
consistent use of data standards become paramount. The 4 eSource categories defined by the TransCelerate

eSource initiative are:

¢ EHR/EMR (Electronic Medical Records/Electronic Health Records): Covers collection of clinical data for use in
clinical research from site/patient electronic health record systems.

® Devices & Apps: Covers collection and management of clinical data from non-site personnel (e.g., subjects,
participants, and caregivers) using mobile devices including smartphone or tablet applications (e.g., electronic
clinical cutcome assessment), wearables, and sensors (e.g., glucose monitor, smart pill, remote chemistry, ambient
sensors).

® Non-CRFs: Includes collection and transfer of data in electronic format from internal sponsor sources (e.g., specialty
laboratories) or external vendors (e.g., laboratory results, imaging, ECG, randomization, drug accountability) into
clinical research data repositories/warehouses without entering the data onto a Case Report Form (CRF).

* Direct Data Capture: Includes direct entry of clinical data by site staff into a mobile application or EDC system.

Benefits

o to p data entry, reduce transcription errors

e More informed vendors

¢ More engaged patients

® Greater efficiency for sites and monitors (potential for full RBM)

® Potential for improved Health Authority review/approval process
® Greater traceability for end to end data flow
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Source: http://www.transceleratebiopharmainc.com/initiatives/esource/
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Biopharma industry
IS enthusiastic and Invested in moving forward.
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