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n The views and opinions expressed in this presentation are those of 
the author(s) and do not necessarily reflect the opinions of PhUSE
members, respective companies or organizations.
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eSource in clinical trials
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n Electronic data capture system

n Replaces paper source data

n Digital interface

n (e)CRF no longer needed

n Easy acces to real-time data

n eSource integrates data capture, site automation, sample 
management, data flow facilitation, data visualization and data 
management

INTRODUCTION - ESOURCE IN CLINICAL TRIALS
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n In 2012 SGS started implementing 1st eSource system 

n End-to-end support for 1st eSource system will be terminated

n Search for new system to keep up with complexity of trials and 
handling of more data

n In September 2019 started with first case study with 2nd eSource 
system

à First trial locked in February 2020

ESOURCE IN CLINICAL TRIALS
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ESOURCE IN CLINICAL TRIALS

n Benefits 1st generation eSource system
§ Eliminates data entry in (e)CRF
§ Easy acces to real-time data
§ Set-up library: forms can be re-used
§ Reduces error rate
§ Reduces missing fields
§ Automated barcode drive sample management
§ Data from devices are captured directly
§ Lab data are uploaded into eSource
§ Remote data monitoring
§ Re-use of SDTM annotations and data conversions
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n eSource user requirements per user group
ESOURCE IN CLINICAL TRIALS

Site

• Subject 
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• Data collection
• Sample 

management
• Data 

assessment



11© SGS SA 2019 All Rights Reserved

n eSource user requirements per user group
ESOURCE IN CLINICAL TRIALS

Site Data 
Management

• Subject 
recruitment

• Trial setup
• Data collection
• Sample 

management
• Data 

assessment

• Converting 
data to 
SDTM

• Cleaning: 
queries

• Create 
dummy 
data to 
setup 
conversion



12© SGS SA 2019 All Rights Reserved

n eSource user requirements per user group
ESOURCE IN CLINICAL TRIALS

Site Data 
Management

CRA’s

• Subject 
recruitment

• Trial setup
• Data collection
• Sample 

management
• Data 

assessment

• Converting 
data to 
SDTM

• Cleaning: 
queries

• Create 
dummy 
data to 
setup 
conversion

• Site 
managment

• Source Data 
verification: 
queries

• View real-
time data



13© SGS SA 2019 All Rights Reserved

n eSource user requirements per user group
ESOURCE IN CLINICAL TRIALS

Site Data 
Management

CRA’s Medical 
Monitor

• Subject 
recruitment

• Trial setup
• Data collection
• Sample 

management
• Data 

assessment

• Converting 
data to 
SDTM

• Cleaning: 
queries

• Create 
dummy 
data to 
setup 
conversion

• Site 
managment

• Source Data 
verification: 
queries

• View real-
time data

• Medical 
Monitoring: 
queries

• View real-
time data



14© SGS SA 2019 All Rights Reserved

n eSource user requirements per user group
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E-SOURCE IN CLINICAL TRIALS
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Trial set-up in an eSource system
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TRIAL SET-UP IN AN ESOURCE SYSTEM

EXPERTISE

n Set-up eSource by dedicated Clinical Pharmacology Unit (CPU) 
staff

n Set-up CRF (sCRF) à data to be captured in SDTM
§ Time and Event Schedule
§ Forms

1st eSource system 2nd eSource system

External software solution 
program: 

Updates eSource
à sCRF and subject CRF 
template to be updated

CRFs extracted from within eSource 
system: 

Updates eSource
à Automatically updated in sCRF and 
subject CRF
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TRIAL SET-UP IN AN ESOURCE SYSTEM
Origin: CRF à printed on sCRF

Can only be completed when 
correct barcode is scanned

Variable name 
in XPT-file

Format 
restriction

Panel 
attached 
with tests 
to be 
performed

Option to have variable 
name updated to align 
with SDTM
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TRIAL SET-UP IN AN ESOURCE SYSTEM

2nd eSource system:

n Set-up: easier to review

n Inefficiencies detected during setup-phase

n Coding lists were added: more standardized data

n Variable names à aligned to SDTM
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Conversion to SDTM
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CONVERSION TO SDTM
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CONVERSION TO SDTM

domains in extract 
from 1st eSource 
system

domains in extract 
from 2nd eSource 
system

domains in 
SDTM 
database
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CONVERSION TO SDTM

n Conversion is set up by using test data

n 2 environments: MAIN and TEST

1st eSource system 2nd eSource system

Test data entered in main 
environment by site

Test data entered in test environment 
by data management

à Easier in case of protocol 
amendments
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Access to real-time-data
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ACCESS TO REAL-TIME DATA
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ACCESS TO REAL-TIME DATA
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Query management
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QUERY MANAGEMENT

1st eSource system at CPU 2nd eSource system at CPU
Different views (modules) for 
query creators and query 
resolvers

Same view for all

Not user-friendly, slow User friendly, fast
Interference DM needed for 
Medical Review-queries

Medical monitor can easily 
create own queries

Elaborate GRD (Global 
Rulings Document) needed

Limited GRD
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The importance of roles, rights 
and restrictions
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n General Data Protection Regulation (GDPR)

n Main and test environment allow for different roles, rights and 
restrictions

à possibility for DM to enter dummy data in test

à subject data only available in main environment

à no personal data can be exposed

THE IMPORTANCE OF ROLES, RIGHTS AND RESTRICTIONS
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Future explorations
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n Recruitment 
à reach large groups of subjects from within eSource system

n Provide data access for blinded trials

n Coding module

n Capture all subject data electronically (questionnaires, diaries)
§ ePro (electronic patient reporting outcome)
§ eSource module accessible for subjects 

FUTURE EXPLORATIONS

SAFETY
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Conclusion
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n 2nd generation eSource system 
§ More reusable forms
§ More standard data
§ Better alignment to SDTM
§ Work is facilitated for all user groups

n Challenges ahead
§ Explore boundaries eSource system
§ Reduce timelines in setup, conversion to SDTM and data cleaning
§ Explore possibilities for future improvement

CONCLUSION
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