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CDM to monitor the 
data flow efficiently 
to rapidly identify 
safety data signals & 
define up‐front 
escalation paths and 
alert levels when 
managing fast paced 
/high data volume.



New skills to be acquired by DM to manage e Source data

‐

Data integration. Knowing the integration points of data and end to end 

data flow

Data profiling. Includes collecting descriptive statistics, discovering 
metadata, assessing its accuracy, identifying distributions, performing 
inter table analysis. Understanding completeness, quality, and age of 
data

Analysis. Using technology to identify and read anomalies and 

understand their impact on the total study. 

Entity resolution. Knowing for certain it is the same user when gathering 

data from multiple sources. 

Awareness and curiosity. With a rapidly changing environment, staying 

aware of the latest issues, standards, and regulatory requirements. 



Clear Roadmap of Requirements Allows Sponsor to Speed Multiple Sclerosis App Development

Challenges

Solution





eSource is rapidly changing 
the clinical research 
landscape. Adoption of e 
Source is beneficial to all 
the stakeholders 

thereby increasing data availability  and 
enhance data quality, 

reducing the time it takes to get medicines to patients and reducing trial costs 



To engage the key stakeholders right from the clinical trial design phase

Solve interoperability constraints through effective piloting, application of standards,  and leveraging 
innovative technology platforms

Promoting end-to-end data integrity & secure data collection, aligned with established regulatory 
expectations for data privacy, validation, & control

Upskilling of Data Managers towards Data Scientist skills for holistic review of big data with intelligent, 
automated workflows

Centralized study design to enhance data utilization with a single source of truth, automate data 
cleansing & reconciliation processes, offer real-time data transformation to allow for analysis on demand 
& Standardize submission-ready outputs



1) FDA: 

2) EMA: 
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-
electronic-data-clinical-trials_en.pdf

3) The Clinical Trials Transformation Initiative (CTTI) eSource working group is developing resources and tools to h
elp sponsors and investigators use eSource in clinical trials 

4) The TransCelerate BioPharma eSource Solutions website provides information on eSource systems and services 
https://www.transceleratebiopharmainc.com/

5) National Library of Medicine: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9823571/
6) CDISC: https://www.cdisc.org
7) SCDM: https://scdm.org/white-papers/
8) GCDMP: https://scdm.org/gcdmp/
9) GCP: https://ichgcp.net/
10) HL& FHIR: https://fhir.org/

https://www.fda.gov/media/155022/download
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-electronic-data-clinical-trials_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-electronic-data-clinical-trials_en.pdf
https://ctti-clinicaltrials.org/
https://www.transceleratebiopharmainc.com/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9823571/
https://www.cdisc.org/
https://scdm.org/white-papers/
https://scdm.org/gcdmp/
https://ichgcp.net/
https://fhir.org/
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