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▪ Oncology trials generate over 10,000 data points per patient, driven by genomic advances, 

digital tools, and personalized medicine.

▪ Over 50% of trial data is duplicated between research systems and EHRs, with 20% of study 

costs spent on verification.

▪ Managing real-world data and digital endpoints is becoming costlier and slowing trial 

execution.

▪ eSource technology, powered by advanced EHRs and FHIR interoperability, can eliminate 

redundancies, cut costs, and accelerate trials.

The Urgency for Change in Clinical Trials



9-11 April, 2025 | Brussels, Belgium#EMEA25

What is EHR-to-EDC or eSource? 

Transfer Process: EHR to EDC (Electronic Health Record to Electronic Data Capture), also 

known as eSource, involves moving EHR data to an EDC system or sponsor's database for 

Randomized Clinical Trials (RCTs).

Compliance and Consent: The transfer process includes quality assurance and adherence 

to regulatory eSource guidelines, with the patient's consent, and without replacing 

manual data entry or causing data redundancy.

Data Types: The EHR data utilized typically comprises structured data or coding standards 

(e.g., ICD, SNOMED CT, LOINC, HL7) such as laboratory results, vital signs, medications, 

diagnoses, and patient demographics.
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Why eSource?
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Data Automation Technology vs Existing 
Methods
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Today it takes +3 minutes* per data point spent by local study personnel (e.g., searches, manual entry, 

check, review, resolve queries in EDC etc.) for 10 patients and 10.000 data points per patient on one study 

is equal of 5000 hours. 

Three Minutes and 5000 hours

* Research from six oncology centers 

demonstrates that manual transcription 

requires an average of at least five 

minutes per data point.

(Sundgren M, Andrews L, Burge S, Bush M, 

Fritsche A, Nensa F, Lengfellner J. Scaling 

eSource-Enabled Clinical Trials: Challenges, 

Opportunities, and Strategic Outlook for 

Oncology Research Centers. Applied Clinical 

Trials. 2025; 37(1).) 
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eSource Scale Up Task Force 
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Early Adopters’ Minimum Success Criteria for eSource 
Implementation
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Task Force White Papers*
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The “MSK eSource use case” highlights the significant benefits of eSource technology and 
corroborate time metrics in supporting CRC and site personnel during trial execution.

Insights from MSK
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Bridging the Gap

Bayer's EHR-to-EDC 
Integration Journey

Stephan Cichos 

Strategic Project Leader,
Clinical Data Strategy & Operations, Bayer AG
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Our Motivation
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Our CDM Community’s Purpose and Motivation

With a customer-centric mindset, 

we provide fit-for-purpose data

from clinical studies as a foundation 

for developing better therapies for 

patients in need.

Purpose
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Towards CDS with a Customer Centric Mindset

Increasing Complexity will not just only challenge CDM…  

*SCDM Reflection Paper “The Evolution of Clinical 
Data Management into Clinical Data Science“

=

≠

?

but also Sites too…

*GPT-4o mini
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We strive to be advocates for our sites & patients

Being actively involved in early-stage discussions 
contributing to study strategy and execution decisions.

Evaluating potential challenges and risks associated with 
data collection and management.

Aim to minimize site workload and enhance data accuracy.

Empower sites, ensure they feel valued and equipped
to manage the complexity in clinical studies.

How
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The Need for 
Change
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Manual effort transcribing duplicated data result in 
Increased Workload, Higher Error Rates & Decreased Efficiency

70% of data is duplicated between 
EDC and EHR systems*.

of patient data can be collected 
via EHR-to-EDC solutions.50%

*EDC site survey: Investigational site perspectives on clinical trial information systems 
eClinical Forum (www.eclinicalforum.org)

3
minutes effort 
per data point*

*Including source data retrieval, data 
entry, SDV, queries and corrections 

Effort for Manual Data 
Transcription
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Streamlining Data Collection: Automated Flow 
from Sites' EHR Systems to Bayer’s EDC System

EDC System

Middleware

Patient EHRInvestigatorPatient

Visit

EHR-to-EDC

Electronic data transfer

Workload Reduction: Allowing Sites to Focus on What Truly Matters!

Manual transcription

(High effort, risk for errors)

Less Manual Data Input / Re-entry

Less Volume of Query Management

Less Transcription Errors
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Implementation 
Journey
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Our journey so far

2005
Transition from 

Paper CRF to EDC

2020-2023
Piloting / Testing

2024
Go-Live in Phase IV

2025
Go-Live in Phase I&II

2010
Increased 
Adoptions 

of EHRs

2015
Emergence 
of EHR2EDC 

Vendors
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From Exploration till Go-Live of EHR-to-EDC

*GPT-4o mini

Clinical Data Management

EDC Developer / Integration Experts

CRAs (Site Management)

Study / Project Management

IT Quality Assurance, GxP IT Experts

Vendor Management / Procurement

Relevant SOP Owners
X-Functional Teamformation
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EDC compatibility

Robust scalable mapping engine 

Existing / Future site network

GxP compliance e.g. focus on SDLC

User interface 

Ease of implementation

Site training & support

Defining Technology & Vendor Evaluation Criteria

*GPT-4o mini

Landscape Assessment
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Simulating an EHR-to-EDC Data Integration

Simulation parameter

10 Cycles (incl. Day 1, Day 8, Day 15)

Screening, End of Treatment, Follow Up

Vital Signs Forms 

ECG Forms

Local Lab Forms 

One Unscheduled Visit

2700 data points

59% of eCRF fields

integrated 

for one 

patient

EDC System

Middleware

Patient EHR

Manual transcription

(High effort, risk for errors)

EHR-to-EDC
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Vendor- and Technology Qualification Activities

Business reliability

Policies and quality procedures

Effectiveness of current process

Software Development Life Cycle

Change management

User Management

….
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Define Early Adopter Criteria

Sites Location

EHR systems

Sites accept usage

Timing / When

Data in scopeNumber Patients
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Next steps and 
future direction
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What's to come: Next steps and future direction

Ecosystem 
of sites with 
EHR-2-EDC 
expanding

EHR-2-EDC 
Integration 
Assessment

EHR-2-EDC 
as default 
offering

>50 % 
Datapoints 
integrated

Playbook for 
EHR-2-EDC 
Integration

Present 
Learnings 
& KPIs at 

next SCDM 
☺

Measure 
Success of

Early Adopter 
Studies 

SOPs / BPDs 
adapted
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Thank you !
Happy to connect 
and to exchange!
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Q&A Panel 
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Closing 
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