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Clinical Research Today

99% Paper Source

# Days Task Category

0 Record patient data on paper forms SOURCE

5 – 10+ Manually input data into database EDC

21 – 45+ On-site comparison of Source to EDC MONITOR
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Clinical Research Tomorrow

100% eSource

# Days Task Benefit

0 Record patient data on digital forms No Paper

0 Automatically record to database No Errors

0 Remotely review source docs No Travel
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eSource – Beyond EDC/ePRO
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Technologies: 

ePRO, Tablets, Fax/OCR, 

Digital Pen/Paper, EMRs

Applications:

Study Visit Information, 

Conmeds, Med History, 

Drug Accountability, AEs, 

Patient Consents, etc.



Source vs CRF

Source Document CRF

Original Record Temporary Copy

Comprehensive Content Limited Dataset

Clinical Focus (GCP) Data Focus

Investigator Control Sponsor Control

REVIEWED for context, 
safety, trends, compliance

VERIFIED for accuracy, 
validity, errors

NECESSARY UNNECESSARY



CRF vs Source
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CRF vs Source
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CRF vs Source
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CRF vs Source

Drug Information Association www.diahome.org 10



SITE perspective on eSource

• Enter data ONCE!

– More time with patients (or recruiting)

• Validated data at time of capture

– Fewer queries, data omissions and errors

• Familiar document-based solution

– Ease of use and limited training

• Supports effective patient interaction

– Maintain eye contact, freedom of motion
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CRA perspective on eSource

• Eliminate Source Data Verification

– Most monotonous activity; fewer queries

– Fewer on-site visits but more frequent interactions

• Focus on Source Document Review

– Evaluate source for higher value context

• Prepared prior to a site visit

– More productive on-site time; recruitment/compliance

• Audit trail of source document

– Who filled out data, when, what changed, why?
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Sponsor perspective on eSource

• Explicit Cost Reduction; Definitive ROI

– Reduced monitoring visits (time & length)

– Eliminate 60-70% data queries

• Immediate availability of validated data

– 100% source data verification; NO data errors

– Reduces “dead” time and “crunch” time

• Site analytics/reporting

– Automated capture of metrics
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• EMRs are “ultimate” eSource goal

– Limited data (demographics and labs)

– Inflexible environment; different purpose

– Inability to define what you need

– Discrepancy between CODING and DISEASE

– UK experience?

– Not technically practical/possible

Myth of EMR as eSource



eSource Potential
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Solve the problem at the SOURCE

eSource addresses biggest cost/resource constraints
• EDC has run its course – no impact on study cost

ROI can be calculated definitively
• Query cost * # queries reduced

• Monitor visit cost * # visits eliminated

Sites growing intolerant of ineffective systems

eSource actually satisfies ALCOA criteria better than paper
Attributable – username/password

Legible – handwriting recognition

Contemporaneous/Original – date/time record at time of patient visit

Accurate – Instant edit checks, guided data entry



Keep the pen.  Not the paper.™
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