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PRO T Patient Reported Outcome

APatient questionnaires to be filled independantly from
the investigator

Why use ePRO ?

Alncreased data quality (i.e. primary study criteria..)
AReal-time data collection C transparency

AAllow subjects additional privacy

AMinimize risk of falsifying data

AHigher compliance rates
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Paper

A Patient ID ? A Equipment costs ?

A Quality of data, compliance ? A Logistics ?

A Logistics ? A Maintenance ?
A Double data entry process ? A Flexibility ?

A Flexibility ?



Why ePRO *WEB* ? Py

via direct entry on a web site.

A No hardware, no hardware malfunction
A No maintenance (battery, synchronizationé )
A Dramatic cost reduction

A Can be associated with an eCRF : data available to sponsor in one
database

A Patient uses his own device/computer: ease of use
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Example of study using ePRO

Study on back pain

Alnclusion visit
APain evaluation every 15 days (ePRO)

AAdditional questionnaires at 3, 6 and 12 months
(Quality of Life, Disability, Moodé ) ePRO)
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Security and authentification

Contact information saved Patients / subjects

on asecure server'with authenticate using a PIN code
restricted access rights received by email or SMS




. Web telemedicine

Security and authentification

Enhanced compliance with protocol timeline

PIN codes are only valid during a pre-defined time window
(according to the protocol) and renewed for each questionnaire
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Enhanced data Quality

V Fully time stamped data entry
V Full online audit trail
V Edit checks, dynamic behaviors

V Advanced graphic data entry fields

V Ease of use for patients / subjects
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Automated reminders i

Patientsod / Subjectsd compliance

Automated reminders ( SMS, e meaan becordigured at
specified time points before, during o r aéter data entry
time windows
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Versatility of entry means
hResponsive desi_g

Tablet PC

Personal computer Smartphone



