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Decision on ePRO

e Our way to e-diary
— Collected information about e-diary
— Presentations from different vendors

— Decision to use e-diary to get first
experiences
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Summary of experience

All other countries
return to paper

E-diary decision FSI — 1st trial FSI — 4th trial
Plib, EU Plib, EU
2004-01 ¥ 2004-02 2004-06 2 2004-08 3 2005-09

Kick-off with Germany FSI — 5th trial
vendor return to paper IVRS, USA & EU
FSI — 3rd trial
Plla, USA
FSI —2nd trial
Pllb, USA —in-

patients
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Summary of experience (technology)

E & B

Tungsten W Tungsten W Tungsten W
wireless, EU landline, USA wireless, EU

20040 2005-09 »

Palm M500 IVRS,
landline, USA EU&USA
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Design phase

 What have we learnt?

 Study protocol

— Do not finalize until you have thought about
your e-diary design
— Try to describe as detailed as possible
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* Develop detailed
workflow that you
understand

" essages

‘Selct Surgery Complete
only when surgery has
ended

.
Thank you, goodbye.
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Design phase
» Develop detailed workflow(2)
Immediate Post- 11PM diary alarms cease Regional Anaesthesia
operative period during clinic 'Quiet’ time discontinued
begins

+3hours +6 hours +9 hours +12hours aAM

Staff selects eDiary alarms and Subject Removed
Surgery completes Regional

Complete 11-pePain Intensity- bution

4-pt. Pain Intensity

Diary starts
tim er for P
assessments
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Design phase

» Define specifications

— Be exact — create an internal check list of
points to be decided e.g.
— time windows (when are answers allowed)
— alarms (and how often should they be repeated)
— exact wording of questions

— wording of error messages (for incorrect or missing
entries)

— exactness of time entries (one minute, 5 minutes or
15 minutes?)
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Design phase

e Translations

— Check all translations on the screens and

by a native speaker
— (to avoid mistakes like these examples show)

] ) @&
@) @
Hurnber of - Wrong
bizt(s) é) bracket
English German French
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Design phase

» User Acceptance Test (UAT)
— test all assessments and features

— for wireless:

* Involve local personnel (e.g. CRA) in UAT of the
countries where the devices will be used and try
data sending

—do not release UAT until all findings are
solved and re-tested

— insure sufficient time for UAT in project plan
(we have always needed 3 rounds)
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Our first trial

 First problems occur:

— Data sending in Germany
« devices could not connect to a provider
* data sending was not possible with the
connected provider
— Solution: switch to paper in Germany
* no back-up paper diary available
* ad hoc creation of paper diary in Germany
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OQur first trial

* More problems:
— complaints about help desk

— planned assessments did not occur on the
device (only discovered through extensive
paper monitoring by a very alert CRA)

— hardware problems, devices run out of
battery and lost diary software)

— data sending difficulties in other countries
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Our first trial

e Solutions
— direct access to help desk (web interface)
— data check to evaluate the impact of
missing data
* finally

— switch to paper diaries for all countries

 again urgent setup of paper diaries in local
languages required
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Conclusion

» Early vendor selection for a study
Detailed specifications
Extensive UAT

(until all problems are solved)

Although we have mixed experiences
ePRO will be state of the art
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Future plans

* To use e-diaries for all studies with PRO

— Unless size or design of study suggests otherwise

* IVRS or handheld — both options are
possible

» Will use handhelds in coming phase Il
trials with around 3000 subjects
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