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Annex 1 and Annex 2

*Annex 1 — Interventional . Annex 2 - Additional

Clinical Trials Considerations for Non-
- Considers principles as they traditional Interventional
relate to the use of Clinical Trials

unapproved or approved drugs
In a controlled setting with
prospective allocation of
treatment to participants and
collection of trial data

— Considers principles as they relate
to the use of non-traditional clinical
trial designs such as pragmatic
clinical trials and decentralized
clinical trials, as well as those trials
that incorporate real world data
sources
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First “Virtual® Clinical Trial Allowing Patients to
Participate Regardless of Geography in 2011 in the US
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Fig. 2. Electronic data collection and management. EDC = electronic data capture, IVRS = interactive voice response system.

Ref.: M. Orri et al. / Contemporary Clinical Trials 38 (2014) 190-197
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2. Pragmatic clinical trials
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