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Executive Summary

The scope of this deliverable is that of addressing ethics issues as indicated for D8.2 (the present
deliverable) in the Description of Action, namely “copies of opinions/approvals by ethics committees
and/or competent authorities for the research with humans”.

The activities of the Project involving human research participants are present in four tasks.
T5.2 and T5.3 were assessed as requiring ethics committee approval/opinion

e T5.2: Field integration and testing in small scale deployments (SSXs)
e Th.3: Field integration and testing & Full-scale field validation in operational conditions
(FSXs)

T5.4 and 5.5 were assessed as not requiring ethics committee approval

e Th.4: LITs, TTXs, SSTs, FSXs Knowledge capitalisation: Systematic Training, Evaluation and
Lessons
e T5.5: User familiarisation on the operation of the tools

The outcome of the assessment is that for Tasks 5.2 and 5.3 approval from/opinion of an ethics
committee is required on the basis of the participation of humans in the research activity. Tasks 5.4
and 5.5, on the other hand, have been assessed as not requiring ethics approval because the
involvement of humans is limited to the participation of experts and stakeholders in evaluating
results through documentation and eventually participating in workshops aimed at analysing the
lessons learnt and in relevant training. In this sense, the only personal data collected will be data
necessary for the organization of the events. The assessment results were proposed by the
coordinator (ICCS) and T7.6 (Ethical, security and privacy office) Leader (UCSC) and discussed with
the Ethics Advisory Board and the Independent Ethics Advisor.

The work leading to the documentation required by the ethics committees, at the time of writing, is
still in a development phase and therefore the requests are not yet receivable by the ethics
committees. As soon as documentation (e.g., the detailed exercise action plan) is available, the
approvals will be submitted as an update to the deliverable. In the meanwhile, the responsible
partners APHP-SAMU (France) and ASL?2 (Italy) are addressing their respective ethics committees
with a pre-information letter for which a template is attached.

In order to continuously monitor any evolutions of the workplan consolidated in the Description of
Action and assess if any modifications of the plan, or newly introduced activities, may require ethics
approval, a questionnaire to be administered to partners after M6 is provided (Annex 3).
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