30 August 2016

Public consultation on the revision of "Summary of Clinical Trial Results for Laypersons”

Comments from:

Name of organisation or individual

Specific comments on text

Line Comment and rationale; proposed changes
number(s)
of the

relevant
text

274 Sponsor cannot have direct feedback to patients, due to data protection issues and
confidential reasons. All communication has to be done via the investigational sites,
thus this paragraph should be revised.

Annex 1- Title of the trial: shorter and/or simpler lay title given in Annex 1: Would this title
template s need to 100% match with the lay title (in local language) given in the EudraCT form?
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