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Stakeholder engagement
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# LU ICH-GCPTOPPIIZEd A 50k

(ICH-E6 Draft Guidande 20234581982 F)

SponsorlE i EXsTE EX B THEEZH Dstakeholdersh o DAV T YREZEET S

o 3.1.3. Sponsors should consider inputs from a wide variety of stakeholders, for example,
healthcare professionals and patients, to support the development plan and clinical trial
protocols as described in ICH E8(R1) and when developing the informed consent material
and any other participant-facing information.

BEMR T OAERFRDEREA (L Hlay summary) DEREEE

o 2.9.3. Where relevant, the investigator should inform the participant about the trial results
and treatment received when this information is available from the sponsor after
unblinding, with due respect to the participant’s preference to be informed

o 3.17.2. Consideration should be given to providing the investigator with information about
the final treatment taken by their participants for blinded trials and a brief summary of the
overall outcome of the trial. Where this information is provided to participants, the
language should be non-technical, understandable to a layperson and non-promotional.
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Take home messages
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Thank you for your kind attention!!
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