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When a clinical trial (therapeutic or non-therapeutic) includes
subjects who can only be enrolled in the trial with the consent of the
subject’s legally acceptable representative (e.g., minors, or patients
with severe dementia), the subject should be informed about the
trial to the extent compatible with the subject’'s understanding and, if

capable, the subject should sign and personally date the written
informed consent.
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29. When a potential research subject who is deemed incapable of
giving informed consent is able to give assent to decisions about
participation in research, the physician must seek that assent in

addition to the consent of the legally authorised representative.
NIV DFEE (DAILFLYERET; 2013)
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