Informed Assent Sheet for Clinical Study
Applicable for minors of age at least 7 years and not exceeding 18 years
Insert study title.

Subject’s: Name: ______________________________   Code: _____   Age: _____   Sex: ______   

Matter for discussion with minor

· Briefly tell about the disease / complications.

· Briefly tell about the treatment / interventions available and the one that is to be studied.
· Briefly tell the child the interventions / procedures that he / she has to undergo if participating in the study and whether these are associated with any pain / discomfort / potential harm.

· Inform about the duration of participation / observation.

· We have talked to your parent / legal guardian and will obtain their consent too for your participation in this study.
I confirm that informed assent of minor has been obtained in my presence:

Signature / Thumb impression of legally acceptable representative:  ___________________
Relation to subject:  ____________________________  Date: __________    Place: ___________
Study investigator’s name: _________________________________________________________

Study investigator’s signature: __________________   Date: _________   Place: _____________

Mandatory where LAR has provided thumb impression
Signature of the witness:
__________________________________________________

Date:  ___________________________    Place: _______________________________________

Name & Address of the witness:
__________________________________________________


__________________________________________________

Relation to the subject, if any:
__________________________________________________
