IRB & DSRB Application Form 

Annex G – Research involving Children 



(Persons under the age of 21 years)
PROTOCOL TITLE:

	Please provide protocol specific information explaining how your proposed research project meets them.


1) Describe whether appropriate studies have been conducted on animals and adults first and the data available from such studies is available to assess risks to children participating in the research.


2) Why does the research need to involve children? Can the research question be answered through alternative means?

3) Describe how the relation of potential benefits to risks is at least as favorable to the children as that presented by alternative approaches.

4) Provisions for assent and parental permission (Tick all applicable):



     Please submit the appropriate document.

     Please submit the appropriate document.

Please justify:



If this option is checked, please also submit Annex E - Waiver of Informed Consent.
5) Describe the additional safeguards that will be provided to protect rights and welfare of the vulnerable participants.
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