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1.	Is this a minor modification/amendment request or a major modification/amendment request?

	




2.	Does the change in study purpose and scope adequately describe the change in research procedures involving subjects?

	




3.	Does the PI adequately describe why changes/additions are necessary?  

	




4.	Does the addendum increase the risk to the subject?  If so, do the benefits still outweigh the risks?  

	




5.	Is adequate documentation included with this submission?

	





6.	Does the addendum contain any significant new findings that might impact a subject’s willingness to continue participation in this study?
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