
Appendix A:  Adverse/Significant Event Reporting with Form I (Waiver, Deviation, Violation Form) 
 

 

Was there failure 
to comply with 

protocol

No

Was there an 
undesirable result 
of therapy or other 

invervention

Yes

Local event

Death:

Adverse event report 
within 48 hours

Significant adverse 
event--

report within 72 hoursNon-local 
event

Report promptly

No No action 
required

Yes

Sponsor-approved protocol 
waiver; submit WVD form with 

supporting documentation

Were subjects' rights, safety, 
welfare or integrity of data 

significantly affected?

Yes
Protocol violation:

Submit WVD report within 
10 days

No
Protocol deviation:

Submit WVD report with 

continuing review or sooner


