WKSH 315 – Protocol Violation Reviewer Worksheet


File #: ________________________   P.I. Name: ________________________________________________________

I have reviewed this Protocol Violation Report and recommend that the IRB approve the following action(s):

 FORMCHECKBOX 
    The report adequately describes the protocol violation.
 FORMCHECKBOX 
     The report is incomplete and the following information is needed:      
 FORMCHECKBOX 
    The violation does not compromise the safety or welfare of study participants.
 FORMCHECKBOX 
     The violation exposes study participants to the following risks to their safety or welfare:      
 FORMCHECKBOX 
     To what degree of actual or potential harm (physical, emotional, social, or economic) did the violation expose participants:


 FORMCHECKBOX 
 High
 FORMCHECKBOX 
 Moderate
       FORMCHECKBOX 
 Low
      FORMCHECKBOX 
 None

 FORMCHECKBOX 
    The Corrective Action Plan (CAP) is adequate and appropriate.
 FORMCHECKBOX 
     The CAP should be modified to include the following:

 FORMCHECKBOX 
     Notify participants of the violation and its potential impact on them.
 FORMCHECKBOX 
     Additional staff training.
 FORMCHECKBOX 
     More frequent monitoring.
 FORMCHECKBOX 
     Other:      
Recommendation for IRB Action:

 FORMCHECKBOX 
     Accept the report / no further action required.
 FORMCHECKBOX 
     Accept the report / further action required:      
 FORMCHECKBOX 
     Do not accept the report until the following is received:      
	Additional comments or recommendations:      



Reviewed by: _____________________________________________  on: _______________________
WKSH 3154 PV Reviewer Worksheet, v. 05.07.15                                                                                   University of Hawai'i Human Studies Program 



                                                                                                  (808) 956-5007, uhirb@hawaii.edu
Page 1

