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Reviewer Name:
 
Project #:

Board Meeting Date: 
Provide a brief summary of the approved research (no more than 2 minutes):

Current status: 
Summarize recruitment thus far: 
Progress since last approval period: 
Briefly describe any study amendments approved during the last approval 
period:









Are any other amendments requested?




 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
Is there any new literature, findings, or other relevant information that 

could alter the risk/benefit assessment?




 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
Briefly describe any unanticipated problems or adverse events 
during the last approval period: 
· .

Was the issue resolved?






 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  

Have risks and benefits to subjects changed in any way?


 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
If yes, list how risks/benefits have changed: 
· .

and explain any necessary changes to recruitment/consent documents
or study procedures: 

· .

Remaining study activities to be conducted: 
· .

Recruitment and consent documents:

Were all documents submitted for continuation review?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
Are any changes to these documents necessary?


 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
If yes, list:
Were any changes to approved documents made without 

WSIRB review?






 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
Were any new documents created and used w/out approval? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
Has the researcher submitted documentation that research staff have 

current training in human subjects protection?



 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
CONTINUATION REVIEW SUMMARY

Regulatory Determinations and Disposition Recommendation
(Hand in at Board meeting)

Reviewer Name:      
 
Project #:     

Board Meeting Date:      
Regulatory Determinations:






 FORMCHECKBOX 
  No changes
Check any new/additional vulnerable populations 

Protections Adequate?

since last approval period:



   
Pregnant Women and Fetuses (Subpart B)


Yes   FORMCHECKBOX 

No   FORMCHECKBOX 



 FORMCHECKBOX 
   Section 46.     

Prisoners (Subpart C):




Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


  

 FORMCHECKBOX 
   Section 46.306(a)(2)     

Children (Subpart D):





Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

   
 FORMCHECKBOX 
   Section 46.     

Other Vulnerable Populations:



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

     
Waivers:










 FORMCHECKBOX 
  N/A
Check any new/additional waivers since last approval period:

	Waive documentation of consent/assent?
	Waive some or all elements of consent/assent?

	           FORMCHECKBOX 
  N/A    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
	           FORMCHECKBOX 
  N/A    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	          For: e.g., some subjects, not others
	           For: e.g., some subjects, not others

	
	

	Waive parent/guardian permission?
	Waive authorization?

	          FORMCHECKBOX 
  N/A    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
	           FORMCHECKBOX 
  N/A    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	         For: e.g., some subjects, not others

	           For: e.g., some subjects, not others


Overall level of risk:
 FORMCHECKBOX 
  Minimal Risk
 FORMCHECKBOX 
  More than Minimal
Do anticipated benefits remain greater than risks?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
Comments on regulatory determinations, if any: 
Disposition Recommendation:

 FORMCHECKBOX 

Approve 


Recommended approval period:          (1 year maximum)

 FORMCHECKBOX 

Conditional approval


Approval Conditions: 

 FORMCHECKBOX 

Suspend approval
Review issues: 
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