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	Protocol # and Title:        
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Behavioral Exempt/Expedited Initial 
Review Form-DRAFT
	 Exempt Category #             or             Expedited Category #      

	 FORMCHECKBOX 
 Concurrence of Exemption
	 FORMCHECKBOX 
  Approve for 12 months
	 FORMCHECKBOX 
  Specific Minor Revisions Required 
	 FORMCHECKBOX 
 Full Board Review Required

	Reviewer’s Signature:  ________________________________________   Date: ________________


This protocol meets the definition of research and involves no more that minimal risk          FORMCHECKBOX 

A. PROTOCOL SUMMARY FORM:
	
	Questions
	Yes
	No
	NA
	Reviewer’s Response/Comments

	1. 
	Q6/7: Have all persons identified in Questions 6 and 7 completed and signed a Conflict of Interest Statement
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	2. 
	Q12: Narrative Description: 

Is the information concise and in lay terms with the background, goals, inclusion/exclusion criteria, and procedures clearly stated?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	3. 
	Q18: If this proposed research will be conducted at a non-WSU site, are letters of support attached?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4. 
	Q18a:  If the proposed research will be conducted at an international site, is Appendix A attached and completed appropriately
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 

	     

	5. 
	Q20: If WSU is the Coordinating Center for this study, is the Coordinating Center Form attached for administrative review? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6. 
	Q23-25: Are all data collection instruments and/or educational materials attached and in easy to understand language? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7. 
	If the internet is being used for data collection is Appendix B attached and completed appropriately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8. 
	Q26: Is the allotted time for research-related activities (active and follow-up) adequately addressed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	9. 
	Is the selection of participants equitable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	10. 
	Q29a If pregnant women are excluded from this research, is appropriate scientific justification provided?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	11. 
	Q29b&c If research participants are selected based on gender and/or race/ethnicity is there protocol specific justification?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	12. 
	Q29d/30: If “vulnerable” participants are to be enrolled is their inclusion consistent with HIC policy for vulnerable participants and appropriate appendices completed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	13. 
	Q31: Are all flyers-notices-advertisements-verbatim telephone scripts included and in the appropriate format? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	14. 
	If the internet is being used for advertisement/recruitment is Appendix B attached and appropriately completed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	15. 
	Q32: Are the recruitment procedures and informed consent process clearly defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	16. 
	Q32/33 Is there any potential for coercion of study participants? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	17. 
	If yes, are there sufficient safeguards? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	18. 
	Q33: Are the personnel who will be obtaining informed consent identified as key personnel in the response to Q#7?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	19. 
	Q35 (a)-(f): Is the appropriate type of consent/assent/information sheet selected and included with the submission?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	20. 
	If there is an alternative to written consent, is the justification appropriate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	21. 
	Does the research plan make adequate provisions to protect the personal privacy interests of participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	22. 
	Q38: Are the measures to maintain confidentiality clearly stated including an adequate plan for storage and disposal of data (i.e., audio- or videotapes)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	23. 
	Q42-45: Are the risk and benefits described accurately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	24. 
	Q46: Does the compensation meet HIC policy guidelines? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	25. 
	Q47: If participants will incur additional costs, is it clearly stated?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


B.  CONSENT PROCESS AND DOCUMENTATION
	26. 
	Have all of the criteria for waiver of consent been met?


If so please provide protocol specific justification for the waiver of consent.

	 FORMCHECKBOX 




	 FORMCHECKBOX 



	 FORMCHECKBOX 



	     



	27. 
	Is the appropriate consent/assent document(s) attached?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	28. 
	Do the circumstances of the consent process provide the participant sufficient time to make a considered decision of whether to participate?
	
	
	
	

	29. 
	Is there sufficient information in lay language for participants to decide whether or not to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	30. 
	Has the possibility of coercion or undue influence been minimized?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31. 
	If appropriate are non-English language versions submitted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	32. 
	If medical records will be accessed, or if a database or specimen bank will be created, are the HIPAA forms attached and completed appropriately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     



C. PROTOCOL 
	
	Issue
	Yes
	No
	N/A
	Comments

	33. 
	Is the experimental design ethical? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	34. 
	If no, clearly state your concerns
	
	
	
	

	35. 
	Does the research plan make adequate provisions to protect the personal privacy interests of participant?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	36. 
	 Is the risk more than minimal?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	37. 
	Are the literature references cogent and up-to-date as related to the protocol background, rationale, and methodology?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	
	Issue
	Yes
	No
	N/A
	Comments

	38. 
	Criteria for IRB approval of Research

Are risks to subjects minimized?

Are risks to subjects reasonable in relation to anticipated benefits?

Is the selection of subjects equitable?

Is informed consent/assent sought and properly documented?

Where appropriate, does the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects?

Where appropriate, are there are adequate provisions to protect adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data?

Have appropriate safeguards have been included to protect vulnerable subjects?
	 FORMCHECKBOX 
          FORMCHECKBOX 
        FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 
        FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
        FORMCHECKBOX 

 FORMCHECKBOX 

           FORMCHECKBOX 
        FORMCHECKBOX 

 FORMCHECKBOX 
           FORMCHECKBOX 
        FORMCHECKBOX 

 FORMCHECKBOX 

           FORMCHECKBOX 
        FORMCHECKBOX 
 

 FORMCHECKBOX 
           FORMCHECKBOX 
        FORMCHECKBOX 

	 FORMCHECKBOX 



D. CONDITIONS PLACED ON THE PROTOCOL BEFORE IT CAN BE APPROVED
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