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                                         Medical Expedited Initial Submission Review Form-DRAFT
	Reviewer:  LeVeque
	Investigator:       

	Protocol # and Title:        


	The protocol involves no more than minimal risk and does not involve research on prisoners or the cognitively impaired  FORMCHECKBOX 


	Expedited Category #           

	Please provide protocol specific justification      


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

	Reviewer’s Signature:  ________________________________________   Date: ________________


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

	1. 
	Q6: Has the Dean/Chair certified that adequate resources and facilities are available to conduct the research in a way that protects human subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	2. 
	Q6/7: Have all persons identified in Questions 6 and 7 completed  HIC training and signed COI Statement
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	3. 
	Q12: Narrative Description: 

Is the information concise and in lay terms with the background, goals, inclusion/exclusion criteria, purpose and procedures clearly stated and consistent with sound research design?

	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	     

	4. 
	Q18: If this proposed research will be conducted at a non-WSU site, are letters of support attached?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5. 
	Q18a:  If the proposed research will be conducted at an international site, is Appendix A attached and completed appropriately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6. 
	Q20: If WSU is the Coordinating Center for this study, is the Coordinating Center Form attached for administrative review? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7. 
	Q23-25: Are all data collection instruments and/or educational materials in easy to understand language attached? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	9. 
	Q29a If pregnant women are excluded from this research, is appropriate scientific justification provided?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	10. 
	Q29b&c If research participants are selected based on gender and/or race/ethnicity is there protocol specific justification?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	11. 
	Q29d/30: If “vulnerable” participants (pregnant women, fetuses/neonates, prisoners, minors, mentally disabled, Non-consenting participants, terminally ill, cognitively impaired students, trainees, employees) children, pregnant women, neonates, non-consenting participants, terminally ill ) are to be enrolled is their inclusion consistent with HIC policy for vulnerable participants and appropriate appendices (C, D, and/or E) completed? 
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	     

	12. 
	Q29e: If vulnerable participants are involved, do you concur with the justification provided?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	14. 
	Q32: Are the recruitment procedures and informed consent process clearly defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	15. 
	Are privacy rights being maintained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	16. 
	Are they free of exculpatory language?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	17. 
	Q32/33 Is there any potential for coercion of study participants? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	18. 
	If yes, are there sufficient safeguards? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	19. 
	Q33: Are the personnel who will be obtaining informed consent identified as key personnel in the response to Q#7?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	20. 
	Q35 (a)-(f): Is the appropriate type of consent/assent/information sheet selected and included with the submission? 

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


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	21. 
	Q37:  If a waiver of consent is requested provide protocol specific justification.

Does this apply to full board????
	 FORMCHECKBOX 

	 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 benefits and risks described accurately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	24. 
	Q46/47: It is clearly stated if there is compensation or additional costs? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	25. 
	Appendix H:  Is the use of biological specimens or standard of care laboratory adequately described?
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 

	     

	
	a. If genetic information will be collected, are there any concerns about safeguards?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	
	b. If specimens will be stored for the future are there any concerns about the safeguards?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


B.  CONSENT DOCUMENTATION:

	
	Question
	Yes
	No
	NA
	Reviewer’s Response/Comments

	26. 
	Does the consent document(s) contain the following information: (1)study is research, (2)purpose, (3)number of participants, (4) procedures and duration, (5) benefits and risks, (6) alternatives, if applicable, (7) WSU/DMC/VA “Research Related Injury Statement”, (8) costs and compensation (9) confidentiality, (10) HIPAA clause, if applicable, (11) voluntary participation, (12) withdrawal conditions, (13) contact information for injuries, questions, and complaints (14) copy given to participant

Please attach additional information for each consent  document
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	27. 
	Is there sufficient information in lay language for participants to decide whether or not to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	28. 
	Has the possibility of coercion or undue influence been minimized?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	29. 
	If appropriate are non-English language versions submitted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	30. 
	 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

	31. 
	Is the research design ethical? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	32. 
	If no, clearly state your concerns
	
	
	
	

	33. 
	Does the research plan make adequate provisions to protect the personal privacy interests of participant?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	34. 
	Are the literature references cogent and up-to-date as related to the protocol background, rationale, and methodology?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35. 
	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 


	     


Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests

RISK LEVEL: 

Please indicate the appropriate risk category of the study protocol: 

	
	Risk Category Remember to include protocol-specific examples 
	

	1
	Research not involving greater than minimal risk 
	 FORMCHECKBOX 


	2
	Research involving greater than minimal risk but presenting the prospect of direct benefit to the participant 
	 FORMCHECKBOX 


	3
	Research involving greater than minimal risk, presenting NO prospect of direct benefit, but likely to yield generalizable knowledge about the participant’s condition.

Please note that all four of the following conditions must be met in order to qualify for this category:

a) The risk represents a minor increase over minimal risk.

b) The intervention/procedure presents an experience reasonably commensurate with the subject’s expected medical, dental, psychological, social, or educational situations.

c) Generalizable knowledge of vital importance for the understanding or amelioration of the subject’s condition will likely be derived.

d) Provisions for obtaining the assent of children and permission of parents or guardians are appropriately planned.
	 FORMCHECKBOX 


	
	Please include protocol specific examples to justify the assigned risk level.       

	


COMMENTS and CONDITIONS PLACED ON THE PROTOCOL BEFORE IT CAN BE APPROVED. 
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