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Request for Exemption from IRB Review 

and Determination of Privacy Rule Requirements
Complete this questionnaire for all projects for which you request exemption from IRB review. If you are completing this form in Word, type in the shaded text box, as appropriate. 

	Project 

Title:
	     

	Kaiser Permanente Project Leader 

	Name (Print)

     
	Phone

      
	Fax

     

	Facility

     
	Dept

      
	E-mail

     

	Signature (Not required if sent by e-mail)




	1. 
	Does this project involve any prospective clinical intervention that differs from standard care?



[  ]  Yes       [  ]  No



	2. 
	Is this project being conducted for internal quality assessment purposes only?



[  ]  Yes       [  ]  No



	3. 
	If existing data, documents, records, or specimens will be used, are they ALL publicly available?



[  ]  Yes
       [  ]  Not all publicly available       [  ]  No existing data will be used



	4. 
	If this project involves a case study methodology, how many cases will be analyzed?



[  ]  Not a case study    [  ]  Number of cases to be analyzed is:         



	5. 
	Does this project involve survey, interview, observation, or any other prospective data collection?



[  ] Yes       [  ] No



	6.  
	Will information collected or obtained under this activity be recorded in such a way that it can be linked directly or indirectly to any individual (including by an identifier, such as a code for which someone maintains a link)?



[  ]  Yes, individuals could be identified
      [  ]
No

	7. 
	Could any disclosure of individuals’ responses to survey or other data collection activities place them at risk of criminal or civil liability or be damaging to their financial standing, employability, or reputation?



[  ]  Yes       [  ]  No



	8. 
	Will information collected or analyzed under the project be released outside KPNC, including to a collaborator affiliated with another institution, a business associate, an independent contractor, or a research sponsor?


[  ]  Yes       [  ]  No



	9. 
	Are there additional activities in this project that are not covered within the scope of questions 3 to 8?


[  ]  No       [  ]  Yes (briefly describe):      


	10.    
	Will this project involve any increase in risk to participants (including risk to privacy, safety, welfare, or rights) beyond that normally encountered in everyday life? 


[  ]  No       [  ]  Yes (briefly describe):      


	11. 
	Will anyone working on the project have access to Protected Health Information (PHI) as defined under the HIPAA Privacy Rule?


[  ]  No       [  ]  Yes 

If yes, are all of these individuals on KP's workforce?


[  ] No       [  ]  Yes

   

	12. 
	Will any PHI be released outside the KPNC Region and, if so, to whom? 

[  ]  No PHI will be released

[  ]  PHI will be released to outside researcher(s) or collaborating research institution(s) including collaborators or coordinating centers (name):       

[  ]  PHI will be released to research sponsors or pass-through grantors (name):      
[  ]  PHI will be released to non-KP service vendors such as mailing services, survey services, web hosting, data/specimen storage services, laboratory or radiology services (name):      
[  ]  PHI will be released to others (name):      


	13.    
	If PHI will be released outside the KPNC Region, choose one:

[  ]  PHI will be released on fewer than 50 individuals, or

[  ]  PHI will be released on 50 or more individuals




	14.  
	Is the PHI to be used in KPNC or released outside KPNC the minimum necessary to conduct the project?

[  ]  Yes       [  ]  No



	15. 
	Do you assure that PHI to be used or released will not be reused or rereleased to any other person or entity other than those listed in questions 11 and 12 above? 

[  ]  Yes       [  ]  No



	16. 
	Describe your plan to protect the PHI from improper use or disclosure:      


	17. 
	Describe your plan to destroy PHI at the earliest opportunity or provide a rationale for not destroying it:      


	18. 
	Describe why you cannot feasibly conduct this project without access to this PHI:      


	19. 
	Describe why the project could not feasibly be conducted if written authorization from all individuals whose PHI will be used were required:       



	20. 
	Will videotapes, audiotapes, or photographs be made in which individuals may be identified?

[  ]  Yes
       [  ]  No



	21. 
	Is this study being used to satisfy an academic degree requirement?

[  ]  Yes        [  ]  No



	22. 
	Please provide a one-paragraph summary description of the proposed project:      



Please submit the completed form to the KPNC Institutional Review Board:

Email: KPNC.IRB@kp.org
Fax: (510) 625-2432
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