KUMC Human Research Protection Program


Human Subjects Determination
Instructions:   Submit this signed form, along with the study protocol and any data use agreement or supporting information as applicable.  Materials can be delivered to the HSC Office in G006 Sudler or faxed to (913) 588-5771.    

Principal Investigator:      




Department:      
Phone:      
Today’s Date:      
STUDY TITLE:      
Briefly state the purpose of the proposed research.  

     
Is there funding for this research?

 FORMCHECKBOX 
  Yes.  If yes, specify:      

 FORMCHECKBOX 
  No  
What materials (data, specimens, images, etc.) will be used for the research? 
     
Are the patients who provided the research materials living or deceased?


 FORMCHECKBOX 
  All living


 FORMCHECKBOX 
  All deceased 

 FORMCHECKBOX 
  Both living and deceased


 FORMCHECKBOX 
  Unknown.  Explain      
Do all the research materials exist as of today’s date? 

 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No.  If no, answer the questions below in terms of how the materials will be collected.  

How were the materials collected or how will they be collected? 
     
For what purpose were the materials collected or for what purpose will they be collected?

     
Who is (was) collecting the materials? 

     
If the materials currently exist, how are they being stored? 

     
Did (or will) the original collection take place under an IRB-approved protocol?  

 
 FORMCHECKBOX 
  No, the original collection is/was for clinical purposes only.


 FORMCHECKBOX 
  Yes, KUMC HSC #      

 FORMCHECKBOX 
  Yes, IRB approval at another institution.  Enclose the IRB approval and approved consent form.  


 FORMCHECKBOX 
  Unknown.  Explain:        
Which individual identifiers or demographics will be associated with the materials when they are viewed by you or released to you for your research?  (If none, so indicate)
	Names
	 FORMCHECKBOX 

	Ages over 89 years
	 FORMCHECKBOX 

	Street address, city, county, precinct or zip code
	 FORMCHECKBOX 


	Initials
	 FORMCHECKBOX 

	Identifying # or code #*
	 FORMCHECKBOX 

	Health plan # or other account #
	 FORMCHECKBOX 


	Phone
	 FORMCHECKBOX 

	Other unique descriptor
	 FORMCHECKBOX 

	Vehicle identifier, serial #, license plate, etc. 
	 FORMCHECKBOX 


	Fax
	 FORMCHECKBOX 

	Facial photos/images
	 FORMCHECKBOX 

	Biometric identifiers (finger/voice/retina)
	 FORMCHECKBOX 


	E-mail
	 FORMCHECKBOX 

	Social Security Number
	 FORMCHECKBOX 

	Device identifiers or serial numbers
	 FORMCHECKBOX 


	URL
	 FORMCHECKBOX 

	Certificate/License #s
	 FORMCHECKBOX 

	Date of birth, date of death, admit/discharge date
	 FORMCHECKBOX 


	IP address
	 FORMCHECKBOX 

	Medical Record #s
	 FORMCHECKBOX 

	Other date related to the person (except year only)
	 FORMCHECKBOX 


	None of the identifiers listed above will be included with the materials used for the study
	 FORMCHECKBOX 



*For projects in which a code number is the only identifier received by the KUMC researcher: 

What are the elements of the code?
     
Who holds the key to the code (i.e., the “master list”)?         
  *For projects using coded data, submit documentation from the holder of the key, confirming that the key which links data to individual identities will not be released to the KUMC researcher.  
Is this study being done to support an IND or IDE submission?  (IND’s and IDE’s are special permissions from FDA to use investigational drugs or investigational devices in a research study.)  

 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No  
Will any of your data be held for inspection by the U.S. Food and Drug Administration or submitted to the U.S. Food and Drug Administration for any purpose? 

 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No  

Will the research involve the use of human specimens to test an in-vitro diagnostic device?  
 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No
_______________________________________


________________

Principal Investigator Signature




Date 
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                                                                                            For questions about this form, contact the HSC Office at (913) 588-1240

