Stanford University
                          Determination of Human Subject Research                         APP-H8
Research Compliance Office                                                    Application to the IRB 

(See Does My Project Need IRB Review?; Definitions and Regulations.
(If there is any question as to whether your project is human subject research you must submit this
    form to the IRB; complete all sections then email to IRBCoordinator@lists.stanford.edu.

Activities that are clinical investigations covered under FDA regulations [FDA 21 CFR 50.3(c)] and which involve human subjects [21 CFR 50.3(e); 21 CFR 56.102(g)] require IRB review.  Do not use this form – submit a protocol application to the IRB at https://eprotocol.stanford.edu/irb.
	Protocol Director:      
	Degree:      
	Title:      

	Dept/Div:      
	Mail Code

     
	Ph:       
	 E-mail:      

	
	
	Fax:       FORMTEXT _

 FORMTEXT _______

 FORMTEXT _

 FORMTEXT _______
	

	Alt. Contact:     

	 Ph:       
	Degree:      
	Title:      

	
	 Fax:       FORMTEXT _

 FORMTEXT _______

 FORMTEXT _

 FORMTEXT _______
	E-mail:      

	Project Title:        FORMTEXT _ FORMTEXT _______

	

	Purpose of the project –  provide a 3-5 sentence lay description: 
     


	Project procedures – describe all project procedures; include the source of data or specimens and circumstances under which they were/will be collected:
     


-----------------     Is the activity Research?  [OHRP]   -----------------

	Research: A systematic investigation designed to develop or contribute to generalizable knowledge 
	Yes       No

	Do you consider this project to meet the definition of research?  

     If “no”, explain why:

     
	 FORMCHECKBOX 
         FORMCHECKBOX 



	-----------------     Does this research involve Human Subjects?     ----------------

	Does your project include obtaining data or specimens about a living individual through intervention or interaction with the individual?...........................................................................

Does your project involve the use of existing data or specimens? ................................................  If “yes”:
· Do the data or specimens contain identifiable private information (i.e. the identity of the subject is or may be readily ascertained or can be associated with the information)?

· Are the data or specimens coded such that a link exists that could allow the data or specimen(s) to be re-identified?..........................................................................................

          If “yes”, is there agreement prohibiting the PD and their staff access to 
                      the key to the code? .................................................................................................
· Were the data or specimens originally collected for this project?....................................  
· Were the data or specimens originally collected as part of clinical care?........................
· Were the data or specimens originally collected for research purposes under an IRB
            approved protocol? ........................................................................................................... 
	 FORMCHECKBOX 
          FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 



	-----------------     Is the activity Clinical Investigation? [FDA]    -----------------

	
	Yes       No

	Does your project include testing the safety and efficacy of a drug or device in a human subject?......................................................................................................................................                            
Does your project include an In Vitro Diagnostic Device?.............................................................
	 FORMCHECKBOX 
          FORMCHECKBOX 

 FORMCHECKBOX 
          FORMCHECKBOX 



	-------------------------------     Other Considerations   -----------------------------

	
	Yes       No

	Does your project involve human embryonic stem cells (hESC), adult human stem cells, pluripotent cells or somatic nuclear transplantation?

	 FORMCHECKBOX 
         FORMCHECKBOX 


	Does your project involve the use of fetal tissue?
	 FORMCHECKBOX 
         FORMCHECKBOX 


	Is your project being conducted all or in part at the VA, or with VA resources or personnel?
	 FORMCHECKBOX 
         FORMCHECKBOX 


	Are you using samples that contain biohazardous/infectious agents?

If “yes”: 

· Refer to the Administrative Panel on Biosafety prior to performing studies
	 FORMCHECKBOX 
         FORMCHECKBOX 



	-------------------------------     Federal Funding  -----------------------------

	
	Yes       No

	Is your project supported by federal funding (e.g., NIH)?

   If “yes”: 

· Provide a copy of the federal grant application for this project with this form



	 FORMCHECKBOX 
         FORMCHECKBOX 



Thank you for your application – the IRB will send you a 

Notice of Determination of Human Subject Research 

or will contact you if more information is needed.
	                  For IRB use only
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