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IRB Application for Use of Existing Human Subject Data        

                                 Administrative Review                     4-10-06
	Screening Conditions -  Application NOT REQUIRED if: 

	a.   FORMCHECKBOX 
  Data are publicly available and cannot be linked to individuals either directly or indirectly.

	b.   FORMCHECKBOX 
  Data provided to the researcher do not include any data elements that allow direct or indirect linkage to individuals. 

	STOP if either of the above conditions is true.  Do not submit request for review. 


	Educational Requirement 

	a.   FORMCHECKBOX 
 I have completed the CSULB on-line education module

                 on Protection of Human Subjects located at: 

           http://www.csulb.edu/divisions/aa/research/our/compliance/orientation/modules/


	b.  FORMCHECKBOX 
  I have not completed the above module.  

	Note:  The CSULB Federal Wide Assurance issued by the US Office of Human Subject Research Protections and CSULB Executive Order 890 both require that researchers engaged in human subject research receive appropriate education regarding protection of human research subjects.  Beginning Fall Semester, 2006 all individuals applying to the CSULB IRB will be required to complete the above training or its equivalent.            




	1.  Identification of Principal Investigator 

	Name
	     

	Department
	     

	Affiliation 
	 FORMCHECKBOX 
  Student   FORMCHECKBOX 
  Faculty   FORMCHECKBOX 
  Staff   FORMCHECKBOX 
  Other, describe:      

	Mailing address
	     

	Telephone Number 
	     

	E-mail
	     

	

	2.  Advisor/Faculty Supervisor of Student Thesis/Project

	 FORMCHECKBOX 
 Not Applicable,  or:
	

	     Name
	     

	     Phone Number
	     

	     E-mail 
	     

	

	3.  Title of Proposed Research Study:       
  

	

	  4.  Purpose:  Briefly describe the purpose of the proposed research

	      

	

	5.  Anticipated Dates:  Research cannot be started until after IRB approval

	           Beginning    Date
	     

	                      End Date
	     

	

	  6.  Data Source(s) and Permission     

	  a.  Name the Institutional or Personal source(s) of the data records:  

            

	b. Permission letter(s):  original signature on letterhead including name of researcher, exact title of research, and description of data record access.  
                 FORMCHECKBOX 
 Not Applicable, or  see Appendix:  FORMCHECKBOX 



	

	7.  Sample Characteristics:   

	a. Report the number, age range, and sex of the human subjects who provided the data to be studied.
Number 

Age Range
Female  

     
     
Male 
     
     


	b.  Describe any other selection characteristics for the humans who provided the data:       

	

	8.  Informed Consent:  Please indicate to the best of your knowledge whether informed consent was obtained from the individuals providing data to the data record. 

      FORMCHECKBOX 
 Yes       FORMCHECKBOX 
  No       FORMCHECKBOX 
  Don’t Know


	

	9.  Data Recording:

	a.  Describe the physical location where you will access the data records:

           

	b.   List each data element to be recorded here:  
          
     or, see appendix  FORMDROPDOWN 
 attached. 
          

	c. Describe the procedures you will use to examine and record the data.

            

	d. Identify the recorded data elements that may be linked to individuals.
        FORMCHECKBOX 
 None, or describe below 
            

	e. Provide justification for recording data elements that may be linked to individuals.

        FORMCHECKBOX 
Not applicable, or describe below

            

	

	10.  Risks:  Describe the nature of any risks to human subjects that would occur if the data collected were linked to an individual.  Include physical/medical risks, any psychological/discomfort risks, any risks to reputation, employability, insurability, and any risks to the privacy of subjects.  Number the risks so that they can be referred to by number when describing safeguards below.    

1.       

	

	11.  Safeguards:  Describe the procedural safeguards that will be employed to reduce the risks noted above.  Refer to the risks by number.  

1.       

	

	12.  Data Storage: Federal Regulation stipulates that records created during IRB-regulated research shall be retained and available for inspection for at least three years after completion of the research.  Ordinarily this should be done unless there is strong justification that immediate destruction of records safeguards human subjects.

 FORMCHECKBOX 
  I will keep the data in a secure location for three years and then destroy.  Describe the  location and security regarding access :      
 FORMCHECKBOX 
  I will keep the data indefinitely beyond the three year minimum.  Describe the location and security regarding access:        
 FORMCHECKBOX 
  I propose an alternative to the above options as described and justified below: 

       



	

	13.  Benefits: Describe any benefits that realistically might be expected from the research for: 

	a.  The individual subjects providing the data 
	     

	b.  Others
	     


