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CALIFORNIA STATE UNIVERSITY

SAN BERNARDINO




                                                            CSUSB Institutional Review Board
                                                                                                                                   FWA00004865


External Investigator Agreement for Human Subjects Research
	Instructions


1. Only complete this form if you are an individual not affiliated with California State University, San Bernardino (student, staff, faculty, or administrator) and California State University, San Bernardino (CSUSB) is Not Engaged in Research. By engaged, we mean no person (faculty, staff, student, or administrator) is involved in your research project (i.e., recruitment, data collection and dissemination). 
2. You must have an approved protocol or exemption determination from your home IRB proposing to conduct research at CSUSB, with CSUSB research participants (subjects) or utilizing human subject data maintained by CSUSB.
3. Submit this form (including scanned and signed external investigator agreement) and required attachments to the Office of Academic Research electronically to mgillesp@csusb.edu.   If you have any questions, please call Michael Gillespie, (909) 537-7588 or email.
	External Investigator Information

	External Investigator’s Name:      
	Email Address:      

	Phone Number: (including area code):      
	Other: (if needed):      

	

	Name of External Investigator’s Institution or Agency:      

	FWA# (Federalwide Assurance number of your home IRB (required): 

	Administration Contact Information for External IRB (required):      

	Name of faculty advisor at your home institution (required) : 

	Contact information (campus phone number and email address) for your faculty advisor (required): 

	

	Project / Research Title:      

	

	Request Type:  

	Describe the relationship between your institution and CSUSB in this research if any: (required): 



	Required Attachments

	Required Attachments:
1.  FORMCHECKBOX 
 Approved protocol from external investigator’s home IRB
2.  FORMCHECKBOX 
 Approval letter/ Exemption letter from the external investigator’s home IRB
3.  FORMCHECKBOX 
 Certification of training in human subject research protections

	Other Attachments (if applicable):

1.  FORMCHECKBOX 
 Informed Consent Form
2.  FORMCHECKBOX 
 Data collection instruments and recruitment materials
3.  FORMCHECKBOX 
 Other: 


1) The above-named External Investigator ensures that:
a) The involvement of CSUSB meets the federal definition of Not Engaged in Research.

b) The investigator’s home IRB takes full responsibility for the review, approval, and continuing review of this study and reporting of any unanticipated problems or adverse events. 

c) Training for the protection of human subjects in research has been completed according to the home institution’s policy.  

d) The external investigator will comply with their home institution’s IRB policy and determinations throughout the life of the study; for example: adding new recruitment sites, changes in the informed consent (no matter how minor), and other changes that would require your home IRB’s approval before implementation in your study. 
e) The investigator will comply with any and all applicable CSUSB policies and procedures while conducting research on the CSUSB campus. 

2) The External Investigator will comply with all other applicable federal, international, state, and local laws, regulations, and policies and procedures that may provide additional protection for human subjects participating in research conducted under this agreement.
3) The Researcher acknowledges that he/she is primarily responsible for safeguarding the rights and welfare of each research subject, and that the subject’s rights and welfare must take precedence over the goals and requirements of the research.
4) Please note as an external investigator it is your responsibility to find the appropriate means to recruit your participants as the CSUSB IRB is unable to assist you with this matter.
External Investigator Signature acknowledging items 1 through 4 above (required): Note that you will need to scan and email this form with your full IRB application, IRB approval letter, informed consent, and other documents as needed.

Signature: ________________________________________________________
Date: ______________
Print Full Name: _______________________________       Title: _______________________________________
Signature of your home institutions IRB office representative (this person could be the administrative contact for your home IRB, the IRB Chair, the Institutional Official, the IRB Research Compliance Officer, or other person responsible for signing documents for your home institution’s IRB). Please scan this document and forward to CSUSB IRB Research Compliance Officer with additional documents noted on first page of this form.
Signature: ________________________________________________________
Date: ______________
Print Full Name: _______________________________       Title: _______________________________________
If this study engages California State University, San Bernardino (CSUSB) in research as noted is item 1 (a) the external investigator must submit a Cooperative Research Agreement located on the CSUSB IRB website under the forms menu.
CSUSB IRB Confirmation:
Signature of CSUSB’s IRB Chair or other CSUSB IRB representative (i.e., Institutional Official, Research Compliance Officer, or Other IRB committee member)
Signature: ________________________________________________________
Date: ______________

Print Full Name: _______________________________Institutional Title:  IRB Chair/Institutional Official/RSC/Other  
Signature: ________________________________________________________
Date: ______________

Print Full Name: _______________________________Institutional Title:  Research Compliance Officer

By the CSUSB IRB’s representative(s) signing the above, the CSUSB IRB confirms the IRB application/protocols rests with the approving IRB at the external investigators home institution.  The CSUSB IRB has the right to terminate this agreement if the external investigator does not follow all applicable guidelines, procedures, and policies of their home institution’s IRB or CSUSB IRB policy and procedures. The CSUSB IRB by signing this agreement confirms the application meets the criteria for the above external investigator agreement. If there are any changes within the course of the research where the status of the protocol changes and CSUSB becomes engaged in research related to the external investigators IRB protocol they are required to notify the IRB Research Compliance Officer Michael Gillespie at (909) 537-7588, or by email at mgillesp@csusb.edu.
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