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The Co-Local Site Investigator must complete this form as a supplement to the VA Central IRB Form 104, Local Site Investigator New Project Application.  This form must be submitted with the VA Central IRB Form 104.
Section 1:  Co- LSI Information  
Project Title:                                                               

Initial    Revision Date:    Revised 
LSI Facility Name:            




 
City and State:                                                                                                              
                                                        
	1. Name of Co-LSI:        
Email:         @va.gov         Phone Number:       
2. Co-LSI Academic Degrees:           

Co- LSI Board Certifications:       
3. Co-LSI Employment Status: (Check all that apply)
        VA Employee          Other (VA WOC, IPA) Specify Appointment Type:       
      If a dual-appointed employee, what is the number of VA 8ths:         
4. Describe the Co-LSIs qualifications to act in the capacity as LSI to do the research in this project and attach a copy of his/her biosketch (Merit Review or NIH format):   
      
5. Complete the questions below regarding the Co-LSI’s current research activities:
a. What current percentage of the LSI’s time is devoted to research activities?  _______

b. What percentage of the LSI’s time will be devoted to this project?  __________

c. How many active studies is the LSI currently overseeing at this site?  _________________
d. How many studies, if any, is the LSI serving in the capacity of a PI regarding multisite studies?  ____________

6. Is there another Co-LSI at this same site?                                                                                                                                   

  Yes      No          

Note:  If there is another Co-LSI at the same site, each Co-LSI must complete and submit a VA Central IRB Form 104a unless one of the Co-LSI’s is the Co-LSI who signed the VA Central IRB Form 104.


Section 2:  Co-LSI Statement 
	As the Co-LSI for this project, I certify that I have read, understand, and accept the investigator responsibilities as outlined in VHA Directive 1200.05, paragraph 5g and that these include but are not limited to the following:
· Giving priority to the protection of human subjects; upholding professional and ethical standards and practices; and adhering to all applicable VA and other Federal requirements, including VA Central IRB and the local VA Facility’s policies and procedures regarding the conduct of research and the protection of human subjects.
· Ensuring all investigators and other staff participating in this human subjects research are qualified; have the appropriate training, education, and experience to perform procedures assigned to them; and that they have been appropriately credentialed and privileged as applicable per current local facility and VA requirements.
· Submitting all amendments to the project or changes in the informed consent to the VA Central IRB for review and approval prior to initiation, except when necessary to eliminate immediate hazard to the participants.  Any changes implemented as a result of an immediate hazard will be promptly reported to the VA Central IRB as a project deviation and an amendment submitted if determined necessary.

· Obtaining and documenting legally effective informed consent of the subject or the subject’s legally authorized representative (LAR), as well as a HIPAA authorization, unless the IRB approves an applicable waiver.
· Reporting problems, adverse events, and apparent serious or continuing noncompliance, including local research deaths, in accordance with VHA Handbook 1058.01, local VA Facility requirements, and VA Central IRB Standard Operating Procedures (SOPs), to include the VA Central IRB Table of Reporting Requirements.
· Ensuring appropriate research records are maintained that includes all information made or received by a VA Investigator over the entire lifecycle of the research activity and that these records are maintained in accordance with the VA Records Control Schedule and local policies and procedures.

· Providing continuing review and/or requested updates for the study as applicable in a timely manner and in accordance with the VA and VA Central IRB policies and procedures. This includes submission of closure reports for local sites and a separate closure report upon overall study upon completion. 

· Ensuring research does not start until final approval has been received from the VA Central IRB, and written notification from the local Facility ACOS/R&D in accordance with local R&D Committee approval policies and procedures.

Co-LSI Signature                                                           Date  
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