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	INVESTIGATOR AGREEMENT


Title of Study:      


IRB-HSR #:      
BY SIGNING THIS DOCUMENT, THE INVESTIGATOR CONFIRMS THAT:
1. I am not currently debarred by the US FDA from involvement in clinical research studies.

2. I am not involved in any regulatory or misconduct litigation or investigation by the FDA.

3. that if this study involves any funding or resources from an outside source, or if you will be sharing data outside of UVA prior to publication that you will contact the Dean’s office regarding the need for a contract and letter of indemnification.  If it is determined that either a contract or letter of indemnification is needed, subjects cannot be enrolled until these documents are complete.

4. the proposed research project will be conducted by me or under my close supervision.  It will be conducted in accordance with the protocol submitted to and approved by the IRB including any modifications, amendments or addendums submitted and approved by the IRB
5. no personnel will be allowed to work on this protocol until they have completed the IRB-HSR On-line training and the IRB-HSR has been notified.

6. all personnel working on this protocol will follow all IRB-HSR Policies and Procedures as stated on the IRB-HSR Website http://www.virginia.edu/vprgs/irb/ and on the School of Medicine Clinical Trials Office Website:  http://knowledgelink.healthsystem.virginia.edu/intranet/hes/cto/sops/sop_index.cfm
7. I will ensure that all those delegated tasks relating to this study, whether explicitly or implicitly, are capable through expertise, training, experience and or credentialing to undertake those tasks.  

8. the implications of the study have been discussed with all Departments that might be affected by it and have obtained their agreement for the study to take place. 

9. no subjects will be recruited or entered under the protocol until the Investigator has received the signed IRB-HSR Approval form stating the protocol is open to enrollment

10. any materials used to recruit subjects will be approved by the IRB-HSR prior to use. 

11. That all subjects will sign a copy of the most current consent form that has a non-expired IRB-HSR approval stamp.

12. any modifications of the protocol or consent form will not be initiated without prior written approval from the IRB-HSR, except when necessary to eliminate immediate hazards to the subjects.

13. any significant findings that become known in the course of the research that might affect the willingness of subjects to enroll or to continue to take part, will be promptly reported to the IRB.  

14. I will report immediately to the IRB any unanticipated problems involving risk to subjects or to others including adverse reactions to biologics, drugs or medical devices.  

15. any serious deviation from the protocol will be reported promptly to the Board in writing.
16. any data breach will be reported to the IRB, the UVa Corporate Compliance and Privacy Office, and to UVa Police if applicable. 
17. the continuation status report for this protocol will be completed and returned within the time limit stated on the form.

18. the IRB-HSR office will be notified within 30 days of a change in the Principal Investigator or of the closure of this study. 

19. a new PI will be assigned if the current PI will not be at UVA for an extended period of time. 
20. signed consent forms and other research records will be retained in a confidential manner.  Records will be kept at least 6 years after completion of the study.  
21. no data/specimens may be taken from UVa without a signed Material Transfer Agreement between OSP/SOM Grants and Contracts Office and the new institution.  Original study files are considered institutional records and may not be transferred to another institution. I will notify my department administration regarding where the originals will be kept at UVa.  The material transfer agreement will delineate what copies of data, health information and/or specimens may be taken outside of UVa.  It will also approve which HIPAA identifiers may be taken outside of UVa with the health information or specimens.

22. if any member of study team leaves UVa, they are STRONGLY ENCOURAGED to use Exit Checklist found on IRB-HSR website at http://www.virginia.edu/provost/facultyexit.pdf.

Investigators Experience

Provide a brief description of the investigators experience in working with this population in the clinical and research arena. 
If this study will be done in a foreign country, add their experience working within the foreign country.  

     
Signatures
	Principal Investigator (Name Printed):      
	Date:      

	Principal Investigator (Signature): 


BY SIGNING THIS DOCUMENT, THE CHAIR AGREES:

1. To work with the investigator and with the board as needed, to maintain compliance with this agreement.

2. That the Principal Investigator is qualified to perform this study.

3. That the protocol is scientifically relevant and sound. 
	Department Chair or Designee (Name Printed):      
(Cannot be Principal Investigator or Sub-investigator)
	Date:      

	Department Chair (Signature): 


The IRB-HSR Board reserves the right to terminate this study at any time if, in its opinion, (1) the risks of further experimentation are prohibitive, or (2) the above agreement is breached.

Website: http://www.virginia.edu/vpr/irb/hsr/index.html

                      Phone:  434-924-2620     Fax: 434-924-2932     Box 800483
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