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Principal Investigator Agreement: 

1. I agree to follow this protocol version as approved by the IRBs/ERCs. 

2. I will conduct the study in accordance with applicable IRB/ERC requirements, Federal regulations, and state and local laws to maintain the protection of the rights and welfare of study participants. 

3. I certify that I, and the study staff, have received the requisite training to conduct this research protocol. 
4. I will not modify the protocol without first obtaining an IRB/ERC approved amendment and new protocol version unless it is necessary to protect the health and welfare of study participants. 

5. I have read and understand the information in the Investigators’ Brochure (or Manufacturer’s Brochure) regarding the risks and potential benefits. I agree to conduct the protocol in accordance with Good Clinical Practices (ICH-GCP), the applicable ethical principles, the Statement of Investigator (Form FDA 1572), and with local regulatory requirements. In accordance with the FDA Modernization Act, I will ensure the registration of the trial on the www.clinicaltrials.gov website. 
6. (For Greater than Minimal Risk studies or studies of public interest) In accordance with Command Policy 2008-35, I will ensure that the Commanding General receives a pre-brief (or Executive Summary) and approves the study prior to execution. 
7. I will ensure that the data (and/or specimens) are maintained in accordance with the data (and/or specimen) disposition outlined in the protocol. Any modifications to this plan should first be reviewed and approved by the applicable IRBs/ERCs.  

8. I will promptly report changes to the research or unanticipated problems to the WRAIR IRB immediately via the WRAIR Division of Human Subjects Protection at (301) 319-9940 (during duty hours) or to the WRAIRDHSP@amedd.army.mil and submit a written report within 10 working days of knowledge of the event. 
9. I will prepare continuing review reports at an interval established by the IRB/ERC, and a study closure report when all research activities are completed. 

10. I will immediately report to the WRAIR Division of Human Subjects Protection knowledge of any pending compliance inspection by any outside governmental agency. 

11. I agree to maintain adequate and accurate records in accordance with IRB policies, Federal, state and local laws and regulations. 
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