INVESTIGATOR’S ASSURANCE

This is to assure the leadership of the ________ VA Medical Center that when I am conducting human research activities at this institution I will comply with all of the following that are applicable to the studies being conducted:

General Assurances:

· I will not conduct any research at this institution without R&D approval.

· I will not modify any approved protocol without appropriate IRB and 
R&D approval.

· I will always obtain proper informed consent unless this requirement is officially waived by the IRB.  No study procedures will be done prior to obtaining consent.

· I will safeguard all patient/subject data and be mindful of the requirements for confidentiality.  HIPAA requirements will be adhered to.

· I will quickly respond to any adverse events and report these events to the IRB in the required timeframe.

· I will promptly report all unanticipated events involving risks to subjects and others. 

· I will promptly self-report any non-compliance with protocol or IRB requirements. 

· I will assure that patient records are flagged in CPRS and the flags are removed upon completion of the study if flagging is required by the IRB.

· When the study ends, I will take the appropriate steps to notify the IRB. I acknowledge that I am responsible to be sure that research records will be secured, stored, and destroyed at the proper time.  No identifiable data will be maintained beyond the study without appropriate permission from the subject and IRB.

Scientific Responsibilities:

· I am committed to the ethical principles of the Belmont Report. 

· I will adhere to the highest standards of research integrity and publication ethics.

· All research manuscripts submitted for publication and abstracts for presentation at scientific meetings will have R&D Committee approval.

Administrative Responsibilities:

· I assume full responsibility for the conduct of any study being conducted by a student or junior trainee under my supervision.

· As a supervisor, I will assure all members of my study team have been approved for a research appointment by Research Service and meet their continuing education requirements and have a current VA appointment (VA-paid or WOC).

· I will adhere to all common good personnel practices (e.g. non-discrimination, maintenance of a safe working environment, etc.).

· I will arrange for someone to be responsible for my study if I am to be away from the facility for more than several days to be sure patient needs can be appropriately addressed.

· I will notify the research community (IRB, R&D) of any perceived conflicts of interest.

· I will arrange for the non-profit corporations to administer all sponsored research (non-peer reviewed) and private foundation funding, NIH grants, or other non-VA governmental and non-governmental grants and contracts where 50% or more of the work is done at the VA.

· I will assure that all progress and expenditure reports are submitted as requested.

· My research manuscripts and abstracts for publication consideration and presentation, respectively, will be reviewed by the R&D Committee.

· Any invention or other intellectual property disclosures follow the rules and guidelines set forth by the VA’s Technology Transfer Office.

· I will make myself available to provide service to the ____ Medical Center Research Community through participation on committees, providing ad hoc reviews, or participating in special projects.

______________________     
___________________________     
___________________
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Date

