Project Title:      
STATEMENT OF COMMITMENT AND UNDERSTANDING BY THE PRINCIPAL INVESTIGATOR FOR THE CONDUCT OF VA HUMAN SUBJECT RESEARCH

Principal Investigators must understand their obligation to protect the rights and welfare of research subjects.  The following highlights continuing responsibilities of the Principal Investigator in the conduct of VA research.  While this list is comprehensive it is not all inclusive and the principal investigator is encouraged to consult the STVHCS R&D Office, the UTHSCSA IRB Office, and other sources for additional information regarding National, State, and Institutional requirements. 

1) Ensuring that the research protocol has sound design, minimizing risks to subjects while maximizing research benefits.  Non-research procedures and data should be used to avoid adding risk or inconvenience to the subject when possible.

2) Conducting the study in such a way as to protect the rights and welfare of human subjects, in accordance with the principles, standards, and requirements set forth in the Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research, U.S. Department of Health and Human Services regulations, and any other applicable National, State, or Institutional laws or regulations.
3) Conducting the study and enrolling subjects in accordance with the IRB and R&D approved current protocol and making changes to the protocol only with approval of the sponsor (if any), IRB, and R&D Committee, except in emergent situations when the changes are necessary to protect the safety, rights or welfare of subjects.

4) Ensuring that research subjects are fully informed of the investigational purpose of the study and the potential risks, and that all requirements relating to the adequacy of both the informed consent document and the informed consent process, including its documentation, are met.

5) Exercising effective oversight of all activities related to the protocol and ensuring that all research personnel involved in the conduct of the study are informed about their responsibilities, have been appropriately trained, and work within their approved Scope of Practice.

6) Ensuring appropriate data safety and monitoring for the protocol, monitoring of subjects for potential harm, promptly modifying the research design to mitigate any potential risks, and reporting any changes in the risk-benefit ratio to the IRB.

7) Ensuring that resources are adequate to effectively and safely perform the research as described in the protocol.

8) Reporting to the sponsor and the IRB any unanticipated problems involving risk to subjects or others (UPIRSO) that occur in the course of the research as defined by and in compliance with the IRB UPIRSO policy (http://research.uthscsa.edu/irb/policy/UPIRSO Policy and Procedure.doc.)  
9) Maintaining appropriate documentation (enrollment, research progress, and termination notes) in the subject’s electronic medical record.

10) Maintaining adequate and accurate source documentation and regulatory records in accordance with the Sponsor’s regulations and GCP.  Records must be properly secured and available for inspection in accordance with applicable National and Institutional regulations.
11) Ensuring that VHA and STVHCS pharmacy regulations are followed if the study involves any test article, including that a drug or device has an IND or IDE or meets criteria for exemption.  Conducting research involving FDA-regulated products in compliance with all applicable FDA regulations, and fulfilling all FDA-directed investigator (or Investigator-Sponsor) responsibilities (including maintaining an accurate FDA 1572 form when appropriate). 
12) Ensuring that the privacy and personal information of research subjects and research data is protected and disclosures are accounted for according to VA, Federal, State, and Institutional regulations.  
13) Ensuring timely submission of information to the IRB, R&D Committee, and Compliance Office so that effective oversight of the research is maintained.  
14) Providing the R&D Office with all STVHCS Report of Clinical Research Monitoring Visit forms from all external study monitoring visits.
15) Disclosing any financial Conflict of Interest relevant to the study to the STVHCS Financial Conflict of Interest Administrator and the IRB.

16) Ensuring that recruitment of subjects is performed in a fair and equitable manner and in accordance with all IRB, STVHCS, VHA, and other federal regulations.

17) Reporting any concerns, complaints, allegations of research improprieties, or research misconduct to the R&D office, who will assure communication to the appropriate component of the HRPP.

18) Responding to participants’ questions, concerns, and complaints in an efficient and appropriate manner.
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