[image: image1.jpg]# PARKVIEW
HEAITH





INSTITUTIONAL REVIEW BOARD

Statement of Principles Concerning

Clinical Research and Investigation Involving Human Beings

Project Title/Number:


Principal Investigator:


As the signature below testifies, the principal investigator is pledged to conform to the following precepts:

As one engaged in clinical investigation utilizing human subjects, I acknowledge the rights and welfare of the patient or normal human subject involved.  I acknowledge my responsibility as an investigator to secure the informed consent of the subject by explaining the procedures, insofar as possible, and by describing the risks as weighed against the potential medical benefits of the investigation. 

I am in agreement with the ethical principles regarding all research involving humans as subjects as set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled "Ethical Principles and Guidelines for the Protection of Human Subjects of Research", also known as the "Belmont Report", and I understand that in the field of clinical research a fundamental distinction must be recognized between clinical research in which the aim is essentially therapeutic for a patient, and clinical research the essential object of which is purely scientific and without therapeutic value to the person subjected to the research. 

As part of my responsibility as Investigator, I agree to promptly report to the PH IRB and/or study Sponsor: 

1) Any unanticipated problems involving risks to human subjects or others; 

2) Any instance of serious or continuing noncompliance with the regulations, or the requirements or determinations of the PH IRB; and 

3) Any suspension or termination of PH IRB approval.
In addition, I agree to make reports no less than annually to the PH IRB of the progress of the protocol listed above.

If there is a reason for me to deviate from these precepts, I will seek prior approval in writing from the Parkview Health Institutional Review Board. 

_______________________________
__________________________
_____________

Principal Investigator (print)

Signature


Date

_____________________________________________________________    
_____________

Address








Telephone







10501 Corporate Drive

P.O. Box 5600

Fort Wayne, IN 46895-5600

260-373-4000

www.parkview.com
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