CONFIDENTIALITY AGREEMENT 
WITH 
CABINET FOR HEALTH AND FAMILY SERVICES IRB

It is understood and agreed to by the applicant that:

1.
The applicant shall promptly notify the CHFS Institutional Review Board (IRB) and request that the project description be reviewed whenever there are changes in the approved plan of operation that may affect the project's status relative to the review criteria.

2.  All personal information concerning individuals served or studied under the project will be treated as confidential.  Any individually identifying information will be used only for the purpose for which access to the information was authorized and will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of protected health information would be permitted by 45 CFR Part 164 Subpart E.

3.  Reports will be made as requested for continuing review by the CHFS Institutional Review Board.

4.  Any unexpected adverse reaction that could be related to the experimental procedure will be reported to CHFS and the Chairman of the Review Board immediately.  Any death of a research subject while involved in a study shall be reported immediately whether or not the investigator believes that the death was related to the research procedures.

5.  Responsibility for conducting the research in accordance with acceptable ethical practices remains with the individual investigator.  The investigator is also responsible for the ethical treatment of research subjects by collaborators, assistants, consultants, and other employees, all of whom, shall, however, incur parallel obligations.

6.
The applicant shall comply with all applicable provisions of 45 CFR 46 Protection of Human Subjects, 920 KAR 1:060 Protection of Human Subjects, and 45 CFR 164.512(i).
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