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OBJECTIVE:

To describe procedures to be taken to notify IRB-HSR Members, IRB-HSR Alternates, IRB-HSR Consultants,  IRB-HSR Staff or visitors to IRB-HSR meetings of their responsibility to maintain the confidentiality of information provided by the IRB-HSR. 

IRB-HSR Members, IRB-HSR Alternates, IRB-HSR Consultants, IRB-HSR Staff or visitors to an IRB-HSR meeting, or any individual having reader or administrative rights to IRB Online, may have access to confidential commercial or private trade information found in the protocols or grants being reviewed.  In addition, confidential patient information may be disclosed.  These individuals must be aware of this fact and agree not to divulge this information. 

PROCEDURE:

Prior to receiving any protocols or grants or attending an IRB-HSR meeting the individual will be required to sign the Confidentiality  and Compliance Statement found in Appendix A.

DOCUMENTATION:

 The confidentiality statements will be signed and filed in the IRB-HSR office. 

REFERENCES:

FDA Information Sheet Page 4:  Page 2 of  7

Appendix A

Confidentiality and Compliance Statement

In my capacity as IRB-HSR Member, IRB-HSR Alternate, IRB-HSR Staff, IRB-HSR Consultant , visitor to an IRB-HSR Meeting, Post Approval Monitoring Meeting, or Access to Read Only View of IRB Online,  I acknowledge and agree that a relationship of confidence and trust has been created with respect to any confidential or proprietary information (the “Information”) disclosed by the IRB-HSR to me. Such information includes, but is not limited to:trade secrets and proprietary information disclosed in the material by third parties, patient information and information regarding quality assurance, risk management and peer review activities, information concerning any matters affecting or relating to the business or operations or future plans of the University, any of its affiliates, or the University Medical Center, including, but not limited to, the University’s policies, rules, regulations,  protocols, grant proposals and or IRB Online.

In my relationship to the IRB-HSR, I may be exposed to confidential patient information. I agree that I will keep all patient medical and financial records as confidential so as to comply with all applicable federal and state laws regarding the confidentiality of patient records, including the Health Insurance Portability and Accountability Act of 1996 and regulations promulgated thereunder (commonly known as “HIPAA”).  This obligation extends beyond the term of my involvement with the IRB-HSR. 

To the extent allowed by applicable law, I shall hold all information and all documents containing information disclosed to me by the University in trust and confidence at all times and shall refrain from disclosing any information, except when specifically authorized to make such disclosure by an officer or other appropriate person of the University.  This prohibition extends to, but is not limited to my divulging such information for the purpose of acting as an expert witness, reviewer, or consultant on behalf of a plaintiff or an attorney acting on behalf of a plaintiff, in a claim or action against the University or any of its affiliates.  This paragraph, however, shall not prohibit or restrict any such divulgence, disclosure or communication made pursuant to an order of a court of competent jurisdiction or otherwise required by law, including testimony or other sworn statements or activities pursuant to lawful process of subpoena.

Signature___________________________________________________________

Printed Name _______________________________________________________

Date ___________________________

Title (Please circle one) 
IRB-HSR Member,     Alternate or Consultant
,      IRB-HSR Staff
Guest at IRB-HSR Meeting  


Guest at Post Approval Monitoring Meeting

Read Only Access to IRB Online
Version Date:  1-12-12

