DOCUMENTATION OF IRB APPROVAL:

WAIVER OF THE INFORMED CONSENT/HIPAA AUTHORIZATION TO ACCESS, RECORD, AND USE PROTECTED HEALTH INFORMATION/PATIENT MEDICAL RECORD INFORMATION FOR A RETROSPECTIVE RESEARCH STUDY (8.3.5) 

(To be used when the investigator(s) who accesses (access) and uses(use) such information for research is (are) involved directly in providing health care to the respective patients)
***************************************************************************************

IRB #:      
Principal Investigator:       

Protocol Title:       
The IRB approved a request for a waiver of the requirement to obtain informed consent/HIPAA authorization to access, record, and use protected health information/patient medical record information for a retrospective research study.

In granting approval of this waiver request, the IRB Chair/Vice Chair determined, based on an evaluation of the research procedures and the waiver justification submitted by the principal investigator, that all the following criteria were met. 

[ FORMCHECKBOX 
]      The investigator(s) has(have) provided assurances that he/she has access to the respective medical record information by virtue of his/her (their) job responsibilities in providing direct health care to the respective patients.
A.
HIPAA Waiver Criteria:
1. Use or disclosure of protected health information involves no more than a minimal risk to the privacy of individuals based on: 

a.
[ FORMCHECKBOX 
]  an adequate plan to protect the identifiers from improper use and disclosure; 

b.
[ FORMCHECKBOX 
]  an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and 

c.
[ FORMCHECKBOX 
]  adequate written assurances that the protected health information 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 this subpart. 

2.
[ FORMCHECKBOX 
]  The research (research activity) could not practicably be conducted without the waiver or alteration.

3.
[ FORMCHECKBOX 
]  The research (research activity) could not practicably be conducted without access to and use of the protected health information.

B.
Federal Policy Criteria (45 CFR 46.116 d):

1. 
[ FORMCHECKBOX 
]   the research procedures involve no more than minimal risk to the subjects.
2. 
[ FORMCHECKBOX 
]   the waiver will not adversely affect the rights and welfare of the subjects.
3. 
 [ FORMCHECKBOX 
]   the research procedures could not practicably be carried out without the waiver.
4.
[ FORMCHECKBOX 
] when appropriate, the subject will be provided additional pertinent information after participation. 


a.
[ FORMCHECKBOX 
] Regarding this criterion, the IRB has determined that should the analysis of the medical record information collected for the purpose of this research study reveal a situation that might impact on the health of a patient, the investigator(s), who is (are) also involved in the care of the respective patient, will promptly notify the patient and offer the availability of care.
Version Date: 6.21.04


