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Disclose/Disclosure:  The release or transfer of information to, or the provision of access to 
information by, a person or entity outside of the entity holding the information.  

Informed consent:  The process by which individuals are given information necessary to decide 
whether or not to participate in a research study and provided the opportunity to voluntarily 
agree to such participation without coercion or undue influence.  

Limited Data Set: Protected health information from which direct identifiers have been 
removed that may be used and disclosed for research purposes pursuant to a data use 
agreement. 
 
Privacy Rule:  Standards for Privacy of Individually Identifiable Health Information, promulgated 
by the U.S. Department of Health and Human Services pursuant to the Health Insurance 
Portability and Accountability Act of 1996 (“HIPAA”) and codified at part 160 and part 164, subpart 
E, of Title 45 of the U.S. CFR (as amended from time to time). 
 
Protected Health Information (PHI):  Information transmitted or maintained in any form (i.e., 
by electronic means, on paper, or through oral communication) that: (1) relates to the past, 
present, or future physical or mental health or condition of an individual, the provision of 
health care to an individual, or the past, present, or future payment for health care; and (2) 
identifies the individual or with respect to which there is a reasonable basis to believe the 
information can be used to identify the individual.  
 
Security Rule:  Adopted 
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Procedures 

The IRB Office conducts a preliminary review of all new research, continuing review, or 
modification submissions to determine that those studies involving the collection of PHI or 
electronic PHI include the appropriate HIPAA documentation.  
 

1.0 The IRB Office or the convened IRB reviews the collection, use, and/or disclosure of 
PHI for each submission to determine if an Authorization, waiver, Data Use 
Agreement, or other HIPAA privacy form is needed.  
 

2.0 The IRB Office correspondences with the research team to request an alternate or 
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Assurance.  If a determination of non-compliance is made, the IRB may sanction 
suspension of project approval.  

4.0  HIPAA-related Noncompliance or Breaches 

The Office of Research Compliance and the IRB follows the procedures described in the 
USA HIPAA Privacy and Security Compliance Plan when information is received that 
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