
                                    Addendum I 

Requirements for Waiver of Consent and HIPAA Authorization 

Common Rule Waiver of Consent [45 CFR 46.116(d)] 

“An IRB may approve a consent procedure which does not include, or which alters, some or all 

of the elements of informed consent set forth in this section, or waive the requirements to 

obtain informed consent provided the IRB finds and documents that:  

1. The research involves no more than minimal risk to the subjects; 

2. The waiver or alteration will not adversely affect the rights and welfare of the subjects; 

3. The research could not practicably be carried out without the waiver or alteration; and  

4. Whenever appropriate, the subjects will be provided with additional pertinent 

information after participation.” 

 

Privacy Rule (HIPAA) Waiver of Authorization [45 CFR 164.512(i)(2)(ii)] 

“Waiver Criteria. A statement that the IRB or privacy board has determined that the alteration 

or waiver, in whole or in part, of authorization satisfies the following criteria: 

1. The use or disclosure of protected health information involves no more than a minimal 

risk to the privacy of individuals, based on, at least, the presence of the following 

elements; 

a. An adequate plan to protect the identifiers from improper use and disclosure; 

b. An adequate plan to destroy the identifiers at the earliest opportunity consistent 

with 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. 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 of disclosure of protected health information would be permitted by this 

subpart; 

2. The research could not practicably be conducted without the waiver or alterations; and 

3. The research could not practicably be conducted without access to and use of the 

protected health information.   

 


