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Waivers  
If a waiver of Informed Consent and/or HIPAA authorization is requested, fill out the explanation following each item as it applies to your project. 
Waiver of Informed Consent 

Request for Waiver of Informed Consent Under the Common Rule

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

Describe      
2.    The waiver or alteration will not adversely affect the rights and welfare of the subjects
Describe      
3.    The research could not practicably* be carried out without the waiver or alteration
Describe      
4.    Whenever appropriate, the subjects will be provided with additional pertinent information after participation
Clarify if this will be done      
Waiver of HIPAA Authorization

Request for Waiver of Authorization Under the HIPAA Privacy Rule 
Fill in items 1(a,b,c ) 2, and 3
1. The use or disclosure of protected health information involves no more than minimal risk to the individuals.  The method for ensuring this is to be explained in a, b and c. 

a) There is an adequate plan to protect the identifiers from improper use and disclosure 

Describe the plan      
b) There is 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 

Describe the plan      
c) There are 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 project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart 
     
2.    The research could not practicably* be conducted without the alteration or waiver
State the rationale      
3.    The research could not practicably* be conducted without access to and use of the protected health information  Describe      

Waiver of Documentation of Informed Consent 45CFR46.117(c)

Choose one of the following and provide information relative to the specific procedures in this protocol:

 FORMCHECKBOX 
45CFR46117(c)(1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern.

Describe potential harms/risks       
Or
 FORMCHECKBOX 
45CFR46117(c)(2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

Describe procedures       
In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.
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*The test of practicability may be met, for example by  


The need for a large number of subjects 


A presumed or demonstrated inability to contact subjects for whom contact information may not be accurate 


The fact that many of the subjects may have died, or 


The fact that a lack of data from a few subjects may make the number of subjects available for the study too few to make the study valid 











