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Waiver or Alteration of Informed Consent and/or Documentation of Informed Consent Request
Please check the appropriate category and answer the corresponding questions.

 FORMCHECKBOX 


 FORMCHECKBOX 
  Request for Waiver of Documentation of Informed Consent.
The IRB may waive the requirement to obtain a signed informed consent document for some or all of the participants if the study meets one of the following conditions:

1. The only record linking the participant to the research is the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Under this condition, each participant must be asked whether he/she wants to sign a consent document.  

The IRB must review and approve the consent document.

Does this study involve procedures that would be minimal risk except for the linking of the consent document to private information?  
 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 


 FORMCHECKBOX 
 No
If “Yes”, describe the potential harm to the subject that could result from a breach of confidentiality? .

     
2. The research is minimal risk and involves no procedures for which written consent is normally required outside of the research context. 


Does this study involve procedures that, outside of the research context, would require written consent?  


 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 


 FORMCHECKBOX 
 No (
If “Yes”, waiver of documentation is not appropriate.)
 FORMCHECKBOX 

 FORMCHECKBOX 


 FORMCHECKBOX 
  Request for Waiver or Alteration of the Informed Consent Process.

The IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or may waive the requirements to obtain informed consent provided that the following conditions are met:

1. Check which is appropriate:


 FORMCHECKBOX 


 FORMCHECKBOX 
  Requesting Waiver of Informed Consent Process 
 
 FORMCHECKBOX 


 FORMCHECKBOX 
  Requesting Alteration of the Informed Consent
If requesting alteration, which elements of consent will be altered, or omitted, and provide justification for the alteration.  
     
2. Describe how the waiver or alteration of consent and/or authorization involves no more than minimal risk and will not adversely affect the rights and the welfare of the individual (Also, discuss how the waiver will not adversely affect the privacy rights of an individual). 
     
3. Explain why the research could not practicably be conducted without the waiver or alteration.      
4. Define the plan, where appropriate, to provide individuals with additional pertinent information after participation. 
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