JHL IRB: REQUEST FOR WAIVER OF INFORMED CONSENT

Instructions: Please type in the gray boxes. Print and sign the form, then return to the IRB Secretary. This form is NOT complete until signed.

JHL#:      
Project Title:       COMMENTS   \* MERGEFORMAT 

 AUTOTEXTLIST  \s  \* MERGEFORMAT 


 ASK  JHH#  \* MERGEFORMAT 
This form is used to request the process of informed consent be waived totally for a specific research activity. When research does not involve studies of FDA-regulated drugs, devices, or biologics, the federal Common Rule (45CFR46.116) authorizes IRBs to grant a waiver of some or all of the required elements of informed consent, but only if four specific criteria are met. Requests are considered on a case-by-case basis. 

Part I: Please describe the research activity for which a waiver of informed consent is requested (e.g. medical records review, secondary data analysis where subjects cannot be located, etc.). The activity for which the waiver is requested might be the only research activity being conducted in a project, or might be one part of a larger project. 

     

Part II: To determine if your request meets ALL FOUR regulatory criteria, answer the following questions: 

1. Does the research present more than minimal risk of harm to the subject? (Note: The subject is the human being about whom information will be obtained or with whom interaction will take place. Minimal risk is defined as the probability and magnitude of harm or discomfort are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological tests). 

 FORMCHECKBOX 
   COMMENTS   \* MERGEFORMAT No 

 FORMCHECKBOX 
  Yes 

If yes, this project or aspect of your project probably does not qualify for a waiver of informed consent. 

Contact the IRB Secretary for further instructions. 

2. Will the waiver of informed consent adversely affect the rights and welfare of the subjects? 

 FORMCHECKBOX 
  No 

 FORMCHECKBOX 
  Yes 

If yes, this project or aspect of your project probably does not qualify for a waiver of informed consent. 

Contact the IRB Secretary for further instructions. 

3. Can the research be practicably carried out without the waiver? 

 FORMCHECKBOX 
No 

If no, indicate why the research could not practicably be carried out without the waiver. Please note that inconvenience or lack of resources to properly consent subjects does not constitute impracticability. 


     
 FORMCHECKBOX 
Yes 

If yes, this project or aspect of your project probably does not qualify for a waiver of informed consent. 

Contact the IRB Secretary for further instructions. 

4. Might this research result in information that is pertinent to the individuals who are the research subjects? 

 FORMCHECKBOX 
  No



If no, please explain why not.      
 FORMCHECKBOX 
  Yes 


If yes, please indicate if the subjects (including subjects of medical record review) will be provided with additional pertinent information after completion of the project, whenever appropriate? 

 FORMCHECKBOX 
  No 

If no, explain why not:      
 FORMCHECKBOX 
  Yes 
If yes, explain how:      

Please certify that the above information is accurate and will be upheld by signing below: 

​​​​​​​​​​​







     
Signature






Date 

Typed Name of PI:      
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