Consent Addendum Reviewer Checklist
Name of consent: _ FORMTEXT 

     _____________________________________
Reviewer initials:  FORMTEXT 

             IRB/eProtocol number:  FORMTEXT 

     
Use this reviewer checklist when reviewing an amendment in which the investigator is proposing consent modifications to be presented to participants with a consent addendum. 
When modifications are made to the consent form investigators may use a consent addendum as a way of informing participants of the changes and re-affirming the participant’s consent. A consent addendum may be used when non-extensive changes are made to the consent form and it is reasonable to present only the modified sections of the consent to participants. Participants must provide their signature to re-affirm their consent after having the consent changes presented to them.

	
	Requirements of a Consent Addendum (complete only for changes made)
	Yes
	No
	NA
	Reviewer’s Response/Comments


	1. 
	Do the changes impact the risk of the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	2. 
	Does the consent addendum include a complete description of how the changes will impact the participant’s involvement in the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	3. 
	Does the consent addendum describe how the changes differ from what they originally consented to?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	4. 
	Does the consent addendum provide instructions for the participant to withdraw from the study if they no longer wish to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	5. 
	Is there an adequate signature page to document the participant’s signed consent to the study modifications?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	Additional requirements for Consent Addendum being used to communicate changes related to COVID-19.

Do not complete this section if changes in consent addendum is not related to COVID-19

	6. 
	Has the investigator submitted Appendix N- Resumption of Clinical Research?

Note: Appendix N is not required if the study provides direct benefit and takes place in a clinical setting with standard COVID-19 precautionary procedures in place.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	7. 
	Does the COVID-19 consent addendum include the following?

	8. 
	7a.
	Requirement for participant to wear a mask that covers their nose and mouth during the in-person visit
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	9. 
	7b.
	COVID-19 Screening procedure prior to the start of the in-person visit
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	10. 
	7c.
	Instructions for participants to re-schedule in-person visit if feeling sick or if they have a known exposure to a person who has recently tested positive for COVID-19
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	11. 
	7d.
	Risks for severe illness from COVID-19
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	12. 
	7e.
	How COVID-19 is spread and how to protect yourself and others
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 
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