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	CICERO CHECKLIST: Waiver of Written Documentation of the Consent Process
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View 1
Type of Waiver
*1 Does this research seem to meet the criteria for waiver of written documentation of the consent process because the research presents no more than minimal risk of harm to subjects and does not involve any procedures for which written consent is normally required outside of the research context?
[image: image1.wmf]Yes  [image: image2.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Does this research seem to meet the criteria for waiver of written documentation of the consent process because the only record linking the subject and the research the consent document and the principal risk of a signed consent document the potential harm resulting from a breach of confidentiality?
[image: image3.wmf]Yes  [image: image4.wmf]No  Clear
Click here to add a concern/contingency: [Add]
Logic- If Yes to 1, go to View 2. If Yes to 2, go to View 3. Otherwise, go to View 4. 
View 2
Waiver of Written Documentation of the Consent Process
*1 Does the research present no more than minimal risk of harm to subjects?

[image: image5.wmf]Yes  [image: image6.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Does the research involve any procedures for which written consent is normally required outside of the research context?

[image: image7.wmf]Yes  [image: image8.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 The written script of the information to be provided orally and all written information to be provided (if applicable) include all required and appropriate additional elements of consent disclosure in Section 7: ELEMENTS OF CONSENT DISCLOSURE in the CHECKLIST: Criteria for Approval and Additional Considerations.
[image: image9.wmf]Yes  [image: image10.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*4 Select one of the following:

☐ Written information describing the research is to be provided to the subject or the subject’s legally authorized representative.

☐ Written information describing the research does not need to be provided to the subject or the subject’s legally authorized representative.
Click here to add a concern/contingency: [Add]
Logic-If Yes to 1 and 3, No to 2, and one of 4 checkboxes is selected go to View 5; Otherwise, go to View 4. 

View 3
Waiver of Written Documentation of the Consent Process
*1 Is the research FDA-regulated?

[image: image11.wmf]Yes  [image: image12.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Is the only record linking the subject and the research the consent document?
[image: image13.wmf]Yes  [image: image14.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Is the principal risk of a signed consent document the potential harm resulting from a breach of confidentiality?
[image: image15.wmf]Yes  [image: image16.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*4 Will each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern?
[image: image17.wmf]Yes  [image: image18.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*5 The written script of the information to be provided orally and all written information to be provided (if applicable) include all required and appropriate additional elements of consent disclosure in Section 7: ELEMENTS OF CONSENT DISCLOSURE in the CHECKLIST: Criteria for Approval and Additional Considerations.
[image: image19.wmf]Yes  [image: image20.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*6 Select one of the following:

☐ Written information describing the research is to be provided to the subject or the subject’s legally authorized representative.

☐ Written information describing the research does not need to be provided to the subject or the subject’s legally authorized representative.
Click here to add a concern/contingency: [Add]
Logic-If No to 1, Yes to 2, 3, 4, and 5 and one of 6 checkboxes is selected go to View 5; Otherwise, go to View 4.
View 4
Not Approvable

This research does not qualify for a waiver of written documentation of the consent process under the initially selected category.

Click “Continue”

Got to View 5
View 5
Final Page

This research qualifies for a waiver of written documentation of the consent process.

1 Attachments - if necessary you may upload any files associated with your review:
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Click here to add a concern/contingency: [Add]
*2 Have you completed this checklist?
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Click here to add a concern/contingency: [Add]
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