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HIPAA Waiver or Alteration of Authorization Checklist SmartForm

View 1

HIPAA Waiver or Alteration of Authorization
Does the use or disclosure of protected health information involve no more than a minimal risk to the privacy of individuals based on the following questions:
*1.0 Is there an adequate plan to protect the identifiers from improper use and disclosure?
[image: image1.wmf]Yes  [image: image2.wmf]No  Clear
*2.0 Is there 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?
[image: image3.wmf]Yes  [image: image4.wmf]No  Clear
*3.0 Are there 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 study, or for other research for which the use or disclosure of protected health information for which an authorization or opportunity to agree or object is not required by 45 CFR 164.512?
[image: image5.wmf]Yes  [image: image6.wmf]No  Clear
*4.0 Can the research be practicably conducted without the waiver or alteration?

[image: image7.wmf]Yes  [image: image8.wmf]No  Clear
*5.0 Can the research be practicably conducted without access to and use of the protected health information?

[image: image9.wmf]Yes  [image: image10.wmf]No  Clear
Logic-If Yes to 1.0, 2.0, 3.0 and No to 4.0 and 5.0, go to View 2; otherwise give error that states that this does not qualify for a waiver/alteration of authorization.
View 2
Final Page

This research qualifies for a waiver/alteration of HIPAA authorization.

*1.0 What is being granted?

☐ HIPAA Waiver of Authorization

☐HIPAA Alteration of Authorization (i.e. will not obtain signature of the individual and date)
2.0 Attachments - if necessary you may upload any files associated with your review:

	Add


	 
	Name
	Created
	Modified Date


WARNING: If you answer “YES” to the next question you will NOT be able to go back and change your review. Your review will be automatically submitted and any contingencies will be propagated up to the parent Protocol. The Review will also be removed from your inbox:   

*3.0 Is your review complete?

[image: image11.wmf]Yes  [image: image12.wmf]No  Clear
Using the expedited review procedure the designated member of the University of Maryland – Baltimore IRB clicking Yes above has determined that access to the protected health information described in the study is necessary and waived/altered the requirement for authorization.[image: image13.png]
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