Duke University Health System Institutional Review Board (DUHS IRB)

Request for Waiver or Alteration of Consent and/or HIPAA Authorization

	Principal Investigator:  


	Protocol Title:


	IRB #:


A. Use of Form:  This data should be completed within iRIS.  If the form does not allow for the data entry, complete this form and upload as a submission document. Use this form to request DUHS IRB review if the research activity indicated below requires a consent and authorization process that will alter, or will not include, all of the elements of consent and HIPAA authorization as required by federal regulations 45CFR46.116 and 45CFR164.512, respectively; will waive the requirements under 45CFR46.116 to obtain informed consent; or will waive the requirements for documentation of consent under 45CFR46.117. Likewise, the FDA will not object to approval of a consent procedure that does not include, or that alters, some or all of the elements of informed consent set forth in 21 CFR 50.25, or may waive the requirements to obtain informed consent.

This waiver request applies to the following research activity or activities:
[ ]   Scheduling of research activities in MaestroCare and/or the recording of PHI via telephone for screening purposes prior to obtaining written consent for the research.  (In addition, complete section D below.)
[ ]
Ascertainment (identification, selection) and/or recruitment of potential subjects while recording identifiable private information, such as protected health information (PHI), prior to obtaining the subject’s consent.  
[ ]
Conduct of the research project without obtaining verbal or written consent and authorization.   
(Note:  If you checked only the second box above, answer the questions below as they pertain solely to PHI collected prior to consent.  For example, the answer to #5b should only address a plan for the destruction of PHI collected prior to consent and for those potential subjects who do not enroll.)
B. Provide the following information:
1. List the elements of informed consent and/or HIPAA authorization for which waiver or alteration is requested.  Provide the rationale for each. 

	


2. List the specific protected health information (PHI) to be collected and its source(s).    (Note: PHI = health information + identifiers)

	


C. Criteria for Waiver: The DUHS IRB may waive the requirement for informed consent and authorization if all of the following criteria are met.  Please respond to each item in the space below using protocol-specific language to provide justification.

1. The research or clinical investigation involves no more than minimal risk to subjects. 
	


2. The waiver or alteration will not adversely affect the rights and welfare of the 
subjects.  Include a description of any measures to be taken to ensure that the rights 
and welfare of subjects will be protected. 

	


3. Whenever appropriate, the subjects will be provided with additional pertinent 
information after participation.  
	


4. If this research activity relates to research involving deception, explain how subjects will 
be provided with additional pertinent information after study participation and what 
information will be provided. Otherwise indicate “not applicable”. 

	


5. The use or disclosure of protected health information involves no more than minimal risk to the privacy of individuals, based on, at least, the presence of the following elements (5a. and 5b.)
Demonstrate that the use or disclosure of PHI involves no more than minimal risk to the privacy of subjects by describing the plans requested below:

a. An adequate plan to protect the identifiers from improper use and disclosure.
Describe the plan (how protection will be accomplished) and indicate where the PHI will be stored and who will have access. 

	


b. 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.
Describe the plan (how and when identifiers will be destroyed and by whom). If there is a health or research justification for retaining the identifiers or such retention is otherwise required by law, provide the reason to retain identifiers.
	


c. Adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity except (i) as required by law, (ii) for authorized oversight of the research study, or (iii) for other research for which the use or disclosure of PHI would be permitted by the HIPAA Privacy Rule.  
6. The research could not practicably be conducted or carried out without the waiver or alteration. 
Explain why informed consent/authorization can not be obtained from subjects.


	


7. The research could not practicably be conducted or carried out without access to and use of the protected health information.
	 


8. 
For research using biospecimens or identifiable information, the research could not 
practicably be carried out without access to and use of the protected health information.
	


D. Waiver of Documentation of Consent and HIPAA Authorization for Scheduling in

MaestroCare and/or the recording of PHI via telephone for screening purposes.
1. These   research activities   prior to obtaining written consent for the study presents no more than minimal risk of harm to subjects.

[  ] True

[  ] False

2. These are procedures for which written consent is normally not required outside of the research context.

[  ] True

[  ] False

3. An IRB-approved phone script will be used to obtain verbal consent from subjects for scheduling and/or screening prior to obtaining written consent for the study.

[  ] True

[  ] False

Principal Investigator’s Assurance: 


With my electronic signature on this submission to the DUHS IRB, I assure the IRB that the information that I provided in this waiver application is accurate and complete; that the PHI that I request is the minimum amount of identifiable private information necessary for my research project; and that the PHI will not be reused or disclosed to any other person or entity, except (a) as required by law, (b) for authorized oversight of the research study, or (c) for other research for which the use or disclosure of protected health information would be permitted by the HIPAA Privacy Rule.
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