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Creighton University Institutional Review Board
2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-2126 ( Fax: 402-280-4766

Campus Address: Criss I, Room 104
Email: irb@creighton.edu
IRB Member Checklist
Waiver/Alteration of Consent or Authorization 
(Process and/or Documentation)
Waiver of Informed Consent or Parental Permission

The IRB may approve a consent procedure that does not include or that alters some or all of the elements of informed consent, or waive the requirement to obtain informed consent provided the IRB finds and documents the following:
	Decision/Review Items
	Comments

	All of the following statements are true:

· The waiver concerns a research or demonstration project to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine: public benefit or service programs; procedures for obtaining benefits or services under those programs; possible changes in or alternatives to those programs or procedures; or possible changes in methods or levels of payment for benefits or services under those programs; AND
· The research could not practicably be carried out without the waiver or alteration, AND
· The research is not subject to FDA regulation.
	 FORMCHECKBOX 
  Yes. The IRB may approve a consent (or parental permission) procedure that does not include or that alters some or all of the elements of informed consent, or waive the requirement to obtain informed consent.

 FORMCHECKBOX 
  No. All the criteria are not true. Continue.


OR:
	Decision/Review Items
	Comments

	All the following statements are true:

· The research could not practicably be carried out without the waiver or alteration, AND

· The research involves no more than minimal risk to the participants; AND

· The waiver or alteration will not adversely affect the rights and welfare of the participants; AND

· Whenever appropriate, the participants will be provided with additional pertinent information after participation, AND
· The research is not subject to FDA regulation.
	 FORMCHECKBOX 
  Yes. The IRB may approve a consent (or parental permission) procedure that does not include or that alters some or all of the elements of informed consent, or waive the requirement to obtain informed consent.
 FORMCHECKBOX 
  No. All the criteria are not true. The request for waiver is not approvable.


Waiver of the Requirement for Parental Permission for Research Involving Children [45 CFR 46.408] 
(Applicable even when the criteria for waiver of informed consent above are not met)
	Decision/Review Items
	Comments

	All the following statements are true:

· The research is designed to study conditions in children or a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (e.g., neglected or abused children); AND
· An appropriate mechanism is in place to protect the children (e.g., appointing a child advocate or an assent monitor, depending upon the nature and purpose of the activities described in the protocol, the risk and anticipated benefit to the research subjects, and their age, maturity, status, and condition); AND
· The research is not subject to FDA regulation; AND
· The waiver is not inconsistent with federal, state, or local law.
	 FORMCHECKBOX 
  Yes. The IRB may waive the requirement for Parental Permission.
 FORMCHECKBOX 
  No. All the criteria are not true.


Waiver of Documentation of the Parental Permission or Consent [45 CFR §46.117(c)(1)] [45 CFR §46.117(c) (2)] [21 CFR §56.109(c)(1)]
The IRB may require informed consent or parental permission, and waive the requirement for documentation provided:
	Decision/Review Items
	Comments

	All the statements below are true:

· The only record linking the participant and the research would be the consent document; AND
· The principal risk would be potential harm resulting from a breach of confidentiality; AND
· Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern; AND
· The research is not subject to FDA regulations; AND
·  The IRB has approved a script that includes all required and appropriate additional elements of consent disclosure
	 FORMCHECKBOX 
  Yes. Documentation of Parental Permission or Informed Consent can be waived.
Should the investigator be required to provide participants with a written statement regarding the research? 

 FORMCHECKBOX 
 YES        FORMCHECKBOX 
 NO

 FORMCHECKBOX 
  No, all the statements in the left hand column are not true. Continue.




Or:
	Decision/Review Items
	Comments

	All the following are true (applies to both DHHS and FDA):

· The research presents no more than minimal risk of harm to participants; AND

· The research involves no procedures for which written consent is normally required outside of the research context; AND

· The IRB has approved a script that includes all required and appropriate additional elements of consent disclosure.
	 FORMCHECKBOX 
  Yes, documentation of Parental Permission or Informed Consent can be waived.
Should the investigator be required to provide participants with a written statement regarding the research? 

 FORMCHECKBOX 
 YES        FORMCHECKBOX 
 NO

 FORMCHECKBOX 
  No. All the statements in the left hand column are not true. Continue.




Waiver of HIPAA Requirement for Authorization for Use and Disclosure of Protected Health Information for Research Purposes [45 CFR 164] 

The IRB may waive the requirement for written authorization for use and disclosure, provided that it finds and documents that:
	Decision/Review Items
	Comments

	The use or disclosure of Protected Health Information (PHI) involves no more than a minimal risk to the privacy of individuals, as demonstrated by ALL the following:

· An adequate plan to protect the identifiers from improper use and disclosure.

· An adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers, or retention is otherwise required by law.

· Adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project.

· The research could not practicably be conducted without the waiver or alteration.
· The research could not practicably be conducted without access to and use of the PHI.
	 FORMCHECKBOX 
  Yes. Authorization may be waived.
 FORMCHECKBOX 
  No, the statements are not all true. Authorization may not be waived.


[image: image1.png]



�











PAGE  
3
Checklist for Waiver/Alteration
of Consent or Authorization
2010 Revision                                                                                

