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INSTITUTIONAL REVIEW BOARD (IRB) INITIAL APPLICATION (APPENDIX 4)
WAIVER OF INFORMED CONSENT

OMISSION OR ALTERATION OF SOME OR ALL ELEMENTS OF INFORMED CONSENT

WAIVER OR ALTERATION OF HIPAA PRIVACY RULE AUTHORIZATION

Clearly type all portions of this form.
A.
WAIVER/ALTERATION OF INFORMED CONSENT.   A waiver or alteration of informed consent may be requested by supplying the following information:


1.
Explain why/how the research involves no more than minimal risk to subjects:

	     




2.
Explain why the waiver or alteration of informed consent will not adversely affect the rights and welfare of the subjects:

	     




3.
Explain why the research could not practicably be carried out without the waiver or alteration of informed consent:


	     




4.
If a waiver or alteration of informed consent is approved by the IRB, will the subjects be provided with additional pertinent information after participation?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No



Explain/describe:

	     



B.
WAIVER OF HIPAA PRIVACY RULE AUTHORIZATION.  A waiver or alteration of HIPAA Privacy Rule Authorization for use or disclosure of protected health information (PHI) for research purposes may be requested by supplying the following information:


1.
Describe the PHI for which use or access is requested:

	     



 
2.
Explain why the research cannot practicably be conducted without access to and use of this PHI:

	     




3.
Justify why the PHI you are obtaining is the minimum necessary to achieve the goals of the research:

	     




4.
Explain why/how the use or disclosure of PHI in the study involves no more than minimal risk to the subjects or to their privacy, and how the risks are reasonable in relation to the anticipated benefits of the research:

	     




5.
Explain why the waiver of HIPAA authorization for use of PHI will not adversely affect the rights and welfare of the subjects:

	     




6.
Explain why the research cannot practicably be conducted without a waiver or alteration of HIPAA Privacy Rule Authorization:

	     




7.
Describe the plan to assure subjects’ privacy and confidentiality of subjects’ data by protecting the health information identifiers from improper use or disclosure.  If links to personal identifiers are used, please describe the coding mechanism:

	     




8.
Will the PHI be reused or disclosed to or shared with another person or entity (except as required by law, for authorized oversight of the research, or for other uses permitted by the Privacy Rule and Rutgers University policy)?     



 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No



Explain/describe:

	     




9.
Describe the plan (how and when) to destroy health information identifiers at the earliest opportunity that is consistent with the conduct of the research.  If there is a health or research justification or a legal requirement for retaining the identifiers, please explain:

	     




10.
If a waiver or alteration of HIPAA Privacy Rule Authorization is approved by the IRB, will the subjects be given an opportunity to receive an accounting of all disclosures of their PHI for research purposes without their authorization?    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No



Explain/describe:


	     



____________________________________
 
___________

Principal Investigator Signature


 
Date
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