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OFFICE OF RESEARCH SUBJECT PROTECTION

	Request for Waiver / Documentation  / Elements  / of Informed Consent


	Primary Investigator:
	     

	Title of Protocol
	     

	1.       Waiver OR ALTERATION of Informed Consent

	The IRB may  approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent or waive the requirement to obtain informed consent, if one of the two following sets of criteria is met and the research is not FDA-regulated. Check the box next to the criteria that justifies your request for a waiver of informed consent. Provide a detailed explanation in your protocol.

	 
1. 
	1. The research is to be conducted by or is subject to the approval of state or local government officials and is designed to study, evaluate or otherwise examine (i) public benefit or service programs; (ii) procedures for obtaining benefits for services under those programs; (iii) possible changes in methods or levels of payment for benefit or services under those programs

and

2. The research could not practicably be carried out without the waiver or alteration.

	Or (all of the following must be met)

	 

	1. The research involves no more than minimal risk to the subjects
2. The waiver or alteration will not adversely affect the rights and welfare of the subjects
3. The research could not practicably be carried out without the waiver or alteration.
4. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

	2.      WAIVER OF DOCUMENTATION OF INFORMED CONSENT  

If consent will be presented verbally please provide a written description of the information that will be provided to participants OR submit written statement participants will be given regarding the research. Provide a written script of the information to be presented orally.

	The IRB may waive documentation of informed consent for some or all of the subjects if one of the following conditions is met.

Check the box next to the criteria that justifies your request for a waiver of documentation of informed consent. Provide a detailed explanation in your protocol.  

	 

	The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting in breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern. This type of research cannot be FDA-regulated.

	
	OR

	 

	The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside the research context.

	ELEMENTS OF INFORMED CONSENT TO WAIVE OR ALTER

	 Consent Form (form label)
 Introduction (why selected for study)
 Description of Study Procedures
 Risks of Participation/Side Effects Animal Data (if any)
 Confidentiality of Records / HIPAA 

 Voluntary Participation/ Withdrawal
	 Title of study
 Statement Study Involves Research
 Duration of Study
 Benefits (not overstated)
 Compensation for Injury statement
 Research Questions/Injury contact
	 Investigator/Co-Investigator listed
 Purpose of Study
  Alternatives to Participation (if any)
  Receipt of consent form
  Research Subject Rights contact
 Use of alternate template
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