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MEDSTAR HEALTH RESEARCH INSTITUTE

OFFICE OF RESEARCH INTEGRITY

IRB FORM 8A: REQUEST FOR WAIVER OF DOCUMENTATION OF INFORMED CONSENT AND REQUEST FOR WAIVER OR ALTERATION OF INFORMED CONSENT REQUIRED ELEMENTS
This form should only be submitted with NEW protocol applications when the PI finds that one of the Regulatory Categories below is applicable and it may be deemed appropriate to EITHER waiver the requirement of documentation of Informed consent for may be appropriate to waive or alter the informed consent requirements.  Complete the entire form electronically, PRINT form and obtain appropriate signatures.  Submit to ORI.
	 FORMCHECKBOX 
 REQUEST FOR WAIVER OF WRITTEN INFORMED CONSENT DOCUMENTATION REQUIREMENTS
	 FORMCHECKBOX 
 REQUEST FOR WAIVER OR ALTERATION OF INFORMED CONSENT REQUIRED ELEMENTS


	A.  GENERAL INFORMATION

	1.
	Study Title:       

	2.
	Principal Investigator:
	     
	3.
	Contact Number:
	     

	4.
	E-mail Address:
	     

	5.
	Clinical Coordinator:
	     
	6.
	Contact Number:
	     

	7.
	E-mail Address:
	     

	8.
	Does this project involve genetic research?
	 FORMDROPDOWN 
        


	B.  STUDY POPULATION

	If any of the following populations are being studied, please check all appropriate boxes:

	
	 FORMCHECKBOX 

	Employees of the Sponsor, Investigator(s), MHRI, or MedStar Health facilities
	 FORMCHECKBOX 

	Prisoners

	
	 FORMCHECKBOX 

	Children (ages 0-17 years)
	 FORMCHECKBOX 

	Mentally Incapacitated

	
	 FORMCHECKBOX 

	Pregnant Women, fetuses, or In Vitro Fertilization
	 FORMCHECKBOX 

	Non-English Speaking People

	
	 FORMCHECKBOX 

	Other vulnerable population (explain:)
	     


	C.  REQUEST FOR WAIVER OF WRITTEN DOCUMENTATION OF INFORMED CONSENT

	Regulatory Waiver of IC Documentation Category Requested:

	· The information must include a brief specific description of the procedure(s) involving the human subjects in sufficient detail to demonstrate that the research protocol meets the requirements of the waiver category claimed.

	Request for Waiver of Written Documentation of Informed Consent – 45 CFR 46.117 (c):

	 FORMCHECKBOX 

	1.
	The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.

	
	If checked

	
	
	a.
	Explain the risk to the subject that would result from a potential breach of confidentiality:

	
	
	
	▪
	     

	
	
	
	

	
	
	
	

	
	
	b.
	Explain research procedures that will be implemented to ensure that each subject will be asked whether he/she wants documentation linking him/her to the research.

	
	
	
	▪
	     

	
	
	c.
	Explain research procedures that will ensure that the informed consent process will be documented in the event that the subject does wish to have documentation linking the subject to the research.

	
	
	
	▪
	     

	

	 FORMCHECKBOX 

	2.
	The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

	
	If checked

	
	
	a.
	Explain research procedures in sufficient detail to demonstrate that the research presents no more than minimal risk and involves no procedures for which written consent is normally required outside of research.

	
	
	
	▪
	     

	
	
	b.
	Will subjects be provided with a written statement regarding the research?

	
	
	
	▪
	 FORMDROPDOWN 
        


	D.  REQUEST FOR WAIVER OR ALTERATION OF INFORMED CONSENT REQUIRED ELEMENTS

	Request for Waiver or Alteration of the Informed Consent Required Elements:

	· The information must include a brief specific description of the procedure(s) involving the human subjects in sufficient detail to demonstrate that the research protocol meets the requirements of the waiver category claimed.

	Request for Waiver or Alteration of Informed Consent Required Elements – 45 CFR 46.116 (c & d):

	 FORMCHECKBOX 

	1.
	RESEARCH CONDUCTED BY OR SUBJECT TO APPROVAL OF STATE OR LOCAL GOVERNMENT OFFICIALS, AND designed to study or evaluate, or otherwise examine the following:

	
	
	
	 FORMCHECKBOX 

	i)
	Public benefit of service programs;

	
	
	
	 FORMCHECKBOX 

	ii)
	Procedures for obtaining benefits or services under those programs;

	
	
	
	 FORMCHECKBOX 

	iii)
	Possible changes in or alternatives to those programs or procedures; or

	
	
	
	 FORMCHECKBOX 

	iv)
	Possible changes in methods or levels of payment for benefits or services under those programs

	
	If checked

	
	
	a.
	Explain how the research fits the checked criteria above.

	
	
	
	▪
	     

	
	
	b.
	Explain why the research cannot practicably be carried out without the waiver or alteration.

	
	
	
	▪
	     

	

	 FORMCHECKBOX 


	2.
	ALL OTHER RESEARCH FOR WHICH A WAIVER OR ALTERATION OF INFORMED CONSENT REQUIRED ELEMENTS IS SOUGHT:

	
	If checked

	
	
	a.
	Explain why the research involves no more than minimal risk to subjects.

	
	
	
	▪
	     

	
	
	b.
	Explain why the waiver or alteration will not adversely affect the rights and welfare of the subjects.

	
	
	
	▪
	     

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

	
	
	
	▪
	     

	
	
	d.
	Is it appropriate to provide the subjects with a written statement regarding the research or additional pertinent information after participation, and if not, why?

	
	
	
	▪
	     


	E.  PRINCIPAL INVESTIGATOR SIGNATURE

	As Principal Investigator of the aforementioned protocol, I certify that:

1.  To the best of my knowledge, the information provided in this form is correct.
2.  I will not begin any research activities until final IRB approval is received.
3.  I understand that the IRB has the authority to confirm and approve the applicability of a Waiver of Written Informed Consent Documentation or Waiver/Alteration of Informed Consent Required Elements associated with this research activity.  I will not enroll any participants in this research protocol without adequate documentation of informed consent until final approval of a Waiver of Written Documentation of Informed Consent or Waiver/Alteration of Informed Consent Required Elements is received from the IRB.
4.  I understand that if a Waiver of the Written Informed Consent Documentation requirements is granted, this does not in any way waive the requirement for obtaining informed consent of the subject.  Procedures for obtaining informed consent are clearly documented in the research protocol or supporting materials and be documented by the researcher.  I will maintain documentation of how informed consent was provided to each participant.
5.  If approved, the Waiver of Informed Consent Documentation and/or the Waiver or Alteration of Informed Consent Required Elements does not in any way negate the requirement to comply with HIPAA.  A HIPAA Waiver or Alteration of Authorization, Authorization Form, or other appropriate HIPAA documentation must still be obtained to permit researchers to obtain, use, or disclose a participants’ PHI in a research project.
6.  I understand that the IRB has the authority to require written Documentation of Informed Consent and/or deny or modify this request as deemed appropriate.


	     
Typed Name of Principal Investigator
	Signature of Principal Investigator
	Date of Signature
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