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Institutional Review Board
FORM “F”: Waive Requirement for Documentation of Informed Consent


FORM “F”

Include in IRB Application Requesting to Waive Requirements for Documentation of Informed Consent 

	Principal Investigator:


	Date:



	Email:


	Phone:



	Title of Project:




If you are requesting IRB approval for waiver of the requirement for documentation of informed consent (i.e. telephone survey or mailed survey, internet research, or certain international research), your research activities must fit into one of two regulatory options:

1) 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 (i.e., a study that involves participants who use illegal drugs).

2) The research presents no more than minimal risk to the participant and involves no procedures for which written consent is normally required outside of the research context (i.e. a cover letter on a survey, or a phone script).

Check the box next to the option below that best fits your study, and explain in the space provided how your study meets the criteria for the selected regulatory option. 

Note:  The IRB cannot waive the requirement for documentation or alter the consent form for FDA-regulated research unless it meets Option #2 below.  FDA does not accept Option #1.

Note:  Even if a waiver of the requirement for documentation is approved by the IRB, participants must still be provided oral or written (e.g., cover letter) information including all required and appropriate elements of consent.

	
	Option 1 

	
	a) The only record linking the participant and the research would be the consent document.

	
	

	
	b) The principal risk would be potential harm resulting from a breach of confidentiality (i.e., a study that involves participants who use illegal drugs).

	
	

	
	Under these conditions, each participant must be asked whether (s)he wants to sign a consent form; if the participant agrees to sign a consent form, only an IRB approved version should be used.


	
	Option 2

	
	a) The research presents no more than minimal risk to the participant.

	
	

	
	b)  The research involves no procedures for which written consent is normally required outside of the research context (i.e. a cover letter on a survey, or a phone script).



	
	


___________________________________________________________________________________________Applications/Protocols should be submitted via email to:

IRB-Medical.ORRC@howard.edu (Medical IRB-related submissions) 

IRB-NonMedical.ORRC@howard.edu (Non-Medical IRB-related submissions)

___________________________________________________________________________________________For general inquiries or communications, you may use theorrc@howard.edu 

Should you have any questions, you may visit our website: www.howard.edu/orrc
Or call the HUIRB office at (202) 865-8597.
Revised: 08/15/14

[image: image1.png]