[image: image1.png]EVMS

Eastern Virginia Medical School



FWA #00003956



January 2019; v.1
APPLICATION FOR WAIVER OF CONSENT
and/or
ALTERATION OF CONSENT


EVMS Institutional Review Board


Notes: 
1.
This Application accompanies your “Application for Approval of Research Involving Human Subjects” if you have requested Expedited or Full (convened) Board review and you are not including a consent form with your submission.

2..
Please note that it is EVMS policy that some requests for Waiver of Consent will reviewed by the convened IRB. 

· HANDWRITTEN DOCUMENTS WILL NOT BE ACCEPTED BY THE IRB OFFICE.

· ALL DOCUMENTS INCLUDED IN THE SUBMISSION MUST BE PAGINATED.

	IRB Number:
	     

	ADMINISTRATIVE INFORMATION

	Study Title:
	     
	Date Submitted: (IRB USE ONLY)

	Principal Investigator:
	     
	

	PI Dept / Address
	     
	

	City / State / Zip
	     

	Phone Number(s):
	     
	E-Mail:
	     

 FORMTEXT 



	This request is for the following type of research (check the appropriate box)

	FDA regulated research:

The FDA regulations do not permit waiver of consent for FDA-regulated research with the narrow exception of:
 FORMCHECKBOX 

Emergency research meeting the requirements of 21 CFR 50.23 and 21 CFR 50.24
New FDA guidance allows IRBs to waive or alter the informed consent requirements for studies involving no more than minimal risk (risk level will be determined by the IRB).

 FORMCHECKBOX 

Minimal risk study.  The sponsor and/or the investigator has provided documentation within the protocol that this is a minimal risk study.  The IRB must confirm the suggested risk determination. 



	All other research:  45 CFR 46.116(d)
 FORMCHECKBOX 

A consent procedure which does not include, or which alters, some or all of the elements of informed consent.   
   OR

 FORMCHECKBOX 

Waive the requirement to obtain informed consent.  


	ALTERATION OF CONSENT

	If you are requesting to alter some or all elements of consent describe and justify the type of alteration:
(See FDA  21 CFR 50.25(a-c) for FDA related studies or 45 CFR 46.116(a-b) for all other studies) 

	
INVESTIGATOR’S JUSTIFICATION:


     


	TYPE OF WAIVER REQUESTED:

	 FORMCHECKBOX 
     TOTAL WAIVER:
	A Waiver of Consent or Alteration is requested for the entire project.

	 FORMCHECKBOX 
     PARTIAL WAIVER:
	A Waiver of Consent or Alteration is requested for recruitment purposes only. Consent to be obtained at study enrollment.


	IMPORTANT:  The following justifications must adequately support the waiver request.  All applicable elements must be met in order for the IRB to consider the request.  However, this does not automatically grant a waiver as other factors may weigh in the determination.

	

	1. Whenever appropriate, the subject or their legally authorized representative will be provided with additional pertinent information after they have participated in the study

	It is important to understand that individuals have a fundamental right to determine whether to participate in a research study.  This justification must include why subjects would not be notified after the fact if obtaining consent beforehand is not ethical or feasible.  For example, a study where obtaining consent may affect the outcome of the subject’s responses could allow for a waiver, but the PI may be expected to explain the activity afterwards.

	
INVESTIGATOR’S JUSTIFICATION:

     


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

	The following concepts may help the IRB determine whether the research could not be practicably carried out without the waiver of consent so be sure to consider them in your written justification.
1. Ethical concerns would be raised if consent were required. For example:

· There is a risk of creating additional threats to privacy by having to link otherwise de-identified data with nominal identifiers in order to contact individuals to seek consent.

· There is a risk of inflicting psychological, social or other harm by contacting individuals or their families.

· The disclosure of the study purpose as part of the consent process would bias the research subjects so that the results will not be meaningful.

2. There is a scientifically and ethically justifiable rationale why the research could not be conducted with a population from whom consent can be obtained.

3. Practicability should not be determined solely by considerations of convenience, cost, or speed.  Remember, if you will be interacting with a subject at any time or if the subject repeatedly visits the clinic, then you will most likely be able to obtain consent at some point.

	
INVESTIGATOR’S JUSTIFICATION:


     


	3. If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format

	
INVESTIGATOR’S JUSTIFICATION:
     



	4. The waiver will not adversely affect the rights and welfare of subjects

	
INVESTIGATOR’S JUSTIFICATION:

     



	5. The research involves no more than minimal risk to the subjects

	Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

	
INVESTIGATOR’S JUSTIFICATION:


     


THIS SECTION FOR IRB USE ONLY 

Final Disposition:

	REVIEW CATEGORY
	ACTION
	CONTINUING REVIEW DEADLINE

	( Expedited
	( Approved:
Above cited justifications meet the criteria required to grant a Waiver of Consent;      OR
( Approved:
Above cited justifications meet the criteria required to grant an Alteration of Consent
	Submit no later than:

____ / ____ / ____


	( Full (Convened) Board 
	( Disapproved
	

	IRB Signature:
	
	Date: 
	____ / ____ / ____

	Signed by: 
	
( IRB Chair               ( IRB Vice Chair               ( IRB Member
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