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Guidance for Researchers - Waiver of the Requirement of Consent 
This document serves as a guidance for researchers in applying for a waiver of the requirement of 
consent with the Peter MacCallum Cancer Centre Human Research Ethics Committee (HREC). 
Researchers applying for a waiver must ensure that they have consulted the National Statement: 
Chapter 2.3: Qualifying or waiving conditions for consent, in the design of their project.  

Depending on the nature of a project, it may be suitable to waive the requirement of consent of 
participants, rather than seeking consent directly. Projects that request a waiver of the requirement 
of consent must seek approval from the reviewing HREC in order to be granted access to a 
participant’s personal and/or health information or tissue samples without that participant’s explicit 
knowledge.  

Process for applying for a waiver of the requirement of consent: 

A researcher must clearly indicate their intent to apply for a waiver of the requirement of consent in 
the HREA and VSM forms of their ethics application: 

• HREA question 2.2.8 requires “yes” to the question “Are you requesting a waiver of the 
requirement for consent with respect to some or all participants?”* 

• VSM section 2 question 2.1 requires “yes” to the question “Does the research project involve 
collection of information about individuals without their knowledge or consent?” 

*Note that depending on how the HREA form is completed, this question may not show up 

A justification for the waiver of the requirement of consent must also be included within the HREA 
under Q.2.2.5.2.1 “Explain why consent for use (or secondary use) of the data has not been 
obtained?” The justification needs to address each of the points outlined by the National Statement 
below: 

2.3.10 Before deciding to waive the requirement for consent (other than in the case of research 
aiming to expose illegal activity), an HREC or other review body must be satisfied that:  

a) involvement in the research carries no more than low risk (see paragraphs 2.1.6 and 2.1.7, 
page 18) to participants  

b) the benefits from the research justify any risks of harm associated with not seeking consent  
c) it is impracticable to obtain consent (for example, due to the quantity, age or accessibility of 

records)  
d) there is no known or likely reason for thinking that participants would not have consented if 

they had been asked  
e) there is sufficient protection of their privacy 
f) there is an adequate plan to protect the confidentiality of data  
g) in case the results have significance for the participants’ welfare there is, where practicable, 

a plan for making information arising from the research available to them (for example, via a 
disease-specific website or regional news media) 

h) the possibility of commercial exploitation of derivatives of the data or tissue will not deprive 
the participants of any financial benefits to which they would be entitled  

i) the waiver is not prohibited by State, federal, or international law. 

Each point should be addressed in detail with specific examples relating to the project. In particular, 
please ensure points c) and f) are clearly justified and explained. I.e: 

https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018#toc__296
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c) Why is it impractical to obtain consent? 

f) How will the confidentiality of data be protected? 

All justifications will be reviewed and discussed at a monthly meeting held by the HREC. 

Should you have any further queries regarding the application for a waiver of the requirement of 
consent, please contact the Peter Mac Human Research Ethics & Governance team: 

Email: ethics@petermac.org 

Phone: (03) 8559 7540 
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