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Waiver of Consent 

NHMRC National Statement, Chapter 2.3: Qualifying 

or waiving conditions for consent

 Consent to participate in research must be voluntary and based on 

sufficient information and adequate understanding of both 

the proposed research and the implications of participation in it.

 Depending upon the circumstances of an individual project, it may be 

justifiable to employ an opt-out approach or a waiver of 

the requirement for consent, rather than seeking explicit consent.

 A single research project may involve discrete elements or participant 

groups where different recruitment approaches can be used. 

For example, a project may involve some elements or participant 

groups where explicit consent must be sought and other elements 

where an opt-out approach may be considered or where a waiver of 

the consent requirement may be applied.



Waiver of Consent 

 When neither explicit consent nor an opt-out approach are 

appropriate, the requirement for consent may sometimes be 

justifiably waived. 

 When SWSLHD HREC grants a waiver of consent, research 

participants will characteristically not know that they, or 

perhaps their tissue or data, are involved in the research.



Waiver of Consent 
Before deciding to waive the requirement for consent (other than in the case of research 

aiming to expose illegal activity), SWSLHD HREC must be satisfied that each point listed below 

has been considered and addressed in the research protocol:

 involvement in the research carries no more than low risk to participants

 the benefits from the research justify any risks of harm associated with not seeking consent

 it is impracticable to obtain consent (for example, due to the quantity, age or accessibility of records)

 there is no known or likely reason for thinking that participants would not have consented if they had 

been asked

 there is sufficient protection of their privacy

 there is an adequate plan to protect the confidentiality of data

 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)

 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

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



Waiver of Consent 
Before deciding to waive the requirement for consent in the case of research 

aiming to expose illegal activity, SWSLHD HREC must be satisfied that:

 the value of exposing the illegal activity justifies the adverse effects on the 

people exposed 

 there is sufficient protection of their privacy

 there is sufficient protection of the confidentiality of data

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



Opt-Out
 The opt-out approach is a method used in the recruitment of participants into 

research where information is provided to the potential participant regarding 

the research and their involvement, and where their participation is presumed 

unless they take action to decline to participate. 

 An opt-out approach may be appropriate when it is feasible to contact some 

or all of the participants, but where the project is of such scale 

and significance, that using explicit consent is neither practical nor feasible.

 While an opt-out approach makes it possible for people to make an informed 

choice about their participation, this choice can only be made if participants 

receive and read the information provided, and they understand that they 

are able to act on this information in order to decline to participate.



Opt-Out
Before approving the use of an opt-out approach for research, SWSLHD HREC must 

be satisfied that the points below have been adequately addressed in the research proposal:

 involvement in the research carries no more than low risk to participants

 the public interest in the proposed activity substantially outweighs the public interest in the protection of privacy

 the research activity is likely to be compromised if the participation rate is not near complete, and 

the requirement for explicit consent would compromise the necessary level of participation

 reasonable attempts are made to provide all prospective participants with appropriate plain 

language information explaining the nature of the information to be collected,

the purpose of collecting it, and the procedure to decline participation or withdraw from the research

 a reasonable time period is allowed between the provision of information to prospective participants and the 

use of their data so that an opportunity for them to decline to participate is provided before the research begins

 a mechanism is provided for prospective participants to obtain further information and decline to participate

 the data collected will be managed and maintained in accordance with relevant security standards

 there is a governance process in place that delineates specific responsibility for the project and for the 

appropriate management of the data

 the opt-out approach is not prohibited by State, federal, or international law.



Opt-Out
 When considering the provision of information to prospective 

participants and the mechanism by which individuals can 

decline participation, SWSLHD HREC considers the sensitivity 

and the risks, the potential participant pool, the context in 

which the research and opt-out approach will occur, and 

whether withdrawal from participation is feasible once 

identifiers have been removed from data. 

 The opt-out document should also include researcher contact 

details if the patient would like to discuss any aspects of the 

study.



Opt-Out
 Importantly, the opt-out approach is unlikely to constitute consent when applying 

commonwealth privacy legislation to the handling of sensitive information, 

including health information. 

 Where it is impracticable to obtain an individual’s explicit consent to the use of 

their information and the purpose of the research cannot be served by using non-

identifiable information, researchers must comply with the Guidelines under 

Section 95 of the Privacy Act 1988 (s95 guidelines) or the Guidelines approved 

under Section 95A of the Privacy Act 1988 (s95A guidelines) (as applicable) to 

ensure that their handling of personal information does not breach the Privacy Act 

1988. 

 Where researchers need approval to use an opt-out approach for public health 

research to which the s95 or 95A guidelines apply, only a public hospital 

accredited HREC may grant this approval (i.e. university HREC cannot grant this 

approval for public hospital organisations).

 The Australian Privacy Principles Guidelines contain further information about 

consent and the handling of personal information.

https://www.nhmrc.gov.au/about-us/publications/guidelines-under-section-95-privacy-act-1988
https://www.nhmrc.gov.au/about-us/publications/guidelines-approved-under-section-95a-privacy-act-1988
https://www.legislation.gov.au/Details/C2014C00076
https://www.oaic.gov.au/agencies-and-organisations/app-guidelines/


Limited Disclosure
‘Limited disclosure’ to participants of the aims and/or methods of research may sometimes be 

justifiable. This is because in some human research (for example, in the study of behaviour), the 

aims of the research cannot be achieved if those aims and/or the research method are fully 

disclosed to participants.

Research involving limited disclosure covers a spectrum; from simply not fully disclosing 

or describing the aims or methods of observational research in public contexts, to 

actively concealing information and planning deception of participants. Examples include: 

 observation in public spaces of everyday behaviour

 covert observation (for example, the hand-washing behaviour of hospital employees)

 undisclosed role-playing by a researcher to investigate participants’ responses

 telling participants the aim of the research is one thing when it is in fact quite different.



Limited Disclosure
Where limited disclosure does not involve active concealment or planned deception, SWSLHD HREC 

may approve research provided researchers can demonstrate in the protocol that:

 there are no suitable alternatives involving fuller disclosure by which the aims of the research can be achieved

 the potential benefits of the research are sufficient to justify both the limited disclosure to participants and any 

risk to the community’s trust in research and researchers

 the research involves no more than low risk to participants and the limited disclosure is unlikely to 

affect participants adversely

 the precise extent of the limited disclosure is defined

 whenever possible and appropriate, after their participation has ended, participants will be:

a. provided with information about the aims of the research and an explanation of why the omission or alteration was 

necessary

b. offered the opportunity to withdraw any data or tissue provided by them.



Limited Disclosure

Where limited disclosure involves active concealment or explicit deception, and the research 

does not aim to expose illegal activity, researchers should in addition demonstrate in the 

protocol that:

 participants will not be exposed to an increased risk of harm as a result of the concealment or 

deception

 a full explanation, both of the real aims and/or methods of the research, and also of why 

the concealment or deception was necessary, will subsequently be made available to 

participants

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

had been fully aware of what the research involved.

Where research involving limited disclosure aims to expose illegal activity, the adverse 

effects on those whose illegal activity is exposed must be justified by the value of the 

exposure.



What to include in the protocol

 Research that involves a waiver of consent, an opt-out 

approach or limited disclosure must be clearly described and 

outlined in the research protocol and the HREA.

 The research team must provide justification in the protocol and 

HREA as to why they are requesting a waiver of consent, opt-

out or limited disclosure in accordance with the NHMRC 

National Statement, Chapter 2.3: Qualifying or waiving 

conditions for consent



NHMRC Updates
Payment of participants in research – information for researchers, HRECs 

and other ethics review bodies document now available.

Email from NHMRC:

I am pleased to announce that the CEO of NHMRC has approved the release of the information document Payment of 

participants in research: Information for researchers, HRECs and other ethics review bodies. This document provides 

information on ethical issues related to the payment of participants in research in the form of guidance, discussion of 

context, considerations for researchers and reviewers, examples of possible payment models and case studies for use 

by researchers and reviewers.

The document replaces an NHMRC fact sheet entitled Using the national statement 1: Payments to participants in 

research, particularly clinical trials published in 2009 and is intended to support advice provided in the National 

Statement on Ethical Conduct in Human Research, 2007 (Updated 2018).

The document is now available on NHMRC's website.

We trust that the information document will provide a useful reference for researchers, HRECs and other ethics review 

bodies.

If you have any questions regarding the document, please contact the Ethics and Integrity section of NHMRC at 

ethics@nhmrc.gov.au.

https://nhmrc.us19.list-manage.com/track/click?u=8ba743d75bb0c43885663938d&id=53d1d059a7&e=c9bc3bccc9
mailto:ethics@nhmrc.gov.au


FAQs – REGIS Updates 
16 September New Release

A number of areas have been identified through the REGIS research office user group and 

applicant feedback. REGIS will have three major releases between September 2019 and January 

2020 to address these.

September release will include the following:

 Site applications supported by Head of Department will automatically submit to RGO 

 External portal, page specific help text 

 Google indexing of the REGIS website from the user homepage

 Restrictions on applications having new versions created when under review or assigned to a 

meeting

 Research Office metrics reporting (metric 3 & 4)

 Site application form (SSA) output form reviewed

 Site application form (SSA) minor logic changes for applicants reducing system blocks



Who do I contact? 
Research Directorate
For: for assistance with registration, applications, and  post-

approval/authorisation matters such as: information/documents you need to 

include, missing or incorrect dep’t information (site-governance applications), 

and how to use REGIS (non-technical).

Location – Level 2 UNSW clinical School – Liverpool Hospital 

E-mail: SWSLHD-Ethics@health.nsw.gov.au

Website: http://www.swslhd.nsw.gov.au/ethics/

Phone: 02 8738 8304

REGIS

For: technical queries such as system issues or faults, and account access 

issues. The Help desk is available 7am-7pm Monday-Friday, excluding ACT 

Public Holidays.

Email: support@f1solutions.com.au

Website: https://regis.health.nsw.gov.au/

Phone: 1300 073 447 

mailto:SWSLHD-Ethics@health.nsw.gov.au
http://www.swslhd.nsw.gov.au/ethics/
mailto:support@f1solutions.com.au
https://regis.health.nsw.gov.au/


Questions


