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DRAFT CHANGES TO THE 2025 NATIONAL STATEMENT FOR PUBLIC CONSULTATION
In response to concerns raised by stakeholders about the 2025 National Statement and feedback from targeted consultation conducted in early 2026, NHMRC is proposing the changes to the 2025 National Statement delineated below. These changes include additions, deletions and modifications to the text of the Purpose, Scope and Limits section and to Chapters 3.1 (Element 4) and 5.1 (5.1.15-5.1.18) of the 2025 National Statement.
What is research? (page 7)
There is no generally agreed definition of research; however, it is widely understood to include at least investigation undertaken to gain knowledge and understanding or to train researchers. The Australian Research Council’s definition of research is somewhat wider:
Research is defined as the creation of new knowledge and/or the use of existing knowledge in a new and creative way so as to generate new concepts, methodologies, inventions and understandings. This could include synthesis and analysis of previous research to the extent that it is new and creative.[footnoteRef:1] [1:  Australian Research Council, State of Australian University Research 2015–2016, Vol 1 ERA National Report, https://www. arc.gov.au/sites/default/files/minisite/static/4551/ERA2015/intro-3_define-research.html] 

For the purposes of the National Statement, two further questions are more important than any definition of research:
· What is human research?
· When and by what means does human research, or other activities such as quality assurance or improvement, audit or evaluation, need ethics review (When does human research need ethics review? (See Ethical Considerations in Quality Assurance and Evaluation Activities, NHMRC 2014 or as updated). When does human research need ethics review?

What is human research? (page 8)
Human research is conducted with or about people, or their data or biospecimens. Human participation in research is therefore to be understood broadly to include the involvement of human beings in research through:
· taking part in surveys, interviews or focus groups
· undergoing psychological, physiological or medical testing or treatment
· being observed by researchers
· researchers having access to their personal documents, information or other materials
· the collection and use of their biological material as defined in Chapter 3.2.
· access to their individual information in identifiable or potentially re-identifiable form as included in an unpublished source or database that is used for human research.
The term ‘participants’ is therefore used very broadly in the National Statement to include those who may not even know they are participating in research; for example, where the need for their consent for the use of their biospecimens or data has been waived by an ethics review body.
As also discussed in Sections 3 and 4, consultation and engagement with potential participants, co-researchers and community representatives that precedes the development, design or conduct of the research is not itself human research and typically does not require ethics review (see Chapter 4.1 Introduction).
Other activities that are not human research and do not, as independent activities, require ethics review include:
· literature review that supports the development or design of a research project
· research using public data (e.g. information that has been published, or information that has entered the public domain with the consent of the person(s) with whom the
information is associated)
· research using aggregate data.
The following activities are not human research:
· literature reviews that support the development or design of research
· the development of infrastructure including, but not limited to, the collection of information associated with human beings in a database, biobank or registry
· quality assurance, quality improvement, audit or evaluation activities.
However, ethics review will generally be required when it is anticipated that information associated with human beings collected for purposes other than research will later be used in research, such as in retrospective audits of health records, or when information associated with human beings is collected with an anticipated research purpose, such as in some registries of patient health information.
Guidance on when these activities may require some form of review is provided in Ethical Considerations in Quality Assurance and Evaluation Activities (2014), or as updated

When is ethics review of human research needed? (page 8)
{Note change of section heading only}

Secondary use of data or information (page 37)
{The changes in this section of Chapter 3.1 are made in paragraph 4 under this heading, and in 3.1.51, below. Paragraphs 3.1.52 and 3.1.53 remain unchanged}
Data or information available on the internet can range from information that is fully in the public domain (such as books, newspapers and journal articles), to information that is public, but where some individuals who have made it public may consider it to be private, to information that is fully private in character. The guiding principle for researchers is that, although data or information may be publicly available, this does not automatically mean that the individuals with whom this data or information is associated have necessarily granted permission for its use in research. Therefore, use of such information may need to be considered in the context of by an ethics review body with respect to the need for consent or the waiver of the requirement for consent by a reviewing body and the risks associated with the use of this information.
3.1.50 For research involving the secondary use of data or information, researchers should make study designs publicly available, including information about:
(a) the form in which the data or information will be stored (i.e. whether it can identify individuals)
(b) the purposes for which the data or information will be used.
3.1.51 Unless a waiver of the requirement for consent is obtained, Any research access to or use of publicly available data or information for which consent for use in research has not been obtained must be in accordance with the consent obtained from the person to whom the data relates. a grant of a waiver of the requirement for consent obtained from an ethics review body (see 2.3.9 to 2.3.10) unless the research is exempt from ethics review (see 5.1.15 to 5.1.18).

Research that may be eligible for a grant of exemption  is exempt from ethics review (page 104)
Determining the scope and criteria for exemption from ethics review is complex. The approach outlined here removes the role of the institution in assessing whether a proposed research project is exempt from ethics review. It also limits the scope for institutions to interpret, expand or restrict the application of the guidelines based on their tolerance for, or aversion to, risk.
This approach does not create a separate review process to determine whether the researcher has correctly identified their project as exempt from review, nor does it require researchers to notify the institution of projects that they have determined to be exempt from ethics review.
In determining whether their research is exempt from ethics review, researchers should consider their project from both an ethics angle and a governance angle. This includes risks to participants, as well as the burden the project may place on institutional resources and systems.
The National Statement employs a proportionate risk approach to the governance of human research. This requires balancing the appropriate oversight of research, including proper supervision of researchers, with the need to avoid imposing unnecessary burdens on institutions, review bodies and researchers. As a guideline, rather than legislation or a regulatory document, the use of the National Statement relies on the integrity of those involved in research and on trust between those involved in the research process.
Research that is exempt from ethics review must still be conducted in accordance with the principles and the requirements of the National Statement.
5.1.15 Some research may be eligible for exemption from ethics review. The institution responsible for the research may choose to exempt from ethics review research that meets the criteria set out in paragraph 5.1.17. Where there is no institution providing oversight of the research, researchers should request a grant of exemption from an ethics review body. Guidance provided in Chapter 2.1 on risk and in Chapter 3.1, Element 4 on identifiability of information, data management, secondary use of information and sharing of data and information should be considered in making this decision. Research that is described in 5.1.17 is exempt from ethics review. Research that is lower risk that is not covered by the criteria described in 5.1.17 (a) to (i) should be considered via lower risk research review processes (see 5.1.10 – 5.1.14).
5.1.16 Research that involves the use of personal information without consent cannot be granted an exemption from ethics review because, to conduct such research, a waiver of the requirement for consent would need to be granted by an appropriate ethics review body. [Space reserved]
5.1.17 Research that may be eligible for exemptionis exempt from ethics review includes research that carries a lower risk to participants or the community, does not require a waiver of the requirement for consent and satisfies one or more of the conditions in (a) to (di), below where the research:
(a) the research involves the use of collections of information or data from which all personal identifiers have been removed prior to being received by the researchers and where researchers explicitly agree:
(i) not to attempt to re-identify those with whom the information or data is associated
(ii) to take all reasonable steps to prevent re-identification of the information or data for unauthorised purposes or access to the information or data by those who are not authorised
(iii) that any sharing of any research data during or after the project will not create any additional risks of re-identification of the information or data
(b) the research is restricted to surveys and observation of public behaviour using information that was or will be collected and recorded without personal identifiers and is highly unlikely to cause distress to anyone associated with the information or the outcomes of the research
(c) the research is conducted as part of an educational training program in which the research activity is for training purposes only and where any outcomes or documentation are for program use only
(d) the research uses only information that is publicly available through a mechanism set out by legislation or regulation and that is protected by law, such as mandatory reporting information, information obtained from registries of births and deaths, coronial investigations or reports of the Australian Bureau of Statistics.
(a) is conducted as part of an educational training program in which the purpose of the research activity is the training of researchers and where the outcomes and records of the activity are only for use in the program of training.
(b) is restricted to observation of people in public places where:
i. it does not involve any intervention staged by the researcher or direct interaction with individuals or groups
ii. individuals or groups targeted for observation have no reasonable expectation of privacy
iii. any dissemination of research results does not allow identification of specific individuals.
(c) is restricted to questionnaires or surveys that do not collect personal information, do not involve sensitive questions, and are unlikely to cause distress to participants.
(d) involves the use of aggregated data only.
(e) involves the use of collections of information or data from which all personal identifiers have been removed prior to being received by the researchers and where researchers commit:
i. not to attempt to re-identify those with whom the information or data is associated
ii. to take all reasonable steps to prevent re-identification of or unauthorised access to the information or data
iii. that any sharing of any research data during or after the project will not create any additional risks of re-identification of the information or data.
(f) uses only information that is publicly available through a mechanism prescribed by legislation or regulation or that is protected by law. Examples include, but are not limited to mandatory reporting information, information obtained from registries of births and deaths, coronial investigations or reports of the Australian Bureau of Statistics.
(g) uses information that has been made public previously in, for example, newspapers and online news media, academic and professional journals, court reports, government reports and other public records.
(h) uses personal information available publicly, for example on social media, websites and apps (applications).
(i) is historical, archaeological or paleogenomic research that is not subject to the limitations of 5.1.18 (a) or (b).

5.1.18 Institutions or other granting bodies must keep a record of any decision to grant exemption from ethics review.Research that satisfies one or more of the criteria in 5.1.17 is not exempt from review if it involves the use of:
(a) data or information that is associated with Aboriginal or Torres Strait Islander people, or
(b) information that is culturally sensitive or subject to legal restrictions, or
(c) personal information that is not publicly available and for which consent has not been obtained for use in research (excepting research under 5.1.17(i)).
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