[image: ][image: ]

[image: ]
Public consultation on Section 4 – Explanatory material
What is the scope of the proposed changes?
The National Statement on Ethical Conduct in Human Research, 2007 (updated 2018) was last completely revised over the period 2004 to 2007. At the completion of that revision, it was decided that sections of the National Statement would be reviewed as needed to keep the document up to date.  
Revision of Section 3 and parts of Section 5 were published in June 2018. A revised Section 5 and Chapter 2.1 was released on 4 July 2023.  Review of the National Statement is overseen by the Australian Health Ethics Committee in consultation with other NHMRC advisory committees and the Principal Committee Indigenous Caucus (PCIC).
Section 4 underwent a previous public consultation in 2020. NHMRC has undertaken substantial revisions based on the feedback received. Targeted consultation was also undertaken in 2022 on a revised Chapter 4.7: Aboriginal and Torres Strait Islander Peoples. Associated draft revisions to the Preamble and Section 1 of the National Statement were included in that consultation. Identified key stakeholders were invited to provide comments on the revised sections.
Due to the nature and extent of the revisions of Section 4, NHMRC is undertaking a second round of public consultation on the revised section and associated changes to other sections of the National Statement.
The proposed changes to the National Statement after the consultations in 2020 and 2022 include:
Section 4
· new titles and introductions to chapters within the section
· a focus on the need for consideration based on the potential for participants to experience increased risk, rather than consideration due to perceived vulnerability 
· addition of a chapter 4.1 entitled ‘Ethical issues in recruitment and involvement of research participants who may experience increased risk’
· retention of most, but not all, of the guidance addressing participant populations identified in Section 4 of the current National Statement and consolidation of other guidance. For example, guidance included in current chapters 4.4 (People highly dependent on medical care who may be unable to give consent) and 4.5 (People with a cognitive impairment, an intellectual disability, or a mental illness) have been consolidated into a single chapter entitled ‘People experiencing physical and mental ill-health or disability’.
· additional guidance on assent, consent and levels of maturity in children and young people
· clarification of ambiguous guidance on research in emergency care settings and involving those unable to provide consent, and
· addition of a chapter on research conducted during natural disasters, public health emergencies or other crises.
Other sections of the National Statement
· changes to the Preamble and Section 1 to align with changes to the revised Chapter 4.7
· changes to the Purpose, Scope and Limits section to
· align the language in this section with the planned release of Chapter 2.1 and Section 5 
· align this section with the 2018 revision of Section 3 
· amend a reference and definition of ‘research’ that is no longer current and 
· address an issue related to the need for ethics review.
· modification of paragraph 1.2 to clarify ambiguous language.
What is the rationale for the proposed changes?  
The revised Section 4 reflects 	a change in focus from participant vulnerability to the potential for experience of increased risk associated with participation in research. This increased risk may arise from the characteristics or circumstances of participants or from the context of the research.
Chapter 4.1 explores this approach and applies it to all research participants. Chapters 4.2 through 4.5 set out guidance for participants who may experience increased risk associated with characteristics or circumstances. Chapters 4.6 through 4.9 addresses research contexts that present unique challenges for and consideration by researchers and reviewers.
Revisions to other sections of the National Statement are either complementary to the revisions in Section 4 (particularly to Chapter 4.7) or address the need for updated language or clarification of language that has caused confusion or concern since the publication of the 2007 National Statement.
What is the impact of the proposed changes on the National Statement as a whole?
The proposed changes to Section 4 and other sections of the National Statement represent the end of the process of major revisions of the National Statement that has also included full revisions of Chapter 2.1, Section 3 and Section 5. Publication of the 2023 National Statement took place in July 2023. The completion of the revision of Section 4 will generate a 2024 update to the 2023 National Statement.  

Please note that the references in Section 4 to other parts of the National Statement reflect the content of the 2023 National Statement published in July 2023 located at http://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2023
You may also wish to refer to the current National Statement, located at https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018.
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