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As we have mentioned in earlier resource sheets, 
the National Statement on Ethical Conduct in Human 
Research is the Australian national set of guidelines 
for the design, ethics review and conduct of human 
research. In this sheet we offer a brief account of its 
development, its content and some suggestions on 
how to use it. 

1.0 An historical sketch 
Australia’s national guidelines on the human 
research began in the mid 1960s with a one page 
statement of essential principles, modelled on the 
Declaration of Helsinki issued by the World Medical 
Assembly (later Association).  The Australian 
“Statement on Human Experimentation” issued by 
the National Health and Medical Research Council 
(NHMRC) was modified in the 1970’s and 
significantly revised in early 1980s.  From that time it 
was accompanied by a number of Supplementary 
Notes dealing with the membership and function of 
ethics committees and several specific areas of 
human medical research. 

In the mid 1990s, following significant changes to 
the ethics review of clinical drug trials, controversy 
about research involving human pituitary glands and 
early trials of the drug mifepristone led to a full scale 
review of the ethics committee system. One central 
recommendation from that review was revision of 
the existing national guidelines. 

In 1999, the National Statement on Ethical Conduct 
in Research Involving Humans was issued by the 
NHMRC. These guidelines, endorsed by several 
national research agencies and academies, brought 
together the existing principles and supplementary 
notes into one document of approximately 70 pages. 
The characteristic style of separate chapters 
addressing different kinds of research and different 
categories of research participants, each comprising 
a number of concise paragraphs first appeared in 
this document. 

Implementing NHMRC’s policy of reviewing 
guidelines after five years, a review of the National 
Statement commenced in 2004 by inviting the 
Australian Research Council (ARC) and the Australian 

Vice Chancellors’ 
Committee (later 
Universities Australia or 
UA) to join in issuing a 
revised document. This 
took place in 2007 and 
the policy was adopted 
of rolling review making 
revisions and changes 
to sections of the document when needed. Some 
minor changes were made in 2015 and more 
substantial ones in 2018. Currently, there are 
continuing reviews of substantial parts of the 
document. 

2.0 Status of the National 
Statement 

In 1992, the NHMRC was constituted as an 
independent statutory agency. The establishing 
statute contained an obligation to issue ethical 
guidelines relating to medical research which the 
issue of the National Statement fulfilled. By adding 
the ARC and UA, its scope was extended to cover all 
human research and both agencies later formally 
adopted it as institutional policy.  

Although the NHMRC Act required the guidelines to 
be tabled in Federal parliament, the National 
Statement has no formal legal status. Compliance is 
a standard term of research funding agreements 
between NHMRC or ARC and universities or other 
institutions receiving research funding from a higher 
agency. 

3.0 Content and structure 

The National Statement includes a set of values or 
principles that state the elements of ethically sound 
human research, some more detailed guidance on 
consent and risk followed by a chapter on the typical 
elements of human research.  These are followed by 
specific chapters on research with bio specimens, 
genomics and xenotransplantation and eight 
separate chapters each addressing ethical issues in 
different categories of research participants. A final 

https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018


THE NATIONAL STATEMENT 
 

NMRECRS#6 | v1.0 | February 2020 

 

© The Australasian Human Research Ethics Consultancy Services Pty Ltd (AHRECS) 2020, produced by AHRECS 
This work is licensed under an Attribution CC BY Version 4.0 International licence. You are free to use this work for non-
commercial purposes as long as you reference as follows: This document based upon a resource created by AHRECS. 

 
 

section sets out the processes of research 
governance and ethical review. 

The broadly stated values or principles that appear 
in section 1 are frequently used as subheadings in 
subsequent chapters, particularly those relating to 
research participants. In this way, the document 
seeks to maintain a coherence and promote 
consistency in its interpretation.  These four values 
or principles: research merit  and integrity, justice, 
beneficence and respect are Australia’s version of 
the broad international consensus about the 
essential components of ethically sound human 
research.  

4.0 Using the National 
Statement 
At 110 pages, the task of using the National 
Statement as a practical guide in ethics review may 
appear daunting. However, there are a number of 
approaches that can simplify this. 

First, if you are not familiar with the way that 
research typically unfolds, reading chapter 3.1 may 
be a good place to start. This chapter is arranged by 
reference to 7 elements typical of human research 
projects, with specific ethics guidance in relation to 
each. 

Second, developing a working knowledge or 
familiarity, but not necessarily a word perfect 
memory, of the four values of principles described in 
section 1 and referred to in later chapters will be, in 
our opinion, a valuable touchstone in reviewing 
research.   

Third, it is important for members of ethics review 
committees to have some understanding of the 
institutional context in which committees function 
and of the obligations to enable committees to 
function that are imposed on institutions by the 
National Statement. All of these matters are 
contained in section 5. 

Our recommendation is that you have the National 
Statement readily available, in your preferred 

medium, that is, in a soft copy on your iPad or 
computer or in hardcopy. The current version is 
always accessible for downloading and printing from 
the NHMRC website. In our view, adopting the habit 
of consulting the document to explore how it can 
assist you in your ethics review work, will develop 
your familiarity with it and foster your confidence in 
drawing on the National Statement as a source of 
reasons for your review opinions. 

5.0 Suggested further reading 
Israel M, Allen, G & Thomson, C (2016) Australian 
Research Ethics Governance: Plotting the Demise of 
the Adversarial Culture. In van den Hoonaard, W & 
Hamilton, A (eds) The Ethics Rupture: Exploring 
Alternatives to Formal Research-Ethics Review. 
Toronto: University of Toronto Press. 
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