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1. Executive Summary

Investigating Human Research Ethics in Practice 
aimed to investigate how health researchers and 
members of Human Research Ethics Committees 
(HRECs) understand research ethics, and how 
they make decisions about what constitutes 
ethical conduct in health research. A total of 83 
participants were individually interviewed by the 
research team: 34 ethics committee members 
and 49 health researchers, from metropolitan and 
regional hospitals, universities, research institutes, 
government and non-government organisations 
across Victoria.

The data from these interviews showed that HREC 
members overwhelmingly believe that they do 
an important job and generally are doing it well. 
HREC members put in many hours of effort and are 
committed to the task. Almost without exception, 
researchers interviewed supported the need for a 
system of formal ethical review of research. Most 
felt that ethics review provided them with institutional 
backing and validation for their research studies. 
Many researchers also felt that the process of 
ethics review improved the quality of their projects. 
However, a large number of researchers reported 
frustrations with the time taken to put in ethics 
applications and delays before receiving approval. 
Some researchers described particularly poor 

experiences with ethics committees which had 
soured their view of the whole process.

Both researchers and HREC members described 
a number of different ways of thinking about ethics 
and making decisions about what counts as ethical 
practice in research. For each group, the different 
approaches were potentially complementary rather 
than competing. They ranged from use of the formal 
ethical principles set out in the National Statement 
on Ethical Conduct in Human Research (2007) 
to everyday folk strategies of intuition and ‘putting 
oneself in another’s shoes’ (which we have termed 
‘imaginative identifi cation’). There was considerable 
commonality between researchers and HREC 
members in the strategies they described, though 
not total overlap.

On the basis of the project fi ndings, a number 
of recommendations are made relating to: 
mechanisms to improve communication and mutual 
understanding between researchers and HRECs; 
expanded training for both researchers and HREC 
members; and a working party to address the 
excessive length of Plain Language Statement and 
Consent Forms, which both researchers and HREC 
members saw as a major problem in the current 
system.

misrael
Highlight
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2. Background

1 National Health and Medical 
Research Council (NHMRC) 
2007, National Statement 
on Ethical Conduct in 
Human Research, NHMRC, 
Australian Government, 
Canberra.

Investigating Human 
Research Ethics in Practice
Conducting research that is ethical is indisputably important. 
Considerable time and effort is spent by Australian researchers and 
Human Research Ethics Committees (HRECs) in the process of ethical 
review to ensure high ethical standards in research practice. This work 
can be situated in the broader context of health research in developed 
countries where research proposals are reviewed by Institutional 
Review Boards (IRBs) in the US, Research Ethics Boards (REBs) in 
Canada, and Local and Multi-centre Research Ethics Committees in 
the UK (LRECs and MRECs).

Australian ethics committee members are expected to use the 
ethical guidelines in the National Statement on the Ethical Conduct 
of Research Involving Humans1 as the basis for their decisions. 
Researchers should design their research in accordance with the 
guidelines. However, little is known about how research ethics is put 
into practice, and Investigating Human Research Ethics in Practice set 
out to fi ll this gap. 

Investigating Human Research Ethics in Practice was funded by the 
Australian Research Council from 2006–2008. It inquired into the 
ethical frameworks used by researchers and HREC members. Were 
they compatible with each other; and were they congruent with the 
National Statement? The focus of the study was on health research, 
as this type of research is rich in ethical issues and has the longest 
history of formal ethical review. Health research is also suffi ciently broad 
to allow frameworks of different research areas—such as biomedical, 
clinical/medical, nursing and allied health, public health and social 
health—to be explored. 
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Previous Research 

Relationships between researchers and 
HRECs

Research has identifi ed the potential for researchers and HRECs to 
misunderstand each others’ notions of ethical conduct, and points 
to emerging tension2 between ethics committees and researchers. 
Needless to say, misunderstandings waste time and resources, but 
they may also have more profound implications. Pettit has argued that 
a persistent sense of being misunderstood on the part of researchers 
may lead to ‘demoralisation’, such that researchers cease to care 
about ethics.3 In cases of demoralisation Pettit suggests that the 
process of ethics review may actually be having an adverse effect 
on the ethical conduct of research. Chalmers and Pettit have warned 
against the danger of the current system of research ethics review 
becoming adversarial, with HREC members and researchers adopting 
polarised positions.4

Ethical reasoning by researchers and 
HRECs

There are no published studies that systematically investigate the 
ethical reasoning processes of either researchers or HRECs in relation 
to research ethics. A 2004 study by Van Essen et al. touches on this 
area; it investigates whether HREC members are aware of and use the 
principles of natural justice, such as the right to a fair hearing.5 Natural 
justice issues are pertinent to discussions about the way HRECs 
operate and how this affects researchers and committee members. 
However, they are not relevant to substantive principles for making 
decisions about the ethical acceptability of projects, such as the 
approach to gaining informed consent. 

There are a number of studies that investigate researchers’ views 
about ethics committees. In a landmark 1992 Australian study,6 
McNeill investigated whether researchers accepted and complied 
with the required system of ethical review. He found that, on the 
whole, researchers did accept and support the need for ethical review 
although they found the process time consuming and demanding. 

2 K. Jamrozik & M. Kolybaba 
1999, ‘Are Ethics 
Committees Retarding the 
Improvement of Health 
Services in Australia?’, 
Medical Journal of Australia, 
vol. 170, pp. 26–8; D. 
Chalmers & P. Pettit 1998, 
‘Towards a Consensual 
Culture in the Ethical Review 
of Research’, Medical 
Journal of Australia, vol. 169, 
pp. 79–82.

3 P. Pettit 1992, ‘Instituting a 
Research Ethic: Chilling and 
cautionary tales’, Bioethics, 
vol. 6, no. 2, p. 107. 

4 D. Chalmers & P. Pettit 1998, 
‘Towards a Consensual 
Culture in the Ethical Review 
of Research’, Medical 
Journal of Australia, vol. 169, 
pp. 79–82.

5 G. Van Essen, D. Story, S. 
Poustie, M. Griffi ths & C. 
Marwood 2004, ‘Natural 
Justice and Human Research 
Ethics Committees: An 
Australia-wide survey’, 
Medical Journal of Australia, 
vol. 180, pp. 63–6.

6 P. McNeill, C. Berglund 
& I. Webster 1992, ‘Do 
Australian Researchers 
Accept Committee Review 
and Conduct Ethical 
Research?’, Social Science 
and Medicine, vol. 35, pp. 
317–22.
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However, some did not always submit ethics 
applications for projects or seek approval for 
amendments. More recently, a New Zealand 
study found that health researchers held a range 
of positive and negative views about ethics 
committees.7

There is less published data on HREC members’ 
views of ethics committees. In 1994, McNeill et al. 
investigated HREC members’ perspectives of the 
ethics committee process.8 This study analysed 
group processes within the committee, specifi cally 
which types of members are most infl uential in 
the committee decision-making process. It did 
not investigate how HREC members actually think 
about research ethics. In their account of how open 
or closed9 ethics committees are, Fitzgerald and 
Yule provided interesting information about how 
committees operate as groups. However, they did 
not address the question of what ethical principles 
inform HRECs’ decisions. 

A range of evidence for the ethical frameworks 
used by researchers is found in articles written by 
researchers on specifi c ethical issues in research. 
Some examples from this large and diverse literature 
include gaining consent from dying patients,10 and 
the implications of research on the users of illegal 
drugs.11 There are also discussions of a more 
general nature which provide insights into the way 
individual researchers think about ethics. These 
include reference to concepts such as integrity,12 
responsibilities13 and researcher–participant 
relationships.14 While this literature provides valuable 
background information, it is too disparate to give a 
reliable answer to questions about how researchers 
conceptualise research ethics. 

7 C. Paul 2000, ‘Health Researchers’ Views of 
Ethics Committee Functioning in New Zealand’, 
New Zealand Medical Journal, vol. 113, no. 1111, 
pp. 210–4.

8 P. McNeill, C. Berglund & I. Webster 1994, ‘How 
Much Infl uence Do Various Members Have within 
Research Ethics Committees?’, Cambridge 
Quarterly of Health Ethics, vol. 3, no. 4, pp. 
522–32. 

9 M. Fitzgerald & E. Yule 2004, ‘Open and Closed 
Committees’, Monash Bioethics Review, vol. 23, 
no. 2, pp. 35–49.

10 J. Lawton 2001, ‘Gaining and Maintaining 
Consent: Ethical concerns raised in a study of 
dying patients’, Qualitative Health Research, vol. 
11, no. 5, pp. 693–705.

11 D. Allen 2002, ‘Research Involving Vulnerable 
Young People: A discussion of ethical and 
methodological concerns’, Drugs: Education, 
Prevention & Policy, vol. 9, no. 3, pp. 275–
83; J. Fitzgerald & M. Hamilton 1996, ‘The 
Consequences of Knowing: Ethical and legal 
liabilities in illicit drug research’, Social Science 
and Medicine, vol. 43, no. 11, pp. 1591–1600.

12 F. Miller, D. Rosenstein & E. DeRenzo 1998, 
‘Professional Integrity in Clinical Research’, 
Journal of the American Medical Association, 
vol. 280, no. 16, pp.1449–554; M. Israel 2004, 
‘Strictly confi dential? Integrity and the disclosure 
of criminological and socio-legal research’, British 
Journal of Criminology, vol. 44, pp. 715–40.

13 See, for example, K. Fulford & K. Howse 
1993, ‘Ethics of Research with Psychiatric 
Patients: Principles, problems and the primary 
responsibilities of researchers’, Journal of Medical 
Ethics, vol. 19, no. 2, pp. 85–91; and P. Martin 
1994, ‘Responsibilities when a Patient is a 
Research Subject’, Applied Nursing Research, vol. 
7, no. 3, pp. 158–61.

14 A. Lawson 1991, ‘Whose Side Are We on Now? 
Ethical issues in social research and medical 
practice’, Social Science and Medicine, vol. 32, 
no. 5, pp. 591–9.
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3. The Project

The Investigating Human 
Research Ethics in Practice 
project was funded by a 
Discovery Grant from the 
Australian Research Council 
(2006–2008). The research 
team was led by three Chief 
Investigators: Associate Professor 
Marilys Guillemin, Associate 
Professor Lynn Gillam and 
Professor Doreen Rosenthal, all 
from the School of Population 
Health at The University of 
Melbourne. The Project Offi cer 
was Dr Annie Bolitho.

Aims and Objectives
Investigating Human Research Ethics in Practice aimed to fi nd out how 
HREC members and health researchers understand what constitutes 
ethical research, and to examine the process of ethical decision-
making with respect to research ethics. The 1999 National Statement, 
since superseded by the 2007 version, provided guidelines regarding 
HREC procedures (2.13). Recognising that the context in which ethics 
review takes place varies from HREC to HREC, the project explored 
ways in which the procedures themselves might have a bearing on 
decision-making. The 1999 National Statement defi ned the primary role 
of a HREC as being ‘to protect the welfare and the rights of participants 
in research’ (2.5). With respect to this, a further project objective was to 
fi nd out how HREC members and researchers understood the role of 
the HREC, since this too would make a difference regarding the scope 
of their decisions. 

The main objectives of the project were to examine:

HREC members’ and researchers’ understandings of the ethics • 
review process;

HREC members’ and researchers’ understandings of the role of the • 
HREC;

the ethical principles and conceptual frameworks used by health • 
researchers and HREC members in their ethical decision-making in 
relation to health research, and how these compare; and

how these ethical principles relate to the • National Statement in the 
ethical decision-making process and practice of both groups.
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Figure 1: Study methodology

Victorian HRECs—members in 
these categories:

Victorian health researchers in 
these areas:

Researchers• 

Clinical care • 

Legal• 

Religious• 

Laywomen• 

Laymen• 

(Australian Health Ethics Committee constituted 
committees, with at least two years’ experience)

Biomedicine, pre-clinical• 

Clinical• 

Epidemiology• 

Social• 

(who are primarily involved in health research 
with human participants, have at least fi ve years’ 
experience, and have submitted at least one ethics 
application)

Our sample

34 members of 17 HRECs
27 metro
7 regional

49 Health researchers at 16 institutions
44 metro
5 regional

We asked:

What kind of projects does your committee • 
usually see and is membership of your 
committee public?

What are important ethical issues you think your • 
committee is looking for?

How do you undertake the process of reviewing • 
an application before the meeting?

How do you review an application as a • 
committee?

What reference do you make to the • National 
Statement?

What do you think is the role of a HREC?• 

How do you know what is ethical in research • 
practice?

As a supervisor how do you assist students • 
to look out for the ethical implications in their 
research?

What resources do you use as guidelines or • 
guiding ideas about ethical conduct of research, 
including the National Statement?

When you plan a project, how are you thinking • 
about ethics? 

What kinds of responses to your proposals have • 
you received from HRECs?

How do you deal with ethical dilemmas in your • 
research?

What do you think is the role of a HREC?• 

Study Methodology
An overview of the study methodology, including sampling methodology 
and interview questions, is set out in Figure 1 below.
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Sample
The study sample was drawn 
from metropolitan and regional 
centres in Victoria, and 
comprised HREC members and 
health researchers. It did not 
include administrators of HRECs. 
While a number of Chairs of 
HRECs are included in the 
sample, they were not recruited 
specifi cally. In total, there were 
eighty-three participants. Thirty-
four ethics committee members 
took part in the study. They had 
at least two years’ experience 
serving on an Australian Health 
Ethics Committee (AHEC) 
constituted committee and 
came from all categories of 
membership: researchers, those 
involved in clinical care, and 
legal, religious and lay members 
(see Figure 2). However it is 
worth noting that a number 
of members were not able to 
specify to which category of 
membership they belonged. This 
was particularly the case when it 
came to distinguishing between 
the categories relating to 
‘experience in professional care’ 
and ‘research experience’. Only 
two HREC members identifi ed in 
the former category.

Forty-nine health researchers 
in the fi elds of biomedicine, 
epidemiology, clinical and social 
health research were recruited 
(see Figure 3). Health researcher 
participants were primarily 
involved in health research with 
human participants, had at least 
fi ve years’ research experience, 
and had submitted at least 
one ethics application in this 
period (see Figure 4). While 
the disciplinary categories we 
used are distinct and broadly 
recognised, many of the studies 
described by participants cut 
across categories, and this often 
refl ected the growing importance 
of large, mixed-methods public 
health studies in this research 
fi eld.

Figure 2: Categories of HREC membership in project sample

Figure 3: Categories of health researchers in project sample 

Figure 4: Researchers’ experience in submitting projects for ethics review
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Recruitment

HREC member participants were recruited through 
HREC administrators, who circulated the project’s 
Plain Language Statement to their membership 
and advertised the project at their meetings. Those 
interested made contact with the research team. 

Health researcher recruitment was carried out 
through ‘node contacts’. Twenty-seven researcher 
‘node contacts’ across the health research 
disciplines of biomedicine, epidemiology, clinical, 
and social and behavioural sciences research were 
identifi ed by the research team as leaders in their 
fi elds. These ‘node contacts’ did not participate in 
the research but were asked either to contact, on 
behalf of the research team, researchers in their fi eld 
who they believed met the selection criteria, or to 
supply the research team with contact details that 
would otherwise be available in the public domain. 
Contact was then made with these prospective 
participants. Additionally, two HREC administrators 
circulated the project’s Plain Language Statement 
to researchers at their institutions, and some health 
researchers were recruited through this avenue.

To maximise heterogeneity, recruitment for HREC 
members and health researchers was undertaken 
in both urban and regional locations of Victoria, and 
across hospital, university, and non-government and 
government sectors. 

Method
The participants took part in in-depth individual 
interviews. They were also surveyed for 
demographic information, such as length of 
experience, amount of time spent on ethics review, 
and overall experience of the system. The interview 
questions focused on participants’:

knowledge of the • National Statement and the 
relationship of the National Statement to their 
ethical decision-making;

perceived ethical responsibilities as a health • 
researcher or HREC member;

experience of ethically contentious health • 
research issues encountered and how these 
were addressed;

ethical principles that infl uenced their decision-• 
making in relation to health research ethics;

views of the current system of ethics review and • 
regulation;

experience of ethics committees; and• 

experience of research ethics training.• 

For researchers, views were sought about the role 
of ethics in the design and conduct of their research 
practice.

Interviews were conducted with fi ve health 
researchers to pilot both the interview questions and 
the method of recruitment. Participants for these 
pilot interviews were recruited through professional 
health researcher colleagues. Following the pilot 
interviews, minor amendments were made to the 
interview schedule to clarify the questions posed. 
The method of ‘node contact’ recruitment also 
was refi ned at this stage. Although the method 
of recruitment of the pilot interviews differed from 
the main participant sample groups, they were 
nonetheless included in the data that were subject 
to analysis.

The data were thematically analysed to generate 
common themes and provisional hypotheses, and 
organised into a system of coded patterns and 
categories. From these coded patterns, provisional 
hypotheses were proposed. As well as analysing 
individual interviews, analysis was carried out across 
the interviews to examine similarities and differences 
between the sample groups. Ethics approval for 
this project was granted by the The University of 
Melbourne Human Research Ethics Committee. 
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Rigour

Data analysis was undertaken independently by 
each of the members of the project team, and 
emerging themes were identifi ed and compared. 
Given the different disciplinary backgrounds of the 
researchers it was possible to test assumptions 
regarding the evidence from a variety of 
perspectives. To ensure the ethical rigour of the 
research, appropriate ethical standards were applied 
at each stage of the research. These included 
the protection of participants’ privacy through the 
storage of data in a single locked cabinet, and 
de-identifi cation of all data. Participants’ quotes 
in presentations or publications will only be used 
where participants have given permission.

Feedback and dissemination of 
fi ndings

The research fi ndings have been or will be made 
available by the following avenues:

Written report of fi ndings to all participants.• 

Written report of fi ndings to Australian Health • 
Ethics Committee.

Forum (May 2008) entitled ‘Talking to the • 
Other Side’, at which all participants and other 
interested people are invited to discuss a specifi c 
and important aspect of the research fi ndings, 
namely, the lack of dialogue between HRECs and 
health researchers. A panel of HREC members 
and a panel of health researchers will discuss 
research ethics and ethical decision-making from 
their perspective. The aim of the forum is for each 
group to hear the perspective of the other and to 
create greater opportunities for improved dialogue 
and communication.

Academic conference presentations—local, • 
national and international.

Academic journal publications.• 



10

4. Findings

In this section, we present the project fi ndings. 
These relate to three major areas:

The process of ethics review.• 

The role of Human Research Ethics Committees.• 

Understandings of research ethics and ethical • 
decision-making.

Each aspect is examined from the perspective of 
both HREC members and researchers.

The Process of 
Ethics Review
For both HREC members and researchers, the 
process of ethics review was a major point of 
discussion in the interviews. Both groups regarded 
it as a serious endeavour to which they committed 
signifi cant time and effort.

How the process is working for 
HRECs

HREC members reported a high level of 
commitment to their HREC work. It was extremely 
common during the interviews for members to bring 
out their papers for a forthcoming meeting or to 
indicate the impressive height of their pile of HREC 
papers. Many said they spent their weekends or the 
early hours of the morning reviewing research ethics 
proposals. 

The workload for a committee member depended 
on the duration of their committee meeting and 
the time spent on the preliminary review of papers. 
HREC meetings on average lasted three hours, 
with some going over four hours, and some less 

than two hours. The majority of HREC members we 
interviewed spent more than four hours per meeting 
on their committee papers, with a tiny fraction 
spending less than two hours on this task (see 
Figure 5). 

HREC members’ experiences

With few exceptions HREC members said they 
enjoyed being on the committee. They looked 
forward to meetings and saw the work they do as 
important and worthwhile. Many described being 
on the committee as a privilege, with some saying it 
fulfi lled a need to give back to the community. There 
is a strong indication from our fi ndings that members 
fi nd their work productive. They perceive that they 
have played their role in making sure that research 
projects fulfi l ethical standards and that participants 
in projects are protected.

What stood out from many committee members’ 
accounts of the meetings themselves was their 
appreciation of the mutual respect between 
committee members, as well as openness to 
different opinions and perspectives. They regularly 
spoke of the stimulation and satisfaction they 
derived from the opportunity to deliberate over 
important questions and hear perspectives that 
differed from their own. Non-institutional members 
of committees found it interesting to learn about the 
research and culture of the health sciences. For 
researchers, too, being exposed to the variety of 
research in the institution provided an impetus for 
their HREC work. 

This is a way of contributing to the research 
community, and my natural curiosity about 
what research is happening. I like to see what’s 
happening around the place—they’re doing 
that with [named clinical approach] now, they’re 
doing that with [named clinical intervention]! I 
love it. I just feel it’s a privileged place to be… 
(H11)
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Comments on HREC 
composition

Some members commented 
explicitly on the committee 
structure saying that it works well. 
The majority of those interviewed 
talked about the structure 
implicitly, making comments 
about the value of different 
perspectives in the group and the 
importance of being exposed to a 
wide range of views on the same 
research proposal, including 
‘the community view’. In several 
cases, members spoke of feeling 
that if everyone was at the HREC 
meeting things were ‘covered.’ 
At the same time a few pointed 
to issues in the committee 
composition, for example, that 
members often have very long 
membership terms (see Figure 
6), and are generally older, 
well educated, upper middle 
class, from a Judaeo–Christian 
culture, and may have limited 
insight into the circumstances of 
many research participants and 
population groups.

Figure 6: Years of membership on ethics committee by HREC members in 
sample

Figure 5: Time spent on meeting preparation by HREC members in sample
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HREC members’ perceptions of their 
committee’s performance

Overall, HREC members reported that their 
committees were doing a good job. They saw 
themselves and their committees as diligent and 
equipped with the necessary expertise to fulfi l an 
ethical review. 

I think we do a really good job and I think I’ve 
appreciated that being on an another ethics 
committee that doesn’t have the experience and 
the work load, and I see how much hard work 
they make of it. I think because we have a lot of 
experience we’ve got very good at picking the 
eyes out of what it is we need to address. We 
don’t need to get petty, so we actually address 
the real stuff and the commitment of the people 
on the ethics committee I think really makes that 
work. (H34)

It is apparent that the Chairs of HRECs play a crucial 
role in the performance of committees, and their 
importance was referred to by almost all HREC 
members. They were described by committee 
members as playing multiple roles: setting an 
appropriate pace for meetings that could otherwise 
easily become bogged down; establishing a climate 
of enquiry that builds consensus; nurturing respect 
between members of the group; and encouraging 
laypeople to feel that their contribution is worthwhile.

I think our Chair is a very generous Chair, as in 
he allows everybody the space and respect, it 
doesn’t matter how little you are in the scheme 
of things or whether you’re top dog in your fi eld. 
I think that certainly allows some of that. And I 
guess his whole philosophy of how to promote 
research in science. (H34)

It was very often the Chair who made decisions on 
whether to seek more information from researchers 
and, in many instances, the one who had the 
last word when decisions were contested. It was 
deemed important that Chairs know the National 
Statement extremely well. Their strategic insight was 
considered vital, since ultimately ‘it is up to the Chair’ 
to make sure the HREC fulfi ls its role to protect 
participants and institutions, especially when there is 
a high level of risk involved.

Our fi ndings also show that administrators had 
a signifi cant impact on the overall HREC review 
process. Ethics review generates enormous 
quantities of paperwork and HREC members 
spoke highly of administrative effi ciency, as did 
researchers. At the same time, HREC members and 
Chairs often spoke of the administrator as being an 
expert on the National Statement. Other qualities of 

the administrator that rated frequent mention were: 
experience and qualifi cations in the fi eld of ethics; 
ability to deal tactfully with stressed researchers, 
including people with considerable power and 
status; and skills at following up with the right 
questions to Chairs and researchers. We noted that 
in different instances the administrator was identifi ed 
as an executive offi cer, a secretary, an administrator, 
‘our ethical lady’ and a CEO, refl ecting different 
perceptions by HREC members and researchers 
of the role, or of the person’s experience and 
qualifi cations.

There were many comments on the way the range 
of experience of members and the maturity of the 
committee impacts on HREC performance. Many 
HREC members wear two hats—as researcher 
and as HREC member. This gives these members 
special insight into the ethics approval process 
and the role of the committee. Some researchers 
described signifi cant changes in their attitudes to 
HRECs upon joining an ethics committee. However, 
new committees and new committee members take 
time to come to grips with their role and to work 
effectively towards the HREC’s goals. 

I’ve seen on some committees, a new person 
comes on, and they have a drum to beat, 
they’re like a dog with a bone—they will not let it 
go. Whenever a project comes up, they ask the 
same question, and it can never be answered 
in a satisfactory way. That really frustrates 
committees and it really frustrates researchers. 
That’s where a Chair has to make a decision, 
whether this repeated raising of a particular 
issue is in the best interests of the operation of 
the committee and the ethics of the research. 
(H1)

On the other hand, there were suggestions 
that committees with no new blood and long 
membership terms could develop unquestioned 
norms that produce ‘groupthink’ with a negative 
effect on decision-making. A suggestion was made 
that rotation of experienced committee members 
between HRECs would be a useful way of dealing 
with this.

Certain HREC members spoke of feeling 
constrained by regulation, and saw themselves as 
part of the ‘machinery’ of drug company trials. 

There is some research which is more geared 
to marketing than actual development of new 
drugs. So even research ethics committees 
are drawn into that slightly corrupt world of 
marketing and commercial competition. We’re 
part of that machinery if you will. (H3)
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Useful processes

A large number of committees whose members 
we interviewed have systems for expedited review 
of applications. Those committee members who 
had previously been on committees that had 
expedited review, and were now on committees 
that did not, spoke strongly about the importance 
of expedited review to an effi cient and workable 
committee process. More than half the committees 
represented in the study report ‘shepherding’, with 
one member or a pair of members as spokespeople 
for particular projects through the process. This was 
seen to provide focus and to greatly assist these 
committees.

In one interview there was extensive reporting of 
a large institutional committee’s work to separate 
the governance and ethics review aspects of the 
process. This institution’s response refl ects an issue 
broadly reported in our data, that is, the growing 
burden of governance requirements on a HREC’s 
work load.

Specifi c concerns—HREC members

Poorly presented ethics applications

For the HREC members interviewed, applications 
that attempted to gloss over ethical issues and/
or showed a careless approach to presenting an 
application demonstrated a lack of respect for the 
ethics review process. This was particularly the case 
if the same researcher regularly failed to address 
requirements and provided overly technical lay 
summaries. 

There’ll be a couple of researchers who 
consistently put in below average applications. 
That doesn’t make us trust their research… 
(H34)

Some HREC members described feeling powerless 
to deal with researchers who are unwilling to justify 
the ethics of their research and go through the 
motions without genuinely anticipating potential 
issues for participants. 

Monitoring

There were many comments about monitoring 
approved projects, ranging from HREC members 
having an interest in how things turned out to serious 
questions on the part of one or two members about 
how individual committees gauge whether to follow 
up adverse events in multi-site drug trials. Overall, 
HREC members were aware that once a project 

has been approved they have little infl uence on the 
research ethics and were uncomfortable about this.

We have some researchers when you see the 
name on the application you quake because 
you know it will be a dreadful application with 
things missing, things left out, going off the rails 
and so on. That same person in practice could 
be top rate, I don’t know, and we have other 
researchers who have a reputation for putting in 
excellent applications but they could be the very 
devil in the fi eld, again you don’t know. So all we 
can do is look at the paperwork, we’re not going 
out sitting on the shoulder of the researcher 
when they’re conducting the research. (H20)

Lay and other non-institutional HREC 
members’ relationship with technical experts 
and information

Non-institutional HREC members reported different 
levels of ease with regard to technical review of 
ethics applications. Almost without exception they 
described having to trust the technical experts 
on their committees, especially when reviewing 
complex clinical trials. However, they were 
sometimes concerned about this.

I don’t like working with things I don’t understand 
basically. And I know I wasn’t meant to 
understand the science particularly, and the 
participants don’t, but that’s not my comfort 
zone. (H34)

At the same time various non-institutional HREC 
members described needing to be patient in their 
interactions with lay members on the committee. 
Some said that they had to bear in mind the 
important point that lay members’ views often 
refl ected the community’s view.

Training and compensation of lay members

A signifi cant number of lay HREC members 
contrasted the high level of commitment required 
of them with the low level of compensation they 
receive as volunteers in terms of training and simple 
benefi ts like parking vouchers and refreshments.

Specifi c concerns—regional HRECs
Almost all regional HREC members interviewed 
noted that it was important to consider the small 
population base in which regional researchers 
operate, and from which participants are drawn. 
Comments highlighted the sensitivity required of 
researchers in relation to participant confi dentiality, 
and also of HREC members in respect to fairness to 
researchers in the ethics review process, since they 
were likely to be well known to committee members. 
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Multi-site process and regional research

A number of HREC members expressed uncertainty about multi-site 
streamlining. They stated that centralised, metro-based committees 
were likely to overlook issues specifi c to regional researchers, 
communities and participants.

Training and networking

From the regional perspective it was particularly diffi cult to access 
training because of distance and resourcing issues. Regional HREC 
members expressed the desire to network with other HRECs and fi nd 
out how other HRECs operate. 

How the processes of ethics review are 
working for researchers

The researchers interviewed recognised the necessity for HREC 
review and its role in ensuring that participants’ rights are protected. 
They regarded preparing ethics applications as another step in getting 
research underway, and one which entailed considerable work (see 
Figure 7 below). 

Many researchers reported frustrations with the time taken to submit 
ethics applications, and delays before receiving approval. However, 
they described how they became progressively more effi cient at doing 
so, often using material from existing applications.

I start fi lling my application and then I remember ‘in this case with 
this population I think the reason that we gave in the last project 
that we worked with them was…’ We’ll be able to look at the past 
applications as well and look at the comments from the committee 
to our response. So past applications really help me to develop the 
new application because the issues are quite similar. It is becoming 
easier to fi eld these and to justify and to negotiate with the ethics 
committee in terms of the reasons for doing that. And that’s in the 
case of the verbal consent, it’s in the case of compensation to 
participants. So basically the previous applications really help me to 
work on the current one. (R31)

Figure 7: Time spent by health researchers on preparing ethics application

There was some variation, but 
a large number of researchers 
discussed the value of ethics 
review. Firstly, ethics review 
demands that researchers clearly 
articulate their research and look 
realistically at the benefi ts and 
risks of their research.

I actually think doing an 
ethics application helps 
clarify in your own mind what 
your research is about, and 
makes it easier to articulate 
that to other people when 
you’re talking about your 
work. It does make you think 
about what will the next step 
be too. (R12)

Secondly, researchers 
commented on the benefi ts of 
their proposals receiving vetting 
from an independent body. Many 
researchers saw the process of 
ethics review as a safety net that 
offers protection to researchers. 

Researchers ascribed particular 
importance to HREC Chairs, 
taking the view that it is they who 
establish the tone of particular 
committees. A number of 
researchers said that they could 
be confi dent that chairs would 
know the National Statement 
very well. Our fi ndings show that 
approachable administrators 
are highly infl uential in informing 
researchers’ thinking about 
ethics. Administrators are often 
the fi rst port of call with enquiries 
and act as intermediaries 
between committees and the 
research community. Many 
researchers claimed that when it 
occurred, discussion with HREC 
administrators and Chairs was 
useful. However, this was not 
the rule, and some researchers 
reported very frustrating 
attempts to communicate with 
committees. Researchers who 
had experienced notably diffi cult 
issues with an HREC over a 
particular application, either in 
terms of delay or their personal 
treatment, said that it was diffi cult 
to put these experiences behind 
them. 
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Specifi c concerns of researchers
The two predominant concerns of researchers were 
reviews of multi-site trials and the lack of recognition 
of ethics in the fi eld by HRECs. An additional 
concern of some researchers was that HRECs 
lack capacity to follow up what actually goes on in 
practice, once a research project is approved.

Multi-site applications

Researchers reported their concern that committees 
responded quite differently to the same proposed 
project. The differences were hard or impossible 
to predict and resulted in considerable time spent 
on minor word changes. There were mutually 
inconsistent changes to project protocols at different 
sites. This regularly caused ineffi ciencies and time 
delays. This issue was particularly problematic for 
multi-site epidemiological studies. 

Ethics in the fi eld

Some researchers spoke of many sensitive 
yet everyday interactions that go on as part of 
developing relationships and trust with research 
participants, which involve the researcher having 
to judge what is right in the moment. Examples 
given included: how to conduct research practice 
in such a way as to allay participants’ anxieties; how 
to respond to participants’ requests for assistance; 
and how to deal with an unexpected instance 
when the role between researcher and clinician 
becomes blurred. Various researchers spoke about 
the diffi culties of getting truly informed consent from 
participants in certain population groups, weighing 
this up against the importance of research actually 
being conducted in these areas. 

I mean [it’s] important research data to be 
able to gather … my gut reaction in terms of 
the ethics committee and the work that I do, 
it’s a little bit hands off, it’s a bit too detached 
from … the true reality of doing work with this 
population. (R19)

Some researchers felt that HREC members were 
not aware of the complexity of these matters, or the 
thought and effort that researchers put into dealing 
with them appropriately. 

Fees for HREC review

A small number of researchers in the clinical 
category expressed the strong view that researcher-
initiated projects that do not have commercial 
funding should not be subject to fees for HREC 
review. They believe that HREC fees threaten to stifl e 
non-commercially funded research.

When they want to charge you as a researcher 
to put things through ethics, I fi nd that hard 
because I don’t have great budgets, I’m not in 
a real sexy area, I struggle to win grants. So 
for me to suddenly pay $500 or whatever it is, 
maybe I’ve got it, maybe I haven’t. I think that 
our institutions have to recognise that you want 
to attract the best people, those people want to 
be doing research, you need an infrastructure 
that’s going to support that, and the ethics 
committee should be part of it. That’s why I 
volunteer my time to be on my subcommittee. 
That’s often been mooted that we will move 
towards a charge for ethics, and I would argue 
against that, because I think, you know if you’ve 
got a drug company sponsored trial and they’re 
sinking $1,000,000 into the trial well fi ne, charge 
them $5000 who cares. But when you’ve got in-
house studies with your investigators scratching 
around to get the money to do the assays, I just 
think you want to do everything to help them 
rather than put a barrier in place. (R17) 

Shared concerns—HREC 
members and researchers

Student projects

For all but a few HREC members interviewed, 
student projects and quality of supervision were a 
cause of concern. Members were often concerned 
about whether supervisors had exercised suffi cient 
oversight in preparation of ethics applications and 
had realistic expectations of the students and 
project timeframes.

I think it’s generally held by the committee that 
a lot of the graduate research proposals, the 
standard is very often poor, and it’s really the 
supervisor’s responsibility. So where a Masters 
student or a PhD student’s project or proposal 
is inadequate in various ways, they should never 
have come through. It really speaks to poor 
quality supervision. (H12) 

Some HREC members spoke of their own 
awareness of the timeframes for Honours’ and 
Masters’ projects, in relation both to the time 
needed for ethical review and the time to actually 
carry out the project. Their view was that the 
committee should try to be helpful in their comments 
to students so as not to discourage them from 
undertaking research. 

The review of student projects was a concern 
for many researchers interviewed, the majority 
of whom supervised higher degree research 
students. Researchers spoke of delays in approving 
students’ ethics applications having a detrimental 
and sometimes damaging effect on projects with 
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Role of Human 
Research Ethics 
Committees

What are the roles of the HREC?

There was considerable overlap between HREC 
members’ and health researchers’ views on the role 
of HRECs, and widespread agreement from both 
groups that the role of HRECs was to:

protect participants;• 

ensure that the benefi ts of research outweighed • 
the risks;

assist and guide researchers in the ethical • 
conduct of research;

ensure the merit and value of research under • 
review; and

ensure the methodological rigour of the research.• 

Despite this agreement between HRECs and health 
researchers there was variation in views between, 
and occasionally within, the two groups in terms of:

whether HRECs actually fulfi lled these goals;• 

the extent to which these roles were carried out; • 
and

whether HRECs attempted to operate beyond • 
these roles. 

I think ethics committees have become so 
bound up in the procedure part of it and 
the legal ramifi cations of not doing their jobs 
that they’ve actually forgotten what research 
is about… I don’t think they’re sort of really 
concerned about the ethics, I think they’re 
concerned about the legal constraints or the 
legal implications of what research might mean. 
You know, the possibility of being sued or 
whatever, rather than their responsibilities to 
researchers and participants and the ethics of 
both. (R22)

Well, I think the role of the ethics committee is 
that it ought to be a bit more than ticking boxes 
as to whether you’ve met certain technical 
requirements. And that’s what’s worrying me 
now about the kind of ethics form they’ve 
got. It’s so technically driven, like have you 
put these things into your Plain Language 
Statement or have you tick, tick, tick, tick the 
box? Or have you mentioned the exclusion 
criteria or something like that? Which are all 
technical aspects of research, which I haven’t 
got a problem with, but I can’t really see how 
that actually addresses ethics, in the sense of 

tight timeframes and on student morale. Overall, 
there were comments from both HREC members 
and researchers suggesting that student projects 
generate a degree of tension between HRECs and 
the research community.

Length of Plain Language Statement/Consent 
Form

According to a large proportion of both HREC 
members and researchers interviewed, Plan 
Language Statements (PLS) and Consent Forms are 
now excessively long, creating a problem for truly 
informed consent. There is a strong emphasis on 
research documentation protecting institutions and 
pharmaceutical companies, alongside a growing 
emphasis on privacy that was felt to miss the point 
of protecting participants.

Research overseas, especially in developing 
countries

Some members of HRECs that review overseas 
research discussed the challenges they face, 
such as ascertaining the risk to participants and 
researchers, and understanding the culture and 
governance systems in which the research will take 
place. They want to be careful but do not wish to 
impose inappropriate standards from a distance. 

There was consensus among researchers who 
work overseas that having their ethics applications 
approved meant they had an ethical framework for 
their projects. However, this would necessarily be 
challenged in numerous unanticipated situations 
in the fi eld in which the researcher’s own ethical 
resources must come to the fore. Like HREC 
members, researchers were concerned with safety, 
especially for students and those less experienced 
in the cultural milieu. A number put forward the view 
that it is unethical to allow research by students 
or, indeed, researchers if they do not speak the 
research participants’ language or have not been 
adequately prepared to work in that country.

Quality assurance

Researchers and HREC members alike spoke about 
diffi culties in discerning whether ethics review was 
required in projects that appeared to be more about 
quality assurance than research per se. 

misrael
Highlight
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the reasoning process where you’re actually 
considering your methods and why you’re 
doing what you’re doing and how you treat the 
people that are your informants. (R32)

Both groups agreed that HRECs should be 
an advisory body and serve as a resource for 
researchers in the ethical conduct of research. 
Although many researchers spoke in positive terms 
of the assistance they had received from HRECs, 
this was not a uniform response. A number of 
researchers stated that HRECs were ‘actually a 
bureaucratic hurdle’ serving as ‘gatekeepers’ in 
blocking research, for example, by being overly 
protective of participants rather than leaving them to 
make their own decisions.

So there’s a lot of gate keeping by ethics 
committees. And I sometimes think that they 
think that participants must be stupid [laughs] 
or not able to make their own decisions, you 
know. If as long as a person can read and they 
can ask questions, be fully informed, then it’s 
as an adult they have a right to be in a study 
or not be in a study, as long as they’re safe 
guarded so they can drop, opt out and they 
can take the data with them. (R22) 

Some researchers questioned the ability of 
HRECs they had encountered to fulfi l their role of 
ensuring that benefi ts outweighed risk due to lack 
of methodological expertise or comprehensive 
knowledge of the research context, in particular 
when dealing with vulnerable populations. 

I don’t have an expectation that a full committee 
will have a lot of methodological expertise 
amongst them, even with the clinicians that 
are there, they’ll have some idea but not 
necessarily a lot. I think that’s why having a 
technical panel committee review specifi cally 
for that is a good idea. I guess sometimes it’s 
a struggle to get them to understand why it’s 
important that the research be done. (R12)

HRECs and methodology 

A further point of variation was whether HRECs 
should give methodological advice or direction. 
There was widespread agreement from both 
HRECs and health researchers that HRECs should 
take into account the appropriateness of the 
proposed research methodology when conducting 
ethical review, both in terms of methodological 
rigour and ethical integrity. Researchers and HREC 
members took the strong view that it is unethical to 
conduct research if it is poorly designed and cannot 
produce meaningful results. However, there was 
considerable disquiet on the part of researchers 
when HRECs attempted to direct researchers as to 
what research methods to use. This was perceived 
to exceed the remit of the HREC’s role. 

I think they can make a useful contribution to the 
methods without telling people how to do their 
studies, but I think there can be some things 
raised about, well is this necessarily the best 
way to go about asking those questions? So I 
would feel it wouldn’t be too much of a thing to 
justify why you’re doing something in a way. If 
you’ve got research money to do it, then you’re 
clear about why you’re asking that thing, and 
convincing an ethics committee I think that’s part 
of the role. (R19)

I still argue whether certain things are actually 
ethical or not when ethics committees are sort of 
making rulings, telling me recently, basically trying 
to alter my methodology… I actually regarded 
that it was not an ethical issue—but I answered. 
(R24)

HRECs and protection of the institution

Another point of concern was voiced by some 
researchers who believed that HRECs were 
protecting the institution rather than protecting 
participants or researchers. It was felt that the 
reputation of the institution sometimes took 
precedence over the rights of the participants or the 
researchers involved. 

I was once told by the Chairperson of an ethics 
committee that he saw it as making sure that 
the university didn’t get sued. And I guess my 
experience of various ethics committees is 
that for some of them that seems like that’s 
how they operated. It’s been more a concern 
about ensuring the university’s reputation than 
actually about ensuring good research. And I 
had no problems with ensuring the university’s 
reputation, but I think when that becomes the 
only rationale and everything else is secondary 
that becomes problematic. (R24)

Monitoring
Finally, regarding the monitoring of research once 
approved, many HRECs and researchers believed 
that this is an appropriate HREC role. However, most 
felt monitoring was rarely done in anything other than 
a cursory manner.

On whose behalf do HRECs act?

When HREC members were asked on whose 
behalf they made decisions, there was often pause 
for thought. Generally, irrespective of category of 
membership, they agreed that as HREC members 
they made decisions on behalf of participants and 
the community at large. However, those members 
who were also researchers were more likely to 
add that they also had a responsibility to support 
researchers and to ensure the safety of researchers 
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in the conduct of research. Of note was that 
members from the religious category did not see 
their role on the committee as representative of that 
particular category; they were there as individuals 
who were on the committee to represent the 
interests of participants. Members in the legal 
category also saw themselves in this way, but 
emphasised their capacity to bring a principle-based 
view to thinking about protecting participants and, in 
particular, their privacy.

Understandings of 
Research Ethics and 
Ethical Decision-
Making

HREC members’ individual 
approaches to research ethics 
and ethical decision-making

HREC members described a range of different 
understandings of research ethics and different 
approaches to ethical decision-making. Their 
various approaches to ethical evaluation were 
largely complementary rather than contradictory. 
Often a HREC member would describe using a 
number of different approaches in looking at a 
single application. In terms of ethical evaluation 
and decision-making they spoke about both 
their own thought processes when reading and 
assessing ethics applications and the nature of 
group discussions during the HREC meetings. 
HREC members described the following individual 
strategies and approaches to considering and 
evaluating project applications prior to an HREC 
meeting:

Principle-based

This approach involved explicit reference to ethical 
principles, especially those named in the National 
Statement. Many HREC members readily named 
two or three ethical principles that they regarded as 
being of central importance. HREC members stated 
that they thought about the projects presented to 
them in terms of how well they met the basic ethical 
requirement of scientifi c merit and the general 
ethical requirements of benefi t. Many defi ned these 
aspects as ‘worthwhileness’. At the same time, they 
regularly referred to informed consent, justice and 
privacy, and minimising of risk to participants. In 
relation to informed consent, almost all participants 
said they put their initial focus on the Plain Language 
Statements and Consent Forms. Many checked 

to see that the information given to participants 
matched what was said in the project description 
in the body of the application, especially bearing in 
mind potential risks to participants.

The principle-based approach when used by HREC 
members met researchers’ expressed desire that 
HRECs provide them with principle-based feedback, 
preferably using ethical principles from National 
Statement. At the same time, numerous HREC 
members spoke of principle-based refl ections from 
other members providing a common language that 
could assist with communication within the HREC. 

I’ve noticed that it seems that when the 
correspondence goes out to the researchers 
in response to any changes or any comments, 
whatever the comment is, if it can be backed up 
by some section from the National Statement, it 
seems to carry more weight. (H21)

‘Flags’

Many HREC members also described looking 
at the applications to see if there were particular 
aspects or features which they took to be ethically 
problematic. In essence, they had a pre-formed 
mental list of these ‘problem areas’. The items on 
this mental list acted as ‘fl ags’ to help them identify 
and focus on aspects of projects that would be 
particularly ethically problematic. Members had their 
own sets of ‘fl ags’, but many items were common. 
These included placebo-controlled trials, use of 
new or dangerous drugs, inclusion of vulnerable 
participants, deliberate deception, research on 
illegal activities, and exclusion of certain groups of 
participants (especially people of NESB).

A few HREC members alluded to issues with using 
fl ags through the use of references to individual 
members ‘getting a bee in their bonnet’ or having 
‘pet’ issues, resulting in too much attention being 
given to things that were not particularly ethically 
problematic. 

Imaginative identifi cation

One strikingly common approach to ethical 
evaluation emerged in our data. We have called this 
‘imaginative identifi cation’. Many HREC members 
explained how they imagine either themselves 
or a close family member as a participant in the 
project, and ask whether they would be prepared to 
participate themselves or would be comfortable for 
the family member to participate.

One gets used to being in the person’s shoes 
as it were—obviously you haven’t experienced 
everything, but just looking at things from their 
point of view. I can put myself in the position 
of them and feel a lot of empathy for what they 
might be going through. (H13)
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Imaginative identifi cation appeared to focus the 
attention of the HREC member on what it would 
be like for a participant to actually be involved in a 
project, and allowed a particularly vivid and non-
abstract way of considering the potential risks and 
disadvantages to participants, as well as possible 
benefi ts they may derive from participation. This 
strategy is well matched to the overall purpose of the 
HREC as stated in the National Statement, namely 
‘to protect the rights and welfare of participants’. 
A small number of participants pointed to possible 
pitfalls in this approach. They were aware that those 
using it might tend to bring along their own values, 
preferences and experiences when imagining what it 
would be like for the other person. 

Personal values, experiences and intuition

A number of HREC members indicated that they 
drew on their own values and experiences to assist 
them in evaluating applications. The experiences 
they mentioned included their own experiences of 
being a patient or research participant, or having 
a family member or a friend who had had this 
experience. Drawing on this experience enabled 
them to have a better understanding of what it might 
be like to be a participant in the project they were 
reviewing and what concerns there might be for 
participants.

In relation to their personal values, many HREC 
members spoke about being guided by ‘intuition’ 
or ‘intuitive feelings’. Some pointed out that values 
they drew on in this process were the ones they had 
developed during their life, rather than those set out 
in the National Statement, or any other formal code 
or set of guidelines. 

I know when I’m reading protocols I don’t sit 
down and think: now what are the autonomy 
issues? What are the benefi cence issues? 
And all that. But if somebody said: what does 
that come under? You could say ‘well yes, that 
comes under that and that’. But I don’t know 
that it’s useful looking at it in those terms. For 
some people it might be useful to do it that 
way, but it’s more as I read through something I 
sense that there’s something wrong here. (H21)

But interestingly, a number of committee members 
made quite explicit statements that they consciously 
did not use their own values but rather tried to take 
a more generic, community perspective. This was 
the case for some laypeople and for some religious 
members. 

Now that’s what ethics is all about isn’t it, it’s 
deciding whether something is proper. Now 
ethics is applying not our own values, but 
proper values to things, and considering all 
issues. (H16)

Researchers’ abilities and attitudes

Another approach to decision-making in ethics 
review was to seek to make an evaluation of the 
researcher, as well as of the proposed project. 
Some HREC members described how they 
tried to work out from the way the application 
was presented whether the researchers really 
understood ethical considerations or were just going 
through the motions of fi lling in the form.

What I’m really looking for is something that 
says to me they understand the principles 
of ethics. So they understand issues around 
what informed consent actually means, and 
they understand what privacy means. They 
understand about voluntariness and that there’s 
been a genuine attempt to address those 
issues. So it’s really looking for what would 
seem to be an understanding as opposed to, 
I’m just fi lling out a form, I’m just going through 
the motions. If I get the sense that [they are] just 
going through the form, then my alarm bells go 
off. (H10)

Others were looking to get a sense of the 
researchers’ values or their attitude towards 
research participants.

So I suppose it’s the way the thing is presented, 
the consideration for the people who are 
involved, the fact that their privacy is being 
safeguarded, that they’re considered to be 
partners in the exercise rather than just guinea 
pigs. (H19)

These approaches may refl ect the emphasis given 
in the fi rst few pages of the National Statement to 
the need for researchers to have integrity, but it is 
not possible to tell from our data whether this is the 
actual reason that these HREC members looked 
for evidence of researchers’ attitudes. Members 
wanted to feel confi dent that they could trust the 
researcher. They worked at getting clues from the 
written application but found meeting the researcher 
in person much more helpful. When researchers 
attended meetings they described being ‘reassured’ 
by the way the researchers presented themselves.

And it also brings to the members of the 
committee an opportunity to see the quality of 
the researchers, to see that they are human, 
and that they’ve got the best interests of their 
participants and the reasons why they want the 
research done. So, it builds a trust between 
both parties. (H26)
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There was, however, some recognition that making 
personal judgement about researchers could be 
problematic. 

I think it is [problematic] — and that can mean 
getting involved in making decisions about 
people that you shouldn’t make, or things that 
have happened a long time ago that people still 
carry the history of. So I was thinking look, I’d 
really like to know a bit more about them and 
then, why do I want to know? And then that 
becomes a really subjective judgement. (H27)

Strategies for reading agenda papers

A number of members described strategies that 
they used when reading the many applications 
in their agenda papers for each meeting. These 
strategies were related to the approaches to ethics 
or to decision-making described above. Rather than 
read straight through each application from start to 
fi nish, some members explained how they focused 
on particular parts, or read particular parts fi rst, in 
order to focus on what they regarded as the most 
ethically signifi cant aspects of the applications. 

This is the process I use. I start with Module 
1 and I look at the lay description to satisfy 
myself that it is something worthwhile, that it is 
legitimate research. I then look at the people 
who are involved in the research and whether 
I think their description of the work they have 
done… now this is perhaps a wrong word… 
whether they are competent to do it. Now it 
might be said I have no idea whether they’re 
competent, but whether their discipline and 
what they’ve done say, ‘Yes they should be 
involved.’ (H6)

A number of HREC members explained that they 
looked fi rst at the Lay Summary and the Plain 
Language Statement to check that they matched, 
before going to check matches between the Plain 
Language Statement and what was said in the 
application form about risks and benefi ts.

HREC group decision-making 
processes

Many of the individual strategies for ethical 
deliberation noted above were also referred to by 
HREC members when they were talking about 
group discussions at HREC meetings. Above 
and beyond these, though, virtually all committee 
members emphasised that decisions made at the 
HREC meeting were the result of a genuine group 
process. They described how, as other members 
of the committee spoke, more points, ideas and 
issues were raised which they had not personally 
recognised. They did not see this as negative in any 

way or as an indication of disagreement. Indeed, 
the vast majority of HREC members reported that 
they did not have signifi cant disagreements on 
their committee and reached their decisions by 
consensus. The range of different issues raised by 
different members at a meeting was interpreted as a 
clear indication of the value of the group process.

Somebody raises an issue and others talk about 
it, and as people talk about it, it’ll be decided as 
a group that something needs to be said about 
this or done about it, or something needs to be 
clarifi ed or justifi ed. (H21)

Some members explained how they relied on the 
whole committee rather than on particular individuals 
to make good decisions and felt more confi dent of 
the committee’s decision-making when all members 
were present.

I think what I really enjoy and what always 
surprises me, is when we’ve had that fi rst 
discussion, and we go around the table and 
it’s like people pick up stuff that I have never 
seen, or I go [x] and they go I hadn’t even 
thought about that. So what I get a sense of 
is a real confi dence that we’ve got the things 
covered. Because we have an ethicist, we have 
a clinician, we have the two laypeople—they 
are really thinking laypeople. They’ve got no 
background in research but they really think 
about stuff, and they bring that. (H14)

When this range of ideas and issues was 
discussed, members characterised this as 
‘bouncing off each other’, a process in which 
concerns were considered, evaluated and refi ned. 
Many of the members indicated that the Chair 
played a crucial role in making this process work 
effectively. ‘Good’ Chairs were described as 
ensuring all voices on the committee were heard, 
helping the committee to evaluate the relative 
signifi cance of the points raised, and guiding the 
committee in reaching consensus.

Researchers’ understanding 
of research ethics and ethical 
decision-making

A number of researchers found it diffi cult at fi rst to 
articulate how they knew or decided what counts 
as ethical or unethical research. Their ethical values 
and principles appeared to be deeply implicit in 
their practice so that there were some things that 
they would not even consider doing, and others 
that were seen as absolutely standard practices not 
requiring any ethical consideration as such. Others 
articulated their thinking about ethical practice in 
research very readily and specifi cally. Researchers 
stated clearly that ethics was, for them, an integral 



21

part of research. Consideration of ethics came right 
at the start of research project planning.

In discussing their approach to planning research 
and fi lling in ethics application forms, researchers 
pointed to a number of approaches to thinking 
about ethics of research:

Formal Principles

Some researchers used formal ethical principles in 
explaining how they thought about the ethics of their 
research. In particular, they named benefi cence, 
non-harm, autonomy, informed consent, and 
privacy/confi dentiality, which are the key principles 
named in the National Statement.

Ethics, I think, involves that there is no right or 
wrong answer one hundred percent. It’s just 
that you need to balance that and probably if 
you think of the principles of ethics in terms of 
respect to people and benefi cence and justice 
as well and integrity, and as long as you have 
that clear, I think you can never shed that. (R31)

Informal principles or values

More commonly, researchers referred to informal 
principles to convey their thinking about ethics, 
especially when they tried to pin down the crucial 
issue or fundamental idea. These principles were 
informal in the sense that they appeared to have 
been derived by each researcher through their 
own process of refl ection rather than adopted from 
some formal external source. Some researchers 
seemed to suggest that understanding of the right 
way to treat people is a basic human quality that 
researchers have because they are human beings, 
rather than something that they acquire because of 
being a researcher.

Imaginative identifi cation

Researchers gave accounts of thinking about the 
ethics of their research by trying to imagine what 
it would be like for the participants—either by 
imagining themselves or a close family member as a 
participant. This is the same strategy described by 
HREC members. 

I fi gure most of my medical decisions in terms 
of… would I want me to be doing this to me or 
to my mother? Now I don’t think that’s probably 
the best marker in terms of ethics but I can’t fi nd 
a better one. [In research], it’s the reasonable 
man kind of thing, I always think. If it was me, 
what do I think is reasonable to expect of me? 
(R30)

As this quote shows, there was some degree of 
recognition that while this was a useful approach it 
could be somewhat problematic. One researcher 
even went so far as to recommend that researchers 
actually become a research participant, in order to 
do this well.

I tell any students that I have, that it’s very 
important if you’re serious about research, jump 
the fence and be a participant. Compare what 
actually happens to you, to the information you 
read in the information sheet. (R11)

Resources 

Researchers also described a number of 
resources that they drew upon in order to make 
decisions about ethics, in particular about the 
types of research design and practices that were 
ethically appropriate. Previous experience was 
important; researchers made decisions based 
partly on aspects of prior research projects that 
had been approved by, or had raised concern for, 
ethics committees. They took note of what other 
researchers, especially senior researchers, were 
doing and learned about research ethics by role 
modelling rather than by either explicit instruction or 
by introspection.

Those with clinical training and experience claimed 
that they drew on this to help them understand 
ethics in research.

I think that that experience working with clients, 
with patients and ethics that really guides 
medical practice really helps me to understand 
some of the issues, especially in the issues 
of illness, the issue of privacy as well and 
autonomy and confi dentiality, and integrity in 
the research and integrity in my work and my 
treatment of my colleagues. (R31)

Researchers also consulted with their colleagues 
about ethics in a number of ways. In the process 
of formulating an ethics application, members of 
a research team often communicated at length 
about the details of the research design and how to 
explain it in the ethics application form. Researchers 
also talked with their colleagues outside their own 
research teams to get a feel for what was generally 
accepted as appropriate practice in their particular 
area of research.

Researchers made many comments which 
indicated that their own sense of integrity, personal 
and/or professional, was important to them. In some 
ways, their integrity was a way of thinking about 
ethics but it also functioned as a motivating force. 
The drive to act ethically in the conduct of research 
for many researchers came from within, as a strong 
personal need to do the right thing rather than as 
a response to externally imposed processes and 
standards.
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Use of National 
Statement and Other 
Guidelines by Both 
Researchers and 
HREC Members 
There was considerable variation in the extent of 
knowledge and use of the National Statement 
among both researchers and HREC members.

Most HREC members had ‘some’ to ‘good’ 
awareness of the contents of the National 
Statement. Interestingly, members tended to see the 
Chair of the HREC and/or the administrator as the 
repositories of knowledge on the National Statement 
and would look to them in meetings for guidance on 
these matters. HREC members used the National 
Statement in a variety of ways. 

[Name of Chair] I’m sure is very au fait with the 
National Statement. I think probably the legal 
blokes are too. Then we’ve got a very interesting 
new addition to the committee from [name of 
institution]. She’s done a lot of research herself 
and she’s recently joined this committee. She is 
very astute and on top of things. She would be 
completely au fait with the National Statement 
I’m sure. But I know I don’t, I’ve never sat down 
and read it. I’ve referred to it a couple of times, 
but no I haven’t read it and I should I suppose 
shouldn’t I? You’ve made me feel guilty. (H18)

One common account was that they had read the 
National Statement at some stage in the past, had 
internalised the basic principles, and now did not 
refer to it directly. Others did refer frequently and 
directly to the National Statement, either during 
meetings or in preparation for meetings, as a way of 
checking or giving a basis for their intuitive concerns 
about a project. It was also used during meetings or 
in correspondence with researchers.

If there’s something not clear I refer the 
researcher back to the Statement. So I’ll pull 
it out and I’ll say, ‘In this section about no 
harm, could you please comment?’. So we 
have to phrase the questions as though we 
were speaking to them, so I’ll say; would the 
researcher consider amending the questionnaire 
to be anonymous in light of… (H11)

It should be noted that a few HREC members did 
not use the National Statement at all or were barely 
aware of it.

There was a similar range among researchers. 
Some had never read it, some had skimmed 
through it and felt they had a good grasp of the 
general ideas, and some referred to it frequently 
and directly as a source of guidance about how 
to design their projects. This was particularly so 
for researchers whose fi eld of research is ethically 
contentious and is covered by a specifi c section 
of the National Statement. Examples include 
epidemiology, genetic research, research on 
illegal activities and research with children. Most 
researchers regarded the National Statement and 
similar guidelines as a good starting point but by no 
means the whole story in deciding what constitutes 
ethical practice.

You certainly, you’re aware of them, they form 
a basis I think that’s probably the best you can 
say, they’re a beginning, a beginning, they’re 
something. (R13)

Researchers who knew and used the National 
Statement did so for a variety of reasons. These 
included feeling that the National Statement 
supported their view on what was an ethically 
appropriate way to do a particular piece of research 
and was, therefore, useful in making their case to 
the HREC.
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5. Recommendations

On the basis of these research fi ndings, we propose that HRECs and 
research institutions in Australia act on the following recommendations. 
We note that these recommendations have some similarities with 
recommendations made in a number of publications on ethics 
committees in the last decade, such as Chuppli and Fraser,15 Chalmers 
and Pettit,16 Savulescu, Chalmers and Blunt,17 and Jamrozik.18 These 
similarities indicate that it is timely to act on them.

1. Develop and implement systematic 
mechanisms and strategies to open 
communication and improve dialogue 
between HRECs and researchers

These strategies should focus on the actual implementation of 
suggestions and guidelines articulated in Section 5.2 of the National 
Statement. They should aim to encourage cooperation and collegiality 
between HRECs and researchers rather than an adversarial approach. 
Systematic mechanisms at an institutional level would serve to 
break down the notion of the ‘faceless’ ethics committee. Specifi c 
recommendations are to:

a) Develop formal mechanisms to encourage researchers to consult 
with the HREC before submitting an application and set guidelines 
to ensure common understanding of expectations and boundaries in 
these consultations.

b) Develop guidelines for processes to be followed when researchers 
attend HREC meetings. These would serve to enhance researchers’ 
respect for the role of HRECs as a facilitative and cooperative 
research resource and support. It would ensure best value is gained 
from the attendance and indicate respect for researchers.

c) Develop a process that enables researchers to attend HREC 
meetings as observers and provide anonymous feedback to HRECs 
through the administrator. 

15 C. A. Schuppli & D. Fraser 
2007, ‘Factors Infl uencing the 
Effectiveness of Research 
Ethics Committees’, Journal 
of Medical Ethics, vol. 33, 
pp. 294–301

16 D. Chalmers & P. Pettit 1998, 
‘Towards a Consensual 
Culture in the Ethical Review 
of Research’, Medical 
Journal of Australia, vol. 169, 
pp. 79–82.

17 J. Savulescu, I. Chalmers 
& J. Blunt 1996, ‘Are 
Research Ethics Committees 
Behaving Unethically? 
Some suggestions for 
improving performance 
and accountability’, British 
Medical Journal, 30 
November, vol. 313, pp. 
1390–3.

18 K. Jamrozik 2000, ‘The 
Case for a New System for 
Oversight of Research on 
Human Subjects’, Journal of 
Medical Ethics, vol. 26, pp. 
334–9.
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2. Expand training for 
researchers in 
research ethics

The training of researchers in research ethics tends 
to be ad hoc and may over-emphasise procedural 
matters of research ethics, such as how to apply for 
ethics approval. It is recommended that the training 
of researchers be expanded in the following ways:

a) The content of training for researchers should 
specifi cally promote understanding of what 
HRECs seek when reviewing applications. This 
would include, for example, making clear that 
HRECs want researchers to openly acknowledge 
ethical issues in their ethics applications and the 
ways that they will address these, rather than 
ignore or gloss over them.

b) Specifi c research ethics training for Higher 
Degree Research supervisors should be 
mandated by institutions. This should address 
their obligations to train and support students 
in acquiring ethical knowledge and skills and 
to take appropriate responsibility for the ethics 
application. 

c) Training for researchers should make systematic 
use of the experience of researchers who have 
sat on HRECs and who are able to understand 
the ethics review process from the perspective of 
both researchers and committee members.

3. Expand training of HREC 
members 

There is considerable training provided through 
the Australian Health Ethics Committee for HREC 
members. We recommend that the scope of this 
training be signifi cantly expanded to include the 
following:

a) Training in different strategies that might be 
employed in evaluating ethics applications, 
including a workable approach to dealing with the 
paperwork, as well as training in the processes 
of making decisions both as individuals and 
as a committee. This would include training in 
refl ecting on the personal and professional values 
each HREC member brings to the decision-
making process and the infl uence this bears.

b) Training in how to communicate the committee’s 
decisions and requests for changes or further 
information to ensure that their rationale is clear 
to researchers and is linked to the National 
Statement.

c) Provision of opportunities for HREC members to 
be exposed to research in the fi eld, particularly 
in sensitive and clinical research contexts. This 
could be achieved, for example, by short-term 
placement or meeting of HREC members with 
research teams. This would be consonant 
with many HREC members’ commitment to 
the research endeavour and would enhance 
understanding of ethical research practice from 
the researchers’ perspective. Guidelines should 
be developed to ensure mutual understanding 
of the purposes and boundaries of such 
placements and to emphasise that it has nothing 
to do with monitoring of particular projects but is 
for purposes of education and training. 

d) Specifi c training for rural and regional HRECs 
that would include providing assistance in how 
to manage the multiple roles of many rural and 
regional HREC members. 

e) Ready access to training for HREC members in 
regional and rural areas should be ensured.

4. Implement membership 
processes for HREC members

a) Ensure regular turnover of HREC membership. 
This could be achieved by defi ned terms of 
membership, for example, an expectation that 
members only serve for three years to maximise 
opportunity for participation.

b) Develop systems to spread expertise of members 
between HRECs. Rotation of experienced 
members between committees could be 
considered so that expertise is not lost to the 
system as a whole.

5. Form a working party to deal 
with Plain Language Statements 
and Consent Forms

The excessive length of the Plain Language 
Statement and Consent Forms is a well-recognised 
problem that was commented upon by almost all of 
our participants. It is recommended that AHEC form 
a working party to address this. The working party 
should involve key stakeholders including insurers 
and pharmaceutical companies and should aim to 
produce agreement on acceptable shortened and 
simplifi ed Plain Language Statements and Consent 
Forms.
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