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Natural justice and human research ethics committees:
an Australia-wide survey

Gabrielle L Van Essen, David A Story, Stephanie J Poustie, Max M J Griffiths and Cynthia L Marwood

IN AUSTRALIA, the principles of natural
justice are considered central to fair
decision making in the courts and many
tribunals.'? The principles can be sum-
marised as follows:!
m The right to a fair hearing. This
requires a decision maker to allow a
person whose interests may be adversely
affected by a decision to present his or
her case.
m  The rule against bias. This requires a
decision maker to be unbiased in rela-
tion to the matter to be decided.
m  The evidence rule. This requires that a
decision be based on the evidence pro-
vided, and not on irrelevant issues.
Human research ethics committees
(HRECS) aim to protect the welfare and
rights of participants in research.> A
secondary role is to facilitate research
that is or will be of benefit to the
researcher’s community or to human-
kind.?> While there is currently no statu-
tory requirement for HRECs to apply
the principles of natural justice, the
principles would seem to be relevant to
the assessment of research proposals.
Indeed, some observers have argued
that the decision making processes of
HRECs may sometimes seem unfair.*>
We hypothesised that natural justice
principles would be variably understood
and applied by different HRECs. To
test our hypothesis, we conducted an
Australia-wide survey of Chairs of
HREGC:s.

METHODS

Questionnaire

The study was conducted between April
and September 2002. We sent a postal
questionnaire to the Chair of every
HREC on a list of Australian HRECs
from the Australian Health Ethics Com-
mittee of the National Health and Med-
ical Research Council INHMRC). The
mail-out included a cover letter, a con-
sent form, a “Do not wish to respond”
form, and a prepaid return envelope.
The cover letter described the princi-
ples of natural justice,! explained that
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ABSTRACT

Objective: To determine how familiar human research ethics committees (HRECS)
are with the principles of natural justice and whether they apply these principles.

Design and setting: A postal survey conducted between April and September 2002
of the Chairs of all HRECs registered with the Australian Health Ethics Committee of
the National Health and Medical Research Council (NHMRC) in 2001.

Main outcome measures: HRECSs' reported familiarity with, and application of, three
principles of natural justice: (1) the hearing rule, requiring a decision maker to allow a
person affected by a decision to present his or her case; (2) the rule against bias,
requiring a decision maker to be unbiased in the matter to be decided; and (3) the
evidence rule, requiring that a decision be based on the evidence provided, and not
irrelevant issues.

Results: From 201 Chairs of HRECs Australia-wide, we received 110 completed
questionnaires (55% response rate). About 33% of respondents were very familiar with
the principles of natural justice, and 25% completely unfamiliar. Most respondents felt
that natural justice should be, and usually is, applied by HRECs. In cases of possible
positive bias of an HREC member towards a research proposal, 70% of respondents
said they would exclude the member from decision making. In cases of possible
negative bias, 43% said they would exclude the HREC member.

Conclusion: The degree of familiarity with principles of natural justice varies widely
among Chairs of HRECs. While many respondents felt that HRECs usually apply
natural justice, responses to questions about bias suggest that HRECs do not always
exclude members with possible bias, contrary to NHMRC guidelines.
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published results would be non-identi- Follow-up of non-respondents
fying, and stated that the Austin Health
HREC had approved the study. The
cover letter and questionnaire gave spe-
cific examples of possible bias (conflict
of interest), such as an HREC member
standing to gain professionally or finan-
cially from the project (positive bias) or
having a competing research interest
(negative bias).> Examples of questions
asked in the survey are shown in Box 1.

A follow-up letter was sent to non-
respondents after 6 weeks. A single fol-
low-up telephone call was made to out-
standing non-respondents after a
further 6 weeks.

Ethics approval

Our study was approved by the Austin
Health HREC.
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ethics committees*

natural justice?

proposals?

is external to the institution that it serves?

1: Sample questions asked in the survey of human research

= Before receiving this questionnaire, how familiar were you with the following principles of

= How strongly do you believe that the following principles of natural justice should apply to
decisions made by human research ethics committees?

= Where a committee member has an apparent positive bias towards a project, which of the
following options best describes your approach to that committee member?

= Which mechanisms does your institution use to evaluate the scientific validity of research
= What right of reply does a researcher have when a research proposal is deemed to be
unacceptable by the human research ethics committee?

= Approximately what percentage of your human research ethics committee membership

= How are members appointed to your human research ethics committee?

*For most questions, respondents were asked to circle the most appropriate response(s) from a list. In some
questions, they were asked to grade their responses on a five-point scale.

RESULTS

Response rates. Of the 212 HRECs
on the NHMRC list, 11 no longer
existed as independent committees. Of
the 201 remaining HRECs, 110 (55%)
returned completed questionnaires, 56
(28%) declined to participate, and 35
(17%) did not reply. Across four broad
groups of HRECs the response rates
were as follows: 68 from 111 hospitals
(61%); 20 from 38 universities (53%);
12 from 20 public institutions (60%);
and 10 from 29 private institutions
(34%).

Several Chairs who declined to take
part in the survey commented on their
reasons for not participating. Two felt
that the study was unscientific and
biased. One declined after receiving for-
mal advice not to participate. (The
advice was based on a confusion of
“natural justice” with “natural law” —
the latter involving philosophical con-
cepts of society and religion.®) Two
Chairs said they did not have the time
or resources to complete the survey.
One replied, “Having been involved
with HRECs over many years I have
never used these natural justice princi-
ples, nor have I felt the need”.

Familiarity with principles of natu-
ral justice. The degree of familiarity
with the principles of natural justice
varied widely, although the pattern was
similar for the three components: bias,
being heard, and evidence (ie, individ-
ual respondents were about equally
familiar or unfamiliar with all three
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principles). Thirty-three per cent of
respondents stated that they were very
familiar with the principles, while 25%
were completely unfamiliar with the
principles.

About three-quarters of the respond-
ents felt that natural justice principles
should apply in decision making by
HRECs, and also believed that their
HREC usually applied these principles.
However, about 5% strongly disagreed
that natural justice principles should
apply to HRECs, and 5% stated that
their HREC never applied the princi-
ples of natural justice.

Positive and negative bias. About
three-quarters of respondents said they
would exclude a committee member
from voting on a proposal if that mem-
ber had a possible positive bias towards
the project. However, less than half the
respondents said they would exclude a
member with a possible negative bias
(Box 2). Several respondents com-
mented that they had not previously
considered issues of negative bias. Sev-
eral replied that because they had a
consensus approach to decisions that
they felt issues of bias did not apply.

Methods available for initial sub-
mission of research proposals.
Almost all the HRECs required that the
initial submission of a research proposal
be in written form. About half the
respondents said their HREC may ask
individual researchers to give an oral
presentation, but only a third said that

researchers themselves were allowed to
request an oral presentation.

Mechanisms for evaluating the sci-
entific validity of a research pro-
posal. Many HRECs used more than
one mechanism to determine scientific
validity: about a quarter used formal
scientific committees to evaluate the
evidence before consideration by the
HREC, two-thirds consulted experts
outside the HREC, and three-quarters
reported that, in certain instances, the
full HREC considered the scientific
issues.

How HRECs communicate prob-
lems in research proposals to
researchers. For research proposals
deemed unacceptable, most HRECs
used structured written comments, at
least some of the time, to communicate
the reasons for their decision to the
researchers.

Researchers’ right of reply when a
research proposal is deemed unac-
ceptable. Many HRECs used more
than one approach to giving researchers
the right of reply. About half the
respondents indicated that, when a pro-
posal was considered unacceptable, the
researchers would be invited to resub-
mit their case in person to a subsequent
committee meeting. Half invited resub-
mission to a designated HREC mem-
ber. Most encouraged written
resubmission. One respondent indi-
cated there was no right of reply.

Membership of HRECs. On average,
about half the membership of HRECs
was drawn from outside the institutions
they served. Two-thirds of HREC mem-
bers were appointed by external admin-
istrators.

DISCUSSION

Our results show that there is wide
variation among HRECs in the under-
standing and application of natural jus-
tice principles.

A weakness of our study was that only
55% of potential respondents com-
pleted the questionnaire. The percep-
tion that the study was “unscientific”
and “biased” (expressed by two HREC
Chairs who declined to participate) may
have been one reason why 28% of
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Chairs did not respond. An anonymous
survey may have increased the primary
response rate, but would not have
allowed follow-up of non-responders.”
Another issue is that the views
expressed by the HREC Chairs may
have differed considerably from those of
other HREC members. However, we
felt that it was impractical to attempt to
survey the views of every member of
each HREC.

Bias. Avoiding possible positive bias
may protect research participants by
reducing the risk of HRECs approving
inappropriate studies. Avoiding possible
negative bias may facilitate approval of
research that may ultimately benefit the
community or humankind in general.

The NHMRC'’s Narional statement on
ethical conduct in research involving
humans® states that no member of an
HREC should adjudicate on a study
where they have any conflict of interest
(possible bias). Its more recent Human
research ethics handbook® goes further,
stating that a member with a conflict of
interest should completely withdraw
from the meeting and “should not dis-
cuss the project or attempt to influence
the committee in any way”. This state-
ment applies to both positive and nega-
tive bias.

In our survey, about three-quarters of
respondents said they would exclude a
committee member with a possible pos-
itive bias from voting on a proposal.
McNeill et al,® in one of the few studies
of HREC processes, found that about
half the HRECs surveyed had a policy
of excluding members from reviewing
their own projects (possible positive
bias).

Another way to reduce the chance of
bias (particularly positive bias) is to
appoint HREC members from outside
the institutions served by the HRECs.
Our survey showed that about half of
HREC members were externally
appointed.

Fair hearing. Although natural justice
requires an adequate opportunity to
address the issues raised, the application
of natural justice does not necessarily
imply the right to a personal hearing.?
The ability to appear in person before
an HREC may, however, promote bet-
ter understanding between the HREC
and the researchers.® Another aspect of
MJA
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2: Responses to the survey
questions on positive and
negative bias*
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Action taken when committee member may be biased’

Allowed Excluded
to stay

Other

*The two questions on positive (negative) bias
were as follows: “Where a committee member has
a possible positive (negative) bias towards a
project, which of the following options best
describes your approach to that committee
member?”.

T Full participation: the member takes part in both
the discussion and the vote on a project; no vote:
the member takes part in the discussion but not
the vote; allowed to stay: the member is excluded
from the discussion and the vote but allowed to
stay in the meeting room; excluded: the member
leaves the room before any discussion and vote;
other: among the “other” answers, five
respondents indicated they would probably
exclude the member for possible negative or
positive bias.

having a fair hearing is receiving clear
communication from the HREC about
its criticisms and the precise nature of
any required changes. The combination
of a written response followed by oral
feedback may provide the best mecha-
nism for clear communication.

Our survey showed that most HRECs
require initial research proposals to be
submitted in written form, and about
half may invite researchers to give an
oral presentation at a later stage. For
proposals deemed unacceptable, most
HRECs communicate their reasons via
structured written comments.

Evidence. The evidence rule is a rela-
tively recent addition to the Australian
interpretation of natural justice but is
now well established in courts of law.!
Nevertheless, two of our respondents
disputed that the evidence rule was part
of natural justice.

Chalmers et al* and McNeill!* have
suggested that the scientific aspects of a
research proposal could be clarified
before the proposal is reviewed by the
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full HREC. A scientific committee may
be better placed to determine the rele-
vant scientific issues and provide a fair
hearing on these issues. The full HREC
would then consider the ethical issues of
a study approved by the scientific com-
mittee.

We found that only about a quarter of
HRECs consulted formal scientific
committees for this purpose.

The requivement for natural jus-
tice. Our results indicate that many
HRECs are applying the principles of
natural justice in various ways, even if
some members are unfamiliar with the
exact nature of the principles.

There is currently neither a statutory
requirement for HRECs to apply the
principles of natural justice, nor is there
relevant case law in this area. In other
administrative areas, judges have
attempted to define tests for the need to
apply natural justice in a given situation.
In an important Australian High Court
decision, Justice Mason concluded:

The law has now developed to a point
where it may be accepted that there is a
common law duty to act fairly, in the
sense of according procedural fairness
(natural justice), in the making of
administrative decisions which affect
rights, interests and legitimate expecta-
tions, subject only to the clear manifes-
tation of a contrary statutory
intention.!!

Do the decisions of an HREC materi-
ally affect the interests of a biomedical
PhD student or someone employed as a
clinician-researcher? Does the success-
ful passage of a multicentre study
through other HRECs provide a legiti-
mate expectation of success? One con-
tributor to the NHMRC handbook®
commented:

While not all HREC processes are sub-
ject to the requirements of administra-
tive law and the principles of natural
justice, it would be prudent, and not
impractical, to ensure that these princi-
ples are satisfied.?

CONCLUSION

HRECs might consider if, when, and
how they apply natural justice. The
effect of a decision on the rights and
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interests of participants as well as the
interests and legitimate expectations of
researchers could be considered when
going through the HREC process.®!!
Further, the potential benefit to the
broader community could be consid-
ered.>®!! Minimising possible bias and
optimising communication may both
improve protection of participants and
facilitate research.
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