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Abstract: Australian ethics committees have a central role in the regulation
of medical research. Racently this role has come under public criticism despite
the fact that there are almost no Australian studies of the workings of ethics
committees. This paper looks at the problems and advantages of ethics com-
mittees in the light of some studies, including two recent Australian investiga-
tions, It concludes by proposing a model of regulation that utilizes the strengths
of ethics committees while avoiding the problems which can arise as a result
of their self-regulating nature. -

Introduction

In Australia the role of institutional ethics committees (IECs} in the regulation of med-
ical research has recently and for the first time come under public scrutiny: IECs came
quietly onio the Australian medical research scene in the late 1960's when most insti-
tutions undertaking research invelving human subjects established such committees
f1]. These committes occupy a central place in the system for the control of medical
research in Australia. They operate under and apply guidelines laid down for medi-
cal research by a federally-created body called the National Health and Medical
Research Council (NHMRG).

IECs have recently attracted some public attention because the 1980's have seen
the development of successful in vitro fertilization programmes in all the States of Aus-
tralia. Accompanying this development has been a considerable amount of social de-
bate and controversy, much revolving around the difficult issue of embryo experimen-
tation. Government respense, both State and Federal, has been to establish commit-
tees to examine the issues raised by in vitro fertilization (IVF) and reproductive tach-
nology generally [2]. Many of these committees have been oritical of the present sys-
tem for controlling medical research, A Federal Senate Select Committee, for exam-
ple, stated in its report that the present system of IECs was inadequate and ought to
be replaced by, amongst other things, penal legislation [3].

Criticisms of IECs in Australia have not heen preceded by any careful study of them,
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Symptomatic of this fact is the absence in the various committee reports of any refer-
ance to studies of the workings of IECs, Systematic empirical evidence concerning the
operation of IECs {number of meetings, selection precedures, manner of making deci-
sions, etc) is needed, but there are reports of two investigations conducted by the
NHMBRC which provide some information on the operation of IECs [4]}. There is also
a body of literature outside Australia concerning their workings, much of it from Ameri-
ca [5]

This paper, then, focuses on the critcisms commonly made of IECs in medical research
and evaluates them in the light of some relevant studies. The paper concludes by sug-
gesting some modifications to the present regulatary scheme which will help overcome
the weakenesses of using IECs while retaining their strengths.

Ethics Commitiees in Australia: The Official Framework

At the apex of the framework for JECs in Australia is the NHMRC. One function of
this body is to make recommendations to the Commonwealth and States on matiers
relating to medical research. Partly influenced by the Declaration of Helsinki, the
NHMRC has formutated a set of national guidelines in relation to human experimen-
tation. The guidelines consist of the NHMRC's Statement on Human Experimentation
and a series of Supplementary Notes to be read in conjunction with the Statement
[6]. The Statement on Human Experimentation contains a set of general principles to
which research must conform. For example, research protocols should contain a state-
ment of the ethical considerations involved. The subject should be properly informed
of the risks and purposes of the study and consent obtained in writing. The subject
must be free to withdraw at any time from the project.

Under the guidelines, every institution carrying on human experimentation must have

an IEC [Supplementary Note 1). IECs attached to research institutions must adhere
to the guidelines laid down in Supplementary Note 1 concerning composition and func-
tion. IECs must be composed of at least the {ollowing five people: a laywoman and
a layman not associated with the institution, a minister of religion, a lawyer and a
medical graduate with research experience. Supplementary Note 1 requires IECs to
consider the ethical merits of research projects, to provide for their surveillance and
to maintain a record of all proposed research projects. In carrying out these func-
tions [ECs must conform to any other relevant NHMRC guidelines. So, for example,
where an institution has an IVF programme it is, in addition, subject to special guide-
lines (Supplementary Note 4). Finally, IECs must also take account of local cultural
and social attitudes and ensure that research is not done at the expense of the rights
of patients.

While the NHMRC is responsible for the system of IECs in the context of medical
research, another body, created administratively by the Federal Government and known
as the Genetic Manipulation Advisory Committee (GMACQ), is responsible for the safe
use of genetic manipulation techniques. One of its functions is the preparation of
bio-safety committees, While the role of the GMAC is to assess the safety of varieus
genetic techniques rather than the ethical issues raised by the techniques, fields such
as human gene therapy conflate the distinction between safety and ethics, creating
overlapping areas of responsibility between the NHMRC and GMAC.

7 ﬁécently the Federal Government has alsc created the National Bioethics Consulta-
#ive Committee [7]. Essentially its role is to advise the Government on hioethical is-
sues. In short, at a Federal level the regulation of medical research is characterized
by administrative complexity and a reliance on IECs and biosafety committees properly
administering the relevant guidelines. This position can be partly explained by the
fact that the Federal government lacks exprass condititutional power to legislate the
regulation of medical or scientific research and must, to some extent, therefore, hope
that the relevant Federal guidelines gain voluntary acceptance.

The Federal scheme of regulation has been further complicated by State initiatives
in particular areas of medical research. In the field of IVF, two: étates have acted
on the recommendations of their committeas and enacted legislatibﬁ which specifical-
ly deals with medical research in that field [8]. Under the legislation researchers are
required to obtain permission from a statutery body for their projects. Failure to do
so is an offence which incurs heavy financial penalties or a term of imprisonment.

Ethics Commitiees: Problems and Advantages

A frequent criticism of the NHMRC system of IECs and guidelines is that it is ineffec-
tive as a means of control because it is not specifically supported by criminal sane-
tions. A researcher who fails to comply with the guidelines does not commit a crimi-
nal offence, nor is an IEC which fails properly to carry out its duties subject to legal
penalty. However, it is not true that there are no sanctions which could be applied
against an IEC and the institution to which it belongs. There are financial sanctions.
The NHMRG has stated that only institutions conforming with its guidelines are eligi-
ble to receive funds for research. Naturally, this sanction can be applied only to-
research bodies which seek the NHMRC's financial help. Often overlooked in the con-
text of sanctions is that medical research programmes are located within a very broad
framework of State and Federal public health legislation and administration [9]. This
legislation offers a number of options concerning the control of IECs, For example
medical practitioners who, as members of [ECs, refuse to follow the NHMRC guide:
lines in respect of research with humans would be guilty of professional misconduct
under legislation dealing with the registration of medical practitioners. A research
institution with the registration which continued to breach the guidelines could possi-
bly be the subject of an inquiry under public health legislation,

Another point, usually forgotten in the context of guidelines, is that, in certain cir-
cumstances, they can become incorporated into parts of the legal system. For exam-
ple, if a negligence suit is brought against a researcher a court, in delermining the
appropriate standard of care, would certainly consider the guidelines for research-
ers issued by a body like the NHMRC. Similarly, guidelines can enter the legal system
by being incorporated into the terms of a research contract. While the point should
not be over-emphasized, ‘non-legal’ guidelines can, in some cases, have many of the
qualities of a law. They may also form basis of a legal standard. More importantly
the fact that a rule exists in the form of a guideline does not deprive it of normative.
value. As has been observed, governments and their departments have come increas-
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ingly to rely on informal rules in the form of guidelines, policy statements, practice
notes, standards, codes of practice and so on as part of the administration of legal -
riles [10].

A study of 1ECs in Scotland suggests that there is more to fear from a poorly or-
ganized system of IECs than from a system dependent on guidelines {11}, Each IEG was
sent a questionnaire requesting information on matters such as composition, mode of
operation, ethical problems faced by the committee, etc. The survey showed that there
were considerable differences between IECs on the question of their function. Some
saw their function as an advisory one, others were unsure of their function and none
mentianed the direct control of research as function, The study showed an astonish-
ing variation in the number of members on any given iEC, the range being from one
t0 seventy three members. Selection procedures differed and a little more than half
the committees had nop-medical members. Modes of operation varied greatly. Some
[approximately one third) of the IECs had not met in twelve months while others met
lass than three times a year. Of the 370 research proposals evaluated by these com-
mittees, seven were rejected outright and fifiy-three returned for modification. There
was no regular monitoring of research and over one third of the commitiees did not
know wheiher the projects they approved had ever been started. The study conclud-
ed that IECs satisfied neither the interests of the researcher nor the public.

Does the conclusion of the Scottish study apply to the Australian system of IECs?
The NHMRC has carried out the two investigations of IECs in Australia, Their find-
ings are set out below:

Report on Workshaps on the Constifution and Functions of Institutional Ethics Com-
mittees in Australia 1984-85.

This investigation consisted of a questionnaire sent te institutions involved members
of IECs and the NHMRC. Ninety-six replies were received from 109 institutions active
in research.

The guestionnaire revealed:
1 many TECs were still in the process of implementing NHMRG guidelines;
2 membership of IECs did not conform to NHMRC guidelines in two out of three cases;
3 most IECs attempted to carry out some form of surveillance of approved research
projects;
4 most IECs maintained a register of research projects, although not always in the
form suggested by the NHMRC;
in 1983 1 827 research protocols were considered. Of these, 73 parcent were ap-
proved, 23,5 percent were approved after further consideration and 3,5 percent
were rejected.

o

The workshop programme revealed a number of interesting views and concerns:

1 there was concern about the meaning of the term ‘research’. Did it include innova-
tive medical practice?

2 anather concern was how IECs could be informed about all relevant research
projects, for instance, a research project initiated and funded by a drug firm with
the co-operation of an individual doctor;

3 on the issue of publication of IECs proceedings the consensus was that, provided
good records were kept, publication was unnecessary.

p¥fitre Fertilization Centres in Australia: Their Observ. ]
' ; ance of the National Health
wand Medical Research Council's Guidelines 1986

'!'fh:zrfzport on IVF centres involved members of the NHMRC auditing the operations
of 12 institutions known to be conducting IVF and related
o T research. The report made
1 all I[VF centres had an IEC, but in thres ca

\ ses they were not constit i -
dance with NHMRG guidelines; netituted in accor
all IECs kept records, varying in detail;
1o surrogacy arrangements had been made;
no cloning experiments had oceurred;
op.mlons varied about what constituted research; some centres took the view that
minor changes to existing procedures did not constitute research.

O oab B

' These h-avo studies constitute only a beginning of the investigation of IECs in Austra-
!m. More information is nesded. For example, the NHMRC investigation revealed no
mformation c.:n the actual number of members on each IEC, (The NHMRG guidelines
stipulate a minimum membership only.} Nor was there information on how these mem-
!JEI‘S are recruited. There was no information on what constituted a quorum at meet-
ings of IECs and the methods employed at mestings, particularly when disagreements
arose. More detailed information is needed on surveillance practiées and the kinds
of sefnctions available to IECs. Some work needs to be dons on the iilifl'eréction between
medical and non-medical members, and the institutional support IECE receive. The hi h
rate of approval by IECs of research projects should be scrutinized. Little ;:an be S
fer:'-etzl from the one statistic cited in the first NHMRC study. Some II;'GS may be do'm—
their job properly and some may be functioning mersly as rubber stamps yI'\Ievertll:;g
Lenscsi. :l}:e NHMRC investigations constitute an important start in the assessn';ent of IECs:
oo nc;w that more work needs to be done before serions judgment can be passed
. In makiflg this judgment soms points in favour of & system of IECs should not be™
ignored. Fx_rst, the formal establishment of an IEC in a research institution means th (ta_]
Fhe potential exists for carrying out an ethical review. Furthermore, because an IEaC |
1?, local to the institution carrying on the research, it is woll placed tc; obiain inform !
?1011 about the research proposal. This is important, because ethical review made iar; l
ignorance of relevant facts or with a poor grasp of the facts runs the risk of err j
A1.1 exte?rnal body attempting to review research proposals in a particular institut'm“ {
might find it more difficult to obtain all the relevant information. - ’
A common objection to IECs is that, while they are mainly staffed by medical
re_sr?archers and scientists, research proposals do not receive the independent and
critical scrutiny they deserve because researchers cannot, by virtue of their co Elr'lt
n:fnt t-o f'esearch and the values that commitment implies, operate with tl:lﬂ necersns-r::j;
:J h;t:?]:?n:z;’;l}:? NI:MRCAguidelines attempt to overcome this problem by stipulating
by oo g o IESS includes nnn-med\ical persons, The value of non-medical mem-
0 nan epends very much. on the competence and confidence of those mem-
6rs, but it is suggested that even if an IEC were made up predominantly of medical
researchers, its objectivity would not automatically be impaired. yormedies

-
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The media today is eager to publicize the errors of medical science, particularly when
they involve human subjects and individual suffering. Moreover. in Australia research
institutions must compete for a Hmited number of research dollars. Institutions can-
not, in circumstances in which funds are difficult to obtain, risk their reputations. There
is also the possibility of litigation. Although medical researchers and practitioners in
Australia may not exposed to the levels of litigation in the United States, it is true
that the medical profession must operate in a social environment in which an error
of judgment brings a much higher probability of litigation than was previously the case.

In sum, an JEC in Australia, in making a decision about a research project within its
institution has to consider that approving au unethical project could result in adverse
publicity, could jeopardize the institution’s chances of obtaining further funding and
could incur legad action against the insttution, [ECs, whatever their membership, cannot
afford to operate in a completely self-serving and short-sighted fashion.

A racent survey of attitudes towards IECs by members of the medical profession
in the United Kingdom indicated a range of attitudes towards the importance of 1ECs
and their role [12]. Should this diversity of attitude also occur in members of IECs fhe
quality of IECs could vary considerably. Nevertheless, there is some evidence coming
from the United States o suggest that Institutional Review Boards (the equivalent of
Australian JECs) have some benefit for human subjects of research [13]. Fewer sub-
jects are dying and more research protecols are being modified. Irrespective of the.ir
quality, IECs fulfil, at least in part, an educational need. It is true that in Australia
medical and science degrees are little concerned with ethics. A recent report on med-
ical education suggests that in Australia medical graduates leave university with almost
no formal training in approaches to ethical problems {14). The presence of an IEC at
a research institution is a reminder that research has a public and social dimension
and that the silent intuitions of researchers on ethical matters in research are inade-
quate. Naturally, the more active an [EC is in an institution the greater will be its educa-
tive effect.

Ethics Committees and the Model of Enforced Seli-regulation

A notable feature of the Australian discussion of 15Cs has been its failure to con-
sider models of regulation that exploit their advantages [15]. Alternative models have
usually involved penal legislation. The weakness of using penal legislation in this field
merits separate discussion, but an obvious source of difficulty lies in the level of en-
forcement. For example, although it is possible to prohibit certain research in molecular
biology, how would illegal research be detected? Where would the state find the neces-
sary highly trained inspectors? Would researchers want to spend their careers polic-
ing other researchers? There is one model known as ‘enforced self-regulation’ has
been proposed as a new way of approaching the control of corporate crime [16). Despite
its corporate crime context, some features of the model could be usefully adapted to
regulate research institutions, Basically, under a model of enforced self-regulation,
the state requires each corporation to develop a set of rules in the light of policy stan-
dards legislatively enacted by the state. A regulatory agency reviews and has the power
publicly to ratify these rules. Public interest groups are able to participate in the de-
velopment of these rules and the policing of rules is carried out by a compliance
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group which the corporation would be required to establish. Much of the cost of regu-
lation is, therefore, borne by the corporation itself. Government inspectors monitor
the effectiveness of the corparate compliance group, If the corparation does not act
on the advice of ils compliance unit, the director of the unit is statutorily required
to report this to the relevant regulatory agency. Violations of the rules devised by the
corporation for itself are punishable by law. In summary, enforced self-regulation at-
tempts to produce a set of specifically tailored rules that both the regulator and the
party regulated can live with, in the enforcement of which both parties participate.

Under a scheme of enforced self-regulation, a research institution would be legally
obliged to have an IEG, The IEC would function as a compliance unit. Working as a
compliance unit, an IEC would be required critically to examine research protocols
according to a set of approved guidelines. It must be emphasized that an IEC would
not, in its role as a compliance unit, be required to police laboratories. In the words
of one writer: *‘We cannot sustain our university communities if we require colleagues
to police and harass each other because they think there is a high likelihood that any
particular other is dishonest. Argument and dialogue, so crucial to the existence of
the academic community, are impossible in an environment of distrust’ [17].

Whether IECs should be allowed to draft some of their own guidelines is difficult
to decide, but provided such guidelines are subject to review by an indépendent agen-
cy, the suggestion is not without merit. One of its potential strengths isithat research
institutions could develop guidelines suited to the research activity in giestion, rather
than relying on a very general set of guidelines designed to cover many different types
of research. Enforced self-regulation could also lead to more effective monitoring. It
has been pointed out that corporate inspectors in the pharmaceutical industry have
a higher level of training than their government counterparts and a better knowledge
of the corporation, making them more effective [18]. Similarly, medical researchers,
by virtue of their expertise, knowledge and location within a research institution, would
be better placed to scrutinize research protocols than are those external to the insti-
tution and untrained in particular fields. The model of enforced self-regulation could
also help overcome some of the weaknesses of the existing system. One aspect of IECs
which both of the NHMRC investigations failed to cover is how research institutions
recruit non-medical members to IECs. The proper exercise of the power of recruit-
ment is vital to the success of any system of IECs. If is no use appointing non-medical
members to an 1EC if those non-medical members have hidden allegiances to medical
members, Abuses of the recruitment power could be avoided if appointments were
screened by a government agency, or were the agency periodically to review a research
institution's recruitment procedures.

Related to the recruitment question is that of public participation and consultation
in the development of guidelines. Codes of self-regulation often atiract criticism on
the ground that, while the wider community is affected by the practices a code en-
dorses, that community often has little or no say in the development and drafting of
the code. In the development of the NHMRC guidelines, there is little evidence that
public participation took place on a systematic and institutionalized basis. Enforced
sell-regulation would invelve the participation of public interest groups in the crea-
tion of self-regulation, rules which would reduce much of the criticism of the use of

guidelines in this field. i




8

It is not crucial to the control of medical research that every decision by medical
researchers be vetied or inspected by a regulatory agency. It is, however, vital that
the structure of decision-making in medical and scientific research on ethical matters
operate fairly and efficiently, TECs have a genuine contribution to make. Under a model
of enforced self-regulation, a public monitoring agency would ensure that the struc-
ture of decision-making in IECs worked properly, rather than attempting to police the
individual decisions of those commitfees. The model of enforced self-regulation deserves
sympathetic consideration in the context of medical research, for it gives researchers
the opportunity to become involved in their own regulation while providing safeguards
against the worst excesses of self-regulation.
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