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Over the last ten years the medical study of human reproduction has

produced some new and exciting developments, the most widely

publicised of these being in vitro fertilisation (IVF) and embryo

transfer. The successful application of the IVF technique to humans

has seen the establishment of IVF programs in all the States of

Australia. Accompanying the development of IVF programs has been a

considerable amount of social debate and controversy, most of this

revolving around the difficult issue of experimentation on IVF

embryos.! The IVF programs in Australia have also produced a flurry

of government reaction leading to a number of committees required

by their terms of reference to examine, amongst other things, the

social, ethical and legal issues arising from IVE?

One important consequence of the government and public focus on
IVF programs has been to raise questions, in some ways for the first
time, about the way in which medical research in Australia is regulated.
(The present system will be described in more detail later, but essen-
tially it involves institutional ethics committees recognising and apply-
ing guidelines laid down by the National Health and Medical Research
Council (NHMRC).) In particular, it has been whether the existing sys-
tem of control can satisfactory deal with socially controversial issues,
like embryo experimentation, ‘

The various committees that have considered this system have, at
least to some extent, been critical of it. The Senate Select Committee
on the Human Embryo Experimentation Bill 1985 (the Senate Com-
mittee) stated in its report that the present system of ethics commit-
tees was inadequate and ought to be replaced.? The Family Law
Council’s report Creating Children, while making a number of com-
plimentary statements about the work of the NHMRC, nevertheless
recommends the establishment of a2 National Council on Reproductive
Technology with powers and functions that would allow such a council
to dominate the regulation of medical research.?

In Victoria the Parliament, acting on the recommendations of the
Committee to Consider the Social, Ethical and Legal Issues Arising
from In Vitro Fertilisation (the Victorian Committee), has passed the
Infertility (Medical Procedures) Act 1984. This Act establishes the Standing
Review and Advisory Committee to monitor research in the field of
reproductive technology. A recent South Australian report recom-
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mends that a South Australian Council on Reproductive Technology
be established, one of its functions being the development of a Code of
Practice for Reproductive Technology.’ The South Australian Parlia-
ment has also enacted legislation restricting the practice of IVF to cer--
tain specified centres.® The Tasmanian report recommends that IVF
programs be carried on within a context of formal regulation’ and the
Queensland report recommends the establishment of a State bioethics
commission.? - .

The passage of legislation in Victoria and South Australia and many
of the recommendations of the reports in this area suggest a lack of
confidence by some that ethics committees are able to properly mon-
itor research within IVF programs and reproductive technology
generally. The purpose of this paper is to carefully consider the role of
ethics committees in the regulation of reproductive technology. In
particular the paper examines some criticisms commonly made of
ethics committees, for example, the claim that they operate free of the
threat of having sanctions brought against them. It seems to the pre-
sent writer that the criticisms which have been made of ethics commit-
tees have not been preceded by any careful study of them..
Symptomatic of this fact is.the absence in the various committee
reports of any reference to empirical studies of the workings of ethics
committees. Instead one finds as in the case of the Senate Committee
Report an unsupported assertion that the present system is inadequate
and in need of replacement. While the literature on ethics committees
is not vast it does exist.? It is true, however, that ethics committees in
Australia are very much understudied and that systematic empirical
evidence concerning their actual operation (number of meetings,
selection procedures, manner of making decisions etc.) as opposed to
anecdotal evidence is needed before any firm conclusion concerning
their effectiveness can be reached. In Australia the only detailed and
systematic evidence that exists concerning the operation of ethics
committees come from two studies conducted by the Medical
Research Ethics Committee (MREC) of the NHMRC.1*

The distrust and suspicion with which ethics committees are often
regarded by non-medical people largely stems from the fact that ethics
committees are seen as being simply self-regulation. The idea of self-
regulation in medical research is unacceptable to many people,
because they equate it with freedom from law and freedom from res-
trictions, Neither of these views are well thought out. Researchers, like
anybody else, have to order their activities within the parameters of
the criminal and civil laws of the state. Researchers can no more ignore
the laws relating to homicide, assault, public health, tort, contract and
so on in conducting their experiments than can other citizens in carry-
ing out their particular daily activities. The relationship between law
and scientific research is a complex, interactive one and this is not the
place to pursue an account of it. But a basic, though often overlooked,
point is that research activity is inevitably controlled, directed or affec-
ted by the laws of the state.! Self-regulation does not mean and never

has meant freedom from all restrictions save that of the researcher’s
own. As will be discussed in a moment, researchers carrying on human
experimentation in Australia are subject to a set of official guidelines
issued by the NHMRC as well as guidelines issued by ethics
committees.

While these guidelines do not have the status of law in the sense that
they do not originate from a law-making body of the legal system they
can, in certain circumstances, become incorpotated into parts of the
legal system. For example, if a negligence suit is brought against an
IVF practitioner a court, in determining the appropriate standard of
care, would certainly consider the guidelines which had been issued for
practitioners by a body like the NHMRC." Similarly, those guidelines
could enter the legal system by being made part of the terms of a
research contract. While the point cannot be pressed too far “non-
legal” guidelines can, in some cases have many of the qualities of a
legal standard. More importantly the fact that a rule exists in the form
of a guideline does not deptrive it of normative value. As has been
observed governments and their departments have increasingly come
to rely on informal rules in the form of guidelines, policy statements,
practice notes, standards, codes of practice and such like as part of the
administration of legal rules,??

It is unfortunate that “self-regulation” has become something of a
slogan, which is either proposed or rejected on idealogical grounds.
There are many varieties of self-regulation, ranging from reliance on
individual integrity and honesty to complex models involving official
bodies and limited state intervention. In relation to the regulation of
reproductive .technology, the role of ethics committees deserves a
critical examination rather than being ousted from consideration on
the basis of an ideological or philosophical bias against self-

regulation. ..
(a) Ethics committees in Australia — the official framework

In Australia, ethics committees are a comparatively recent develop-
ment, with most institutions establishing such committees only in the
late 1960s after the NHMRC issued guidelines for experimentation on
human subjects.”* At the apex of the framework for ethics committees
in Australia is the NHMRC (established by an Order of the Common-
wealth Governor-General in 1936). The NHMRC has a number of
functions including making recommendations to the Commonwealth
and States on matters relating to medical research and making recom-
mendations to the Commonwealth on the expenditure of money on
medical research. In 1983 the NHMRC formed the MREC (this com-
mittee had been previously called the Working Party on Ethics in
Medical Research) as one of its standing advisory committees.
Amongst other things, the MREC’s terms of reference require it to
recommend ethical principles for human experimentation and special
guidelines in particular fields to facilitate the work of institutional
ethics committees, and to review the working of institutional ethics




committees.’ Through its MREC, the NHMRC has formulated a set of
national guidelines in relation to human experimentation. The
guidelines consist of the NHMRC's Statement on Human Experimen-
tation and a series of Supplementary Notes to be read in conjunction

with the Statement. The Statement on Human Experimentation con-

tains a set of general principles to which research must conform. For
example, research protocols should contain a statement of the ethical
considerations involved. The subject should be properly informed of
the risks and purposes of the study and consent should be obtained in
writing, The subject must be free to withdraw at any time from the
project. Special care must be exercised where experimentation
involves children, the mentally ill or other classes of persons in de-
pendent relationships. Research should, so far as is possible, be based
on animal experimentation. The Supplementary Notes deal with
special areas of concern in relation to human experimentation and for
present purposes Supplementary Notes 1 (institutional ethics commit-
tees) and 4 (IVF and embryo transfer) are relevant.16

Under the guidelines, every institution carrying on human
experimentation must have an institutional ethics committee (Sup-
plementary Note 1) and there is empirical work which indicates that
every institution involved in*human experimentation in Australia
either has an ethics committee or refers its work to an ethics commit-
tee.” In a study of IVF centres in Austialia, the MREC found that all
these centres referred their work to an ethics committee.'s Ethics com-
mittees attached to research institutions are subject to the guidelines
laid down in Supplementary Note 1 as to composition and function.
With respect to composition, ethics committees must have at least the
following five people: a laywoman and a layman who are not associated
with the institution, a minister of religion, a lawyer and a medical
graduate. Supplementary Note 1 requires ethics committees to con-
sider the ethical merits of research projécts, to provide for the sur-
veillance of research projects and to maintain a record of all proposed
research projects. In carrying out these functions ethics committees
must, amongst other things, conform to the NHMRC’s guidelines,
take account of local cultural and social attitudes and ensure that
research does not proceed at the expense of the rights of patients.

Where an institution has an IVF program it is also subject to the
guidelines in Supplementary Note 4. Amongst other things these
guidelines require that all aspects of an IVF program be approved by
an ethics committee. Concerning research with IVF embryos Note 4
stipulates that research is essential to the continued development of
IVF, but that embryos should not be allowed to develop beyond the
stage of implantation.

The network of guidelines that applies to researchers working in an
IVF program can be presented in the following summary form:
(1) Each researcher must observe the general principles stated in the

NHMRC’s Statement on Human Experimentation.
(2) The institution in which the researcher works must have an ethics
committee,

(3) The ethics committee must follow the NHMRC's guidelines in-
Supplementary Note 1.

(4) All aspects of the IVFE program in which the researcher works must
have been approved by an ethics committee.

(5) In addition to the decisions of the relevant ethics committee a re-
searcher must also follow the NHMRC's guidelines on IVF and
embryo transfer in Supplementary Note 4.

In Australia this network of guidelines has been further complicated
by State initiatives, As has been mentioned Victoria has established the
Standing Review and Advisory Committee and that committee has the
power to approve or disapprove of certain experimental procedures
involving embryos. A researcher in Victoria wishing to carry on
embryo experimentation, apart from having to obtain approval from
an ethics committee and conforming to other NHMRC guidelines,
must also obtain the approval of the Standing Committee. If the re-
searcher does not, he or she commits an offence which may result in
heavy financial penalties or a term of imprisonment (four years).

In South Australia the Report of the Working Party on IVF and AID
recommends that hospitals comply with the South Australian Health
Commission’s guidelines for IVF, and legislation restricts the provision
of IVF to specified centres.”® The Western Australian government has
formed the In Vitro Fertilisation Ethics Committee of Western
Australia and given it the task of making recommendations on issues in
the field. The Queensland report recommends that a Queensland
Bioethics Advisory Committee be set up and that this committee have
a power of approval over IVF programs.’ In New South Wales, the
Department of Health has issued a policy statement in respect of IVF
endorsing the NHMRC’s guidelines in respect of IVF and it is now the
case that in New South Wales all new IVF programs require the formal
approval of the Department of Health.?! A recent discussion paper on
IVF proposed by the New South Wales Law Reform Commission sug-
gests that a State advisory committee be established to advise on and
inquire into biomedical developments,

One view, common to this area, is that guidelines are ineffective asa
means of control because they are not accompanied by criminal
sanctions, Professor Louis Waller has described the present system as
essentially an honour system. According to Professor Waller: “An hon-
our system can work only where people are honourable. Is honour
enough? My feeling is that it is not . . . The honour system ends where
honour ends.”?

There are two points that can be made in relation to this kind of
view. First, it should be asked whether it is the case that systems for the
guidance and control of behaviour are only effective if they are sup-
ported by legal sanctions. To assume that the only effective means of
behaviour control lies in the utilisation of criminal sanctions is to
adopt a crude behaviourist view of human social action and to ignore
the importance of other factors that form and influence behaviour
like, for example, moral codes, norms, conventions, professional train-
ino and neer bressute ‘The second point is that while it is true that




there are no legal penalties for the breach of NHMRC guidelines by an
ethics committee or a research institution, it is not true that there are
ne sanctions which could be applied against an ethics committee and
the institution to which it belongs.

To begin with there are financial sanctions. The NHMRC has stated
that its guidelines concerning institutional ethics committees should
be framed as a set of conditions and “that only institutions conforming
with these conditions would be eligible to receive the Council’s funds
for research.”” However, this sanction can only be applied to research
bodies which seek the NHMRC's financial help.?s

Often overlooked in the context of sanctions is the fact that medical
research programs like IVF are located within a very broad framework
of public health regulation and administration, a framework which
offers the possibility of a number of sanctions against ethics commit-
tees and their institutions. For example, in New South Wales there is,
at least, an argument that medical practitioners who as members of
ethics committees refuse to follow the NHMRC guidelines in respect
of research with humans are guilty of misconduct in a professional res-
pect and could, therefore, be the subject of complaint and investiga-
tion under section 27 of the Medical Practitioners Aet 318. Similarly, a
research institution in New South Wales which continued to breach
the guidelines could possibly be made the subject of an inquiry under
section 13 of the Public Health Act 1902, which allows the Secretary to
make inquiries in relation to any matter concerning the public health.
It should also be remembered that IVF programs are often catried on
in hospitals and that hospitals are subject to a wide range of statutory
controls. For example, in New South Wales the recent Area Health Ser-
vices Act 1986 allows an area health service to restrict the range of
health care or treatment provided by any hospital or other health ser-
vice under its control (sub-section 23(2)). Obviously, statutory powers
like these could be used to place pressure on hospitals to make sure
that their ethics committees and IVF programs followed the relevant
guidelines.

Each State in Australia has a considerable body of legislation dealing
with medical practitioners, hospitals, the provision of health services,
public health and so on. This legislation offexrs a large number of
options concerning the indirect control of ethics committees and
makes nonsense of the claim that they are able to operate free of the
possibility of having sanctions brought against them.?

{b)} Ethics committees in the United Kingdom and the United
States

Before considering the role of ethics committees in more detail, it is
worthwhile for the purposes of comparison to briefly mention the
position in the United Kingdom and the United States. In the United
Kingdom, ethics committees are seen as a necessary part of research
and the Medical Research Council in that country requires that
research proposals involving an application for funds must have been

approved by a local ethics committes.?” : . ‘

While in the United Kingdom most institutions at which research is
carried out have established ethics commitiees, these operate
autonomously, and vary considerably from each other in matters such
as composition and mode of operation.?® Ethical review of research has
only been in large scale operation in the United Kingdom for approxi-
mately fifteen years. There has been little public discussion of the role
of ethics committees with the result that “sometimes even research
workers are unaware of the requitements of the ethical committee
within their own health districts.””? As in Australia there does not
appear to be much empirical data on the workings of ethics commit-
tees, although there are signs that this particular gap in knowledge is
being closed.* There is also a growing awareness in the United
Kingdom and other European countries that ethics committees can
play an important role in making informed decisions about research in
reproductive technology. Recently, the leading medical organisations
of nine European countries called for the establishment of national
ethics committees to monitor developments in the IVF field.* In the
United States the position with respect to ethics committees is slightly
more complicated than in Australia. Basically, under Federal.
Regulations an institution wishing to obtain federal funding for a
research project involving human subjects must have the project
approved by an Institutional Review Board (IRB). These Boards are
established by research institutions and have as their principal task the
protection of the rights and welfare of subjects involved in research.®
At the same time, many health care centres have established
institutional ethics committees and these committees may become
involved as policy makers in various programs (such as IVF programs)
carried on at the heaith care centre ® :

(c) Ethics committees — rubber stamps, irksome burdens or
protectors of rights? .

A good starting point in assessing the worth of ethics committees is a
study of 41 ethical committees in Scotland, because the study
highlights some of the deficiencies of a pootly organized system of
ethics committees.’* Each ethics committee was sent a questionnaire
requesting information on matters such as composition, mode of
operation, ethical problems faced by the committee and so on, The
survey showed that there were considerable differences between
ethics committees on the question of their function. Some saw their
function as an advisory one, others were unsure of their function and
none mentioned the direct control of research as a function.

The study showed an astonishing variation in the number of mem-
bers on any given ethics committee, the range being from one to
seventy three members. Selection procedures varied and a little over
half the committees had non-medical members. Modes of operation
varied tremendously. Some (approximately one third) of the ethics
committees had not met in twelve months and others met fewer than
three times a year. Of the 370 research proposals evaluated by these




committees, seven were rejected outright and fifty three were
returned for modification, There was no regular monitoring of
research and over one third of the committees did not know whether
the projects they approved were ever started. Most committees were
confident that they ensured the maintenance of proper ethical stan-
dards in medical research. The study came to the following
conclusion: ,

In their present form research ethical committees do not satisfy
fully the interests of the public or the research worker. There is
inadequate representation of lay interests at all levels, and with
most committees maintaining strict confidentiality over their
proceedings there is little other scope for public accountability.
The limited use of expert assessors and capricious monitoring
leave the research worker in a state of uncertainty,’s

Does the conclusion of the Scottish study apply to the Australian
system of ethics committees? There are reasons to think that it does
not, The Scottish study did point to the fact that the Medical Research
Council’s original guidelines concerning ethics committees were
possibly ambiguous and this could explain why the ethics committees
studied were uncertain of their role. The NHMRC on the other hand
has, working through its MREC, issued guidelines on matters like
institutional ethics committees, research on children and the mentally
ill, therapeutic trials, in vitro fertilisation and embryo transfer,
research involving the human foetus and the use of foetal tissue,
epidemiological research and embryo donation by uterine flushing.
Furthermore, the NHMRC has reviewed the Supplementary Note on
institutional ethics committees and as a result of that review a revised

‘Supplementary Note was adopted by the NHMRC in 1985. In short,

there has been a concerted effort on the part of the NHMRC to estab-
lish that the system of ethics committees is working and that ethics
committees have a set of guidelines available to them. While these
guidelines do not provide a clear direction on all matters (sutrogate
motherhood, for example) and are silent on others they at least pro-
vide a rudimentary framework for an ethics committee’s delibera-
tions.

The NHMRC report on ethics committees shows both contrasts
and parallels with the Scottish study. The NHMRC report states that
the majority of ethics committees attempted to monitor the progress
of approved research projects® and this is in contrast to the Scottish
study which suggested that no real ongoing surveillance of research
was occurring. Paralleling the results of the Scottish study, the
NHMRC report showed that there was a very high rate of approval by
ethics committees of research. Of the 1,827 protocols considered in
1983 by the ethics committees involved in the review, 73% were
approved immediately, 23.5% were approved upon further considera-
tion and 3.5% were rejected.’” In other words 96.5%, of the research
proposals put before ethics committees in 1983 were approved.

The NHMRC's study of IVF centres in Australia showed that while
all IVF centres referred their work to an ethics committee, in 3 of the
12 centres studied the membership of ethics committees did not com-
ply with the guidelines laid down in Supplementary Note 1.3 Record
keeping practices by ethics committees varied, this being attributable
in part to resource factors. The study does not specifically address the
issue of surveillance of research projects once approved but it con-
tains as an attachment the report of the visits by the MREC to the
various IVF centres. These reports indicate that while frequency and
methods of surveillance by ethics committees of research projects
varies, almost all ethics committees carry out some form of sur-
veillance, The study alsoc showed a high degree of compliance by
ethics committees with NHMRC guidelines on in vitro fertilisation.
For example, no IVF centre had allowed cloning or surrogacy
arrangements to take place and no research had been carried out on
embryos beyond the stage at which an embryo would implant in the
uterus. The study did, however, show that centres varied in their view
on what sort of experiments required approval by an ethics comnit-
tee. Most centres were of the opinion that minor changes to existing
procedures, such as a change in the nutrient solution in which
embryos are placed did not constitute research and therefore did not
require the approval of an ethics committee,

One area on which the study did not shed any light was the number
of research projects which ethics committees at IVF centres con-
sidered and how many of these were rejected or modified as a result of
consideration by an ethics .committee. As already mentioned the
earlier study by the NHMRC indicated a high rate of approval of
research projects by ethics committees (96.5%).

The last statistic may bring a smile to the face of thase sceptical of
the worth of ethics committees and it is undoubtedly easy to join a
long line of cynical reaction to ethics committees and regard them as
“rubber stamps”, “window dressing”, “self-serving” and so on. But
the critical boot has been administered to ethics committees often

‘enough, to the extent where some basic points have been overlooked.

For instance, the formal establishment of an ethics committee as part
of the structure of an institution which is carrying on research on
humans means that the potentzal exists for an ethical review to be car-
ried out. Where no such ethics committee exists, ethical review has a
slim chance indeed. Furthermore, because an ethics committee is
local to the institution carrying on the research and because such a
committee invariably has a heavy medical/science representation, it is
well placed to obtain information about the research proposal and to
understand and assess that information. This is important, because
ethical review made in ignorance of relevant facts or with a poor grasp
of the facts runs the risk of being mistaken. An external body
attempting to review research proposals in a particular institution
might find it more difficult to obtain all the relevant information.
While this last point sounds appealing in theory, an obvious objec-
tion to it is that while ethics committees are mainly staffed by medical




researchers and scientists, research proposals will not receive the
independent and critical scrutiny they deserve, because researchers
on ethics committees cannot by virtue of their commitment to
research and the values which that commitment implies operate at the
necessary level of objectivity. In Australia, the ZHEWO has
attempted to overcome this type of problem by recommending that
an institutional ethics committee should be composed of a laywoman
and layman not associated with the relevant institution, a minister of
religion, a lawyer and a medical graduate.

Such broad-based representation on an ethics committee may help
it to overcome a bias in favour of research, but there are reasons to
think that even where an ethics committee is made up predominantly
of medical researchers, its objectivity is not automatically impaired.
What is often overlooked by critics of ethics committees is that such
committees must operate in a different social and economic climate
to that of twenty years ago. .

“To begin with, the media of today are far more ready to publicise
the errors of medical science, particularly where those errors involve
human subjects, individual suffering and unethical practice. Added to
this is the fact that in Australia research institutions must compete for
2 limited amount of research dollars. The NHMRC has warned that
government budgets of the last few years have not always provided for
a real increase in the funding of medical research and it has suggested
that it would be in the long term interests of medical research in
Australia to obtain a broader basis of private funding.?? Institutions
cannot, in circumstances where funds are difficult to obtain, take risks
with their reputations. .

Ethics committees of today also face the fact that there is a greater
community awareness of individual legal rights and a readiness to pur-
sue those rights through the courts. The growth in malpractice litiga-
tion in the United States is well known and the cause of considerable
concern.®® While in Australia medical researchers and practitioners
may never be subject to the same levels of litigation as in the Gaﬁm.&
States, it is true generally that the medical profession must operate in
a social environment where an error of judgment brings a much
higher chance of litigation than was previously the case. Related to
this is the fact that the social respect the medical profession has
traditionally enjoyed in Australia has suffered in recent times as a
result of evidence of medical fraud and overservicing.#!

An ethics committee in Australia, when it comes to making a deci-
sion about a research project within its institution, has to consider
that approving an unethical project may result in adverse Hucvmnw.nﬁ
may jeopardise the institution’s chances of obtaining further funding
and may produce legal action against the institution. So even whete
an ethics committee is comprised exclusively of medical researchers,
it cannot afford to operate in a completely self-serving and short-
sighted fashion. Even if one assumes that ethics committees have in
the past operated in an unscrupulous and opportunistic fashion Ammm
this assumption is obviously arguable), ethics committees will

nevertheless now have to operate in a more impartial and balanced
manner because, given external economic and legal forces, such 4
manner of operation is likely to best serve researchers, research
institutions and the wider community.

There are, apart from external forces, many internal factors that
can affect how effective an ethics committee will be in carrying out its
functions. Selection procedures, size and composition of mem-
bership, the number of meetings it holds, the review procedures it
adopts and the way it perceives its functions (protecting subjects, pro-
tecting research, or both) are examples of such internal factors. The
inclusion of lay members on an ethics committee is something which
many writers stress as vital: While it is important, the extent of their
contribution should not be overestimated. It is unlikely that an ethics
committee, by having a lay member in its midst, secures access to “the
community view” on an issue, even if there is such a thing. The real
value of lay-members and other non-medical members is that they can
prompt researchers into re-thinking a particular experiment in the
light of other views and information.

While there is evidence that ethics committees can have a signifi-
cant influence in protecting human subjects from harm, it is not the
case that the ethical dilemmas and problems of reproductive technol-
ogy can be resolved exclusively through means of ethics commit-
tees.”? There will always be some researchers who, for reasons of
personal ambition or a blind pursuit of a scientific truth, will place
human subjects at risk and ethics committees, whether because of
favouritism, laziness, inefficiency or a lack of resources will some-
times approve projects with such risks. A recent survey of attitudes
towards ethics committees by members of the medical profession in
the United Kingdom indicated 2 range of attitudes towards the impos-
tance of ethics committees and their role#® This diversity of attitude
suggests that the quality of the performance of ethics committees is
likely to vary considerably, particularly if all the details of their
administration continue to be determined by the institution at which
they are located. . ,

But even where the manner and quality of the operation of ethics
committees remain variable, they fulfil, at least in part, an educational
need. It remains generally true in Australia that medical and science
degrees are not overburdened with courses in ethics. Medical
graduates enter practice or research with comparatively little formal
training in approaches to ethical problems. The lack of exposure to
courses in ethics may also help to foster an attitude amongst some
that the ethical dimension of conduct in research and practice is only
of secondary importance. .

Ethics committees can exert an educational influence on
researchers and help to overcome the deficiencies in early training.
Merely the formal presence of an ethics committee at a research
institution is 2 reminder that research has a public and social dimen-
sion and that the silent institutions of researchers on ethical matters
in research are inadequate, While in individual morality personal




intuition is perhaps ultimately inescapable, in a public context such as
research, private and personal intuition alone is not enough.

Ethics committees can serve as sources of information on ethical
matters for researchers and also as some sort of forum for the discus-
sion of matters which otherwise might have received no discussion at
all. Where members of ethics committees strive to carry out their
duties conscientiously, they are perhaps the best placed of all poten-
tial controlling bodies to make a decision concerning the rights of
researchers, the rights of subjects and the various community
interests which are involved. “

Naturally, the educative effect of ethics committees is part of a
long term process. It is foolish to think that ethics committees can
overnight improve the manner in which ethical issues in research are
approached, or that they are the sole means through which
improvements can occur. Nevertheless they have a very important
contribution to make in overcoming the dilemmas of research in an
area such as reproductive technology. It has to be realised that before
a research protocol which involves risks for human subjects is decided
upon, the criteria and reasons according to which the decision is made
must be openly stated, Ethics committees can encourage such as

=,

realisation. '

(d) Ethics committees and the model of enforced self-regulation

One notable feature of committee reports in this field is the lack of
consideration that has been given to alternative models of regulation,
and in particular models of regulation that exploit the advantages of
ethics committees. While scientific knowledge and its technological
application has in the field of human reproduction become
increasingly more sophisticated, lawyers, administrators, public
policy-makers have, with few exceptions, shown a reluctance to con-
sider more sophisticated models of regulation. Both the Victorian
Committee and the Senate Select Committee failed to consider the
difficulties that a penal statute would encounter at the level of en-
forcement when aimed at the regulation of scientific research activity.
Section 6 of the Infertility Medical Procedures Act provides an exam-
ple of the sort of problem that ought to have been considered by
these committees. Sub-section 6(1) prohibits the procedure of clon-
ing. Since the term cloning is undefined in the Act, an obvious ques-
tion is what particular activity does the section prohibit. A traditional
starting point in statutory interpretation is to ascertain the ordinary
meaning of the term in question.’ In the case of cloning the Oxford
Dictionary gives two meanings. Cloning may refer to the act of pro-
ducing a group of plants from one original stock, or it may mean clon-
ing by nuclear transplantation. To adopt the former meaning would
be to ignore the rest of the section as well as the Act and have the
absurd consequence that anyone who transplanted a cutting from one
tree to another would have committed an offence under section 6.
The second meaning seems the one obviously intended by Parlia-

ment, But there is a problem. A _mwnﬁvm IVF practitioner has pointed
out that cloning by nuclear transplantation has been shown to be

.Aimpossible in mammals by a number of researchers in the United

States and the United Kingdom.** The Victorian Parliament, may
then have prohibited a procedure which is impossible to carry out.” -
There is also another possibility. Cloning may refer to molecular clon-
ing. Molecular cloning is simply the large scale production of cells
which have been genetically modified to produce some useful pro-
duct.®® Using bacteria to produce human insulin is an example. This is
a more specialised meaning of the term and, given that the purpose of
the Act is to regulate IVF, unlikely to have been intended. The exam-
ple of cloning suggests that relying on general, non-specialised terms
for the purposes of drafting offences in relation to specialised
tesearch activity runs a strong risk of producing uncertainty.

There are other problems involved in using the criminal law to

- regulate scientific research activity. Section 6 of the Infertility (Medi-

cal Procedures) Act again provides an illustration. Sub-section 6(3)
requires that before a researcher can proceed with an experiment on
an embryo he or she must have obtained the approval of the Standing
Review and Advisory Committee. Let us assume that a researcher fails
to obtain such approval or disregards the need for such approval and
proceeds with an experiment, Let us assume further that the experi-
ment involves the insertion of a new DNA segment into the embryo.
How would such an offence be detected? The Senate Comumittee
Report is silent on the question of detection of offences. The Vic-
torian Committee deliberately steered away from making detailed
recommendations about the way in which hospitals carrying on IVF
programs should be supervised, except to suggesta random system of
inspection by medical inspectors.#® Clearly, before detection could
take place, inspectors who were trained in fields similar to the
researchers would have to be found in fields similar to the researchers
would have to be found. This seems essential, for how else would an
inspector be able to recognise that an illegal experiment had taken
place? From where would these highly trained inspectors be rec-
ruited? Researchers are unlikely to want to spend their careers polic-
ing other researchers. Aside from the problem of recruiting
sufficiently trained inspectors, there would also exist enormous prac-
tical difficulties in obtaining evidence of illegal experiments, which in-
the case of reproductive technology could take place at a molecular
and micro-biological level. In short, although it is possible to make
certain experiments within reproductive technology an offence, the
detection of such offences would in practice be enormously difficult.
The direct regulation of tesearch work by means of the criminal law
also runs the risk that scientists will begin to look at such regulation
from the point of view of identifying research activities which the
scheme has failed to cover or cover properly, with a view to exploiting
those weaknesses. Scientists may be encouraged to make judgments
about the utility or moral validity of research in the light of weak-
nesses in legislation rathetr than in the light of the intrinsic worth of




the research. One of the last things a society would want in scientific

research is the sort of mentality that prevails in relation to tax

matters. .

There is one model of regulation that has a possible useful applica-
tion to the workings of ethics committees. The model khown as
‘enforced self-regulation’ has been proposed by Braithwaite as a new
way of approaching the control of corporate crime.® Despite its cor-
porate crime context some features of the model could be usefully
adapted to the workings of ethics committees.’ . :

Basically, under a model of enforced self-regulation, the state
requires each corporation to develop a set of rules for itself in the
light of policy standards legislatively enacted by the state, A
regulatory agency reviews and has the power t6 publicly ratify these
rules. Public interest groups are able to participate in the develop-
ment of these rules and the pricing of rules is carried out by a com-
pliance group which the corporation would have to establish. Much of
the cost of regulation is, therefore, borne by corporations. Govern-
ment inspectors then monitor the effectiveness of the corporate com-
pliance group. If the corporation does not act on the advice of its
compliance unit, the director of the compliance 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 attempts to produce a set
of specifically tailored rules that both the regulator and the party to
be regulated can live with and in the enforcement of which both par-
ties participate, . .

Braithwaite does consider a number of possible problems with the
model, the two most serious being that corporations would exploit
the opportunity to draft rules in their own favour and that compliance
groups would not function with the required degree of independen-
ce. The best way to deal with the latter problem, Braithwaite sug-
gests, is to make failures by the internal compliance group to report
violations a criminal offence. Furthermore, on the basis of some
empirical wotrk carried out in the pharmaceutical industry, Braith-
waite suggests that the threats to the independence of a compliance
group may not be as great a problem as first thought.®* Concerning
the former problem, Braithwaite points out that the desire to escape
control poses problems for any system of control. He suggests that
particularistic rules over which business had a fair degree of control
would not be open to more abuse than formal regulation imposed on
business, but he concedes that empirical work is needed on this
question.

In the context of medical research, a2 scheme of enforced self-
regulation would involve an ethics committee functioning as a com-
pliance group. Working as a compliance unit an ethics committee
would be required to critically examine research protocols according
to a set of approved criteria. It is important to emphasise that an
ethics committee would not in its role as a compliance unit function
as a detective agency. Members of ethics committees are part-time

and they would have neither the time, the training or in ali probability
the desire to take on the role of gumshoe. Aside from this, an ethics-
committee functioning as some sort of police agency could create a
feeling of distrust within an institution, thereby possibly adversely
affecting the quality of research. In the words of one writer: “We can-
not 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 comnmunity, are
impossible in an environment of distrust”.* Under enforced self-
regulation a research institution would be legally obliged to have an
ethics committee. The NHMRC has already made a recommendation
to this effect and in any case most institutions carrying on human
expetimentation in Australia already have their own ethics cominit-
tees.’s Whether ethics committees should be allowed to draft their
own guidelines is difficult to decide, but, provided the guidelines were
subject to review by an independent agency, the suggestion that
research institutions develop their own detailed guidelines for mon-
itoring and reviewing research is not without merit. One potential
strength of the suggestion is that research institutions could develop
guidelines suited to the research activity in question, rather than rely-
ing on a very general set of guidelines designed to cover many dif-
ferent types of research. This is not to say, however, that there could
be no general guidelines which could be applied to all institutions.
Something like the NHMRC's guidelines for the composition and
function of ethics committees could be retained.

Enforced self-regulation could also lead to “greater inspectorial
depth”.5 Braithwaite points 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,
which makes them more effective.’” Similarly, medical researchers, by
virtue of their expertise, knowledge and location within a research
institution, would be better placed to scrutinise research protocols
than are persons who are external to the institution.

The model of enforced self-regulation could also help overcome
some of the weaknesses of the existing system. One aspect of the
operation of ethics committees which both of the NHMRC studies
failed to cover is how research institutions recruit non-medical mem-
bers for positions on ethics committees. There is in fact no informa-
tion on the practices of research institutions in this regard. The
proper exercise of the power of recruitment is clearly vital to the suc-
cess of any system of ethics committees. It is no use appointing non-
medical members to an ethics committee, if those non-medical
members have hidden allegiances to medical members. One way to
overcome possible abuses of the power of appointment to ethics com-
mittees is to have appointments screened by a government agency or
alternatively have the agency periodically review a research institu-
tion’s recruitment procedure. -

Related ta the recriitment duestion ic the guestion of bublic par-




ticipation and consultation in the development of guidelines, Codes
of self-regulation often attract criticism on the ground that, while the
wider community is affected by the practices endorsed by any given
code, the wider community often has no ot little say in the develop-
ment and drafting of the code.’® In the case of the development of
INHMRC guidelines there is little evidence that public participation
took place on a systematic and institutionalised basis. Enforced self-
regulation contemplates the participation of public interest groups in
the creation of rules of self-regulation and this would reduce much of
the criticism of the use of guidelines in this field. , .

It is not crucial to the control of medical research that every deci-
sion made by medical researchers be vetted or inspected by a
regulatory agency. It is crucial, however, that the structure of
decision-making in medical and scientific research on ethical matters
operate fairly and efficiently. Ethics committees have a genuine con-
tribution to make in this regard. Under a model of enforced self-
regulation a public monitoring agency would concentrate on ensuring
that the structure of decision-making in ethics committees worked
properly, rather than attempting to police the individual decisions of
those committees. Obviously, good structures of decision-making are
no guarantee of good decisions, but they are a necessary condition.

To this end the model of esiforced self-regulation deserves a sym-
pathetic consideration in the context of medical research, because it
gives researchers the opportunity to become involved in their own
regulation, while at the same time providing safeguards against the
worst excesses of self-regulation.
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