Chapter7

ETHICS AND PATIENT RIGHTS

This chapter deals with ethical issues as they applied to this Inquiry, and to circumstances
and cvents which were raised during the hearings and which require comment.

Historical background

A patient who entershospital for examination or treatment will usually be nervous and
feeloutof her depth. She may be surprised by how little informationis offered about her
diagnosis and management. Frequently she will ask very few questions of the nursing
or medical staff. Occasionally, she will be outraged when she learns that treatment or
procedures have been undertaken without her knowledge or consent. Overwhelmingly,
however, she will trust the medical, nursing and administrative staff to have one over-
riding goal: her health and welfare.

The ancienl oalh of Hippocrales contained this concept as its [irst principle. In the Decla-
ration of Geneva 1948, that principle was reaffirmed as “the health of my patient will be
my first consideration”. Itis instructive therefore to review whether medical and health
care professionals have seen the patient’s health and welfare as their prime objective over
the past 30 years, and whether practices at National Women's Hospital have reflected that
approach.

Although there are many similarities in the ethical considerations that apply to treatment
of patients and to research involving patients, there are some historical distinctions which
shouldbe placed in perspective. According to Dr Campbell, Visiting Professor in Biomed-
ical Ethics at the Otago Medical School, until the end of the Second World War the ethics
of medical practice appears to have been arelatively undeveloped subject which was dis-
cussed (if at all) only within a strictly professional enclave.

There hadlong been an emphasis that members of the medical profession behave towards
each other with the utmost courtesy. Similarly, it has beenexpected that they will not un-
necessarily interfere in each other’s work. As Professor Campbell said, “Historically, the
medical profession had been ‘really confusing ethics with etiquette”” From the early 19th
century when Percival’s Code was published, the protession has maintained a strong
commitment toloyalty to colleagues, summarised in the 1948 Declaration of Geneva as
“my colleagues will be my brothers”. However, Professor Campbell emphasised that this
has never been a principle which should override the primary duty to the patient:

"It is clear from Percival onwards, that although one should not officiously

interfere inthe conduct of acolleague, .. .where one has evidence to think that

actions are not appropriate medically, one should.”

CLINICAL FREEDOM

For at least 100 years the notion of clinical freedom has existed in medical practice.
Although the Hippocratic Oath “makes the doctor the sole decision maker as regards
‘his’ patient” (Campbell), there have in fact been significant developments, particular-
ly during the period with which this Inquiry is concerned. Professor Campbell said:
“The maineffectof this [development] was to alter quite dramatically the tradi-
tional image of the clinical doctoras a wholly autonomous and authoritative
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judgeof ‘whatisin the patient’s bestinterests’ In its place there has come the
recognition that patients themselves are usually the best judges of this,
provided they are properly informed of the options available.”

Ithas notalways been easy to recognise the responsibilities attached to clinical freedom.

Dr Jordan spoke of the
“Reluctance of colleagues to impinge on clinical freedom. Clinical freedom
is something which doctors, and consultants in particular feel is very impor-
tant to them, But we have all seen examples where clinical freedom, which
means the consultant doing what he thinks is right, is not necessarily in keep-
ing with current opinion and it becomes very difficult under these circum-
stances tosay, ‘Well, is he doing something which is really bad? It may be a
difference of opinion and I would defend anyone’s right to say, 'Well, you
wouldtreat that patient that way. I would treat that patient this way. It is differ-
ent, but the end result could be exactly the same.”

The Auckland Hospital Board has also been reluctant to become involved inclinical mat-
ters. As Dr Moody, a former Medical Superintendent-in-Chief, said:
“The Board upheld the widely accepted principle of professional freedom,
by permitting members of its medical staff, including members of the Univer-
sity of Auckland medical staff who became honorary members of the Auck-
land Hospital Board medical staff upon taking up their University
appointment, to practise medicine the way they wished to, according to their
professional beliefs, training and experience and to currentl ly accepted
methods and standards,

“At the same time, the Board expected its clinicians and its hon orary medical
staff to act always in the best interests of the individual patient.””

Furthermore, Dr Moody considered that had a Superintendent-in-Chief become in-
volved in aclinical dispute, the specialist staff would have interpreted that as adminis-
trative interferencein a clinical issue. When asked, “Are there any circumstances in which
what you see as ‘administrative interference in a clinical issue’ would take place?” Dr
Moody replied:
“Yes. If something was in my opinionillegal. And there were several occasions
while I was Superintendent-in-Chief where I intervened and gave instruc-
tions that things were to stop. My job is not only protector of the patients but
also the protector of the public. If the public interest was involved, yesIwould
intervene, andldid. Always with the support of the Chief Executive because
he speaks forthe Board, not me, the Chairman of the Board and almost in all
cases a Committee or the Board itself. Yes there were occasions. ... If some-
thing was going on which in my opinion was unlawfulI would stopit.”

Counsel: Soare you saying that the limits of professional clinical freedom are
illegality or unlawful? Are there no other limits on professional clinical
freedom?

DrMoody:Icannot honestly give you an extemporaneous yes orno. Ican't.

DrMoody placed the individual doctor’s conscience as the primary element of clinical
freedom:
“...Surely togoodness...you must give doctors the benefitof being, the great
majority, people of standing, of integrity, who are loyal to themselves and to
their own consciences, basicall ly to theirown consciences,...hon orably and
according to the cloth. When you take up medicine, you haveitin your heart

that youwill dothe bestfor the individual patients. Surely that’s enoughisn't
it?”
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Dr Leslie Honeyman, the present Medical Superintendent-in-Chiet, considered that the
concept of clinical freedomrequires free, frank and open discussions among those with
specialised knowledge. He acknowledged the difficulties for those, including adminis-
trators, who wish to obtain information but who do not have specialised knowledge. In
particular, he spoke of the difficulties for those who wished to challenge that knowledge.
‘Outsiders’meetreal barriers to free informed discussion and cannot successfully attack
the freedom of the specialist to give whatever treatment he or she thinks best.

DrJordan, having known Dr Green and his work, summed up the difficulties encoun-
tered with clinical freedom as they applied to Dr Green’s 1966 clinical trial:
“There were times over a period of years when attempts were made to get
Professor Green to change his mind about the work he was doing, and that
wasignored.... The reluctance of colleagues to impinge on clinical freedom
is something which we all feel.... Ifeel...that the people he was working
with did not feel sufficiently strongly about what he was doing to make sure
that he stopped it. Otherwise they would have done.”

Inessence, clinical freedom in relation to the 1966 trial meant that a gynaecologist was
able to instigate and continue a trial without effective intervention from his colleagues
or, if they were unwilling or unable to intervene, from the administration. Clinical free-
dom can nolonger be permitted toimply the right to treat patients as one wishes without
intervention from administrators or colleagues.

Atleast one writer believes that the era of clinical freedom is over when it applies to un-
supported opinion. Protessor Hampton, Professor of Cardiology at University Hospi-
tal, Nottingham, wrote in “The End of Clinical Freedom’:
“Clinical freedom is dead, and no one need regret its passing. Clinical free-
dom was theright — some seemed to believe the divine right — of doctors to
dowhateverintheir opinion was best for their patients. Inthe days when in-
vestigation was non-existentand treatment as harmless as it was ineffective,
the doctor’s opinion was all that there was, but now opinion is not good
enough. If we do not have the resources to do all that is technically possible
then medical care must be limited to what is of proved value, and the medi-
cal profession will have to set opinion aside....

“Clinical freedom died accidently, crushed between the rising costs of new
forms of investigation and treatment and the financial limits inevitable in an
economy that cannot expand indefinitely. Clinical frecdom was a myth that
prevented true advance. We must welcome its demise, and seize the oppor-
tunities now laid out before us.”

However, clinical freedom will always be relevant where it requires that the doctor with
his or her specialist knowledge, determines the best course of management for the pa-
tient.

Now the patient must be involved in decisions concerning her management and medi-
cal colleagues must intervene if there is risk to the patient for any rcason. The doctor is
nolonger wholly autonomous. As aconcept, clinical freedom has been proved worth-
less at National Women’s Hospital when patients’ safety or the rigorous testing of anew
treatment protocol were at stake.

PEER REVIEW

Peer review demands from the doctor first an ability to analysc his or her own work and
learn from past professional experiences. There is a second requirement: the ability to
know when consultation is necessary or desirable and the will to do this. Dr Campbell
said:
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"It has also been recognised that in all situations of uncertain ty, theclinician
is under an obligation to seek full advice from medical colleagues and from
others who can offer a different perspective on the patient’s situation.”

Therefore, there has longbeen an ethical obligation known as peerreview thata doctor
seekand accept criticism and advice from professional colleagues. Thereis also astrong
obligation to maintain realistic self-scrutiny. Itis not a concept peculiar to the medical
profession. Many disciplines require full exchange and discussion of ideas as a form of
supervision or quality control of the service offered or product manufactured. No one
personcan hold the complete knowledge and wisdom needed to treat a patient whohas
adifficult medical condition; or whose social circumstances require are-thinking of or-
thodox treatment. It is also of intercst that Professor Campbell does not restrict peer
review in the medical profession only to those who are medically qualified.

The concept itself is common sense; but the gravest difficulty has always been in im-
plementing peer review. To some clinicians peerreview means discussing topics during
coffecbreaks. Those informal sessions certainly have their value but cannotreplace the
formal setting where cases are systematically reviewed. National Women's Hospital es-
tablished a group called the Tumour Panel where difficult cases were discussed. Butpeer
review should extend beyond the unusual or difficult case and into the area of everyday
clinical practice, particularly as the Tumour Panel (which has essentially had ateaching
task) proved to be ineffective as a forum for dealing with the consequences of the 1966
trial.

Dr Duncan, President of the Royal New Zealand College of Obstetricians and Gynaccol-
ogists, told me that the College had believed that peerreview had beenoperating at Na-
tional Women's Hospital and that the Auckland Hospital Board was effectively managing
any problems arising out of the 1966 trial. However, it was his view that the patients’rights
of privacy together with clinical freedom could effectively mask any problem that might
arise. He favoured asystem where “you and your colleagues discuss.. your problems in
such a way that you were better informed, perhaps both of theiractivities and your own’”,
to a formal review of one individual’s work.

Thereal difficulty insucha procedure, forallits worth, is that mistakes, incompetence,
orrigidadherence tooutmoded treatment protocols might not be discussed. Every hu-
man being finds it difficult to accept the possibility of criticism with equanimity,
Nevertheless, the effort must be made.

In"The Critical Attitude in Medicine: The Need for a New Ethics’ by Maclntyre and Pop-
per,’ the authors say:
"Doctors are expected to profit from their experiences, and from their earli-
estdays medical students are exhorted tolearn from their mistakes. To learn
only from one’s own mistakes would be a slow and painful process and un-
necessarily costly to one’s patients. Experiences mustbe pooled sothatdoc-
tors may also learn from the errors of others. This requires a willingness to
admit that one has erred and to discuss the factors that may have beenrespon-
sible. It calls for a critical attitude to one’s own work and to that of others.”
Thereare other difficulties identified by MacIntyre and Popper. The first lies in the na-
ture of the doctors’ work.
"Doctors rarely observe the work of their colleaguesatfirsthand; they rely on
their own approach and on their own ability, so their work tends to be self-
validating and self-confirming.... These factors encourage personal rather
than collective responsibility.”
Secondly,
“Many doctorsbelieve thatauditand peerreview would threaten the doctor-
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patient relationship. This relationship is founded on the acknowledged skill
of the doctor, but also on his patient’s fears. His authority may crumble should
patients hear of mistakes.”

These problems are not insurmountable and are minor when compared with the damage
that can occur when peer review is neglected.

Peer review is possible, given the right spirit and environment and the encouragement
andsupport of administrators. But it should be established in aformal setting. The profes-
sion can no longer rely on informal discussions which may ormay not include all rele-
vant staff members and where there is no systematic review of procedures. There s the
example of peerreview in practice, established by a hospital in Birmingham, which was
reported in the Journal of the Royal College of Physicians of London, July 1980.

The report commented on the beneficial results of holding aregular medical audit among
five consultant physicians and their junior staff, including final year students. Benefits
have included the improved documentation of patients’ cases so that doctors who do not
know the patient may, with confidence, rely on the notes. One result has been an in-
creased awareness that investigations or treatment might need to be justified at a later
stage, and this has led to more critical thought being given to the problems while the pa-
tientisin the ward. Also, greater emphasisis being placed on proper communication with
the patient and relatives as an integral part of the management. Systematic and organised
peerreview as illustrated in this example could, however, beimproved by theinclusion
of other health professionals (particularly nursing staff and social workers) inthe group.

In ‘Institutional Ethics’(The Lancet, October 1987), Silver says:
“Those academic institutions who claimJeadership in medicine should now
be hard at work devising a system whereby practitioners can maintain the
skills and excellence that are fostered in medical schools.

“Secondly, practitioners should be encouraged to look critically at what they
themselves are doing, in terms of the need of people for care and cure. The
self scrutiny that began with the clinical pathological conferencesand infant
and maternal mortality conferences, needs to be extended to the daily prac-
tice of medicine.”

When it came to evaluating or reviewing the 1966 trial, Dr Green’s peers failed him.
Twenty-one years after the first oral and written challenges to the Proposal, anaarticlein
anon-medical magazine achieved in a few days what his colleagues could not. Drs Mcln-
doe and McLean, then Dr Warren and latterly DrJones, had all expressed their disquiet
in a variety of ways. They attempted intelligent peer review through private discussions
and consultation with the Medical Superintendent-in-Chief, called on the adviceof a
world authority in gynaecological oncology, and raised the question of the safety of the
trial and consequential treatment of patients at meetings of the Hospital Medical Com-
mittee. In thelongrun all this counted for nothing. The publication of the 1984 and 1986
scientific papers hardly seemed to cause a ripple among the staff at National Women's
Hospital; they were read by colleagues and yet no special effort was made tolocate and
treat women who needed review. Of even graver concern is the fact that the Auckland
Hospital Board took no steps to ensure that patients’ welfare was not at risk even though
it had known of the risks, through its Medical Superintendent, since 1975.

The response tothe magazine article, published in June 1987 wasinstantand spectacu-
lar compared to these years of neglect. In contrast with what had been published beforc,
“An ‘Unfortunate Experiment’ at National Women's” was written by lay people. Itinitiated
the first real action to review the 1966 trial and its consequences for patients. The maga-
zine went on sale at the end of May 1987. By 10 June 1987 the Terms of Reference for this
Inquiry had been settled and Thad been appointed pursuant to the Commissions of In-

quiry Act 1908 to preparc a report for the Minister of Health.
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Anlnquiry into medical practice is one form of peerreview, albeit enforced. [tisalso the
most disastrous forthe profession, for patients and for the public purse. Ibelieve that un-
quate peer review and adequate systems to cope with
the inevitable mistakes or problems caused by incompetence, then there will be a con-

less the profession can establish ade

tinuing succession of inquiries of this nature.

INFORMED CONSENT

Theobligationto obtain a person’s consent to participation in non-therapeuticrescarch

was stipulated unequivocally in the 1947 Nuremberg Code which stated:

This first principle encapsulates the modern doctrine of ‘informed consent’. Although
the principle was limited to non-therapeutic research only, by 1964 the World Medical
Association had published acode of ethics known as the 1964 Helsinki Declaration which

“The voluntary consent of the human subject is absolutely essential.

“This means that the person involved should have legal capacity to give con-
sent; should be so situated as to be able to exercise free power of choice,
without the intervention of any element of force, fraud, deceit, duress, over-
reaching or other ulterior form of constraint or coercion; and should have
sufficient knowledge and comprehension of the elements of the subject mat-
ter involved as to enable him to make an understanding and enlightened de-
cision.

“This latter elementrequires that before the acceptance of an affirmative de-
cision by the experimental subject there should be made known to him the
nature, duration and purpose of the experiment; the method and means by
whichitis tobe conducted; all inconveniences and hazards reasonably to be
expected; and the effects upon his health or person which may possibly come
from his participation in the experiment.

“The duty and responsibility for ascertaining the quality of the consent rests
uponeachindividual who initiates, directs or engages in the experiment. It
isapersonal duty and responsibility which may not be delegated to another
with impunity.”

stated:
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“It is the mission of the doctor to safeguard the health of the people. His
knowledge and conscience are dedicated to the fulfilment of this mission.

The Declaration of Geneva of the World Medical Association hinds the doc-
tor with the words, “The health of my patient will be my first consideration’;
and the International Code of Medical Ethics which declares that ‘Any actor
advice which could weaken physical or mental resistance of a human being
may be used only in his interest’

Becauseitis essential that the results of laboratory experiments be applied to
humanbeingsto further scientificknowledge and to help suffering human-
ity, the World Medical Association has prepared the following recommenda-
tions as aguide to each doctor inclinical research. It must be stressed that the
standards as drafted are only a guide to physicians all over the world, Doc-
tors are not relieved from criminal, civil and ethical responsibilities under the
laws of their own countries.

Inthe field of clinical research a fundamental distinction must be recognised
between clinical research in which the aim is essentially therapeutic forapa-
tient, and clinical research the essential object of which is purely scientific and
without therapeutic value to the person subjected to the research.
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I. Basic Principles

1. Clinical research must conform to the moral and scientific principles that
justify medical research and should be based on animal experiments or other
scientifically established facts.

2. Clinical research shouldbe conducted only by scientifically qualified per-
sons and under the supervision of a qualified medical man.

3. Clinical research cannot legitimately be carried out unless the importance
of the objective is in proportion to the inherent risk to the subject.

4. Every clinical research project should be preceded by careful assessment
of inherent risks in comparison to foreseeable benefits to the subject or to
others.

5. Special caution should be exercised by the doctor in performing clinical
researchin which the personality of the subjectisliable to be altered by drugs
or experimental procedure.

II. Clinical Research Combined with Professional Care

1. Inthe treatment of the sick person the doctor must be free to use a new
therapeutic measure if in his judgment it offers hope of saving life, re-
establishing health, or alleviating suffering. If at all possible, consistent with
patient psychology, the doctor should obtain the patient’s freely given con-
sent after the patient has been given a full explanation. In case of legal inca-
pacity consent should also be procured from the legal guardian; in case of
physical incapacity the permission of the legal guardian replaces that of the
patient.

2. Thedoctorcan combine clinical research with professional care, the ob-
jective being the acquisition of new medical knowledge, only to the extent that
clinical research is justified by its therapeutic value for the patient.

1. Non-Therapeutic Clinical Research

1. Inthe purely scientific application of clinical research carried out ona hu-
man being it is the duty of the doctor to remain the protector of the life and
health of that person on whom the clinical research is being carried out.

2. The nature, the purpose, and the risk of clinical research must be ex-
plained to the subject by the doctor.

3a. Clinicalresearch ona human being cannot be undertaken without his
free consent, after he has been fully informed; if he islegally incompetent the
consent of the legal guardian should be procured.

3b.  Thesubjectof clinical research should be in such amental, physicaland
legal state as to be able to exercise fully his power of choice.

3c. Consentshould, asarule, be obtained in writing. However, the respon-
sibility for clinical research always remains with the research worker; it never
falls on the subject, even after consent is obtained.

4a. Theinvestigator mustrespect theright of each individual to safeguard
hispersonal integrity, especially if the subjectis in a dependentrelationship
to the investigator.

4b. Atanytimeduring thecourseof clinical research the subject orhis guar-
dian should be free to withdraw permission for research tobe continued. The
investigator or the investigating team should discontinue the research if in his
or their judgment it may, if continued, be harmful to the individual
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This was revised by the World Medical Association and republished in 1983 (see Appen-
dix9). Throughout the period from the late 1950s, therefore, there has alwaysbeenaclear
evolving duty to provide adequate information and to seek the patient’s consent to in-
clusionin aclinical trial. In 1966, as I have already noted, the 1964 Helsinki Declaration
required:

“Ifatall possible, consistent with patient psychology, the doctor should ob-

tain the patient’s freely given consent after the patient has been givena full

explanation.

In cases of legal incapacity, consent should also be procured from the legal
guardian; incase of physical incapacity the permission of the legal guardian
replaces that of the patient,

2. Thedoctor can combine clinical research with professional care, the ob-
jective being the acquisition of new medical knowledge, only to theextent that
clinical rescarch is justified by its therapeutic value for the patient.”

Legal comment on informed consent

Although from 1966 on, there have always been clear ethical standards applying to non-
therapeutic and to therapeutic trials, there has been little developed casc law in New
Zealand which deals with the concept of informed consent. The subject has come before

Courtsinotherjurisdictions. Useful statements can be gleaned from various decisions.

InCanada, as early as 1963, the Saskatchewan Court of Appeal in Halushka v the Univer-
sity of Saskatchewan [1965] 53 DLR (2d) 436, concluded that the subject of medical ex-
perimentation is entitled to afull and frank disclosure of all the facts, probabilities and
opinions which a reasonable man might be expected to consider before giving his con-
sent. The plaintiff was entitled to rely upon the special skill, knowledge and experience
of the medical staff who were, in the Court’s opinion, entrusted with this responsibility.

The testenunciated in Smith v Auckland Hospital Board,* relates to medical treatment
(andinparticularsurgery). The twojudgements share common elements which require
the provision of information which is peculiarly within the doctor’s knowledge. While
thereliance that a patient must have on his or her doctor was acknowledged, the deci-
sion in Smith limited the obligation to provide information to that which the patient
sought.

Itis not difficult to imagine a situation where a patient has toolittle medical knowledge
toask theright questions. Thelevel of knowledge of the condition and treatment of mogt
patientslinterviewed vividly illustrates this. Itis my view that today the reasonable pa-
tient would expect fullinformation and that a Court’s rulings would be likely to reflect
that development.

Thereisaobvious overlapping between the patient’sright toknow and to consent to in-
clusioninaresearch project and the patient’s rights with respect to treatment. In my view,
thetestshould centre on the patient. Tt should notbe a test which is dependentondecid-
ing whether or not treatment was offered in the course of a research project, be it ther-
apeutic or non-therapeutic, or simply part of a treatment programme available to that
and other patients in the hospital.

The patient has certainbasic rights and, in some cases, limited obligations. If the research
project is non-therapeutic, then the investigator should have an absolute duty to inform
the patient thatshe has been included in the trial and to outline the risks before seeks ng
the patient’s freely given consent. In her evidence, Mrs Vennell referred to an article by
Brazier — ‘Patient Autonomy and Consent to Treatment: The Role of Law?* In that art..-
cle, Brazier states the basic proposition:

“Apatient who issufficiently mature and intellectually competent to under-
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stand what is entailed in treatmentis entitled to make up his orherown mind
as to whether to accept orreject proposed medical treatment. This rightis part
and parcel of his or her autonomy, of sovereignty over one’s own body.”

Mrs Vennell’s opinion, whichTaccept, is that the controversy about informed consent
arises not because self-autonomy is not accepted by the medical profession, but
“rather how farshould the doctors go once the patient has madc an initial de-
cision to seek treatment. Having made the initial decision, should the doc-
tor give any further information?”

The patient has aright to information, notonly at the outset when treatment is first offered
and accepted but astreatment progresses and knowledge of the patient’s condition im-
proves and options for treatment emerge. Where there are options the picture is less
confused.

“One thing is clear, thatif there are alternative available courses of treatment,

both mustbe explained so that the patient can decide which they will decide

to follow. This is freedom of choice.” (Vennell)

The real difficulty facing the doctor offering treatment, or the investigator seeking the
patient’s consenttoinclusioninaclinical research project, is the amount of information
that mustbe provided to the patient. InNew Zealand, the enacting of the Accident Com-
pensation legislation has almost certainly resulted in a failure to develop law in this field.
If a patient can be compensated by means other than action against her doctor, then she
is more likely to take that simpler, cheaper option.

Compensationis only one factor, however. Most patients would like to know the possi-
ble risks and benefits of a medical procedure before deciding whether to take partin a
medical research trial or to accept treatment. Other jurisdictions have grappled with this
question. Inthe United States, a Court has held (Canterbury v Spence® ) that the doctor
hasaduty to supply the patient with all the information that she might reasonably con-
sider necessary to assist her in coming to a decision. Furthermore the Court said:

“Respect for the patient’s right of self-determination on particular therapy de-

mands a standard setby law for physicians, rather than one which physicians

may or may not imposc on themselves.”

The Canterbury judgement does notrequire the patient to have acomplete understand-
ing of the signficanceand alltheimplications of the treatment. That would impose a heavy
and on occasions, impossible burden on the doctor. The Court, however, agreed with
the proposition that a risk would be material,

“..whenareasonable person, in what the physician knows or should know

to be the patient’s position, would be likely to attach significance to the risk

or cluster of risks in deciding whether or not to forego the proposed therapy.”

Inthe United Kingdom, in Sidaway and the Bethelehem Royal Hospital,® alessthan 1
per cent risk of damage, which in fact occurred, was not disclosed to the patient. The
House of Lords found that the doctrine of informed consent had no place in English law
and rejected the Canterbury test.

“Inotherwords, the Court held that what should be disclosed by the doctor,

was governed by what was accepted at the time as proper, by a responsible

body of medical opinion (the paternalistic approach).” (Vennell)

The very low risk of the particular damage occurring unquestionably influenced the
Court'sview inthe Sidaway judgement. However, itis interesting to note that Lord Scar-
man in the minority judgement, would have adopted the ‘reasonable patient’ test. Itis
alsoof interest to note that in Australia, where abody of case law 1s developing in South
Australia, the Courthasleaned towards requiring the consent of the patient to treatment
after she has been given adequate information to assist her in making a decision.

135



CERVICAL CANCER REPORT

Nevertheless, in oneinstance (Fy R’ Jitwas held that the doctor concerned owed no duty
to the patient to inform her of the ‘extremely remote risk’ that the operation would fail
and was therefore not negligent. The statistical failure rate was between 0.5 per centand
1 percent, but according to the evidence of the three specialists called, the odds on the
basis of their experience, were very much lower. It was found that it might have been
otherwise if either the patient had asked specifically about the risk of failure, or if there
had been an alternative procedure available with an even lower chance of failure.

Inits discussion paper, ‘Informed Consent to Medical Treatment’,® the Law Reform Com-
mission of Victoria, in conjunction with the Australian Law Reform Commissionand the
New South Wales Law Reform Commission says:
“Itisa matter of speculation whether the High Court of Australia would fol-
low Sidaway rather than the South Australian cases described above. Those
cases now notonly constitute a distinctive body of legal doctrine for thatjuris-
dictionbut also have significant persuasive influence in the rest of Australia.
Whatisclearis, thatinrelation to anumberofimportant commonlaw issues
considered by the High Court since 1963, that Court has chosen not to follow
decisions of the House of Lords, even though they were unanimous.”

The positioninNew Zealand is somewhat different. The Sidawayjudgementwould be
far more influential. However, Iconsider, that the New Zealand Courts, if they had been
freed from the constraints imposed by the Accident Compensation Act 1972 and its
amendments, would be more likely to follow the Australian example. Asaconsequence
of thatlegislation, the law in New Zealand relating to informed consent may need to be
spelt out specifically. If the Sidaway judgement were to apply only to those cases like
FvR, where the doctor was obliged to disclose all but the most unlikely or insignificant
of risks to the patient, then there would be less room for concern.

Nevertheless, Ihave come to consider that the patientisentitled to all relevant informa-
tion concerning her treatment, the options for treatment, and all information concern-
ing her possible inclusion in a research trial. The focus should be centred on the patient,
andnotonthe doctor. Itisa principle designed to protect and preserve the patient’srights,
not to protect the doctorfromliability. Margaret Brazier’s view is that the patientshould
be informed, simply because the informed patient is better equipped to participate in
treatment. That view reflects my finding in individual patient cases.

Informed consent and the 1966 trial

Throughout the period when the 1966 Proposal was being putinto effect, had patients
been informed of their inclusion in the trial, informed of the types of treatment availa-
bletothem, informed of the risks of procedures which were not conventional, definitive
treatment for carcinoma in situ, and giventhe opportunity freely to decide whether or
not to be part of the trial, then the trial could not be so severely criticised.

The consent of the patient even so, would not discharge the investigator or doctor from
allresponsibility. The 1966 Proposal wasflawedin design. Even if the patient had given
her consent freely to inclusion in the trial, that fundamental fault is not corrected. The
risks, had they been properly evaluated, outwe ighed the benefits. In that situation, the
investigator cannot shift the responsibility to the patient simply because she consents
toinclusion in a research project.

Furthermore, if patients had been informed of their obligations: to return regularly for
treatmentoradvice; to ensure that, even after discharge from National Women’s I lospital,
they continued to have smeartests at regularintervals; and to be consta ntly vigilant for
any symptoms which might herald invasive cancer, then it is my firm view thatfewer pa-
tients’ carcinoma in situ would have progressed to invasion,

The investigator should have sought the patient’s consent. In doingso, notonly does he
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orshe demonstrate respect for the patient’s autonomy but also provides her with infor-
mation which is valuable for the preservation of her own health. These are principles
which have clearly been enunciated throughout the period that the 1966 trial has been
in operation, but which were breached from the outset.

Modern concepts

The consent of a patient to treatment or research starts with the premise of the right of
a person to his or her autonomy or self determination. While there may be occasions
whenthe greater good or risks to other people override this central premise, these must
of necessity berare. There is, in New Zealand, no generallegal or moral concept which
wouldrequire an individual to risk his or her personal health for the good of the majority.

The patient’s consent is a pre-condition to all treatment or research. The only true ex-
ception is emergency procedures required for the preservation of life where the patient’s
consent cannot be obtained and the patient’s view (perhaps discloscd by relatives or earli-
er consultations with the patient) are not known. The doctor does not have the right to
insist on life-saving procedures if he or she knows the patient does not consent. To this
concept of consent as a prercquisite to treatment and research, Twould add, patient ex-
amination, or teaching situations involving the patient.

Consent mustbe freely given. The patient cannot be in a dependent relationship to the
doctor who sceks her consent. One witness who was asked during labour to be part of
aresearch programme said:
“There was no way I felt [ could say ‘no’.... [ know that other women feel the
same way, you are in something completely different, your state of mind is
separate from the kind of world of medical research....”

Question: You didn't feel at that stage that you could refusc to participate?

Answer: No, no way, because I think it was also in there at that time, areal
eagerness and willingnesstopleasc, inthe hope that the wholething would
goonsmoothly.

She must not feel obliged to be compliant because of a cultural, lingual or social gulf be-
tween her and the doctor. As a corollory, the doctor has an obligation to know her cul-
tural perspective and to ensure, if necessary by secking the assistance of a respected
member of her community, that ‘yes” means ‘yes” and is not just a desire to pleasc.

The patient cannot be left with theimpression that unless she consents, other rights will
be withdrawn; orif she consents, she will get other advantages. If the medical profession
realisesthat, rightly or wrongly, the woman patient may feel vulnerable, inferiorin sta-
tusto the doctorand less able to articulate her opinions than she would in her own work-
place or home, then greater care may be taken in ensuring her consent is genuine.

If the patient’s consent to treatment, research, examination orteachingis a prerequisite,
then she must have adequate information on which to base her decision. It is obvious
from the evidence that I have heard that some doctors do not believe thatitisreally pos-
sible to provide this information, given the constraints of time and thelevel of the patient’s
understanding.

Inmy opinion the latter is more afault of the doctor’s ability to communicate and the per-
ception of the extratime it takes. The former canbe addressed by far greater commitment
to providing patients with more written and visual information before the doctor discuss-
es the procedure, treatment or research with her. In Smith v the Auckland Hospital
Board’ the test placed the onus onthe patient to ask the question and on the doctor, the
duty to use due care in answering, I do not accept that that judgement is applicable to
research, or astandard that should be alluded to in practice. Evidence given at the Inquiry
shows that the public requires full disclosure and indeed this is the modern trend both
in New Zealand and overseas.
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The Nuremberg Code requires that the person who is to be involved in research “should
have sufficientknowledge and comprehension of the elements of the subject matter in-
volved as to enable him to make an understanding and enlightened decision”. Most
writersacknowledge adifference inthe degree of information to be provided, which de-
pends on whether ornot the procedure is therapeutic or non-therapeutic; but all are
agreed that adequate information is an essential part of the process of obtaining consent,

What isadequate information? I believe that the information must not only beaccurate
but that the patient must also understand it. Without understanding, the patient can-
not be said to have consented to a procedure. One patient (Code 10L) said:
“Apart from having smear tests when [ went to the hospital, I would some-
times give Protessor Green tissue. He would ask me to come to the Hospital
for this, and I'would go down to the theatre and have an anaesthetic and he
would take just a very little piece of tissue from the mouth of the womb for
comparison with other patients.

"My condition was fixed by the hysterectomy and Professor Green said he
could notdoanything more forme, buthe would ask me tocome in and give
hima piecc of tissue from time to time because he said my body could be hel p-
ful by way of providing comparison with other patients’bodies who weren't
so healthy.”

Notonly did this woman not realise that the smear tests and biopsies were taken from
thevaginanot the mouth of the womb, butshe obviously gained the impression that the
biopsies were more for the benefit of other patients than for her. This information was
clearly inaccurate, and even if the patient had misunderstood the information givento
her, her misapprehensions ought to have been corrected.

The physician has a duty to ensure that the patient has an objective or subjective under-
standing of the information. A subjective understanding has been described as:
“The most demanding and difficult criterion, butitalone fully maintains the
concept that consent involves understanding.”®

In the Canadian decision Reibl v Hughes (1980) 78 DCR (3rd) 35. 14C CLT1 (withrespect
to liability and battery), the Court held that:
“A physician [has]astrict duty to explain to his patient in language which the
patientcan understand, the essential nature and quality of the treatment he
is to undergo.”

And in relation to liability for negligence, the doctor must
“take sufficient care to convey to the plaintiff and assure that the patient un-
derstood the gravity, the nature and extent of risks, specifically attendanton
the [procedure]”

Although the doctor has a choice between ensuring the actual subjective or objective un-
derstanding, Professor Sommerville® suggests that the less difficult objective standard,
that is what the ‘reasonable patient” would have understood, is acceptable.

In Australia the Courts will generally apply the test as being the information that a
reasonable doctor (which implies aknowledge of current scientific, clinical and ethical
standards, or ‘accepted medical practice’) might offer to a reasonable patient (described
as‘astandard set by reference to hypothetical behaviour of adult competent peoplein the
sorts of situation which are presented to the Courtsand other tribunals for decisions’)®.
In the context of this Inquiry perhaps, the ‘reasonable patient’ could more aptly be de-
fined as the woman in the National Women'’s Hospital consultation clinic waiting area.

Whatinformation should the doctor provide? Generally, enough to satisfy the standard
ofinformation needed by the reasonable patient in these circumstances, “with an addi-
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tional subjective test that if the doctor knew, or oughtto have known, that certain other
information was considered relevantby a particular patient, then this as well mustbe dis-
closed” (Sommerville, 19).

This information, particularly when applied to treatment, will often include the options
opentoapatient. Assuming that treatment options arc based on conventional contem-
porary treatment standards, those National Women’s Hospital patients with continu-
ing positive cytology whose cases I have reviewed, have rarely been offered a
hysterectomy as an alternative to years of observation and diagnostic techniques together
with occasionallocalised destructive procedures. Some women wouldhaveappreciat-
ed the choice. The amount of detail in the information will be determined by the degree
of risk or the magnitude of possible harm.

“There is a greater duty to provide information about the possibility of seri-

ous harmeven if the chance of it occurring is slight, Similarly if the risk is great,

but the potentialharm is relatively slight, there may be a greater duty to give

such information.””

Itis axiomatic that the doctor must evaluate the risks from contemporary information and
notbase the amount of information given to the patient on his or her hypothesis that the
risk is slight. Dr Green knew of the findings of the possible risks of progression to inva-
sion (Petersen et al) but chose to proceed with his project on the assumption that the risk
was nilorminimal. Presumably therefore, he did notinform his patients of asignificant
risk of progression.

Intreatment (particularly innovative treatment), research and even teaching, thereisan
absolute requirement to monitor risk constantly, so that the trial can be suspended or
treatment curtailed if detrimental results are noted in any patient undergoing the same
treatment, in the same research project, or undergoing similar procedures. Thereis a
corollory that when the research project reaches the stage where the benefits are con-
clusive, it ought to be stopped and the results published.

The patient has the right to waive the requirement to information about treatment, but
in my view should never have that right in the case of non-therapeutic research. While
there are many problems inherent in obtaining informed consent, this must always be
the goal even if the goal is not always achieved.

RESEARCH PROTOCOLS

In order to examine how well research projects are assessed when put to the National
Women's Hospital Ethical Committee for approval, it is necessary to review relevant
criteria. From the evidence and information placed before this Inquiry, Thave synthesised
the following principles:

1. Aproject mustbe scientifically valid.
2. Itmustbe ethically valid.
3. Itmust be assessed by people independent of the investigators.

1f it is not well designed, a research proposal is unethical. Poor design and inadequate
safeguards have implications for patient safety.

Scientific validity

The Ethical Comumittee is the only committee at National Women's Hospital which
reviews research projects. While it appears to have responsibility for their scientific as-
sessment, it has noestablished procedure forindependent assessment; nor for obtain-
ing the opinion of referees; nor for assessing the adequacy of the method and design;
nor for reviewing the hypothesis to see if it can be tested. As aresult, research protocols
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from the Hospital may not be adequately assessed scientifically unless the investigator
issecking funds from the Medical Research Council of New Zealand or from other fund-
ing bodies. Therefore, in-house research projects necd a more critical aeessment.

The procedure adopted by the Medical Research Council provides a usetul example:
1. Anasscssor from the appropriate discipline is appointed.
Suitable referees are chosen.

Theapplicationis circulated sufficiently in advance of the meeting to enable proper
consideration and further information to be sought.

4. Twocommittec members prepare written comment prior to the meeting.

There will be occasions when the membership of an ethical committee does not allow
adequate scientific assessment of a proposed project. It is possible to overcome this
difficulty by arranging for off-sitc assessment or co-opting appropriately qualified per-
sonnel to undertake a particular task.

Ethical validity

Formany years National Women’s Hospital has recognised the need to provide ethical
assessment for research projects. Until the Ethical Committee was established at the
Hospitalin 1977, assessment had been carried out informally by the Hospital Medical
Committee and at least on one occasion, by the full staff of the Hospital.

Some of the research projects conducted during this period were discussed in the course
of the Inquiry. Ihave already commented on the deficiencies in the ethical assessment
of the 1966 trial. There were two other trials which were supplementary.

1. Vaginal swabs of neonates

In Qctober 1963, the full staff of the National Women's I lospital approved a trial which

involved vaginal swabs from newborn infants. The research proposal stated:
“Up to about the 7th month of pregnancy, the respective sizes of the uterus
and cervix of the femalc infant are approximately in the same proportion to
ecachotheras they are in the post pubertal female. Towards term, the cervix
and upper vaginaundergo a great hypertrophy, so that at term the cervix is
about 3 times the size of the uterine body. The endocervical and vaginal
epithelium are thickened and adult in form whilst the endometrium remains
flat and atrophic. Following birth, the infant’s cervix and vagina undergo
regression and do not grow at the same rate as the uterine body, so that at
puberty the adult proportions are attained.

“Itis considered by many authorities that carcinoma-in-situ originates inthe
basal cells of the endocervical epithelium. In the prenatal and neonatal cer-
vix, the columnar epithelium extends out from the canal onto the ectocervix
and vaginal vaultin many cases. Probably this is due to the common origin
of the upper vaginal and endocervical epithelium from the urogenital sinus
epithelium (Fluhman 1960 Obst. & Gynec. 15. 62).

“The possibility exists that some of these ‘congenital crosions’ may be the fore-
runner of carcinoma-in-situ of the ectocervical epithelium or vaginal vaultin
later life; where there is marked growth of any particular type of cell, there
arelikely to be cellular abnormalities. To investigate this pointitis proposed
to take swabs fromthe vaginal vault from as many newborn female infants as
possible.

“A preliminary trial study has shown that it is possible to take vaginal vault
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smears of good quality from female infants using a thin stick-type of appli-
cator. A by-product of the investigation will be the revealing of a few genital
abnormalities.

“The co-operation of the staff is requested for this investigation. Dr Darby has
already agreed that his department can handle the increased number of
smears and it is proposed to continue the investigation until some 2-3000
smears have been taken”

Inhis evidence Dr Green told me that he had lost interest in this trial after 200 babies had
had smears taken. Unfortunately his decision not to continue the trial was not commu-
nicated to the nursing staff and the trial continued until smears had been taken from 2244
new-born babies. There was no system in place that ensured that the trial stopped. Profes-
sor Bonham, as Head of the Department of Obstetrics and Gynaccology, although ac-
knowledging overall responsibility for research made the point that he could not be
expected to know the practical details of every trial. While this may be 50, an effective sys-
tem for monitoring research and ensuring that unnecessary procedures are notconduct-
ed, should have been in place. If this had been so, then more than 2000 babies would not
have becn subjected to a useless and possibly damaging procedure.

Moreover, there was no provision made to comply with the fundamental requirement
that children are notincluded in research without the consent of their guardians. Con-
trary to Professor Mantell’s public assertion, this was clearly a trial and not part of the day-
to-day care of the babies concerned. It was non-therapeutic, clinical research.

2. The morphology and histology of the fetal cervix

During his evidence, Professor Bonham said that Dr Green had collected the cervices of
stillborn and neonatal infants to do “rescarch work on the morphology and histology of
thefetal cervix”. Thisstudy had formed partof areport of the Postgraduate School of Ob-
stetrics and Gynaecology to the University of Auckland for the year ended 1966 and was
being undertaken incollaboration with Dr E C Pixley from Western Australia. Dr Green
gave me further information about this study which he had referred to in a paper pub-
lished in the New Zealand Medical Journal in 1979,

I am satisfied that no ethical assessment or approval was undertaken for this study,
although it clearly had the tacit support of the Head of the Department of Obstetrics and
Gynaecology, and personnel from the Pathology Laboratory at National Women's Hospi-
tal co-operated and assisted Dr Green in the study.

Further attention was drawn to the study by the discovery in November 1987 ofabox con-
taining specimens of baby uteri described as ‘sections of whole baby uteri setinwax’. The
boxwaslocated in aclerical office at NWH and was acknowledged by Dr Green to be part
of his study into fetal cervices. Both aborted female fetuses and uteri from stillborn ba-
bies were examined as partof this trial. In the case of the former, no permission for their
use inresearch is legally necessary. These would have been sent to Dr Green at his re-
quest from the paediatric pathologist.

The sections of baby uterilocated at the Hospital appeared on examination to have come
from infants examined at postmortem but there is no way now of finally verifying this.
Once again no permission was sought from any parent and the Hospital personnel co-
operated in providing the specimens. If the uteri came from stillborn babies, it appears
that the provisions of the Human Tissue Act 1964 were not complied with. That Act pro-
vides for the use of human tissue from a dead body (with relevant consent) forresearch,
education or ‘therapeutic’ purposes. However, the Act specifically excludes a stillborn
child from the definition of ‘body”.

The study was abandoned by Dr Green and was not published as it did not “add anything
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waorthwhile to what others such as Dr Pixley had found”. Although the study was re-
corded and apparently had the approval of the Head of Department of the Postgraduate
School, neither he nor the Hospital Medical Committee exercised any control over it. The
ethical and probably scientific safeguards were quite inadequate.

Summary of criteria for research projects

Some of the principles and criteria which I consider require further discussion and im-
plementation are:

1. Paramountconsideration must be given to the welfare of the patient to be included
in a trial.

2. The patient’s informed, free consent must be obtained. The information she is to
receive and the form of consent must be approved by the ethical committee before
the trial starts.

3. There mustbe anidentifiable hypothesis, an evaluation of risks and benefits, sub-
ject inclusion and exclusion criteria and comment on the end point of the study.

4. Thereshould be areview of literature for the benefit of the committee where relevant,
and a system for monitoring the project established with the investigator.

5. Thefindings should be published, atleast to the ethical committee, on completion
or abandonment of the trial.

6. Where there is significant material which would assist any patient included in the
trialin her future health care, she and/or her general practitioner must be informed
of the trial results.

THE ROLE OF THE ETHICAL COMMITTEE

By theearly 1970s it appears that the need to establish ethical committees in hospitals was
recognised. In 1974 the Medical Superintendent-in-Chief set out guidelines for the in-
troduction of ethical committees to Auckland Hospital Board institutions.

"INTRODUCTION.

1. Thisitemis submitted to the Board because Clinical Research is now conducted in
the Board’s hospitals and has become accepted practice in them.

2. The Medical Advisory Committee has recommended that there should be Ethical
Committees in all the Board’s hospitals rather than one Central Body.

3. The Committeeis advisory to and responsible to the Medical Superintendent for two
purposes.
1) Toadvise on all proposed clinical research investigations.
2) To advise on any matter of ethics relating to the practice of medicine in the
hospital.

4. There mustalso be occasions when such committees are nothing less than guardi-
ans of public health and safety.

5. Itmustbere-emphasised thatinthe practice of modern clinical medicineitis not al-
ways easy to define either the relationship of, or in some cases the difference between
service and research aspects of patient management.

“GUIDING PRINCIPLES.

1. The principle upon which the individual Ethical Committees base their decisions
vary from hospital to hospital but basically they are modelled on alarge number of
codes and statements which have been drawn up for the control of human ex-
perimentation.
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Inthelong run nolaw or code however detailed, can be asubstitute for basically what

is a trust between the medical profession and society, between the paticnt and the

doctor.

It must be frankly recognised that, for practical purposes, an inescapable moral

responsibility rests with the doctor concerned for determining what investigations

are, or are not, proposed to a particular patient or volunteer.

Copies of the following statements can be made available if required:

1. The Declaration of Helsinki 1964.

2. 'Responsibility ininvestigations on Human Subjects’. Statement by the Gener-
al Medical Council (UK) BM] 18 July 1964.

3. Ethicsof Experimentation’. Statementissued by the Medical Research Council
of New Zealand August 1971.

4. Royal College of Physicians of London. ‘Committee on the Supervision of the

Ethics of Clinical Research Investigations in Institutions’, published 30 Novem-

ber 1973.

‘New Horizons in Medical Ethics’. An article from BM] 28 April 1973.

4. Health Department Circular Letters. [Reference to five circulars dated from 1967
to 1974)

o1

“GENERAL STATEMENT OF POLICY

1.

The object of the Ethical Comumittee is to safeguard

1) patients and healthy volunteers

2) the reputation of the medical profession

3) theindividual hospital and the Auckland Hospital Board in matters of clinical
research investigation. The Board has a duty to see that unethical practices do
notoccur and the public has aright to be satis(ied likewise. The medical profes-
sion also must be vigilant in guarding its reputation from the harm that could
come to it if unethical conduct went unchecked.

All proposed clinical research investigations are considered by the Committee where

the investigation

1) Involves the active participation of human subjects.

2) Comparesan established procedure, whether therapeutic, non-therapeutic or
diagnostic, with that which is not recognised as established either by virtue of
its recent development, discovery or use in a new or unfamiliar way.

All drug trials are automatically included as are trials involving the use of radioac-
tive isotopes.

Whilst the assessment by the Committee willbe principally directed towards the ethi-
cal standard of the proposed research, itisrecognised that details of techniques may
affect that judgement.

The Committee particularly concerns itself with the form of consent to be obtained
from participants in each research investigation. In mostcases, thisinvolves the prin-
cipal investigator declaring in writing that the subjects or their responsible and
authorised relatives, will give informed consent to the proposed procedure.

The basic elements of informed consent are:

1) Afairexplanation of the procedures to be followed, including an identification
of those which are experimental.

A description of the attendant discomfort and risks, if any.

A description of the benefits to be expected.

An offer to answer any inquiries concerning the procedure.

Aninstruction that the subjectis free to withdraw his consent and to discontinue
participation in the project or activities at any time.

O W WO N
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7. Asaguidelineitisrecommendedthat wherever the research investigation is not ex-
pected oris notintended to benefit the individual, afull explanation of the proposed
procedure should be given and the subject must feel completely free to decline to par-
ticipate or to withdraw at any stage.

Except for trivial procedures, eg venepuncture, an explanation should be given by
aresponsible person and the agreement of the subject or patient should be record-
ed with the signatures of the person who gave the explanation and a witness.

8. Where the research is intended to benefit the patient, although consent should or-
dinarily be sought, there are sometimes circumstances in which it would be inap-
propriate oreven inhumanc to explain the details and to seek consent. The Committee
will examine such cases with particular care.

9. Clinicalresearch investigation of children or mentally handicapped adults which is
notof directbenefit tothe patient, may be permissible provided thatthe procedures
only entail negligiblerisk or discomfort. The parent or guardian should be consult-
ed and his permissionrecorded eventhough legally no-one has the right to give con-
sent for experiments to be carried out on another person. In the case of research
procedures which may be of direct benefit to the patient, the ordinary criteria for other
patients would apply.

10. Freedom towithdraw ortorefuse to participate, is particularly important where the
subjects are in a dependent relationship to the investigator, eg students or lab tech-
nicians.

“LAY REPRESENTATION ON HOSPITAL ETHICAL COMMITTEES

1. At the present time, none of the Board’s Hospital Ethical Committees has a lay
representative.

2. Thereportof the Royal College of Physicians of London published in November 1973
says this:
‘The medical members should be experienced clinicians with a knowledge of clini-
calresearchinvestigation and in addition there should be alay member. By layman
we mean an individual whois not associated with the profession in any paramedi-
cal activity ic abiochemist or a psychologist would not be considered as alayman for
this purpose. Itisenvisaged that the Committee will sometimes have to seek expert
help from specialist outside sources, forinstance to ensure that acomplex technique
is being used ethically’

3. The Mcdical Superintendent, Auckland Hospital has asked for Board approval in
principle to lay representation on the Auckland Hospital Ethical Committee.

4. Thisrequest has my supportin principle.”

National Women'’s Hospital Ethical Committee

[tappears that the Auckland Hospilal Board resolved to adopt the above recommenda-
tions at a meeting on 26 August 1974 and eventually the National Women’s Hospital Ethi-
cal Committee began its deliberations in 1977. T can find no record of these recommended
guide-lines being formally adopted by the NWH Ethical Committee, but 1 have inferred
thatit observes them informally. Although the Auckland Hospital Ethical Committee
and other similar hospital ethical committees in New Zealand have formal guide-lines
which are reviewed from time to time, the NWH Ethical Committee has never donethis.
It therefore has no written principles for clinical research to assist investigators in develop-
ing protocols, nor has it produced an application form which might serve the dual pur-
pose. However, Dr Collison told me that the Ethical Committee has developed criteria
which must be met by each research proposal put before it. These are:
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Scientific worth

Patient safety and acceptibility
Patient understanding and consent
Impact on resources and cost
Publication of results

Without the discipline of a proper form, itis difficult to assess ascientific protocol. More
should have been required of the National Women'’s Hospital Ethical Committee in this
regard. My review of the Minutes of Ethical Committee meetings over approximately 10
years has left me with some serious reservations. During this period the Committee met
17 times, considered 52 new research proposals, deferred a small mimber for further con-
sideration and turned down only one project. There is little indication recorded of the
extent of the discussion but, as meetings were on the whole short and a number of
proposals were approved, it seems likely this discussion was brief.

There is no indication of discussion of referees’ comments and se:dom any suggestion
of independent scientificassessment except where funding bodies had put a projectto
the Committee for ethical assessment and approval.

1. Information and consent forms

Only onrare occasionsis the formfor obtaining the patient’s consent provided by the in-
vestigator for the Ethical Committee’s consideration. Although the term ‘informed con-
sent’isused freely, particularly inlatter years, there islittle to suggest that much care has
been given to ensuring that the patient whose consent to inclusion in a clinical trial is
sought, does sofreely and with fullknowledge of the trial. Inmost cases where studies
involved an intervention (as opposed to simple observation of a patient), no consent form
was forwarded with the application. When this occurred, the Ethical Committee did not
require a consent form to be presented before approving the trial.

2. Impartiality

Professor Bonham chaired all 17 meetings; atleast 13 meetings considered one or more
proposals putforward by members of the Postgraduate Schoolof Obstetricsand Gynae-
cology. Onone occasion, a proposal put forward by Professor Borntham himself as a co-
investigator was considered. There is no record of any occasion when he vacated the Chair
or absented himself during discussion of this or any other proposal from the Postgraduate
School.

Ttis too difficult for an Ethical Committee to operate in an environraent where the Chair-
man of the Committee does not appear to be independent of the investigator seeking ap-
proval for a project.

3. Review of existing research projects

Inher evidence, Margaret Vennell considered that from 1976, an ethical committee should
have established a system for reviewing long-standing research programmes. In her view,
the Committee has a watchdog role. The Chairman of the Committee reported in the
Minutes of 22 April 1982, thathe was reviewing previously approved projects to“try and
find out what had happened to them”. Tcould find no record of the results of that or any
otherreview. The Auckland Hospital Ethical Committee uses a system of annual reports
from clinical investigators. Professor Richmond, Chairman of that Committee, said:
“This hasthe cffect of ensuring that the Committee is aware of any problems
arising during the course of the clinical investigation and of any decision to
terminate a project and of the need for any subjects to be followed up
longterm.”

4. Lay membership
For atleast 10 years the need for alay member has been acknowledged by the Auckland

145



CERVICAL CANCER REPORT

Hospital Board. Thraughout that period there has been one lay member on the NWH
Ethical Committee (a pharmacist), increased I am informed inrecent months toa mem-
bership of two or possibly three. The modern trend towards increased lay participation
in ethical assessment was described by Professor Campbell in his guest editotial ‘The
Hospital Ethics Cominittee’".

“Membership.

Inorder to make adequate assessments of research proposals, a committee

must be both competent and impartial. Without the competence tojudge both

thevalidity of the research design and the potential usefulness of the outcome,

commillees are inno way equipped to make informed judgements. On the

otherhand, if all the members are themselves engaged in raedical research,

they may lack the ability to raise the critical questions which are often required

to ensure the adequate protection of research subjects.

“The requirements for both competence and impartiality can be met only by
ensuring a diversc but balanced membership in every committee. In large
research centres, committees should be set up for all major specialties and
should contain individuals competent to assess the scientific aspects of the
research proposals.

“This specialist membership must be balanced by researchers from other
fields, by members from aother professions (in particular nursing) and by ‘lay”’
members, capable of mediating the research subjects’ point of view.

“Itcanbe an advantage to select the lay membership from those with a specific
professional qualification (eg inlaw, philosophy or theology), since this also
gives input to the discussion from another discipline.

“Members should not see themselves as merely representatives of a partic-
ular group (researchers, nurses, the lay public) but rather as contributors to
the discussion froma particular perspective. The aim is to provide abalanced
judgement, notto provoke interprofessional rivalry and debate. The empha-
sis onadiversity of membership should ensure the protection of the research
subject from the narrowness of one professional perspective.”

Both Professor Campbell and Dr Hodge provided me with details of the recommended

composition of institutional ethics committees adopted by the Australian equivalent of

the New Zealand Medical Research Council. The recommendations adopted were:
“Institutional ethics committees shall be composed of men and women
reflecting different age groups and include atleast five people as follows:

Alay woman net associated with the institution.
Alay man not associated with the institution.

A minister of religion.

Alawyer.

A medical graduate with research experience.

“A lay person in this context is one who is not closely involved in medical,
scientific or legal work.”

These categories, although toorestrictive for acommunity the size of New Zealand, give
agood indication of the cross-section of lay representation that an ethical committee could
strive to co-opt.

5. Consultation

Ihave already indicated that independent assessment seldom appears to be sought by
the NWH Ethical Committee. On one occasion, the Minutes noted that a trial on the
management of prolonged pregnancy would require the full co-operation of obstetricians
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atthe Hospital. For that reason, quite properly, the protocol was referred to the Hospi-
tal Medical Committee for approval. At the next meeting of the Ethical Committee on 1
November 1979, the Minutes record that the Hospital Medical Committee had accept-
ed the project in principle but that some doubts had been expressed. Members had there-
fore been invited to submit comments to the Chairman of the Ethical Committee for the
Committee’s consideration.

Avery detailed submission was received from an obstetrician on behalf of B-team. It was
intwo parts. The first part read:
“Comments on proposed research project re prolonged pregnancy

“Resolving the problem of how best to manage postmaturity is an important
subject for research because this condition is a cause of perinatal death, but
the main difficulty is how to diagnose postmaturity in the individual case.

“Therisks of the condition have to be balanced against the risks of induction
of labour, which we have outlined in the accompanying teaching notes.

“We should feel obliged to offer our patients for inclusion in the clinical trial
only if we are convinced that they face minimal risks and that there is a
reasonable chance that useful results will emerge from this research.

“In the past there have been numerous attempts to resolve this dilemma, none
of them conclusive. We therefore see induction for postmaturity practised
commonly in Britain but rarely in the USA.

“The concept of postmaturity is based on several assumptions, any of which
may be incorrect; that ovulation, and therefore conception, occurred on
day-14 of the LMP cycle. That the duration of pregnancy is 272 days and that
the range is +14. This depends on Naegele’s rule which must be about 150
years old and may be inaccurate.

“The conceptof inexorable ageing of the placentais entrenched but this does
notexplain extremes of duration of pregnancy, asin casesof anencephaly or
well-documented 12-13 month pregnancies.

“Protocol:

Method of assessment of maturity is not detailed. It should be based on: book-
ing before 12 weeks; initial assessment of uterine size by an experienced mem-
ber of the staff; date of quickening; echography; x-ray; exclusion of unmarried
patients, Polynesians, those recently taking hormones, and teenagers. Am-
niocentesis latein pregnancy may be dangerous. Amnioscopy? Perinatal mor-
tality increases from 40 to 42 weeks, but does not increase exponentially
thereafter — why?

“Nearly all studies have been retrospective (cf. Melbourne), therefore of limit-
ed value to quote. Dunn reported two series of 3000 and 1432 patients in
prospective studies managed without induction (references available, if
desired).

“Method of study — second sentence: there is no question of including any
patients except those with uncomplicated pregnancies. ... Informed consent
— how fully informed can a patient be about this type of clinical dilemma?

“Non-inductiongroup: “spontaneouslabour willbe awaited” — for how long?
Will they be allowed to go several weeks “overdue”.

“No mention of how many cases and forhow many years the trial will go on.
These facts must be stated; some trials go on automatically indefinitely, long
after the instigator has left. 300 cases was a figure mentioned in conversation.
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These would produce only 5-6 fetal deaths; it would be impossible to draw
conclusionsfromsuch asmall sample. A more realistic figure is needed, but
would a large nuumber be feasible?

“Why would OCT not be employed?

"Management in labour: thelist of variables to be considered is well set out.
But how can so many possibly be coped with to draw a simple conclusion
about a single factor (postmaturity) or a single management (induction)?

“Anticipated outcome: this is an ideal aim, but is over-optimistic.
The scheme as outlined is unconvincing and we would not be happy to com-
mit the patients we are responsible for to it as we see it at present.”

The second part was headed ‘Hazards and Disadvantages of Surgical Induction’. It
itemised eighthazards and disadvantages including failed induction, inefficient labour,
prolapsed cord and psychological stress for the patient. The conclusions gave several
criteria which B-team regarded as “inadequate indications for surgical induction”.

The Minutes record that the Chairman of the Ethical Committee said:
“Asitappeared that the B-team consultants were not prepared to include their
patients in this project, this raised the question of whether or not to continue
with the project.”
The principal investigator responded thathe had always intended to approach cach con-
sultant about each case and to discuss the patient’s inclusion in the project. Assome con-
sultants did not wish their cases included, then it would only mean that it would take
a bitlonger to gather the required number of patients.

The Ethical Committee then approved the project on that basis — on the understanding
that the patients to be included would be those whose consultants were prepared to al-
low them to participate. There was no comment made about obtaining the consent of the
patient herselfand the project was approved notwithstanding carefully expressed con-
cerns about its desigr and the patients to be included in it.

Obligations to the public

The NWH Ethical Committee was established at the direction of the Auckland Hospital
Board. The Committee has certain dutiesto the publicasa consequence. The guide-lines
recommended in 1974 by the Medical Superintendent-in-Chief for the introduction of
ethical committees to Auckland Hospital Board institutions set out certain objectives
whichrecognised this duty:

1. The Ethical Committee was to safeguard patients and healthy volunteers.

2. TheBoard had a duty to see that unethical practices did not occur and the publichad
aright to be satisfied that they did not.

The NWH Ethical Committee has not always achieved the second stated objective, The
Minutes of the NWH Ethical Committee for example, record that approval was sought
for the next stage inatrial which involved the harvesting of fetal islets from fetuses older
than 12 weeks. One of the investigators had commented:

“DrBhas established a good working relationship with MrT and the samples

to date have been collected with a minimum of fuss and a maximum of dis-

cretion.”

The Ethical Committee Minutes note that the Committee discouraged late terminations
of pregnancy which “were to be avoided where possible” and “the only remaining con-
cern of the Ethical Committee was controlling the publicity and the applicants were to
be advised to use their discretion in publication, particularly to the media.”

The clear inference (in the absence of any provision in the Minutes for obtaining the
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mother’s consent to the use of this tissue) is thatit was thought prudent to avoid any public
disclosure of this particular trial. With only one lay member on the Ethical Committee,
itis unlikely that ethical dilemmas on which the community may wish to comment will
be discussed. Therefore, there is a possibility thatimportant ethical issues on which the
public should comment, will be debated only within a very narrow medical/scientific
forum.

When the authors of the magazine article ‘An “Unfortunate Experiment” at National
Womer's’ read the 1984 paper by McIndoe, McLean, Jones and Mullins, they began some
research of their own. Preparatory work involved interviews with, and lettersto awide
range of expertsin the field of gynaecological malignancy, screening for cervical cancer
and ethics of medical research, and teachers of obstetrics and gynaecology. Usually their
enquiries were greeted with helpful and professional responses; but 1 was concerned
whenIread the correspondence from Professor Bonham, writing as the Chairperson of
the Ethical Committee of National Women's Hospital in response to certain queries. A
letter had been written to each member of the National Women's I lospital Cthical Com-
mittee,

“Can the Ethics Committee of National Women’s Hospital please tell me:

1) Ifthe untreated women chose not to have their cancer treated?

2) What information these women who chose nontreatment were given?

3) How their consent to nontreatment was recorded.”

After consulting the Committee’s members, Professor Bonham replied:
“Tapologise for the delay in replying to your enquiry dated 11th September,
but as it subsequently transpired that you had written to other members of
our present Ethical Committee, I thoughtitappropriate that the Ethical Com-
mittee should have an opportunity to consider your letter and our reply.

“As you will realise from detailed reading of the McIndoe paper that you
referred to, the overall incidence of invasive cancer after the treatment of cex-
vical intra-epithelial neoplasia (what used to be called carcinoma in situ) is
only 4.3% while in patients who remain with negative smears after the treat-
ment of the carcinoma in situ however mildly itis treated, theincidence of in-
vasive canceris only 1.4%.

“In 1966 the treatment of an abnormal smear tended to be under American
influence, atotal hysterectomy even in quite young patients, and at that time
some centres were carrying out cone biopsies as an alternative to hysterecto-
my. The mortality and morbidity of hysterectomy or even cone biopsy for such
relatively benign conditions such as abnormal smears in the absence of inva-
sive cancer was of considerable concern to our Hospital Medical Committee
which at that time (1966) constituted the only medical ethical committee in
New Zealand. [t was decided therefore thata trial would be carried out of not
carrying out radical treatment by hysterectomy or full cone biopsy for a
proportion of the patients with abnormal smears. In all cases biopsies were
carried out and often colposcopy and in the trial that was approved in 1966
colposcopy and biopsy was to be the standard method of management
without furthertreatment solong as smears remained negative and again at
all times in the absence of invasive cancer on biopsy.

“The trial was successful and in fact shows that only 4.3% of the patients so
managed would ever develop invasive cancer. It also showed that follow-up
cytology was a particularly effective way in managing the cases in that it would
give adequate warning of a deteriorating cellular condition. Asis ournormal
practice, patients were made aware of the situation.
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“So far as your specific questions are concerned:
Under 1. This question does not mean anything as none of the patients had
cancer. They had abnormal cytology but not cancer.

“Onquestions 2&3. A full explanation of the problem was given to those pa-
tients, though itis not normal to record full details of the explanation given
to patients.

“Weappreciate your concern but this concern appears to result from a belief
thatinvasive cancer was notbeing treated. Suchhasneverbeen the case and
never will be the case unless the patients specifically request their invasive
cancer be not treated. This is a very rare event indeed but over the years we
have had an occasional case. In such cases arecord is made in the notes that
the patient refuses to avail herself of the therapy offered.”

(The McIndoe paper distinguished between two groups of women treated for carcino-
ma insituat National Women’s Hospital. It found that 1.5 per cent of those women who
had normal cytology follow-up developed invasive cancer and that 22 per cent of those
whose abnormalities were untreated, ultimately developed invasive cancer of the cer-
vix or vaginal vault.)

1. “The Trial Was Successful”

As there has never been aformal review of that trial, unless the McIndoe paper can be
described as such, [do not know from what source Professor Bonham was able to make
this judgement. If by “successful” he means that patients’ heaith was improved by the
protocol setout inthe 1966 trial, the outcome for the Group 2 patients shows the contrary
to be true.

2. “Follow-up Cytology was a particularly
effective way in managing the cases”

Follow-up cytology certainty did give “adequate warning of a deteriorating cellular con-
dition”. Professor Bonham failed to tell the authors that the warning was not heeded in
many cases; some patients were not treated by generally accepted standards and some
not treated at all.

3. “Patients were made aware of the
situation’”

Only one of the women who were part of the McIndoe paper’s Group 2 and whom Iin-
terviewed, knew that she was part of a trial. ‘Ruth’ did not know that she was part of a
trial. Not one woman I met was aware when her treatment differed from generally ac-
cepted standards.

Despite Professor Bonham's statement, “A full explanation of the problem was given to
those patients, though it is not normal to record full details of the explanation given to
patients”, Ido not accept that any of the women had adequate information about thena-
tureof their condition, the proposed form of management and the fact that they were to
be included in a trial.

4. “None of the patients had cancer”

Inanswerto the author’sfirst question, “If the untreated women chose not to have their
cancer treated?” Professor Bonham replied, “This question does not mean anything as
none of the patients had cancer. They had abnormal cytology but not cancer’”

That may be a purist approach to the condition carcinoma in situ, butmost gynaecologists
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throughout the world with expertise in thisfield, described the conditionas precancerous
orasacancet precursor, evenin 1966. Gynaecologists at National Women’s Hospital in-
cluding Professor Bonham, took the disease seriously and treated it with cone biopsy
and on occasions, with hysterectomy.

Itisunderstandable that members of a profession may resent or misunderstand attempts
by lay people to find out more about their work. Whatis not acceptable is for the response
to be couched in misleading terms and for misinterpretations to be placed on factual
matters.

Professor Bonham went so far as to check on theletter writer’s credentials with the Regis
trar of Victoria University. This is in marked contrast to the responses received from
eminent overseas experts such as Leopold Koss, Professor and Chairman of the Mon-
tefiore Medical Center, and DrD A Boyes, the Director of the Cancer Control Agency of
British Columbia, who responded in a professional manner.

Moreimportantly, the Chairman of the Ethical Committee was prepared to suggest that
the 1966 Proposal was ethically sound and was successful as put into practice. Yet dur-
ing the course of his evidence, Professor Bonham repeatedly declined to acknowledge
thatthe 1966 Proposal was in any sense aresearch proposal, notwithstanding his use of
the word ‘trial’ in the letter.

Summary and conclusions: The Ethical Committee at National Women’s Hospital suffers
from some grave disadvantages. It has no clear concept of its role, and has not discussed
and settled its own guide-lines for its work or for proposals put to it for approval.

Ithas demonstrated nosense of responsibility to the publicin providing accurate infor-
mation when itis sought, and on at least one occasion suppressed information in case
of public reaction. It lacked independence and impartiality during the period covered
by the Minutes T have seen.

Lay representation has beeninadequate. Furthermore, thereislittle indication that the
Auckland Hospital Board has taken aninterest in the work or composition of the NWH
Ethical Committee except to require lay representation.

I'have come to the conclusion that National Women’s Hospitalis too small an institution
and too closely associated with the Postgraduate School to be entrusted with the criti-
cal task of evaluating the scientific and ethical content of in-house research proposals.
The Ethical Committee lacks the broad scientificand ethical base needed to contemplate
major issues confronting modern society. L have real concerns whenIconsider the quality
of assessment given to some of the projects which not only have scientific implications
but ethical and legal ramifications as well.

Inmy view, the Auckland Hospital Board must establish an ethical committee which is
able to be more detached, which will cover a broader range of scientific and ethical dis-
ciplines, and which will have a clearer view of its own role and structure.

PROCEDURES FOR APPROVING TREATMENT
ANDITS SURVEILLANCE

There is ample evidence in the Minutes of the Hospital Medical Committee (HMC) to
show that before the 1966 trial was approved, senior gynaecologists had met relatively
frequently to discuss the nature of carcinoma in situ, learn of new developments in its
detection and treatment, and reach a consensus on how they would manage and treat
it. The subject was carefully debated particularly during the 10 years before 1966.

Afterthe 1966 trial was approved, there is a period of about 10 years where the Minutes
of the HMC containlittle evidence that these discussions continued. It was not until the
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1975 Working Party reported, that small groups were established to discuss the treatment
and management of two or three gynaecological diseases and to bring back recommen-
dations to the specialist staff.

Iam conscious of the fact some witnesses in this Inquiry have been confused about the
difference between ‘research’ and ‘treatment’. Infact, on occasions theline between the
two is blurred. In my view there should be no artificial classification in ethics between
research or treatment procedures. Attention must be focused on the outcome for patients
and on their protection. Ethical standards must be applied rigorously to research and
treatment protocols on behalf of the patients.

No doubt it was for these reasons that the Superintendent-in-Chief, in his submission
to the Hospital Services Committee and to the Auckland Hospital Board, advocated that
ethical committees should
“advise on all proposed clinical research investigations and...on any matter
of ethics relating to the practice of medicine in the hospital”.
Dr Collison said:
“Other matters which may be placed before the Ethical Committee are new
treatment proposals. These would then go to the Hospital Medical Committee
for approval and adoption.”

However, the NWH Ethical Committee has not effectively discharged its duty. There is
little evidence of a systematic review of new treatment proposals.

The case for treatment protocols

Inessence, atreatment protocol will reflect generally accepted standards of management
ortreatment in a hospital at a particular time, given the knowledge of acondition and the
available skills and resources for treating that condition in that hospital. In order to de-
velop a treatment protocol, senior staff mustbe prepared to debate and reach a consen-
sus which will be generally acceptable to them all.

This protocol then forms the basis for treating that condition at that hospital. As Profes-
sor Kolstad said:
“We have a treatment protocol that we follow. These treatment protocols will
of course, time by time, be changed, accordingto new experience. But we have
a treatment protocol, so it is very easy for us to decide upon and we always
discuss management or the treatment with the patient. They are always in-
formed about what we are doing.”

Counsel for the Ministry of Women's Affairs said:
“The obvious advantages of the treatment protocols are: they facilitate peer
review and clinical audit; they provide a basis for adequately informing pa-
tients of the treatment they may reasonably expect.”

I believe that the development of treatment protocols for precancerous and cancerous
conditions of the genital tract would have certain advantages for National Women's
Hospital.

1. Thedevelopment of a treatment protocol requires the joint approach of all specialists
who are charged with assisting in the diagnosis or treatment of a particular condition.

2. Atreatment protocol for a disease such as carcinoma in situ will enable the nursing
and other health professional staff to understand more clearly the procedures that
the specialist staff propose to follow. Social workers will also have information that
willbe valuable in developing procedures which take account of patients’emotion-
al and family circumstances. Thatcan only result in a more efficient level of care be-
ing offered to the patient.
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