Chapter 5

ADEQUATE MANAGEMENT OF CIS

My first Term of Reference requires me to find out:
“Whether as alleged in the Metro article, there was a failure adequately to treat
cervical carcinoma in situ (CIS) at the National Women's Hospital, and if so,
the reasons for that failure and the period for which that failure existed.”

From time to time throughout the hearings and submissions, various parties expressed
concern that ‘adequate treatment’ for carcinoma in situ would be defined by 1987 stan-
dards and knowledge, rather than by the standards and medical knowledge available at
any particular time over the past 20 years. The evidence of eight overseas authorities, as
well as the evidence of alarge number of highly qualified gynaecologists and patholo-
gists from New Zealand, ensured that there was little risk of this happening.

From an early stage it also became essential to reach abroad definition of adequate treat-
ment for carcinoma in situ so thatI could begin making reports to the Minister under Term
of Reference Three which required me to advise him:

“Whether thereis aneed to contact women who have been referred to or treat-

ed for CIS at the National Women’s Hospital with a view to providing further

advice or treatment or both to them”

[n establishing a definition for the purposes of that Term of Reference, [ have limited my-
self to a definition which incorporates 1987 standards, medical knowledge and proce-
dures. My medical advisers could then measure the existing treatment or condition of
allwomen treated for carcinoma in situ at National Women'’s Hospital since 1955 against
that norm.

In answering Term of Reference One, however, it has been necessary to retrace medical
knowledge from 1966 to the present time. In reaching my conclusions about the appropri-
ate standard of treatment for carcinoma in situ at any time since 1966, greater emphasis
has naturally been placed on the views of visiting overseas authorities.

Arguments and submissions on
Term of Reference One

Some Counsel argued that Term of Reference One should be restricted inits interpreta-
tion. In summary, these arguments were:

1. That the only allegations of inadequate treatment that could be considered under
Term of Reference One related to those whichhad been raised in the ‘Metro” article.

This submission in essence, argues that Term of Reference One must be read inisolation
from the preamble and from the other Terms of Reference so that the words “as alleged
in the Metro article” narrow the enquiry to those patients whose identity canbe ascer-
tained from the article itself.

Idonotaccept the validity of thisargument. Inmy view, Term of Reference One must be
read inthe context of the entire document which established the Committee of Inquiry.
The title of the Committee of Inquiry is:
“Appointment of Committee of Inquiry into allegations concerning the treat-
ment of cervical cancer at National Women’s Hospital and into other related
matters”’
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The preamble says:
“Whereas Sandra Coney and Phillida Bunkle have made .. .allegations con-
cerning the treatment of cervical cancer at the National Womern's Hospital;
and whereas itis desirable that inquiries should be made into the treatment
of cervical cancer at that hospital; ... "

The heading and the preamble clearly set out the Minister’s intention which was to in-
quire into the treatment of cervical cancer at National Women's Hospital. In that context
I'donot accept that Term of Reference One ought to be restricted only to those allegations
made in the ‘Metro” article,

2. A definition of adequacy of treatment should be based on the long-term outcome
of a patient’s management; that is, whether that patient developed invasive
cancer.

Thisargumentimplies a finding that if a patient undergoing treatment for carcinoma in
situdevelops invasive cancer, then she has been inadequately treated. Alternatively, if
she does not develop invasive cancer, then her treatment has been adequate. There are
two problems with this approach. First, in spite of managementby currently acce ptable
methods, a very small percentage of patients might still subsequently be diagnosed as
having invasive cancer of the cervix or vagina, Dr Coppleson said:

“[In the 1960s} a treatment such as hysterectomy had to be regarded as

adequate, but it was no guarantee that in exceptional circumstances, that the

condition might not recur”’

The second problem encountered when defining adequate treatment by the outcome,
relates to the time which elapsesbefore invasive cancer developsfrom carcinomain situ.
Invasive cancer may take many years to develop from CIS. As one counsel said:

“Ifthe patient has as of 1987 contin uing CIS following various procedures ad-
ministered over a number of years which would not be regarded as general-
ly accepted treatment, but has not developed invasive cancer, it makes no
sense to suggest that she has been adequately treated.”

In this context, an outcome-oriented test taken to its logical conclusion would require
waiting until the patient’s death from invasive cancer or from another cause before decid-
ing whether or not she had been adequately treated for carcinoma in situ. In my view,
if the gynaecologist intends to treat the patient diagnosed with CIS using currently ac-
ceptable methods, then regardless of outcome, and in the absence of any negligence or
change of intention, that patient has been adequately treated.

3. Undue weight must not be given to the retrospective criticism of the experts who
presented evidence to the Committee of Inquiry.

Some of the overseas authorities who gave evidence were invited to carry out case studies
of selected patient files independently of each other. Their conclusions on patient
management in each case demonstrated a remarkable degree of unanimity. Professor
Bonham criticised these case analyses onthe grounds that any person not presentatthe
time the treatment was administered, could not evaluate the adequacy of thattreatment.

Implicitin that criticism is the suggestion that the case notes might notbe fullenough to
disclose all relevant information on which a decision was reached. Forexample, a patient
might have elected not to have a hysterectomy. Information of this kind is of such impor-
tancethatit ought tobe included in case notes. Generally speaking, the case notes have
reviewed and those that the independent overseas authorities reviewed were full and
had ample materialin the form of clinical, pathology and colposcopy reports to follow
the clear line of management in each case. In her submissions Counsel Assisting said:

“Judgements can always be validly made about events that have passed, as

long as they are intelligently made and the evaluator is seized of sufficient
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relevant facts. On the latter point, much evidence was heard from past and
present personnel of the National Women'’s Hospital on the meticulous tra-
dition of the CC Clinicin keeping detailed file histories of patient treatment.
If Professor Bonham's criticism on this matter were to be given serious con-
sideration, it would meanthatlessons could never belearned fromthe past.”

Counsel Assisting called Dr Joseph Jordan as anindependent expertin this field. It was
suggested that he was too young to speak from personal experience and therefore
authoritatively on medical practice in the 1960s. Personal and direct experience however,
hasnever been the sole factor in determining the expertise of awitness. Dr Jordan’s ex-
pertise was unchallenged in any otherregard. Hislevels of achievement and prominence
inthefield of medicine entitles him to make retrospective judgement about matters wi-
thin his field of special knowledge. In any event, his views were very similar to those of
Professor Richart, Professor Kolstad and Dr Coppleson, all of whom were world lead-
ers in their fields by the 1960s and were publishing authoritatively at that time,

4. Counsel for the Hospital Board submitted that if as the result of the review
undertaken by two gynaecologists practising at National Women’s Hospital (Drs
Jamieson and Mackintosh), a particular patient’s treatment had not been criticised
by 1987 standards, then “as amatter of logic, it cannot be criticised as being inadequate
by the standards of the time”.

Thereview conducted by Drs Jamieson and Mackintosh of patients at National Women'’s
Hospital who had aninitial diagnosis of carcinoma in situ of the cervix between the years
1955 and 1986, identifies 71 patients who had a subsequent diagnosis of invasive cancer
of the genital tract. Although thisreview would suggest that the outcome was the measure
of the adequacy or otherwise of the treatment, at the very least, the identification of 71
patients with a diagnosis of invasive cancer following an intial diagnosis of CIS raises the
question of adequacy of treatment for those women.

Other counsel suggested that Term of Reference One should be interpreted liberally and
in particular should not belimited to considering adequacy of treatment in the strict med-
ical sense.

1. Incommonwith many other diseases, treatment for CIS relies on a diagnosis of the
disease. Counsel for the Ministry of Women’s Affairs submitted that because the
medical system operates on amodel which focuses onillness and disease rather than
wellness and health, itis possible that adequate treatment may be beyond the capa-
bilities of the system as it stands.

2. Counselforthe authors of the ‘Metro’ article and Fertility Action submitted that Term
of Reference One was wide enough to enable ‘treatment’ to be interpreted as includ-
ing the management of patients overall; and that such matters as the existence or ab-
sence of informed consentand theinconvenience for patients required toreturn for
many years for examination and/or treatment, could be dealt with under this Term.

Questions of the protection and rights of patients must be addressed later. Ido, however,
accept that treatment implies overall management of the patient’s condition.

EXPERT OPINION

During the course of this Inquiry Thave been privileged to hear the evidence of those who
have been described as some of the "high priests’ of gynaecological expertise. The sum
total of their knowledge was of pivotal importance to this Inquiry and will be valuable
tothe New Zealand medical community. Iwas also struck by the compassion that somany
showed for the women whosefilesthey were considering or forother patients who were
directly involved with this Inquiry.

105



CERVICAL CANCER REPORT

Althoughinsome minorareas their opinions on the appropriate treatment of CIS orin-
vasive cervical cancer differed, nonetheless there were broad areas of agreement in major
matters. Their evidence was derived from an examination of medical literature, areview
ofresearch projects and personal experience in practice at various periods fromthe ear-
ly 1950s. This evidence enabled me to come to the following broad conclusions.

1. Fromthe early 1960s carcinoma in situ has been regarded as a condition which will
progress if untreated to invasive cancer in a substantial proportion of cases.

2. Theappropriate treatment for CIS, if invasive cancer is to be avoided, is to remove
the lesion. The patient must then be monitored so that further treatment can be
offered if thereis persisting disease or arecurrence, as evidericed by positive cytol-
ogy. Asthose patients diagnosed with CIS have ahigher risk of recurrence than other
women, they must be monitored for life by cervical or vaginal vault smears.

3. Withcertain exceptions, such as during pregnancy or when a patient refuses treat-
ment, the lesion should be removed as soon as practicable after diagnosis. The least
amount of tissue consistent with excising the lesion should be removed.

4. From the 1950s to the present time, methods of removing the lesion have differed.
Originally hysterectomy was undertaken whenever CIS was diagnosed. Today hys-
terectomy is used farless frequently, butitis still a viable option for treating women
who may suffer from CIS as well as other disorders, such as menorrhagia.

5. Fromthe time that Dr Green began publishing, there hasbeen a move both in New
Zealand and inother countries towards more localised methods of treatment. They
havethe advantage of being more precise, have less effect on the reproductive func-
tion in young women and, on occasions, can be performed without a general
anaesthetic.

METHODS OF DIAGNOSIS AND TREATMENT

The emphasis in diagnosis has gradually changed from the mandatory cone biopsy to
establish a histological diagnosis, to a combined colposcopic-histological assessment
which may resultin the need for aless radical biopsy to establish the diagnosis. Because
different methods of treatment are required, itis critical to distinguish in diagnosis be-
tween a cancer precursor and a preclinical (hidden) invasive cancer.

Fromthe 1960s, cone biopsy was the preferred method of treatment for CIS hoth at Na-
tional Women's Hospital and in many other parts of the world. Hysterectomy following
adiagnostic cone biopsy was nolonger the norm except in parts of the United States of
America. With the development of colposcopy as a visual aid to the clinician in observ-
ing thelesion, localised destructive techniques have developed in most parts of the world.

Whencertain conditions are met, diathermy, cryotherapy and morerecentlylaser ther-
apy are now accepted as adequate techniques by most gynaecologists. Colposcopicex-
amination is essential if localised destructive techniques are to be used so that the site,
nature and distribution of the lesion can be fully identified.

Until 1966, withthe exception of those cases managed by Dr Green where patients were
monitored with persisting positive cytology, treatment offered at National Women's
Hospital was in accordance with generally accepted world standards. [ts aim appeared
to be the eradication of carincoma in situ. Patients were monitored following primary
treatment to ensurethat further treatment was not required because of continuing posi-
tive cytology orarecurrence of the disease. There had also been amove from more radi-
cal treatment by hysterectomy to cone biopsy in the majority of appropriate cases.
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The aim of treatment

All overseas authorities were agreed that since the mid-1950s the aim in treating a patient
with adiagnosed cancer precursor, including CIS, has beento eradicate the disease. The
method of treatment has always depended on the available skills and equipment, butthe
aim remains unchanged.

Methods of treatment must evolve as new dataand techniquesemerge. If the new treat-
ment demonstrates more benefits or fewer risks, it will become standard treatment. If
fewer benefits and more risks emerge, then patients so treated should be recalled and
offered generally accepted treatment. Where new treatment methods emerge, they must
still meet the fundamental aim of treatment.

Other aspects of adequate
diagnosis and management

If acondition is to be managed adequately, then the clinician responsible for treatment
should where possible be confident of his or her diagnosis. In the case of CIS, diagnosis
depends not only on the clinician’s skills, but also on those of the cytopathologist, the
colposcopistand the histologist. Collaboration between these team members has been
discussed inthe chapter, ‘The 1966 Proposal. The detection and managementofthe dis-
easerelieson a partnership among these four specialists. All of them have a critical part
to playin the detection, monitoring and management of the disease. If one doesnotrecog-
nise the others’skills and abilities, then the partnership will not operate efficiently and
the patient’s care will suffer. As Professor Richart said:

“It is absolutely unacceptable to have different members of the team work-

ing at cross-purposes as it compromises patient care which must be the ulti-

mate goal of the medical programme.

“...The importance of the role of the pathologist and the cytologist in the
management of patients with abnormal smears must not be underestimat-
ed. Cytology isthekey to detecting the patient with suspected neoplasia, but
isalso important in identifying those patients who are at high risk of having
invasion.

“If a skilled cytologist indicates that invasion is present based on an exami-
nation of the Pap smear, then itis mandatory that the clinician rule out inva-
sive cancer before managing the patient as having a cancer precursor.
Histology is universally recagnised as the sole appropriate end-point in es-
tablishing the patient’s diagnosis. If the histologist determines that invasion
is present, the clinician is required to treat the patient as invasive carcinoma
or to have the diagnosis revised.

“In order to achieve good patient care, the cytologist, pathologist and clini-
cian must be concordant in their views and in the individual patient, the di-
agnoses of all three should be in agreement. If there is a discrepancy and
particularly if there is a continuing series of discrepancies, then it is mandated
that the reason for the discrepancy be discovered and that remedial action be
taken.

“Ifforexample, the pathologist consistently diagnoses invasion which the cli-
nician fails to confirm, the criteria which are used by both must be re-examined
and if agreement cannot be reached it is mandatory that outside consultation
be obtained if necessary and the issue discussed until agreement can consis-
tently beachieved. To do otherwise puts the patient injeopardy and precludes
the team’s ability to successfully manage the patient.
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“If it is found that one or the other’s skills are inadequate then the substitu-
tion of someone with adequate skills on the team is required or remedial train-
ing is called for.”

Cytology

As far back as 1970, Dr McIndoe reiterated the recognised principle of specialist collabo-
ration in a lecture titled ‘Cervix Biopsy:
“The closest of collaborative efforts between the cytologist, clinician and
pathologist are necessary for the proper assessment of the type and extent of
the cervical lesion.”

Mr Michael Churchouse, Charge Technologist of the Cytology Laboratory at National
Women's Hospital, spoke of devices Dr McIndoe employed to ensure that cytology
reports would be noticed and acted upon. For example he said that Dr McIndoe had
coloured stickers printed with brief cytology reports such as “Positive for malignancy”
to “make them take more attention of it”, When a sticker was removed on one occasion,
he ordered new non-removable batches which were to be franked with a special stamp.
Sucheffortstohavereports heeded mustbe almost without parallelin a professionalen-
vironment. Furthermore, Mr Churchouse was aware of

“the disregard which Professor Green had for cytology. The feedback from

medical registrars who were training at National Women’s Hospital was nega-

tive where cytology was concerned. This was expressed onmore than one oc-

casion as, ‘What are you screening for? Herb Green’s just told us it is a waste

of time.””

Dr Green's public statements also reflected his attitude that cytology was of little use in
screening for cancer precursors. For example, in an article in the Auckland Star, June 21
1972:

“Professor Green asserted that a woman with a positive cervical smear show-

ing whatis called ‘cancerin situ’is no more likely to develop invasive or malig-

nant cancer of the cervix than any other woman of the same age. In other

words, insitu canceris notaforerunnerof invasive cancer, and the smear test

is over-rated.”

Fromreading Dr McIndoe's papers, itis obvious that he found these disparaging remarks
disturbing and potentially dangerous and he went so far as to co-author aletter with Dr
SEWilliams entitled ‘The Value of Cytology’ which was published in the New Zealand
Medical Journal in August 1972.

Even this step was unlikely to counteract the impression the Registrars and other hospital
staff gained that screening for cancer precursors was useless. More importantly, agynae-
cologist who doubts the value of cytology as an early warning sign, will place little sig-
nificance on reports of abnormal cytology. Many of the patients’ notes reflect this fact.

Pathology

When CIS was diagnosed following biopsy or reported after a small biopsy with the warn-
ing ?invasion elsewhere, from time to time Dr Greenignored the diagnosis orquestioned
it. DrMcLean, the Pathologistin Charge at National Women’s Hospital since 1962, was
also concerned about the dangers of inadequate bio psy which put patients at risk by
delaying definitive diagnosis and treatment.

Dr Green, to his credit, took a great interest in histology. However, he was not a trained
pathologist and it was inappropriate for him to disregard or alter pathology findings. This
disregard at times led him to overlook early or hidden stages of invasive cancer such as
microinvasion or occult invasion. Women who harboured this disease were therefore er-
roneously included in the 1966 trial.
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The evidence suggests that he did not work effectively as amember of ateam dedicated
to the accurate diagnosis and appropriate treatment and management of the disease.
For example, Dr McIndoe and Dr McLean were anxious to collaborate. Their efforts to
achieve excellence in cytology and histology reporting were at times downgraded or dis-
regarded by Dr Green. DrMcLean told me of several occasions when Dr Green crossed
out his diagnosis on the pathology report form and replaced it with his own diagnosis
without consultation or agreement with Dr McLean as the specialist Pathologist. One
example will serve to illustrate Dr Green’s disregard for an histology report.

In 1970 CIS was reported following a biopsy of a patient’s cervix (Patient code 8L). The
carcinomain situ was also present in the curettings. Seven months later the pathology
report stated:

“Endocervical curettings.

Sections show fragments of keratinising tissue that look(s) malignant.

Endocervical tissue fragments — probably malignant.

“Tthink the origin and nature of this malignant looking tissue should be in-
vestigated further.”
(Dr McLean)

Eight months later, following a colposcopic examination, the patient was readmitted and
the pathology report on aring biopsy of the cervix confirmed carcinomain situ of the cer-
vix which extended to the endocervical excision margin. Just over two monthslater, the
clinician examining this patient wrote:

“Findings discussed with Professor Green. To return to clinicin six months.”

A positive smear was reported.

Six months later she was examined by Professor Green who noted,
“no complaints. Cervixlooks completely normal with small external os about
2-3mm in diameter. No bleeding on probing endocervical canal. See in one
year.”

A grade 2R smear was reported.

Positive or equivocal smears were reported throughout the next seven years, when a
smear report noted:

“appearances consistent with severe dysplasia or small cell carcinomainsitu,

but are suspicious of more advanced lesion”

Invasive carcinoma was diagnosed five monthslater, eight years almost to the day since
DrMcLean had asked for further investigation.

The dangers of lack of collaboration

One case vividly illustrates the dangers of the gynaecologist placing too much empha-
sis on his or her own clinical skills without establishing a histological diagnosis.

Patient Code 9G was first examined at out-patients clinic and all the classical features of
invasive cancer were noted. Arrangements were made for “admission within ten days
for a cone biopsy”. Details from her history on the day before a total hysterectomy was
performed record an

“abnormal cervical smear. For cone biopsy. Post coital bleeding. PV. dis-

charge.... Cervix wide erosion, irregular and hard — ...contact bleeding. ...

Ca cervix ? grade”.

No cytology reports appear on the file at this time but in the letter to her general practi-
tioner following this initial admission, the Registrar said:
“This patient wasadmitted...havinghad acervical smearreported as show-
ing cells strongly suggestive of malignancy. The reports being from both Dr
Sullivan and our own Laboratory.
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“There was a history of post-coital bleeding for five weeks and a vaginal dis-
charge for three months. Ordinary examination showed no abnormality and
abdominal hysterectomy was carried out. . .followingconsideration of her case
by Professor Green.... Noreport has yet been received on the histology of the
uterus removed at operation but since the patient will be reviewed at the Gy-
naecological Follow-up Clinic in a week or two, an opportunity to consider
this will present itself at that time.”

Tcould find no comment in the notes about the change of procedure from cone biopsy
to hysterectomy and no indication of the reasons for this decision. Dr Green told me,
however, that at that time he and the Hospital pathologist believed that cytology with the
aid of a clinical examination could predict the presence or absence of invasive disease.
Abiopsy before proceeding to hysterectomy would not therefore be so critical. The sym-
ptoms recorded on admission are not consistent with a precancerous condition; they are
indications of invasive disease. Dr Green told me

“...ifitwas clinical suspicion of invasive cancer, then the correct procedure for

that would be biopsy and not hysterectomy. ... If there was clinical suspicion

ofinvasive cancer, and if there had been in this case, I certainl ly would not have

proceeded toanabdominal hysterectomy. ... I would have done a biopsy be-

cause if it is invasive cancer, it is necessary, or it is best to have the uterus as

a vehicle for the radium.”

Question: Why did you proceed to excise the uterus if there was then no clin-
ical suspicion of invasive cancer?

Answer: Because that was the correct treatm ent, oracorrect treatment at the
time for carcinomain situ, which is what Dr S and I decided on cytology and
clinical examination, that it was.”

Afterthe hysterectomy performed on this patient, no pathology report was available for
approximately four months. In the meantime, the patient had returned for her follow-
up appointment. Dr Green had taken her uterus to an overseas hospital while he was on
study leave and it was from there he reported back to National Women’s Hospital:
“Normallooking uterus and cervix. External os a regular slit 2cm long. Visi-
ble non-suspicious erosion for Tem all round. Nothing suspicious noted on
blocking cervix for section; canallooked normal. From the squamocolumnar
junctionoutwards and from 11 o'clock to 5 o'clock a moderately well differen-
tiated invasive carcinoma (squamous) of cervix. Extends in stroma up cer-
vix for 2cm between 11 and 1 o'clock and for 1em between 1 and 5 o'clock ie
direction of spread seems to be up the anterjor lip. From 5 to 11 o'clock is ex-
tensive carcinomain situ. Carcinomain situ seen in canal for half centimetre
up from squamocolumnar junction on posterior aspect of canal. No ulcera-
tionof canal. This is a very localised STAGE 1A tumour clear of excision mar-
gins of uterus and cervix by Icm at least in all directions. No vascular or
lymphatic emboli. Iwould think that at the least she should have vault radi-
um if not DXR [deep x-ray therapy] to pelvis even though excision margins
appear clear. I would say that there is no possible doubt about invasion and
Saul G...agrees.”

There were in fact two lesions detected; the one arising in the canal was 1A while the more
serious lesion waslocated more superficially on the surface of the cervix. Almost seven
months after the original hysterectomy this patient was re-admitted to National Wom-
en’s Hospital for an examination under anaesthetic and insertion of radium. In notes
headed 'Radiation Response’ the following comments appear:

“"Uterus had been taken toNew York by Dr Green, thought previously to have

been Ca-In-Situ.
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Stage [IAB.
Prognosis based on clinical appraisal: Fair (40-60%) Factors adversely in-
fluencing prognosis:
Previous hysterectomy.
Delay in definitive treatment.
Age”
By this time the cancer had spread toboth the upper vagina and pelvic tissues, After many
more admissions to hospital and attempts at treatment, this patient died just over two
years after the original hysterectomy. Although the initial symptoms were consistent with
invasive cancer (post-coital bleeding and smear tests reported as “strongly suggestive of
malignancy”’) no attempt was made to establish a histologic diagnosis before hysterec-
tomy was performed.

The specialists treating her after the hysterectomy faced real difficulties in effectively ap-
plying radiation. Inaddition, the Hospital apparently had no system which ensured that
a pathology report was obtained as promptly as possible after the operation sothat defini-
tive treatment could, if necessary, be started without delay.

MICROINVASION

Although my Terms of Reference do not require me to consider the adequacy of treatment
of any condition other than carcinomain situ, there hasbeen such confusion about the
management of microinvasion atNational Women’s Hospital that it seems appropriate
to comment on this topic.

There has been no consistent definition of microinvasive squamous cell carcinoma of the
cervix in medical literature. Dr Linda Holloway, Senior Lecturer in Pathology, Welling-
ton Clinical School of Medicine, told me that diagnosis of this condition “implies rigorous
examination to exclude more extensive invasion; this usually means careful examination
of aconebiopsy specimen”. This diagnosis is distinguishable from CIS in that itinvolves
invasion of the stroma (the surface lining epithelium of the cervix). The allowable depth
of invasion varies from 1mm to 5mm.

Microinvasion is, therefore, amore serious disease than CIS which is a preinvasive con-
dition. However, Dr Green did not believe this to be the case. He was asked about a par-
ticular patient (Code 105) who, in 1964, had a diagnosis following cone biopsy of
“carcinoma in situ with minimal microinvasion and lymphatic permeation”. He was
asked:

“So you are saying that... microinvasion is really no more than carcinoma in

situ?”

Answer: [ am following some world authorities in that.

Question: And you feel quite comfortable now with a letter informing the
practitioner that this condition is not of any serious import?

Answer: No more than carcinoma in situ.

Dr Green had written to the woman'’s general practitioner,

“Youwill remember this patienthad an A5 smear suggestive of invasive car-
cinoma and the letter from ourregistrar which told you that it was carcinoma-
in-situ with minimal microinvasion.

“Astheresult of smears of many of these so called ‘microinvasive’ cases, [am
convinced that this diagnosis, certainly asitis made in this hospital, isnot of
any seriousimport. SofarThave followed about 30 of these cases and notone
of them has recurred or gone on to be anything more major.”

Sixteen months later after an anxious query from the general practitioner, he wrote again,
“No, 1 don't think your A4 smear may be due to amix-up atyourend. [ say this
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because our findings were not quite normal as indicated by theregistrar’s dis-
charge letter to you. The smear taken on admission here was actually A5.
Despite this the colposcopic findings were essentially normal and a punch
biopsy taken on what Dr McIndoe describes as ‘equivocal colposcopic find-
ings’ showed nothing. The practical outcome is that although there is cyto-
logical suspicion about this case, there are no clinical or colposcopic
suspicionsand thatthere is no need for concern, even if she continues to have
positivesmears. If she keeps doing this for another year and the cervixlooks
normal please let me know again. Don't think you will do her any good by do-
ingahystereclomy to cut the Gordian knot, forlike as not she wili turn up with
positive smears in the vaginal vault at a later date. I say this from experience
of scores of similar cases and only clinical suspicion makes me get worried
about these cases.

"Tohelp keep your morale up about this particular case, I enclose a couple of
reprints. [know it soundslike here sy but the American Journal have recent-
ly accepted a very extensive paper on the subject of the doubtful value of cy-
tology in such cases.”

A few months later he wrote again to the general practitioner,
“Isaw this patient again today and am even less inclined to worry about her
positive smearsafter viewing hercervix. This cervixis 100% normal. If there
had everbeenany possibility of anything developing from the original diag-
nosis, it would have developed by now. I have asked to see her again in six
months.

“Inthe meantime, for the sake of your peace of mind, Iwould suggest thatyou
did not take any further smears.”

Although eventually the outcome for this woman was satisfactory, her microinvasion had
been treated lightly and that message clearly given to her general practitioner.

Despite the fact that Dr Green persisted in equating CIS with microinvasion, his views
received nosupport from those authorities who gave evidence at the Inquiry. Dr Pixley,
Dr Jordan, Dr Noda and Professor Kolstad all agreed that it should be classed as Stage
1A onthe FIGO (Federation of International Gynaecologists and Obstetricians) classifi-
cation. DrJordan and DrPixley confirmed that although methods of management might
be controversial, the controversy was limited to how radical the treatment should be. It
was their view that excision of the entire microinvasive lesion by cone biopsy was man-
datory.

However, Dr Nodasaid that this disease was handled differently in his unitin Japan. “We
consider it sufficient merely to follow-up the patient without further treatment until such
time as we observe microinvasive carcinoma. At that stage, ahysterectomy is performed

When Drs Jamieson and McIntosh were asked about their definition and treatment of
CIS with microinvasion, they both said that they would make a distinction between CIS
and carcinomain situ with microinvasion for clinical purposes and for theirrecords. Dr
Jamieson agreed that cone biopsy would be the minimum acceptable procedure. Healso
believed it was quite safe to excise a microinvasive lesion locally and watch the patient
very closely, although he thought that most clinicians today would prefer toremove the
uterus. Both Drs Jamieson and McIntosh considered that their follow-up of microinva-
sive cases would be different from that of cases of CIS. They took the view that there was
definite potential for invasion and that the disease was “highly likely invasive”. Dr Green’s
views therefore, are out of step with most of local and overseas authorities.

Anumber of cases managed at National Women'’s Hospital, however, still illustrate a ten-
dency to manage microinvasion as if it was CIS, In my reports to the Minister in
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compliance with Term of Reference 3, Ihave isolated several cases where microinvasive
carcinoma has not been treated with even the least radical procedure: acone biopsy which
has completely excised the lesion.

Professor Kolstad referred to the international rule which anticipates that microinvasive
carcinoma will be reported separately from CIS. At National Women’s Hospital this
requirement has not always been observed. Before 1977 all cases with a histological
diagnosis of CIS with microinvasion were recorded as Stage O in the site and cancer
registers (NWH records). This information appears to have been sent to the National
Cancer Register (New Zealand-wide records). The classification required by FIGO should
have been Stage IA. These inaccurate data from National Women’s Hospital will have
distorted the information regarding treatment and prognosis of both conditions.

Although the cancer registers at National Women’s Hospital after 1977 show a classifi-
cation in some cases of O/14, it has continued to be recorded as Stage O in the hospital
site registers. This confusion requires immediate clarification and much more accurate
reporting in future. If there is alingering view at National Women’s Hospital that the two
canbe equated, then patients may not be treated adequately for microinvasive disease.
Thefollowing case history is just one example which illustrates the reason for my concern.

Case history

After aseries of positive smears, Patient Code 10G (see also Appendix 10) had a ring bi-
opsy in November 1973 which established a diagnosis of CIS. From March 1974 to March
1979 she attended National Women’s Hospital on 11 occasions with 10 reports of Grade
2R, Grade 3 or Grade 4 smears. In May 1976 she had a second ring biopsy (with incom-
plete excision) which confirmed the diagnosis of CIS. InMay 1979 a cone biopsy (again
withincomplete excision) was performed. Thistime the diagnosis was carcinomain situ
with microinvasion.

From August 1979 to December 1986 the patient visited National Women'’s Hospital on
12 further occasions receiving a series of Grade 1 smearreports, two Grade 2R and two
Grade 3 smears. Late in 1986 this patient was placed on the waitinglist for admission for
ahysterectomy in February 1987. There was no further record of her attending the Hospi-
tal. Taminformed that, as a consequence of an interim report to the Minister, she waslo-
cated and treated.

After her hysterectomy the pathology report confirmed the presence of microinvasive
disease — “residual carcinoma in situ with microinvasion. Inactive hypoplastic en-
dometrial polyp.”

Her notes show that this woman had become anxious about her continuing disease. In
June 1976 the notes say, “Apart frombe[ing] frightened to be examined, she does nothave
any complaints.” Again in March 1979, “Sheis very panicky but not too difficult to reas-
sure”, and “terrified sheis going to die of cancer...looks extremely well.” By 1986 her notes
say, "Mrs...is welland has no complaints apart from some fear from coming here”” And
six months later, “Mrs. ..is quite happy to have a hysterectomy although she worries about
the anaesthetic and she is very unhappy about vaginal examination.”

Thereisalsoreasontoinfer that her diagnosis was not taken seriously by Dr Green. Fol-

lowing the diagnosis of carcinoma in situ with microinvasion, adenocarcinoma in situ

and "pill’ cervix, the patient returned to the clinic three monthslater when hernotes say,
“Thehistology report willbe treated just as a carcinoma insitu. Discussed with
Professor Green. Review in six months.”

Insummary, thiswoman’s condition was monitored after an initial histological diagno-
sis of carcinoma in situ in November 1973 until May 1979 whenthe diagnosis became car-
cinoma in situ with microinvasion. She continued tobe monitored solely by cytology in
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spite of the fact that the excision was incomplete and that she had positive or equivocal
follow-up cytology fullowing the cone biopsy in May 1979.

The pathologist’s report of carcinoma in situ with microinvasion was “treated justasa
carcinomain situ”. But not even the CIS was treated. No definitive action was taken un-
til the end of 1986 when a hysterectomy was recommended. Even then the notes disclose
nosense of urgency about performing the operation when the patient did not contact the
hospital in February 1987.

This woman was last seen by Dr Green in October 1981 and had been seen by various
other clinicians before that date. Tam concerned that in spite of being seentonseven sub-
sequentoccasions, by a variety of clinicians, no sense of urgency was attached to the report
of carcinoma in situ with microinvasion, the continuin g evidence of disease demonstrat-
edby Grade 2R and Grade 3 smears, as well as the fact that the pathologyreport from the
last cone biopsy commented on incomplete excision.

The management of this patient does not comply with generally accepted standards of
treatment for microinvasive carcinoma, or where there is continuing positive cytology
afteranincomplete excision. There is no apparent reason in the file why the pathology
report of carcinoma in situ with microinvasive carcinoma was treated only as CIS. There
is no histological confirmation for this re-diagnosis. Thereis no suggestionin the file that
the patient wasadamantly opposed to a particular form of treatment and no obvious ex-
planation for the way her disease was managed. In fact there is evidence that she was con-
cerned and anxious about her continuing disease and its possible implications.

The significance of confusing microinvasion with a preinvasive disease is obvious. Profes-
sor Richart said thatif a patient has microinvasion it would be expected to progresscon-
tinuously, increase in size and depth of penetration and at the pointat whichitexceeded
3mmin depth, could be expected to metastasize. In his view, provided the patient was
treated before invasion had exceeded 3mm, then the cure rate should be almost 100 per
cent.

Duringthe course of the Inquiry I asked Dr Ron Jones to report on cases of carcinoma in
situ with microinvasion treated at National Women’s Hospital between 1955 and 1976 be-
cause these cascs had been excluded from the McIndoe 1984 paper. Dr Jones is a part-
time visiting specialist in obstetrics and gynaecology with a particular interest at National
Women's Hospital in cervical pathology and colposcopy. From his evidenceitis clear that
atleast 25 patients were followed with cytological abnormalities (positive smears) after
the diagnosis of microinvasive carcinoma. There was evidence that the lesion had been
incompletely excised. In Dr Green's 1969 paper, Invasive Potentiality of Cervical Carci-
nomain 5itu’, he refers to 12 patients diagnosed as carcinoma in situ with microinva-
sionwho werenot treated by hysterectomy and had positive follow-up cytology. The 25
patientsisolated by Dr Jones confirmed the information contained in Dr Green's paper.
The outcome forthese women has been very poor indeed. Of 23 cases with evidence of
incomplete initial treatment for carcinoma in situ with microinvasion, 11 (0r48%) sub-
sequently developed invasive cancer.

FURTHER DIMENSIONS OF PREINVASIVE
DISEASE OF THE GENITAL TRACT

Inhis evidence, Professor Kolstad spoke of women who had been diagnosed with cer-
vicalinvasive cancer. He said that his experience had
“..convinced me that even if we can cure the patients, they have a lot of
problems after discharge from the hospital, both physical and psychological.
There are many, many divorces among these patients.”
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Dr Jordan also commented:

“In addition to the physical morbidity, there is of course the psychological
trauma involved in having premalignant disease diagnosed and treated. A
recent study performedinl.ondon by Campion and Singer, has assessed the
psychological problems following the diagnosis and treatment of premalig-
nant diseases of the cervix. They have confirmed that there is a definite effect
on the patient’s psychosexual state and on her anxiety state. It would seem
important therefore, that when a patient is known to have premalignant dis-
ease, she should be told the exact nature of the disease, the planned treatment
tu eradicate the disease, and that she should be reassured that the disease has
gone following her treatment.”

These opinions were confirmed by the evidence of Te Ohu Whakatu:pu, the Maori Wom-
en’s Secretariat of the Ministry of Women’s Affairs, and the evidence of 84 patients or re-
lations of patients who gave evidence privately during the Inquiry. L alsoreceived many
letters and less formal communications from and about patients who suffer from precan-
cerous or cancerous conditions of the genital tract. In the end I was irino doubt that Profes-
sor Kolstad’s and DrJordan’s statements were true, both for those women who suffer from
invasive disease, and for those whose condition has been monitored or whohave been
diagnosed with CIS.

Essentially there are two issues to be considered. The first is the sacredness of the area
of the genital tract both to Maoriand, to alesser degree, to Pakeha women. The second
isthe feeling of anxiety, helplessness and extreme concern whenany disease of the genital
areais diagnosed with its consequential repeated examinations, usually by male doctors.

The sacredness of the genital tract

The genital areais private for the Maori and Pakeha woman. Itisassociated with the most
personal relationships between male and female and with fertility.

a) Maori women

Te Ohu Whakatupu provided much valuable information on Maori attitudes to health
issues. They told me:
“Our cultural mores of modesty are not understood by, or even recognised
by most health professionals and especially doctors.... The cultural inhibi-
tions onmodesty and what is orisn’t proper exposure is ingrained into most
Maorigirls at an early age. Exposure of the pubic areais forbidden and proper
behaviour and practice during menstruation especially is taught at the onset
of menses.”

Againstthis background, the implications of repeated visits to hospital for examinations
of the genital tract, sometimes with minimal privacy, are grave. It is mandatory thatany
woman who has or has had positive cytology must have her condition monitored forlife,
even if treatment for any precancerous condition appears to be successful. The known
tisk of recurrence is such that it is dangerous for such women not to have regular checks.

Ithasbeenimpossible to ascertain a general pattern of behaviour amongst Maori wom-
en, butlstrongly suspect that the thought of repeated vaginal examinations would make
most women extremely reluctant to adhere to a health programme of this nature. Rua
Barlow, a Plunket Nurse, District Nurse, Public Health Nurse, Industrial Nurse, Maori
Welfare Officer and Mother, presented a paper to the Cervical Screening Working Party
in May 1987. In that paper she said:

“Ihave talked with individual Maori women of varying age groups — topic:

‘Cervical Cancer Screening’. Sad to say that the climate around this type of

intrusion into the sanctity of womanhoodisrathercool.... I asked a Kaumatua
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whathe thought about the subject. His reply, Thua mai te tangata ite aroaro
otanawhaea, kiatipuai, aia, irotoite honore mete kororia, otona whakatipu
tanga.”

In other words,
“Thatis a very sacred territory where youand I come from into this physical
plane, and then be nurtured at her breast to thrive.”

The implications of the sacredness of the genital area for Maori women cannot be un-
derestimated. They will have repercussions not only for population-based cervical
screening but also for the treatment and monitoring of CIS as well as invasive cancer.
There seems to have beenlittlecultural understanding of these mores on the part of the
profession.

Any doctor conducting a vaginal examination, needs a sympathetic understanding that
the genital tractis a sacred part of a woman’s body which should be treated with respect,
examined in total privacy, and under conditions which enable the woman torespond with
trust and to communicate her views, symptoms and feelings as an equal. If her consent
issought to any procedure or treatment, it is critically important that the health profes-
sionalis certain that that consent is freely given and that she has not acquiesed from natur-
al courtesy or awish to please someone who appears to be of greater status than herself.

If sheis not offered these conditions, her management is not adequate. If a patientis un-
able to speak freely with her doctor out of embarrassment or afeeling of inferiority, then
important symptoms might pass unnoticed. There is also a requirement to deal face to
face with the Maori patient whoislesslikely torespond to correspondence or even tele-
phone calls. This last point was confirmed during an interview with a patient who re-
quired monitoring after a hysterectomy in 1980. She said that on one occasion the Hospital
had contacted her husband:

“They rang him to getin touch with me. They are supposed to send me an ap-

pointment card and they haven't....”

Question: And did you go and see them?

Answer: They just wanted me to ring them to see how [ was. ... She said she
would send me an appointment card but I haven’t had one yet.

Asthis woman had notreceived her appointment card, she had not returned to National
Women’s Hospital for examination or treatment since the date of her hysterectomy.

b) Pakeha women

Idonot underestimate the reactions of Pakeha women to examination and disease of the
genital tract. In many cases the patients who spoke to me had similar feelings to those
attributed to Maori women. There was a strong thread running through the patients’ evi-
dence of constant disruption to their lives from repeated returns to the Hospital for
monitoring and/or treatment, and of marital problems, family difficulties in arranging
childcare or time off work, embarrassment and humiliation at the procedures employed,
anxiety and downright anger. These feelings were common to both races.

¢) Samoan women

A meeting witha group of Samoan women revealed that they too place great emphasis
onmodesty, privacy and the need for discussion with health professionals from their own
culture. Their views of disease or examination of the genital tract fell somewhere between
the Maori women's feelings of sacredness and the social embarrassment and desire for
privacy felt by both Maori and Pakeha women. They regretted that the programme al-
lowing Samoan-trained nurses to be retrained for registration in New Zealand had been
curtailed. The result was a diminishing pool of Samoan nurses who mighthelp Samoan
patients cope with the special stresses of vaginal examination and genital tract disease.
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The emotional and social impact
of disease of the genital tract

I'could provide many examples from various racial groups of the emotional and social
effects of having a disease of the genital tract and of regular attendance at National Wom-
en’s Hospital. The Hospital consultation clinic notes sometimes touch on these factors.
For example:

Onher thirteenth visit to the Hospital following a diagnosis of invasive cancer and treat-
ment by radium plus radical hysterectomy, this patient’s (Code 5Y) notes record:
“Patient complaining of dyspareunia, postcoital bleeding and alsolibido. She
is also worrying about losing her husband....”

On the next visit:
“Patient has alot of social problems, her [husband] spends only half the time
with her and sheis afraid of being deserted. Coitus causes dyspareunia. She
feels not well enough to resume her work and is generally insecure and
depressed....”

Another patient told me:
“Having to visit the hospital so frequently became astrain. Iwas very uptight
and felt diseased. My husband got rather sick of it too. We lived along way
from the Hospital and he was always left with the children to look after and
at that time we had two businesses to run. At the beginning the visits to the
Hospital weren't such a problem, but as it went on for so long it caused lots
of trouble which contributed to our family problems.

“Eventually Iused to visit the Hospital in a taxi because my husband didn’t
want to take me. I eventually got sick of going to the Hospital. I was worried
that [ had cancer but they didn't seem to be doing anything about it.”

She was also concerned about lack of dignity and privacy.
“Bvery time I went there, there were several doctors who talked about me in
my presenceasifiwasapiece of furniture. They talked amongst themselves
about me instead of to me and I would belying on a bed with my legs in stir-
rups and a sheet in front of me....

“When you went there for an appointment, you were told to be there at 10
oclock in the morning. Youwould just sit and sit in the waiting room full of
women; and then you found out that everyone had been told to be there at
10oclock. Sometimes you would sit there for two and a half hours before any-
one did anything to you.

“Then they put you in a little white gown with no strings on the back and
sometimes you sat in a little cubicle for another three quarters of an hour. Even
when the doctor came to see you, the beds and curtains were so close together
you could hear exactly what was being said from one bed to the other. There
was no privacy and it wasn't very nice.”

Other patients received quite the wrong impression of the nature of their disease. One
woman who was refusing to allow any form of monitoring, either at National Women'’s
Hospital or through her general practitioner, told me:

“Thave got to the stage now, what happens, I don't worry about. Itis terrible.

Iam petrified of hospitals. Iwill tell you too, that I haven’t had sex since then.

They were coming up with a lot of theories that it could have been through

alot of sex, perhaps two people weren't suited to one another, where they

thought that perhaps that could trigger it off, and also stress.

“They were definitely not sure of anything at that stage and trying to figure
things out. But that put the wind up me andI'thought I will not have sex any
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moreeither.... Isupposeit possibly could have had an effectonmy husband,
but he’s accepted it. He knows now I will never let any man within a foot of
me. [justcouldn’t standit.... It was more that you could have sex with your
partneranditwould trigger off again and Ithought, ‘Oh, Iamnot going torisk
that.”

Returning to the consultation clinic at National Women's Hospital for repeated exami-
nations and procedures over the years have their own special impact on some women.
For instance:
“Ifirst became a patient at NWH in 1963 when I was expecting my second baby.
Thave had five children altogether.... As well as attending at the Hospital for
checkups before and after the births of my children, I became aregular patient
atone of the Hospital clinics. I did not really understand why I had to visit the
Hospital.

“Inow understand from reading my notes that I had carcinoma in situ of the
cervixand that they must have asked me to keep coming back so they could
keepaneyeonit. Ican remember one occasion whenIhad photographs taken
of the inside.  remember that very well because it was embarrassing. Atthe
time I had no idea why the photographs were being taken and now looking
atmynotesIseethatlhad punch biopsies in June 1965 and April 1968. I have
knowledge of them, but was not told the results. I just assumed it was more
painful than the usual smear test.

“After the birth of my fourth [child].. I asked for something to be done so that
I didn’t get pregnant so quickly again. I had a loop inserted by Professor
Green. Afterwards [ was asked to return to the Hospital afterthe loop was in-
serted. [ thought the reason was so they could keep a check on the loop. If I
missed anappointment for any reason they would send me aletter. In the end
they even sent me telegrams asking me to make another appointment. I won-
dered why.

“About four years after the loop was put in I began bleeding.... A doctor re-
moved it. The bleeding stopped after the loop was removed. I had another
childborn in 1972 and after... I became very ill. Iwas in a lot of pain but tried
to take no notice of it. I had marital problems and I had my children to ook
after. Atone stage it got so bad thatI was taken by my husband to Middlemore
Hospital. I had terrible pain and fever....

“Lhavelooked at my notes and they say thatI was in NWH twice during that

year beforel had an operationin November, but my recollection is that 1 was
actually admitted in hospital three times before the operation. Towards the
endof...Isaw Professor Green as a patientin Ward Nine. I begged him to do
something for me. I asked for tubal ligation or hysterectomy or anything. ...
My bad health was having an effect on our family. My husband was having
to take time off work to look after the children and he lost several jobs because
of this. We had no money and at times no food for the children.

“In November 1974 I was admitted to NWH. I can remember after the opera-
tion being told that they had taken out one of the tubes because it was infect-
ed. Iunderstood that Thad gone in to have both tubes tied. { now know from
looking at my hospital notes that I had a ring biopsy at the time and I do not
remember being told about it.... Towards the end of 1985 I started having
heavy fortnightly periods and I had a curette done at NWH. When that did
not fix the bleeding problem I asked for a hysterectomy which I had in July
1986.

“Now thatIlook back on my medical history and fileIfeel that [ should have
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been told about the carcinoma in situ of the cervix. I feel that a woman has a
right to know what she wants to know from a doctor. Iused to have alot of faith
in doctors but I have lost it because of the things that have happened to me.
Iam sick of women being downtrodden and I think they should be told what
is wrong with their bodies.”

(Patient Code 7V)

This woman’s husband felt equally strongly about the effects, particularly thelack of in-
formation and the consequences to their family. I cannot underestimate the difficulties
faced by awoman with young children being obliged to return repeatedly toaclinic. The
anxiety of coping with pain, the care of young children, marital difficulties, and the loss
of the breadwinner’s job because of attending hospital so frequently, becomes, cumula-
tively, an extremely serious matter. Had the gynaecologists, nursing staff or social workers
elicited that information from this woman, the decision to do little more than monitor
her condition, without definitive treatment and without listening to her need for relia-
ble contraception, might have been different.

SUMMARY AND CONCLUSIONS

1.

Adequate treatment of carcinoma in situ isthat which is based on generally accept-
ed treatment and evidence of disease eradication.

The aim s, and over the relevant period has always been, to achieve this or, if there
is any recurrence of the disease, to repeat the treatment.

National Women’s Hospital has had an efficient follow-up system for patients diag-
nosed with CIS. This system has been in place for many years and before it was gener-
ally accepted that these patients needed lifelong follow-up. However, aminority of
patients have not received adequate treatment by generally accepted standards of
the time.

Adequate treatment for women who have CIS now requires that they are treated with
the aim of eradicating the disease. They also must have their condition monitored
forlife. Moreover, these women must be advised of the nature of their condition and
of their responsibility, to ensure that they attend for regular smear tests and exami-
nation,

Any definition of adequate management for CIS of the genital tractimplies adequacy
fromabroad viewpoint; one involving the cultural, emotional, family and social con-
sequences of the disease. Specialist staff at National Women’s Hospital must clari-
1y their scientific objectives in diagnosing and managing the disease and, of equal
importance, come to terms with the personal problems encountered by patients di-
agnosed with this disease.

Protocols for managing disease of the genital tract should be developed at National
Women's Hospital and reviewed from time to time.

Adequate management of carcinoma in situ of the genital tract must include:

a) Acknowledgement of the dignity of the woman patient and her right to total
privacy.

b) Knowledge and acceptance of her cultural needs.

¢) The provisionof accurate information concerning diagnosis, treatment and fu-
ture management of the disease.

d) Provision of adequate information about the consequences of treatment and the
impact that her treatment or management may have on her personally, on her
family, working life and her mental health.
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e) Counselling should always be freely available and women should be encouraged
totake advantage of a service whichis culturally appropriate, accessible and con-
fidential.

If these criteria are not observed, the patient is less likely to co-operate in all aspects of
management including screening and follow-up.

1. ’InvasivePotentiality of Cervical Carcinomain Situ’ International Journal of Gynaecology and Obstetrics,
Vol7No4: 161
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