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TUESDAY 26 SEPTEMBER 2000

THE HEARING RESUMED AT 10.00 A.M.
CHAIR:   There have been difficulties getting the ruling from yesterday’s discussion completed this morning.   Apart from anything else there've been power difficulties so it will be coming out some time today.   Given that the only opportunity to edit what is currently being typed up will be the lunch break, it may well be that it doesn't come out until tomorrow morning because I'm not sure that that will be sufficient time to allow it to be edited.  So I can't say precisely when it will be available.

Now, Mr Kirton, on Friday we were part-way through your submission.   I understand you've done a new submission now.   What are the other parties’ attitudes to that submission;  is there any difficulty with any parts of it?

MS GIBSON:   Ma'am, I spoke to Mr Kirton about some remaining paragraphs that I still have difficulties with yesterday, and whilst I understand he accepted a couple of my points, most of them are still outstanding from my point of view.  They're not in the same significant number that were indicated on Friday and I certainly appreciate the considerable efforts he’s been to over the weekend to modify those matters.   But I do wish to raise them, ma'am.

CHAIR:   Right.   Well, to deal with it efficiently, is it better if we deal with them now if we go specifically to the paragraphs that you have concerns about?

MS GIBSON:    Yes, I think that would be satisfactory from my perspective, ma'am, certainly.

CHAIR:   Before we do that I’ll just see if anyone else is in the same position.  

MR MURRAY:    Madam Chair, there was some problem with the document.   I think there's two versions of the amended final submission so the one I've got still has a couple of things in it that I thought had been ruled out by the panel and they seem to have come back in.   I understand from Mr Kirton that there's just a problem with some of the type-setting,.  Some versions are OK and others are not so good, but I can't figure out what's actually happened.

REGISTRAR:   I have just now given you the correct amended final.

CHAIR:   We have the correct final amended version.  Mr Kirton, I understand that you accept the version we have, you're not attempting to reintroduce matters that have been ruled out?

MR KIRTON:    Certainly not, Madam Chair.  I must apologise for attaching the wrong document to Tracey, and that’s obviously been circulated.   We've attempted at this point to pull those back.  In order to assist Mr Murray I suggest that if we deal with the issues that Ms Gibson has he will have time to have double-checked the final copy and he may be in a position to comment on that point to resolve his issues.

CHAIR:   What we could do is have copies circulated of the draft we have so that everyone has the correct version.  If anyone has the earlier version please say and we will make sure that you receive copies.   There's no-one else has a problem?

MS JANES:    I think everyone probably has the version that has been retracted, so we would all need copies of the amended version.

CHAIR:   Right.  Madam Registrar, how long will it take to get copies of this version run off for everyone?   You are sure that this version has the material we've already excluded deleted from it are you?

REGISTRAR:   I will check with Mr Murray.   There may still be some concerns.

MR MURRAY:    Yes, I think 3.41 was amended after my objection, but I think even the corrected version of the submission is still making a complaint about the Director General which was never put to her.   Yes, I think the amendments for 3.41 we all –

CHAIR:   Yes, you're right.  Mr Kirton, my record of 3.41 says that, if you take the second sentence of the paragraph:  “The New Zealand Women’s Health Information and Resource Trust submission is that there were serious ethical questions arising from the under-reporting in Gisborne.   This had a devastating effect on the health of many New Zealand women.   At least two women have died as a result.”   And you had deleted the statement that there was a serious ethical failure at the highest level of public health administration.  That may have been the last one that was dealt with, so you may have omitted to correct that.

MR KIRTON:    Madam Chair, that is the case unfortunately.  I had omitted to omit that, or delete that, and it should be deleted at this point.

CHAIR:   Well we will fix this up on the copy we have.   If we just make it “The New Zealand Women’s Health Information and Resource Trust submission is that there are serious ethical questions which arise from the under-reporting in Gisborne”, that seems better English.

MR MURRAY:   Yes.  And I don't recall whether it as picked up last time, Madam Chair, but 3.42 seems to be saying the same thing that I'm objecting to anyway.

CHAIR:   I don't think we got that far.   I'm just working that out because my corrections have blue ink and 3.41 has black, and I think we must have stopped for awhile and I picked up another pen and from then on my copy is clean.   I think we may have stopped at 3.41.

MR MURRAY:    Yes, well I would have the same objection about 3.42, namely that that sort of serious material would have had to be put to Dr Poutasi.

CHAIR:   Yes, I agree.   We will just get 3.41 right.  The submission is that there are serious ethical questions arising from the under-reporting in Gisborne.  And that means that we delete the words “failure at the highest level of public health administration”, and then the rest of the paragraph remains the same.   Then we get down to 3.42 –

MR MURRAY:    I think that might have to be deleted.

CHAIR:   Just hold on.  

MR KIRTON:  Madam Chair, if we were to substitute “fulfilled their ethical obligations” to “fulfilled their responsibilities”, would that suffice?

CHAIR:   Yes, I think there is no harm in you making that submission.  Mr Murray?

MR MURRAY:    No, I think that’s probably all right, it wasn’t actually put to Dr Poutasi, but there are a lot of other comments in the same vein.

CHAIR:   It’s been put to other health witnesses - 

MR MURRAY:    Yes, I think that’s all right.

CHAIR:   - that if the ministry had done various things, the problem may have been picked up or avoided.  All right, so then we go over to 3.43.   Is there any other objection Mr Murray?

MR MURRAY:    That seems all right, I think.   I mean, we don't accept a lot of this of course, but I'm only taking points of a technical nature at the moment.

CHAIR:   Exactly, yes.   Does anyone else have a problem before we go back to Ms Gibson?

MS PHIPPS:    The version I have incorporates the changes.   There's a slight difference from what we've ordered but it’s of no moment, ma'am.

CHAIR:   Where's the difference just so I can be sure?

MS PHIPPS:   Paragraph 4.102, but the slight variation still achieves the meeting of the concerns, ma'am, so I don't want to take up your time with it.

CHAIR:   Right, okay.   Ms Gibson?

MS GIBSON:    Thank you ma'am.  Like Mr Murray, I'm only taking matters that I think are technically problematic.   2.49 there's a misquotation of the evidence in that regard.  

CHAIR:   I'm missing section 2.

MS GIBSON:    It starts off under the heading “Dr Bottrill’s approach to quality assurance and peer review”.

CHAIR:   The problem is our copy deals with term of reference 1 and then term of reference 3 and it doesn't have any term of reference 2.   I will just look to see whether maybe the pages have got mixed up and it might be somewhere else.

MS GIBSON:    I'm not sure I can help you with page numbering because mine appears to be electronic, but it’s 12 on mine.

MR KIRTON:    Madam Chair, I now have located those and omitted to –

CHAIR:   Well, we will have copies made.

MS GIBSON:    Certainly ma'am, if Mr Kirton’s got other submissions he can continue on with in the meantime, leaving aside Dr Bottrill’s approach under term of reference 2 I would be happy with that.

CHAIR:   So your concerns, are they all related to section two in the submission are they?

MS GIBSON:    Yes, they are ma'am.

CHAIR:   All right.  Well, Mr Kirton, if we just leave section two, move through the rest, and then we can come back to section two once we've got copies.   Are you ready to start Mr Kirton?

MR KIRTON:    Yes, Madam Chair, in that regard I’d suggest that we go directly to term of reference 4 in the submission, and that is a continuation of our discussion and submission of Friday in relation to the responsiveness of Dr Teague and the Royal College.  

CHAIR:   Yes.

MR KIRTON:    That essentially is Part B of our heading “Term of reference 4” and it’s appropriate now to turn to those issues raised in essentially what is the commencement of that section and Part B.  What we’re submitting here is that there is an extensive dialogue and foundation to make the submission of this nature within the Cartwright recommendations, and we make that pint in 4.1 through to 4.12 essentially.  Looking specifically at what I think is the – where it says at 4.4 for example, “the focus of attention must shift from the Dr to the patient”.  So essentially a distillation of all of those issues that Judge Cartwright recommended was this central component that the entire focus must move from the doctor to the patient, and I think within the terms of this inquiry that the same thing holds but is not contained specifically to the doctor but to the entire delivery of a health programme.   So not only should the focus of attention have shifted from the doctor but it should have shifted from the delivery of a health service or health administration to the patient or to the public.

Over the weekend I’d had obviously consultation with the people that have sent me here, and I had cause to express my concern that perhaps we were missing something, that perhaps we were unable to articulate that central theme, if you like, that there was a concern that the focus had moved from the women, from the centrality of the women to issues of a rather technical nature – a mechanical nature, and when I was asked by one woman in particular how things were going – and if you could give me a moment here in terms of Mr Grieve’s “haircut” story, I would like to relay this and try and capture what the current view is – how a number of women are feeling about this.  I did have cause to speak to a woman that is closely observing the events in Gisborne and I was explaining my conundrum to her in terms of being able to get across the importance of the responsiveness issue and she relayed a tragedy which had occurred to her many years prior, to do with the death of her child in a swimming pool.  With her permission I've taken that example as to how women feel about the scenario in Gisborne, and if we could take that scenario – and I suggest to you if we considered a person who perhaps could be described as a leading advocate of swimming pool safety or water safety – perhaps the head of the Council of Water Safety in safety New Zealand buying a house and coming across a pool in the back yard that had no fencing, and it was readily observable that perhaps the neighbouring children – toddlers – were playing around the pool, no fencing around it, no supervision in place, one would wonder what is the responsibility and what should be the response of someone in those circumstances.   Clearly, I think most people would say there was a responsibility to respond in those circumstances.   It wouldn't be acceptable to say, “Well, there were none of my children involved there. I’m responsible for my own children, and they weren’t involved, so I couldn't see a problem”, or, “Well, I bought the house and I put up a swimming pool (sic) and that’s resolved the problem for the immediate danger.”   But the issue I’d like to bring home is that in, if you like, a common law sense, or a common responsibility sense, there would be that obligation to take some responsibility.  And when we look at the responsiveness, for example –  and we've used in Part B of our submission what Dr Linehan saw when he came to the laboratory in January of 1996 what was there, and we've worked through his very extensive training and understanding of quality assurance, we've suggested that there was clear knowledge of what that danger represented, and it is a great disappointment to have had the commentary from Dr Linehan that he didn't see anything of concern in that practice at that time.

The Women’s Health Information Resource Trust has used the framework of the New Zealand Medical Association ethical guidelines and it was quite a – in terms of Dr Lineman’s position we were able to, I think, raise the issue of what is the ethical obligation, why is it not well understood and why are we having to make this observation at this stage when a good number of women in New Zealand would have felt that those issues had been adequately dealt with and were ready to move on.

CHAIR:   It seems, though, Mr Kirton, that the section where you deal with Dr Lineman’s conduct, two issues arise from it.   One, your comment that the common law would impose some legal responsibility on him is wrong.   I’m not aware of any legal responsibility imposed on someone in Dr Lineman’s position.   Certainly if you go to someone with special knowledge in an area and ask for their advice they owe a duty of care to you and you can sue them if the advice is negligent.  But here he was, in a sense, a passive observer.   He went to a laboratory to look at it, to see whether or not he would buy it, and whatever concerns the state of the laboratory might have created in him legally he was not under any obligation to volunteer advice or to take action.

The second point is that putting aside legal responsibility I'm aware that you are attempting to develop here an argument about ethical responsibility, but so far the various codes that you've referred me to, such as the Medical Association, speak in a general way of doctors duties to their patients, and you've referred to the Hippocratic Oath, etc., and certainly I accept that, but you haven't referred the committee to anything specific which says that when a doctor sees one of his colleagues practising in circumstances which he may consider to be dangerous to a patient’s health that he has an obligation to step in and interfere by going and reporting his concerns to the appropriate body.  I'm aware that such a provision in some shape or form is now being introduced into the Medical Practitioners Act, but prior to that I haven't seen anything specifically which would have required Dr Linehan to act in the way you state he should have done.

MR KIRTON:    Madam Chair, I appreciate your point, and it wasn’t intended that there was somehow a legal obligation to act.  However, we do defer to that ethical obligation, and I use the scenario to highlight to you how women have described to me how they perceive that.   They perceive it, as I suggested, as as simple as the swimming pool scenario.   Now I appreciate that that introduces complexity about actual legal liability.   Not wanting to invoke that, however, and to suggest that there was an ethical obligation and despite, and notwithstanding, an explicit statement of ethical obligations in the circumstance, when you look at, for example, the Helsinki accord – I think the 1964 accord, which is at the foundation of the New Zealand Medical Association guidelines, it says words – and I've got them in here, I can't find them readily, but the words are that the obligation is to the health of the people.  I don't think you can escape that connotation ethically.   I appreciate Dr Linehan’s response in terms of the New Zealand Medical Association code being a Dr/patient relation based document.   It in no way, I suggest, removes an obligation to the wider community and requires an obligation at that level.

CHAIR:   So you would say that it is implicit, from the Helsinki code, that a doctor owes an ethical obligation to the wider community to take whatever steps might be necessary in any given situation to protect public health?

MR KIRTON:    That is the essence of it Madam Chair, and  I believe it is the essence of the Cartwright recommendations as well, that the peer review concept, the concept that where a colleague is practising in a way that – and clearly the Bottrill situation as described by Dr Linehan talks of the danger, the almost impossible nature of being able to guarantee or produce sufficient quality in the circumstances of no peer review, of isolation etc., that we've well traversed already.   So what I'm saying is that the foundation for making the claim that there was and is an obligation to act has its foundations in the ethical codes already in existence from the medical profession and the notice, if you like, that Justice Cartwright put in 1988.   What I'm saying is that the profession was put on notice, they were given the yellow card at that time, and I'm hopeful that in post-Gisborne we’re able to bring out the red card and say “you must do something to remove”, if you like, “the yoke of collegiality, you must act to facilitate the process whereby a medical professional can easily take action and is listened to.  I gave you the example, the Armed Offenders Squad scenario.   The profession must tackle this issue head on and produce a system that puts the patient first, the patient is the highest priority, and we as medical professionals will attend to that as a first priority.  And I appreciate back in  `89 when the Royal College and all the pathology professional bodies got together and said, “we want to respond to Cartwright, we want to do something positive”, and I'm absolutely that that was their intent.  To me, though, their omission is this:   they saw to all of those issues that they could see immediately in front of them except ignoring what I think is a fundamental outcome of Cartwright and that is how they respond as professionals to this type of scenario;  how they respond to their competence issues in their profession, and I think we make that commentary in the year 2000.   We do not see a ready environment in which issues can be addressed.   The somewhat oppressive nature of the profession’s collegiality still remain.

PROFESSOR DUGGAN:    Mr Kirton, the Helsinki code that you made reference to, does that apply to doctors only or does it apply to all people in terms of their conducted?

MR KIRTON:    As I said earlier, there are essentially common law obligations that everyone has to respond to the immediacy of danger.

CHAIR:   Yes, but just pause.   There are no common law obligations here, that’s what I introduced before – sorry.

MR KIRTON:    No, I appreciate that.   The question was, does this apply generally, and my response is there are always scenarios when we must react.   In a sense we are our brother or sister’s keeper.   However, in the medical profession there is a code that has stood the test of time, which places a demand on a medical professional to act.   They act always in the interests of their patients.  That has stood the test of ions.   And in that is an obligation to society, and it goes back to the issue of trust.   Patients have a trust in their doctor.  There is a power differential.   The doctor has in their possession knowledge and understanding which is quite at an imbalance with that of their patient and of the community.   The community places great store on their professionals, both legal and medical.  The expectations, the responsibilities that go with that is that you will look to the health of, not only your patients specifically,  but to the health of the community.   I believe that’s an underlying given within codes such as the New Zealand Medical Association or any other code of medical ethics and responsibility.

CHAIR:   Tell me, do we have a copy of the Helsinki code in evidence, I can't recall off the top of my head?

MRS MARSHALL:    Madam Chair, I'm happy to offer copies.  I was going to provide 4 copies of those in my closing submissions so I'm happy to provide them now if it would be helpful.

CHAIR:   Yes, it probably would actually, thank you very much Mrs Marshall, because as Mr Kirton is making the submission, and some of it is based on the Helsinki code, it would be helpful for us to see it.

MRS MARSHALL:   If I could just explain it.   The tabs actually refer to paragraph numbers in our closing submission, but if I could refer you to tab 13 that refers to the last page of the Helsinki declaration, so if you move backwards a few pages you will find, I think, 3 pages.   “Annexure 1” it’s titled.

CHAIR:   Thank you Mrs Marshall.  Have you got it Mr Kirton?

MR KIRTON:    Madam Chair, I've relied on the Cartwright interpretation of it at p132.  

CHAIR:   The Helsinki code, just so that we can be sure, relates to research – recommendations, guiding physicians in bio-medical research involving human subjects.

MR KIRTON:    I appreciate that retort, however somehow that negates the words.  I find difficult to accept that somehow because it specifically relates to research that it is not a global expression of what the obligations are.

CHAIR:   Yes, but at the moment if you read the introduction in the context in which it is given, it is being said, “The mission of the physician is to safeguard the health of the people.”   That’s in the context of how physicians should conduct themselves when involved with, or perhaps when it comes to their attention as physicians that there is bio-medical research involving human subjects.  It is quite a big leap to say that physicians have an ethical obligation to safeguard the health of the people generally, not just their patients in that context, and lift that from there and say that someone in Dr Linehan’s position, when he goes to look at a laboratory that he is considering purchasing which may not be up to the best standard – I'm trying to speak in a neutral fashion here – he has an obligation, on observing the defects in the laboratory,  to go to a medical authority of some sort and alert them to the danger the laboratory may pose for the health of women.

MR KIRTON:    Madam Chair, yes I appreciate the focus, and I predict that it’s the response of a finely tuned legal mind.

CHAIR:   Flattery is not going to help you Mr Kirton!!

MR KIRTON:    However, there are, and I'm just quickly trying to scan the New Zealand Medical Association code, which in itself, I believe, raises this issue of responsibilities to the community, and my apologies for not being able to go straight to it.

CHAIR:   That’s all right, take your time, but it’s just we’re going to have to grapple with your submission and it is helpful to us if you're going to make the submission that the conduct of Dr Linehan has been unethical and draw analogies with the doctors in the Cartwright Inquiry, we have to be very clear what ethical obligations you’re relying upon to make that submission.

MR KIRTON:    Can I again refer you to the New Zealand Medical Association code at paragraph 43, or item 43, under heading “Personal Conduct” – accept a share of the profession’s responsibility to society in matters relating to the health and safety of the public, health education and legislation affecting health or wellbeing of the community.   That’s as good as I can get it, Madam Chair.   Yes, it is not specific, and one of the recommendations we’re making, you will have noted, is that all medical professional bodies get together, define their codes, gain a clear understanding of what they mean, and in fact set up a common ethical body so that they can readily identify what those responsibilities are.   That is the essence of what the Trust is wanting to achieve, an external morality falling into place.   By that I'm saying a mechanism that the profession is a party to, and is accountable to, in a situation such as ethical responsibility.

CHAIR:   So is what you are really saying is that the medical profession needs to develop more explicit ethical obligations which place on medical practitioners an obligation when they see examples of patient care carried out by another medical practitioner which might put the patient at risk, that the observing doctor will see it as being his/her duty to intervene and say something perhaps first of all to the offending doctor, secondly to go off to – I don't know, that doctor’s College, Medical Council, some other body, to say, “we think that there is a situation of risk here, or potential risk, please have words with this doctor”?

MR KIRTON:    That’s precisely the point, and it may be regarded from the Women’s Health Information submission to be rather unfair, or placing accountability on a couple of professionals that have come to this inquiry.   However, we are not really interested in those professionals taking some sort of legal responsibility or to being harshly criticised in any report.   What we’re trying to do is demonstrate that these were situations where actions should have been taken and it should not have to fall upon women in the main, active women such as Sandra Coney or Phillida Bunkle, to raise the issue.  The profession should look to the situation itself and provide the environment in which they can respond rapidly.

And again, if I could just give you the last haircut story of the day:   I passed the draft of the document that we've produced by my father-in-law, who’s a very imminent and well-respected physician, been so for many, many years, and he read it and shook his head and I said to him, “Why is it that there is such an environment like this”, did he agree with it, and he quietly said, yes he did.   I said “Why does this happen”, and he said, “there for the grace of God go I”, that every day in New Zealand there are situations where mistakes are made.   Some mostly little mistakes.  He felt the yoke, if you like, of collegiality, that it was difficult to raise the issue.  Sandra Coney raised the issue of what happened at National Women's.   We can, I suggest, see elements of that here, and at the end of the day the profession must confront this head on and create a better environment.

PROFESSOR DUGGAN:    Mr Kirton, can you explain to me why this is so when New Zealand medical practitioners operate in a no fault system?   I can understand this behaviour in countries where medical liability and malpractice is part and parcel of every day, but in a country like New Zealand, that doesn't have this sword of Damocles hanging over the practitioner’s head.   Why is there still this cloud of secrecy as you insinuate?

MR KIRTON:    I think that’s the sad point.   Perhaps if we did have a financial liability, the ability for the patient to sue, maybe that does instil the discipline.   I've had a number of dialogues with the legal profession here over the many weeks where it seems as though the legal profession has its acted together – for example, with trust accounts.   There is a strong discipline for the legal profession to act where they see breaches of trust in that regard.   However, much to the chagrin of one two when is suggested, `well, you're going to have to pay the price if you don't respond by way of your fidelity fund’, and what I’m suggesting the prospect of losing money as a result of a colleague’s actions, or your own actions, if you like, through the courts, it’s a sad indictment of the first principle of the Hippocratic Oath, the patient’s interests come first.   So what I'm suggesting here is that it is a sad day when financial and legal responsibility becomes the motivator.   In my view, the principle of patient priority should be the motivator and that should stand alone.   So I’d be rather sad to see the loss of a no fault system in New Zealand for that reason.

PROFESSOR DUGGAN:    Your submission is that the medical profession is reluctant to report on each other’s practice should that practice be deficient;  is that correct?

MR KIRTON:    That’s what I'm saying.

PROFESSOR DUGGAN:   And the reason for that, based on your anecdote, is that every professional believes that they can make a mistake – and help me out here.

MR KIRTON:    The consequences of taking action, of expressing your concern to a colleague, are well known.   The profession understands what will happen to one if you step out of line in this regard if you do take action.   And that’s the point that Sandra Coney made in terms of relaying the experiences of McIndoe and McLean at National Women's.   Now, I'm not suggesting this is a McLean and McIndoe situation.  I'm not suggesting that either Dr Linehan or Dr Teague or anyone else is in the same situation as Dr Green, but what I am saying is that collegiality inevitably has taken its toll and has not been confronted.    There is no external mechanism, there is no confrontation of this issue observed in the decade or so since Cartwright to give one comfort.   In fact, what we’re having is a crisis of confidence on a daily basis, or as we say, it’s been a bad year.   We are not seeing the ability of the profession to confront the issues head only.  We are still seeing closed doors, if you like, to patient concern, and we've had relayed the Christchurch experiences of bad practice down there and in Northland we talked about those issues – they are ongoing – it’s sad that we are having to deal with those on, it seems like, a weekly basis.   We don't see the profession confronting that issue head on.

PROFESSOR DUGGAN:    So the second part to that submission was that every physician believes that they can make a mistake, because that’s part and parcel of the profession, it’s a profession with a certain risk and certain hazards, and nobody’s perfect, and there for the grace of God go I attitude is that the individual’s believe that they can make a mistake themselves.   If that, then, is the position, that everybody acknowledges that they can make an error and there is no climate of malpractice, why aren't physicians commenting on each other’s errors?

MR KIRTON:    I think the consequences of commenting, in a lot of cases it’s quite a human condition that the odium one invites on itself, the opprobrium one receives for doing so, is strong.  It is very strong and continues to be a potent force.  No-one likes to be ostracised and sent to Coventry and to be castrated amongst one’s colleagues , that is not something we like as human beings, we like to belong and respect amongst our peers and our colleagues.  However, our submission is that puts the doctor at the forefront of thinking and not the patient.   Whose interests are served by that approach?   It’s certainly not the patient.  And we’re seeing a new climate for that, that the patient is seen as central, and whatever interests are in the best interests of the patient are the ones that should be observed.   Even at the cost of personal opprobrium.   And what we’re suggesting is that if there is a formal internal structure that is transparent and available to the profession and it is not seen as some sort of stepping out of line as betrayal of one’s colleague when you do this, it’s just accepted as a part and parcel of practice that, “I do gets things wrong and there is a climate environment of I accept peer review.  I will accept the underlying criticism that that involves, and if we generate that sort of environment we may better overcome many of the problems that exist.”

PROFESSOR DUGGAN:    I think we haven't heard any evidence on the items that you and I are discussing?

MR KIRTON:    I have difficulty accepting that.   The authority that I defer to is Cartwright.   I think it is entirely appropriate for the inquiry panel to look at Cartwright, and I said on Friday that the most significant and best re-read that I've had is of the Cartwright Report, and it would be in my submission entirely appropriate for the inquiry to compare what happened in the recommendations of Cartwright, to look at what was said about collegiality and peer review and all of those things, to look at the flag that was put up, the notice that was given, for the profession to get on top, confront, honestly confront these issues and comment in the year 2000 as to whether progress has been made, whether real confrontation has taken place.   I think that’s entirely appropriate for this inquiry to engage.  I guess it’s a matter of hindsight that we should have brought evidence of this nature, however, the responses that “this is the case law”, these examinations did take place at Cartwright.   The ethical imperatives were established and I don't think it is incumbent upon this inquiry to call upon further confirmation of the things that were determined at Cartwright.   It is the authority, acknowledged as such, and in that context is able to be considered and examined in the Gisborne inquiry.

CHAIR:   But what we’re lacking is any evidence which shows us that what happened here was comparable to what happened in Cartwright.   You see, you accept everything that happened in Cartwright because legally it’s not binding on us, but if you accept everything that happened, the recommendations there, there was certain conduct there which resulted in conclusions being made by Judge Cartwright and recommendations.  We haven't had any evidence of someone coming along who is within the medical profession and saying, “These are the lessons we've learnt from Cartwright, but what happened here is very similar to what happened in Cartwright.  Everyone knew this laboratory was not working well, was a danger to women, but no-one said anything about it even though they all clearly new, and this is as bad as what happened in Cartwright, or if not as bad, it is still reprehensible.”  We haven't heard any evidence from any expert in the area of this nature, and, therefore, we’re in a difficult position because you make the submission, you invite us to draw these conclusions, but we would be doing so in a vacuum.  

MR KIRTON:    It comes as some surprise to hear that, Madam Chair, and I would suggest would come as a significant surprise to the women of Tairawhiti particularly to hear that obligation, if you like, to put that issue.  The reality is women’s health was harmed, harm was done, and we had ample evidence of that – we had a woman on the stand who died – we had a woman on the stand – I just cannot contemplate this myself – a total abdominal clearance.   Now that is harm.

CHAIR:   We accept that harm occurred, but what I'm asking you is where is the evidence which says at the time that Dr Bottrill’s laboratory was visited by Dr Linehan it would have been clear to Dr Linehan or to any other medical practitioner in the field who saw the laboratory that the practice within the laboratory was going to result in the sort of harm that we have heard about in the inquiry, and, therefore, Dr Linehan or anyone else seeing the laboratory should have spoken out.

MR KIRTON:    Well, I have difficulty believing and accepting that deductive reasoning cannot draw a conclusion about what was present at the time.   We examined in intimate detail the state of the laboratory and we've drawn a submission that we've said it was a shambles.   No-one’s hopped up and said, “No, it wasn’t.   I think that’s a sustainable claim.”   And if you're in the position of someone who is an expert on quality assurance and who knows these things, it is self-evident that someone looking at a swimming pool with little toddlers walking around it that there is a problem.  The submission is that it is self-evident that there was a problem, and it is self-evident there should have been a response that ameliorated that problem.   The reality is we have in evidence, for example from Dr Linehan, that he did not see a problem;   he didn't see it.   I've got difficulty with that as I have difficulty with Dr Teague’s submission or his evidence that four slides in the circumstances was not indicative of a problem.    That is the point we make, that there were issues of danger, acknowledged danger, issues where it was improbable that quality could be maintained in the circumstances by the admission of those professionals who saw it, and yet we have the contention that no response was justified or there was no obligation to make a response.   That is the difficulty I have in the proposition that there was no evidence to justify action being taken, or at least being put.

CHAIR:   Well, you have actually just raised a further problem for yourself, which is if the evidence is – and I’ll have to check this – that Dr Linehan said he didn't see a problem, then short of disbelieving him, the factual situation would be that in circumstances where a medical practitioner – even one who was very experienced in laboratories – didn't see a problem and therefore didn't act, now in order to say he should have acted to look at his ethical conduct in a critical fashion, you really need to be able to say he knew there was a problem but he failed to do anything about it.

MR KIRTON:    It cannot be sustained and I believe we have not put it in that context that he knew there was a problem and did not act.   What we’re saying is he ought to have known, and had there been an environment and an awareness of the patient having highest priority, that the safety issues have been the foremost in people’s minds, then perhaps it would have.   That is the submission.   You are quite correct in saying we cannot assume to know what was in Dr Linehan’s mind.  Were not making that submission.   What we’re saying is that here were circumstances which are unfathomable to women and people looking on.

CHAIR:   So you're saying that there is, in a sense, a need for a cultural change whereby medical practitioners become more sensitive to these issues and therefore they will be more alert to them?

MR KIRTON:    That’s precisely the extent, and I think you've captured it well – the extent of the submission, and if practitioners have taken umbrage, as they have, they should recognise that that is the extent of the submission, that we do need, as you say, a new culture that puts women’s safety first.   And I’ll go into that if I may later in the submission with relation to what the public health administrators ought to have done themselves in that regard.  

PROFESSOR DUGGAN:    Mr Kirton can I ask you this?   The Cartwright Report made many recommendations?

MR KIRTON:    Yes, it did.

PROFESSOR DUGGAN:    Whose responsibility was it to implement these recommendations?

MR KIRTON:    I think first and foremost being a ministerial  inquiry.  All of those recommendations if they weren’t rejected directly by the Minister, it was the Minister’s inquiry, then they became the policy, if you like – I’m not quite sure of the right word – they became the authority, they became the benchmark for subsequent behaviour.  Now at the highest level, the Department of Health at the time most likely, and I can't recall precisely the reference to it but they most likely accepted accountability for the implementation of those recommendations.   There was a Cartwright implementation unit set up to do that.   So there was acceptance at the highest level that that’s what should happen.   And also, as you say, a wide range of recommendations were made.   The medical profession also had a responsibility – the hierarchy of the medical profession.  The Medical Council, for example, ought to have looked closely at that as the pathologists did.  They looked at that.

PROFESSOR DUGGAN:    But who was ensuring that these things actually happened?

MR KIRTON:    Well, the Department of Health at the time was looking to ensure that.   As I say they set up their own implementation unit.   No-one was obviously directed within the medical profession to take on board the Cartwright recommendations as they related to the profession, but that doesn't absolve them from not taking action.   There was, as I've pointed out, an acknowledgement by pathologists, very eager and concerned to implement Cartwright recommendations.  We've got that in our own evidence.

CHAIR:   The point really that’s being shown here is that it is one of the limitations of a Commission of Inquiry that the report, in the case of a Committee of Inquiry, to the Minister who has set up the inquiry in respect of a Royal Commission to the Government but any change that’s going to flow from recommendations made can only be done by Government so that Government can introduce legislation to place greater obligations on medical practitioners, but in terms of encouraging a culture among medical practitioners to look at matters in a different way and move away from collegiality to be more sensitive to patient risk.   Unless medical practitioners voluntarily assume that change in culture, or it is forced upon them by law, it’s difficult to see how else any recommendations a Commission of Inquiry might make can actually have any influence.   In other words, they either have to go along with being influenced and say, “Yes, we accept these recommendations, we want to do something”, or the government of the day says, “We must do something and legally impose the recommendations on the medical profession.”   But without those two events there is the quite real possibility that the profession will read recommendations in a report and perhaps disregard them, or say, “Yes, this is a good idea”, but fail to do anything about it.   And really at that point all that can be done, I suppose, is lobbying by members of the public, etc., who can point to a consumer group, such as what you represent, who can point to the recommendations made in the report and say to the profession, “Well, what are you doing about it.”

MR KIRTON:    I accept that.  No, I don't actually.   At the end of the day you cannot legislate morality.

CHAIR:   No, I agree.

MR KIRTON:    You just can’t do that.

CHAIR:   That’s right.

MR KIRTON:    You rely on our structures and a sense of morality to evolve and be a part of daily life.

CHAIR:   That is a commonsense response, but once you accept that the government can't legislate for morality you see the conundrum that arises where you have a Committee of Inquiry, it makes a report to government, makes recommendations, some of the recommendations may well say that the medical profession lacks an internal morality, but how is that altered?  Because unless the medical profession has a will to alter their conduct and to adopt a new internal morality as recommended by the writers of the report, nothing will change?

MR KIRTON:    You're absolutely right, there does need to be that internalising of those issues, and when you read Cartwright – and again I'm struggling for the direct quote – Justice Cartwright did expect there to be a change in view now that the issues were raised – I think there's a direct quote about the defensiveness of the profession at the time.   Some saw the need, some didn't turn up, etc..   There is that commentary from Cartwright.   However, I put it to you in this way:  I sense a good number, what I've referred to as “mechanical recommendations about how we might overcome under-reporting by quality assurance processes, cytology/histology correlations, getting good statistics” – and Professor Duggan’s referred to “good data being available.”   We can do all of that.   We can do all of those things, but at the end of the day we cannot be in the laboratory every day with the pathologist, we cannot hope to achieve that sort of intrusion into practice – into a medical or any practice.   It is up to the internal morality of the individual doctor and the morality of his colleagues to recognise on a day to day basis when things are going wrong and ought to be addressed.   There's no amount of edict that is going to overcome that.   The point is made in fact by Cartwright herself in that regard.   So unless we attend and make a strong statement about that at this stage to say, “Look, the flag was given to you in `88.   In the year 2000 there seems to be little advance on that.   We still have a widespread lack of confidence in the ability of the profession to react.   You need to confront this.”   And that’s the plea, I think, for this inquiry to send a message that this inquiry needs to send in that regard:  “Attend to these issues.  If you don't there is going to be another inquiry, you're going to continue to lack the confidence of the public and the patients as a result.”

PROFESSOR DUGGAN:    Mr Kirton, you're argument, it seems to me, is based on other practitioners recognising that somebody’s practice is substandard.   We had many physicians come through here and many people who worked – well, not many, a few people who worked with Dr Bottrill in his laboratory, and none of them were able to tell us that they thought his practice was substandard.   Based on the data that was presented through Ms Mellor, they accepted that there was under-reporting, but prior to that, based on their observation, knowledge and interaction with Dr Bottrill, none of them were able to say that his practice was substandard.   Now, if they don't think his practice is substandard, why would they go and complain to somebody?

MR KIRTON:    I've got significant difficulties in this inquiry, and we couldn't attend to every issue, however to have examined the responses, for example, of the GP’s who had patients in front of them with significant problems which Dr Wayne referred to and was quite struck by in his response, this should have been found, should have been observed.  I would suggest that we had in Gisborne an environment that was not a responsive environment;   we haven't got any evidence to that extent, but it’s not hard to guess at that, to consider that that was a factor.   Likewise, we did have an inkling of the relationship between the hospital pathologists and Dr Bottrill’s laboratory which I’d have to say if we’d examined a little further we’d have been quite discontented with what we’d observed in terms of that relationship, the things  that were going on there.  We had, I think, the observation, anyway, that Dr Padwell was reading slides at home in front of TV was I think rather revealing and indicative of a relationship internally within Gisborne that should have been better.   We can only guess at these things.   You quite rightly point out there's no evidential basis for making the claim.   However, it doesn't remove it, in my mind at least, from being a factor, and one factor that does need attendance.   We need to look at that environment and say, “why did that happen, why were doctors so closed to taking action, and why are they closed to taking action around the countryside in that environment.”

CHAIR:   Well, there's another question, though, and that is as Dr Duggan has pointed out, no-one saw there was a problem and so you really need to pose the question, “Well, why didn't they see that there was a problem.”   Now that may be because there wasn’t or it may be because there was but they weren’t looking for it or they just simply failed to see it, for who knows what reason, but that’s really I think the first question you have to pose, given that your submission isn't based on saying, “Well, these people did see it and when they now say they didn't you shouldn't accept their evidence.”  It’s not that question, it’s really the question of, well, they ought to have seen something was wrong and if they had then they should have done something.

MR KIRTON:    That is the extent of the proposition we’re putting  before you, is that the culture was wrong.   The sum total of all of those factors – I think Mr Corkill went into the theory of disaster, and it inevitably is a sum total of systems failing, individual failing throughout it.   What we’re saying is had the culture been different, had the responsiveness been different, then the chances of it happening would have been greatly reduced.   Just as we’re saying that if accreditation had occurred and if peer review had occurred the chances of it happening would be greatly reduced.   So if this inquiry is looking for recommendations that reduce the chances of these things happening again, I don't think it can escape from considering the issue of professional practice and professional responsibility.   The fact is it did happen, and it is not a difficult leap to go to professional practice and ask questions about it.  

PROFESSOR DUGGAN:    Perhaps I can make this comment.   It seems to me that in New Zealand medical practitioners are actually in an enviable position whereby because of the no fault situation they are free to scrutinise each other’s practice and to discuss it, and if this environment has been in place for the last 12 years it would appear to me there was no barrier to it happening, and the only thing I can deduce is it didn't happen because nobody thought there was anything wrong with Dr Bottrill’s practice.

MR KIRTON:    I, with respect, cannot accept that proposition given the significant other incidences around the country where things go wrong.   There are too many to give comfort from that prospect that there is not another factor in operation that prevents peer review, peer scrutiny and an environment where clinicians feel free to criticise, to bring to the attention of either their own profession or to the individual concerned.  It occurs to me that there is an oppressiveness which must be lifted.   It was referred to in National Women's and we have no evidence that things are different.   There is no evidence to show that the medical profession has attended to that to remove it as a factor.   I mean, this is a composite of environments of different influences, and we've referred to the health reforms creating an environment which was unhealthy for patients and women in this regard.  It is a multi-faceted thing.   It is not the only reason.   However, there is no evidence that this was not a factor, if you like, the counter argument.  

CHAIR:   Well, certainly we have heard no evidence that – I use your phrase, “collegiality” of the medical profession is influenced in any way by the Accident Compensation scheme, and certainly during the Cartwright Inquiry the doctors before Judge Cartwright who should found to have to been too concerned about collegiality rather than patient welfare were operating under the Accident Compensation system, so in other words the point Dr Duggan makes in a no fault system you should be less concerned about speaking out because it’s not going to lead to legal consequences if someone’s mistakes are discovered.   We've heard no evidence that that in fact has any influence one way or the other on how the medical profession conducts itself.

MR KIRTON:    I've put to you the consequences however in relation to how the medical profession regards those that do raise these issues, and Sandra Coney’s raised that.   Now that’s not a financial imperative or incentive, it’s quite clearly a professional incentive, if you like, a human incentive to not step out of line.  I suggest to you the consequences were evident – I don't think I should go there yet, but it was in terms of the morality of the internal mechanisms of the Ministry of Health with regard to where their national co-ordinator sat and the consequences of them taking stances.   Now we didn't have any direct evidence of what the consequences  for professionals were, they did at Cartwright.   Sandra Coney went there and examined those.  We can only guess and imagine what they might be now given that there is no mechanism and no response made by the profession to overcome what we saw and observed at National Women's.  I can appreciate your difficulty however in going there without seeing it in the confines of this inquiry.

CHAIR:   But what you're really saying is that alongside the change in the legislation which is going to make provision for doctors to report concerns to the Medical Council, there needs to be a change in culture within the medical profession as well to ensure that they do avail themselves of the legal change that parliament has introduced.

MR KIRTON:    That’s precisely what this submission is attempting to draw out, and we've suggested a pathway for it.  I must say that I am quite surprised and disappointed about the articulation of ethical issues by the medical profession here by those that ought to have known what those imperatives were.  The examination of the New Zealand Medical Association code was perhaps naive on my part, thinking that sitting behind it was a given, a known by everyone, and the point of addressing, “did it apply, or didn’t it”, was of surprise to me.   Now what that tells me is that there is a lack of appreciation of the profession’s ethical obligations are.   Let’s get on an examine it and put it in front of us so everyone knows what that code is.

CHAIR:   Would you say that this shows a need for further concentration on ethical matters in the training of doctors?

MR KIRTON:    I have absolutely no doubt that that’s what should take place, and it certainly was a recommendation from Cartwright that that should be the case – I haven't seen any evidence that we have progressed that much, and it is of concern to me that the pre-eminent ethical guidance that the professions appear to have in New Zealand originates out of Otago University.   And I am concerned, and we make comment about that in our consideration of the issues with relation to the Ethics Committee, and again we can only speculate.   But if the responsiveness from the Otago Ethics Committee is indicative of a broader perception and understanding of the ethical imperatives then I'm pessimistic about what's going on.

CHAIR:   Right, thank you.

MR KIRTON:    Now Madam Chair, I'm not quite clear what you would like to happen at this point, whether you want to take a break.

CHAIR:   Well, it’s 25 past.  You are going to then move on to the fundamental ethical responsibilities are you, or can we move through?

MR KIRTON:    I think we've traversed this as far as I wanted to this morning and I’d hoped to return to the beginning of the document, by-pass the issues we've looked at and go – commencing at paragraph 25, because that’s the issue to do with ethical issues around screening programmes and the responsiveness of the public health sector administration that it is the submission that this is where this inquiry can become the authority.

CHAIR:   Just help me.   You're talking about paragraph 3.25 are you?

MR KIRTON:    No, I’d hoped to return right to the start of the document, to the preamble.

CHAIR:   That’s all right, I understand now.  I've got the paragraph, “Ethical Issues of Screening Programmes”

MR KIRTON:    Yes, to look at that, move straight to the term of reference 3 and those issues there to do with public health administration if that’s OK with you.

CHAIR:   No, that’s fine.  As we are about to start a new topic, we can either start for 5 minutes on it or if you would find it easier to start the new topic after the break we can stop now and come back at 20 to 12.

MR KIRTON:    That will suit me fine, thank you.

CHAIR:   All right, well we will do the latter course, we will adjourn until 20 to 12.

THE HEARING ADJOURNED AT 11.25AM 

TO RESUME AT  11.40 AM

THE HEARING RESUMED AT 11.40 A.M.

MR KIRTON:    Madam Chair, we traversed the issues of professional accountability, responsiveness prior to the break and now I’d like to, at p6, commencing at paragraph 25, consider the ethical issues around screening programmes themselves, and we give a commentary there on what those special obligations of a programme that invokes or invites well people to participate in a particular programme.  I think that, as I referred earlier, it would be entirely appropriate for this inquiry to make some comment on this.   We refer specifically to the attendance on it by Judge Cartwright at her p197, you will see we refer to that in paragraph 30, and here we have invoked the issue of a public authority taking the initiative to investigate the possibilities of illness or disability and what the situation is with relation to the ethical obligations that fall out of that.   What we say here is, “there is a presumptive undertaking not merely that abnormality will be identified if it is present but that those affected  will derive benefit from the subsequent treatment or care.”   So it’s invoking a special duty of care.   We had evidence from, or requests were made, or witnesses were invited to comment on that and there was, I believe, a consensus that in fact ethical responsibilities were invoked.

I would like to, however, look at those issues just briefly.   I appreciate that in submission we are looking to comment on other submissions etc., so it’s a bit of a dive to the left field.   This is with regard to the ethical issues raised in the Regional Ethics Committee’s response, and we refer to those in paragraphs 31 – 33.   Our interpretation of that is that the Ethics committees have interpreted the informed consent in a very narrow and legalistic and rigid manner that effectively works against patient safety, and we had this dialogue yesterday about your imperative to look at the legal issues – the High Court decision – and that, in itself, didn't invite consideration of the ethical issues around that.   I appreciate that point, and you make the comment that that’s for others to determine.  However, you have had in evidence a dialogue on it.   You have seen the response of the Ethics Committee and we have commented there.   I have made a note it appeared to me the position in reading the transcript a few times that there seemed to be more somersaults in it than a Russian gymnast.   And I refer you specifically to the Ethics Committee’s submission, and where the Chiom  guidelines have been invoked as being pre-emptive, if you like, or the most prominent aspect that it should be regarded that in that Chiom guidelines that “not all ethical principles weigh equally” at p10 of the document, “and a study may be assessed as ethical even if a usual ethical expectation such as confidentiality has not been comprehensively met, provided the potential benefits clearly outweigh the risks and the investigators give assurances of minimum risk.   It may be even unethical to reject such a study.” 

So I think the submission of the Ethics Committee does need to be balanced by the entirety of those Chiom guidelines and they need to be considered in that light.  And again you've highlighted the context of the Helsinki Declaration to me this morning and the invocation by the Ethics Committee to the Helsinki Declaration it should be noted that that is in reference to experimental research as opposed to observational research, and that needs to be taken into account.

At paragraph 13 and 36 of the Regional Ethics Committee submission there is a contest, and we had the contribution from Mr Rennie with regard to his observations of Cartwright and whether in fact the patients of Drs Bonham and McLean were in fact common patients or everyone had an interest in it.

At p92 and 93 of the Cartwright Inquiry you will see there significant dialogue about that very issue, in fact whose patients were they.  And Professor Bonham said that “it is normally an ethic of the profession if you are going to write up other people’s cases to get their approval.”   So we can see there that he at least regarded those patients at National Women's to be his and not Dr McLean nor Dr McIndoe.   So that needs to be considered alongside the submission of the Ethics Committee.   As does the contention that Dr Skegg is somehow removed or immune from the ethical considerations – he’s a past member of the Ethics Committee, the Health Research Council of New Zealand and had a long involvement in ethical issues around epidemiological research.  Therefore, we submit that some of those submissions are unsupported in fact.

The other issue that was raised at paragraph 29/30 of the Ethics Committee submission was that the consideration that the Ethics Committee unnecessarily impeded research, I think it needs to be taken in the light of Professor Paul’s own work where criticisms were made in her document about the impeding of research, so those references there need to be counter-balanced in 29/30 of the Ethics Committee submission with the totality of Professor Paul’s document.

I now want to move on to paragraph 34 of the preamble in our submission, and that considers that there were serious and sustained failure in public health administration that had a disastrous effect on the cervical screening programme.

CHAIR:   Would you just pause there.   Mr Parker, I see you are here.   I just want to be sure of this.  Mr Kirton’s referred me to paragraph 30 of your submissions.  You talk about Professor Paul’s paper and you say “there was no unequivocal support for the proposition.”   I was having a bit of difficulty with the double negative.  What you are saying is there was equivocal support for the proposition?

MR PARKER:    Yes.   You've got a copy I think of Professor Paul’s paper?

CHAIR:   Yes, I do.   I'm just trying to make sense of - to say “there was no unequivocal support for a proposition” is really the same thing as saying support for the proposition was equivocal?

MR PARKER:   Yes.

MR KIRTON:    So the proposition Madam Chair is that there were these failings in public health administration, and we go on to term of reference 3.

CHAIR:   Well, just to finish off with the Ethics committees, the point is that the Cox/Richardson evaluation didn't go ahead in its planned form, it’s still in some state of progress, although the contract was signed in May 1999.   and equally the Skegg’s study which he initially proposed in order to determine whether or not there was under-reporting also did not go ahead because of the influence of Ethics Committees.   That’s the evidence we have, isn't it?

MR KIRTON:    Yes, it is.  But returning to those specific concerns of the committee, at paragraph 29 for example, the Ethics Committee say it was unsupported, the criticisms of Professor Skegg, by any objective independent material indicating that Rex had held up, locked up or stymied research.  

CHAIR:   Well, that may be so in a general fashion, but what we do have before us is that we know that this programme has never had a thorough evaluation, the only one that has been contemplated, which was first thought of in June 97, still in its reduced form, hasn’t been completed and it has ultimately foundered on the difficulties that Ethics Committees have put in its path.

MR KIRTON:    Precisely Madam Chair.   There is a reality about it whichever way you look at it.  But I think some of the concerns that Professor Skegg has, in relation to the examination of his evidence, is that somehow he wasn’t appraised of – there was no evidence to support his contention and the direct reference to Professor Paul’s work, where it’s reported that half the researchers reported occasions where Ethics Committees had unnecessarily impeded research.   So to suggest that Professor Skegg was making this commentary on the Ethics Committee in isolation without supporting evidence or knowledge is not supported by the document that's referred to in that submission.

CHAIR:   Tell me, in terms of the Trust that you represent, if the choice were between having the evaluation go ahead, using the powers of a Committee of Inquiry under s47 of the Health and Disability Services Act, in a form where the inquiry didn't have Ethics Committee approval and didn't have the consent of the women concerned, would you support the inquiry going ahead nevertheless?

MR KIRTON:    Absolutely, without hesitation.   This was something that was canvassed two weeks ago by the organisation and their answer was quite explicit in that regard.   I noted yesterday your contention that, yes, these powers are there, we think we can use them, let’s use them.  Then the counter arguments came in, well, you know, is it appropriate or is it not.   Now what we’d say is that once clarity had been achieved, if you wanted to debate or you didn't think it was appropriate for those powers to be used, that’s a whole another debate.  You could decide after that, well the High Court’s made a decision, it says that it’s not appropriate or appropriate, we can then have the debate about what we do about it.    If we don't like it we’ll change it.  But that doesn't alter the law, whatever it is.   If perhaps at that point we move to term of reference 3, and I appreciate fully the constraint that the inquiry has with regard to having received appropriate evidence.  I think what we’re saying in 3.7 onwards in that section – well, you can take it for a grain of salt, there was no evidence put in about that, this is simply an opinion – we’re saying it’s an informed opinion and if you wanted to have a context for behaviour that occurred around that era – this is our proposition – take it leave it.  However, there are elements of evidence that were presented – for example at 3.13 we had uncontested evidence from Sandra Coney that it looked like foot dragging, a lack of commitment, the programme seemed to be highjacked and reworked to suit the bureaucrats.  So there was an environment invoked.   It wasn’t countered to any great extent, and what we’re saying is that that’s an issue.

The next paragraphs, essentially at 3.20, the segment there, that really considers the responsiveness of – I guess it’s a background responsiveness of the department at the time when you had quite explicit instruction from the Minister of the day wanting a certain outcome for the programme in terms of leadership, and I think we explored quite comprehensively the consequences of inappropriate or inadequate leadership of the programme specifically and the implications it had.

And at 3.23 we had a vision which I think was in the minds of the politicians at the time to have a world class cytology service in the country, and what we’re contending is that the department at the time failed to embrace that vision and, in fact, we've said subverted it – possibly a little strong – certainly didn't act on and invoke the vision.  

And what we’re saying at 3.24 is that the neglect centres around the quality assurance monitoring evaluation as the most pressing safety issues which simply were not attended to.  And that goes to that ethical obligation.

We go on to a background of the health reform environment, and I believe the submission is on stronger ground in that regard because we have the Lambie document, or at least the Ministry of Health document, their accountability review of the 94/95 contracting round.   Now the preamble of that document is quite revealing and I think supports the contentions made in this submission about what that health reform environment was about and what it in fact had created – an unfortunate environment in our regard.

I wanted to specifically refer you to 3.32 of the document and I rather liked your turn of phrase, Madam Chair, “the cascade of contractual relationships” to capture I guess what was going on.   But I’d also refer you to the last line of 3.32.   This was a cumbersome and naive way – I think in fact they were your words, and I haven't attributed them, of administering public health services - the approach to ensure quality.  And I’m wondering whether, in fact, this finds its way into the lexicon of “the inquiry is so laid back it was falling over.” 

We say there at 3.33, “the advent of commercial contracting of service delivery produced confused accountability and fragmented services.”  

We say at 3.34, “the public sector administrators essentially abrogated accountability or the proper oversight of the health of women enrolling in the programme to the nebulous fool’s paradise of a theoretically rational health care market place.”

Again getting back to the central issues of complaint I guess, in terms of public health administration, what is the charge specifically?   The charge is there was no systematic monitoring and auditing of the data that was available, associated with the cytology/histology correlation, the gold standard.   And the second critical failure was to ensure laboratories complied with TELARC accreditation.  They are the specific charges made in this submission that justifies a claim of a failure in public health administration.   We've gone to and invoke Dr Lambie’s evidence to support a view that we've taken.

We had this dialogue at 3.37 about what the policy guidelines – what the government policy guideline of the day was, and we had this notion at the face they may have appeared to be compulsory but they weren’t.  Well, I'm sorry, I don't know what part of compulsory is misunderstood.

At 3.38 we've taken the quotation from Dr Lambie’s statement at paragraph 46, “the funding agreement represented an agreement about the range of services to be purchased.   This involved debate and negotiation between the parties about trade-offs and priorities.”

Now, were saying at 3.39, “the direct implication of that statement is that laboratory accreditation was actively debated.”   So if you're saying we dropped accreditation, we removed compulsion and replaced it with reasonable endeavours, what you're saying in that statement is “we negotiated, we considered it and we negotiated it out.”   Now what we’re saying is that this was an essential element of quality control, and instead of an essential element of quality and safety for women being a priority, we have Dr Lambie saying there was a trade-off and this was not a priority.  

CHAIR:   What do you say to a situation where it seems that on the one hand government has available to it an array of coercive powers, it has regulations, it could by way of contract insist on certain terms being included in a contract because in practical terms it’s highly unlikely that laboratories are going to essentially go on strike and refuse to perform, it can also promote primary legislation in the House.   What we have seen in the inquiry is a tendency to fall back on non-coercive means of getting things done by attempting to persuade people, to negotiate people, to give away certain stances in return for other accommodates, so there is a great emphasis on facilitation, negotiation, consensus  if possible.   What comment does your Trust have to make on a government using that approach to manage a screening programme when it had available to it more coercive powers to get things done if it had chosen to use them?   Given that you represent a consumer body, do you hold the social view that coercive powers shouldn't be used, or do you think that they should be used if it’s going to be for the benefit of the consumer ultimately?

MR KIRTON:    Yes, Madam Chair, we've had direct discussion on this issue, that’s why we raise it here in fact because there is a strong sense of – and the reason for putting it in that health reform environment is that there was at the time a lais sez-faire type approach to this, an absolute apoplexia, if you like, about invoking regulation.   The power was there.   It was quite clearly there under the s51 notices.  It could have been invoked at any time and in fact should have been invoked.   What concerns me is that there was apparent an environment where the economic model, the market model somehow was going to make it all right.   At the end of the day, we put it to you again, that that’s a fool’s paradise to believe that the market will make good, it will produce the best service at the cheapest price.   At the end of the day, public policy does require some sort of coercive action, some sort of legitimate base to which it can act and should have acted in the public interest.   These things should not have been traded out of in the lexicon of the day. That simply wasn’t accepted, and should have been known to be unacceptable at the time, but I understand and have seen it at close quarters this sort of almost paranoia about invoking a regulation, taking an Act that would install safety.   I just cannot accept that a government or a government department abrogates the responsibility in the name of some other sort of nefarious economic theology.

CHAIR:   Would you say there needs to be a change in culture, in terms of willingness to resort to coercive power?

MR KIRTON:    Oh, it goes further back than that, it says that the first priority has to be the safety of the patient or the public, and you do whatever you have to do to do that.   In fact, I noted here, the discussions under s4A of the Health and Disabilities Act, that they were actually required to provide the best service.   Now, I noted in the letter to you yesterday that there's somehow a negotiation of the priorities cost against benefit, etc., and we've noted here that there was no cost benefit done, or none certainly put into evidence, that by moving from compulsion to best endeavours there was a cost involved.   What was it?  The laboratories in the main were already accredited.

CHAIR:   Yes, and as Mr Rennie pointed out, laboratories received the same funding whether they were accredited or not.   So in fact, looked at in terms of the market model in economic terms, the economic incentive was to not become accredited because you would get the same as the accredited laboratory down the road but your costs would be less.

MR KIRTON:    Precisely, and that’s the point.  One way of describing this, the folly of that approach was it’s hard to see why you would not invoke it when it was clearly available to you.

CHAIR:   If that had been a financial premium paid to laboratories that were accredited there might have then been a greater willingness by laboratories to become accredited.

MR KIRTON:    Precisely.  The other aspect, when you look back at that era where lais sez-faire seemed to be at its height was we have a report from Dr Lambie – this is the extent of the Ministry’s monitoring and oversight, was a report that looked not at what was being delivered to patients or the public but looked at the contracts and what words they had in them.  So we make this charge that there was this failure to see that there was a need to monitor and evaluate and it was so focused in on, I guess, the model of the day, or the theology of the day, that it couldn't see the wood for the trees.   You were examining did the contract did good but you weren't examining was it actually delivering what you'd set out to deliver.

We make the claim at 3.44 that the Ministry had the responsibility to ensure the data gathered on behalf of New Zealand women was appropriately monitored and that laboratory standards were adhered to, and we say the organisation failed to meet those obligations..

CHAIR:   Would you say that the Ministry had an obligation to ensure that the legal provisions surrounding gathering of data and access to the data were structured in such a way that it would allow the programme to be appropriately monitored and evaluated?

MR KIRTON:    Madam Chair, I think it goes without saying that if you'd attended to it, looked at it and every indication was there that you needed to, the fact that it hasn’t been done and the fact that we’re trying to scramble around at this point to clarify it is indictment enough for me.

We go on further to a set of recommendations and I think both these recommendations at 3.46 and those at the end of term of reference 4 are sequential and need to be considered as joint.  You've asked the question of other submissioners about where they see the response in the future.   Clearly, we've spelt it out.  “A stand alone cancer control agency is required”.   We make the point about “structural independence, responding directly to the Minister, a la the public health commission.”   We also make an observation about how you handle laboratory services from here on in.   If we had a white piece of paper and were wanting to design a safe and secure laboratory service, and given the scale of New Zealand, instead of having competing laboratory services provided around the country we’re most likely to say, “let's put one in Wellington, possibly one in the South Island, jointly run however, and get on with it.”   We’re also saying if you put these in the public ownership, we will remove those profit motivations, then we would come with a safer service.  I put it to you Madam Chair, hell will freeze over before that happens.   And it goes to the point that is patient safety put first?  Is it actually the primary motivation of our practitioners and of our health administrators to see to that end and to always put that at the forefront of thinking and planning?  Our suggestion is that we are far from that at this point in time.

That’s all I have, Madam Chair.

CHAIR:   We've your comments on term of reference 2 which I understand is controversial still so we’re going to have to resolve that Mr Kirton.

MR KIRTON:    Sure.

CHAIR:   Ms Gibson?

MS GIBSON:    Thank you ma'am.  If I could just go to paragraph 2.19 first, the second sentence.  That’s actually a misquotation of the evidence given by Dr Bottrill.   He said that he didn't think about it at the time, it wasn’t that he couldn't find someone to take the time and trouble to do it.

CHAIR:   As the evidence – we've got a reference so we had better look at the reference.   Madam Registrar?

MS GIBSON:    I can read you it out if that would help, ma'am.

CHAIR:   I would like to have it, thank you.   It may be that the wrong reference has been given and he did say it somewhere else.

MS GIBSON:    I think it’s in relation to this because the passage was, he was asked peer review, exchange of slides, and the passage was,  “No-one ever thought of it, and even if they did they probably would have had difficulty in finding someone who would take the time and trouble to coordinate.   There would have been quite a considerable effort.   This idea comes new to me so I haven't really analysed it in any detail at all.”

CHAIR:   Well, Mr Kirton, I can see Ms Gibson’s complaining about part of the evidence being given and taken out of context.  If we included the whole passage that Ms Gibson has read out would you be happy with that?

MR KIRTON:    Madam Chair, I appreciate the point that Ms Gibson’s making, however what I'm saying is that at 2.9 I am putting it in a context of its own and that it is not to suggest that these things were known at the time to Dr Bottrill.   What I'm saying is on the day, in this inquiry, these were his reflections, and, therefore, it is legitimate to invoke them in the context that I have.  He made the statements about quality control.

CHAIR:   So what you're saying is, at line 22, “the first thing he said was no-one ever thought of it”, and then the second thing he said is, “if they did, they probably would have had difficulty in finding someone who would take the time”, and so you'd isolate that second one and say, well, it doesn't spoil the sense of the sentence to have it say “anyone who wanted to do peer review at that time would probably have had difficulty in finding someone who would take time and trouble to coordinate?

MR KIRTON:    What I'm submitting is that those were the words used and they are reflective of an approach.  It’s up to, I guess, a degree of probity that you'd want to put the entire segment in.

CHAIR:   Yes.   Just pause there.   Ms Gibson, I note from the submission, if you look at the submission at paragraph 2.19, it is quite clear from the way the quote is made that it is being lifted from the middle of a sentence because the word “in” doesn't start with a capital letter and there are the traditional three dots in front of it to show there have been other words   So it’s clear it's been lifted out of a sentence.   Equally, the reference that is given to the transcript, p3066, lines 22 to 26, when you go to those lines there is a reference to the passage in its entirety.

MS GIBSON:    I accept that ma'am, but the way that it is phrased takes it out of the context and it says Dr Bottrill didn't carry out peer review because of this.

CHAIR:   That’s fine.   You can say in your submissions you don't like it.   I don't think that it’s actually objectionable in terms of relevance and being outside of the terms of reference or in terms of being something that was not put to Dr Bottrill.   It doesn't fit those two tests.  Now lots of people when they make submissions say things that other parties don't agree with and they say “you are misconstruing the facts or you are putting a wrong complexion on them”, but that is the role of submission for each counsel to put forward their view on the facts and where there is an argument between them for each side to advocate for their argument.

MS GIBSON:    I appreciate that ma'am, and it is of course for you to rule, but my objection would be that it was not put to Dr Bottrill that that was his reason at the time of not carrying out peer review and that is the way the sentence reads.   Now if the sentence had stopped with “Dr Bottrill did not carry peer review by exchanging slides with other laboratories” I would be quite happy because that is the factual situation.  But it was not Dr Bottrill’s position that he didn't carry out peer review because he couldn't find anyone to coordinate it;   that was simply not the current evidence at the time.

CHAIR:   Well, it’s clear from the reference in the submission what the entire passage says and you have the opportunity to put the facts right, as you see them, by appearing today.   So it’s not something that I'm going to rule out of the submission because it is relevant and it is covered by the evidence.

MS GIBSON:    Certainly ma'am, thank you.   The next passage occurs at 2.43.   Now you may apply the same reasoning I expect or suppose to the first part of that passage.  That however, in my submission, is different from the passage we've previously discussed.   Dr Bottrill’s evidence was not at the time that there was a form of attention deficit or a lack of concentration, that was his supposition retrospectively in relation to a question that you asked him.   My friend then goes on to say that in these circumstances Dr Bottrill had a duty of care to stand aside.   That’s taking a retrospective analysis by Dr Bottrill and putting it into a time context wherein he didn't recognise those factors. 

CHAIR:   Yes, well, again as you've rightly recognised, it is something that falls into the same sort of category as the last passage.   It’s relevant, it involves issues that were put to Dr Bottrill.   Now you may say, well, yes, but the evidence is being put forward in a misleading form because this was Dr Bottrill’s submission later and there's no evidence that he realised, if his supposition is correct, that he lacked concentration or had a form of attention deficit at the time.   But again, I think that is something for you to make in your submissions rather than to object.

MS GIBSON:    Well, I'm happy to do that ma'am, but I do object to the last sentence of that paragraph;  that was never put to Dr Bottrill by any counsel.   There is a ruling that you have made in relation to questions of profit – a matter raised with you by Mr Grieve, and that ruling appears at the transcript B2992, which said that “price motivation was not a relevant factor for the purpose of this inquiry, but if it is” – and that was a little later at B2994, lines 12 to 15 – “given the criticism to Dr Bottrill that attaches to that, I think it has to be put to him as primary evidence.”

CHAIR:   Yes.

MS GIBSON:    That was never put to Dr Bottrill and I would object to that on the basis that it's not put and it’s outside the terms of reference on your ruling.

CHAIR:   Mr Kirton?

MR KIRTON:    Madam Chair, I think there ought to be a degree of latitude on this because the issue of commercial matters was put in a different way to Dr Bottrill and that was to do with his continuance of cytology, the rationale for that, and the outcome of that was the response in terms of preserving the goodwill.   What I’m saying here is that that statement is supported by the examination of Dr Bottrill in that regard and also from the Tairawhiti evidence in terms of financial matters at 2.46 – 2.49 that there is a foundation in the evidence by direct examination of Dr Bottrill, although I would concur that it was a subset of the entire practice, not the entire practice which that statement contends.  However, in support, if you consider those financial issues I believe you can draw that sort of conclusion out of what was put to the inquiry.

CHAIR:   Well, I haven't gone through all the evidence that carefully to check this point, but it does seem to me in principle that it is a serious allegation to make to say that someone continued to practice purely to preserve their income.   I have memory of Dr Bottrill saying in evidence that if he’d given up cytology it would have affected the goodwill of the business.

MS GIBSON:    He said, ma'am – the evidence is that that was something that he had thought of now, not that he thought of at the time.

CHAIR:   Could you take me directly to the passage?

MS GIBSON:    Yes, I can, ma'am.   The passage was – unfortunately I don't have a reference for it, but what he said was:   “Money was not the primary consideration then.   Money was not the primary consideration later.   It was something which obviously would come into consideration when the sale was made, but certainly there was no attempt to maintain the volume of work simply to keep up the value of the goodwill.”   Now nothing about his income was put to him at all.   Goodwill is, in my submission, quite a different thing from a highly lucrative income allegation, which is the allegation that my friend is making.   Now I appreciate that my friend didn't have the opportunity to cross-examine Dr Bottrill about these matters and that he agreed that he would not, but he did have the opportunity to put the New Zealand Medical Code of Ethics through you to Dr Bottrill and there was no indication at that time that there were any other documents that my friend wanted to put to Dr Bottrill.   And I really do object to this paragraph, ma'am.  I think this last sentence, it is something that, if it’s going to be put in submission, should have been put to the doctor.

CHAIR:   Yes.

MR KIRTON:    Madam Chair, if I could refer you to my paragraph 2.52 in regard to the reference to cytology.

CHAIR:   Yes.

MR KIRTON:    And there the evidence is that in relation to sending cytology to another laboratory “that it would detract”, as Dr Bottrill said at p307, lines 21 to 24, “from the goodwill certainly”.  It goes on to say – the quote at the bottom of that paragraph when a question was put to him and he affirmed in the question:   “You didn't want to detract from the potential goodwill that you might receive on sale, correct”.   And the answer was “yes”.

MS GIBSON:    Ma'am, if I can just correct that.   The answer was –

CHAIR:   Yes, I've got the passage.

MS GIBSON:    If I could assist, ma'am.  I would accept that if Mr Kirton wants to substitute “goodwill” for that “highly lucrative income” phrase, then I would be comfortable with him making a submission in that regard.   But I cannot see how he can make a submission based on evidence that wasn’t put.

CHAIR:   Yes, well, Mr Kirton, my recall is there is a lot of evidence – well, not a lot, but comment currently about goodwill.  I don't recall anything about salaries because I didn't actually know anything about the amount of money Dr Bottrill was making until I read your submission.

MR KIRTON:    Madam Chair, to satisfy sensitivities in that regard I am more than happy to concede to “goodwill”.

CHAIR:   All right, well we’ll delete the words “highly lucrative income” and put in the word “goodwill”.  Ms Gibson are there any more difficulties?

MS GIBSON:    Yes, ma'am.   In both 2.56 and 2.57, the first sentence in 2.56 was not put to Dr Bottrill and I think that is a serious allegation to be making.

CHAIR:   Just hold on, if we just look at that sentence.  When it talks about “financial motives most likely to have influenced his behaviour”, we could say “were an influencing factor” because he has acknowledged goodwill and that is a financial motive.

MS GIBSON:    Acknowledged that in retrospect.  “May have been” I would be happy with.

CHAIR:   “May have been”.   What about “that financial motives may have been an influence”?   How’s that Mr Kirton?

MR KIRTON:    Sounds just fine Madam Chair.

CHAIR:   Right.   “…may have been an influence”.  And then we move to 2.57 is it?

MS GIBSON:    Yes, ma'am.   That was certainly not put and that is a very serious allegation to make.  There's also no evidence for it either.

MR KIRTON:    Madam Chair, if I could respond to that.

CHAIR:   Yes.

MR KIRTON:    I ask what are we to make of an agreement from Dr Bottrill that he would not send his cytology out because he needed to preserve the goodwill?  What are we to make of it if it is not for financial advantage, goodwill.  The prospect of getting more money for sale was inevitably the consequence of that.  Now I put it to you that it was in the best interests of the patients to send the cytology out.   Dr Teague would certainly concur with that.  Now where do we go from here on that?  Are we to say that he had the interests of his patients in it?   I'm saying that he took financial advantage by not sending the cytology out, and therefore correctly invokes the charge at 2.57.

CHAIR:   Well that’s an inference you're drawing.   What if, Ms Gibson, the paragraph began with the words “the inference to be drawn from Dr Bottrill’s unwillingness to send the cytology to another laboratory is that financial advantage was taken of patients.”   So it’s being put    Or he could say, “I submit –

MS GIBSON:    I don't think it’s a question of financial advantage being taken of patients ma'am;   the patients don't pay for the service for a start.

CHAIR:   No, but that’s taking a restricted view.   We all know the patients don't pay for the service, but you don't get paid unless you have patients.  So in that wider sense, by continuing to service patients in circumstances where some might say he should have stopped, it could be said he was taking financial advantage.

MS GIBSON:    I appreciate that there may be two different ways of interpreting the evidence on goodwill, but this is a clear allegation which ahs not been put to the doctor.   I’m sorry, if you could just go back to what he was suggesting.

CHAIR:   If we make it, “I submit, the inference to be drawn from Dr Bottrill’s unwillingness to send the cytology to another laboratory is that he wished to maintain the patient base to enable him and his business partner to enjoy the goodwill this generated and, therefore, to look forward to a prosperous retirement on the sale of the laboratory.”   How does that seem?

MS GIBSON:    I have to say I've lost that rather lengthy paragraph, ma'am.  I appreciate that Mr Kirton can make a submission along those lines if he can persuade you about the goodwill argument.

CHAIR:   Yes, so it would read, I will read it out:   Í submit, the inference to be drawn from Dr Bottrill’s unwillingness to send the cytology to another laboratory is that he wished to maintain the patient base to enable him and his business partner to enjoy the goodwill it generated and so to look forward to a prosperous retirement on the sale of the laboratory.”   And then we just leave it as is.   Now are you happy with that?

MS GIBSON:    Well, as happy as I’m able to be, ma'am.   I accept my friend can make that submission. 

CHAIR:   Yes.

MS GIBSON:    The only other matter that –

CHAIR:   I’d better just find out if he likes it because if he doesn't we’re in trouble.

MR KIRTON:    Madam Chair, I’m more than happy to accept that as a reasonable proposition.

CHAIR:   Thank you.

MS GIBSON:    Just one more matter, ma'am.  I think my friend h as helpfully put underneath each paragraph that the financial information is subject to the suppression order.

CHAIR:   Yes.

MS GIBSON:    I think that should read  “and derived statistics”.

CHAIR:   All right.   Have we got the number of the suppression order in there?

MS GIBSON:    I don't, ma'am.

CHAIR:   Counsel assisting, can you use your computer to try to find where the suppression order appears in the transcript, please.

MS GIBSON:    It’s B872, at lines 12 to 16.   So it’s all dollar amounts and derived statistics.

CHAIR:   Thank you, I've got the document here now.  I think the best thing, so that there are not any misunderstandings here, is that after “financial information” the words “and derived statistics” should be included in the submission.   If you would write that in Madam Registrar, and also make a reference to where the suppression order appears in the transcript, which is B872, lines 22 to 24.   That way anyone reading the document will know exactly where the suppression order can be found and they can look at the order if they query it at all.

MS GIBSON:    Thank you ma'am.

CHAIR:   Thank you Ms Gibson, that was helpful.

CHAIR:   Can we just accept the submissions as read Mr Kirton for Dr Bottrill?

MR KIRTON:    Certainly, Madam Chair.

CHAIR:   Thank you.   Now that, then, I think, is Mrs Marshall.  Or Ms Janes, is there an issue?

MR PARKER:   Ma'am, can I just raise an issue.

CHAIR:   Yes.

MR PARKER:    As a Gisborne irregular I am reluctant to impose myself at all on the inquiry and its progress.   I came today really at the best guess of counsel assisting, which was reasonable, but I understand you have a number of other counsel to hear, or at least a number of parties, let's put it that way.

CHAIR:   Well, the schedule at the moment is that it will next by the Cancer Society.

MR PARKER:    I understand that ma'am, and from what I understand at the way this matter’s progressed, that’s likely to take most of today, would that be right?

CHAIR:   But it’s hard to say because submissions are being taken as read and then there is just comment on other submissions where they relate to the submission or any particular aspects of the submission that the party making the submission wants to draw to the committee’s attention.  Now the Cancer Society has filed very thorough and detailed submissions and I can't say how much time they will take.

CHAIR:   Yes, ma'am, perhaps my best question should be where would I come in your list of parties to be heard?

CHAIR:   Well, I don't know that there'd be difficulty with you coming after that.   I’ll just enquire.   What is the position Ms Janes?

MS JANES:    The understanding is the Cancer Society have very kindly given way and are happy for Mr Parker to be heard immediately after Mr Kirton is concluded.   I think there may have been a misunderstanding.   Both Mrs Marshall and I understood you may be asking whether there were still issues arising from the Women’s Health Information Trust submissions before they were finally concluded and whether you wanted to hear from Mrs Marshall on that matter.

CHAIR:   On what matter, sorry?

MS JANES:    On whether there were any concerns that the Cancer Society had in relation to the Women’s Health Information Trust’s submissions.

CHAIR:   Oh, I see.  Sorry, they had concerns as well.   Sorry Mrs Marshall.  Yes, what are your concerns?

MRS MARSHALL:    We have no concerns, but I assumed that that was the question you were asking me.

CHAIR:   Oh, I see.

MS JANES:    And if I can just conclude.  Mr Waalkens, on behalf of Dr Linehan, has indicated that he has seen the changes made in the submissions;   he confirms that he does not agree with them, but is happy to have his submissions dealt with without having to file any further submissions for the committee.

CHAIR:   Thank you.  Well, Mr Parker, we will hear from you. 

CLOSING SUBMISSIONS : MR PARKER

MR PARKER:    I understand that the submissions have been taken as read so I don't propose to take over long in referring to them.  I understand that the process has been for there to be questions from the panel to counsel about submissions and obviously I'm here to answer those.

CHAIR:   Yes.

MR PARKER:    I think I would like to emphasise just a few points about the submissions that have been put to you on behalf of the Regional Ethics Committees.   If it’s not clear from those submissions what brought the committees to the hearing was they felt unwarranted criticism about their processes from one quarter.   Now it happened to come from Professor Skegg, but the point that was being made, or made by the committees, is that that does need to be balanced in the sense of countering the view that they came to their conclusions in relation to the two protocols in some way that was capricious and uninformed.   Now I've seen some of the other submissions that have been put to the panel.   I've only just seen that of the Cancer Society so I haven't read it thoroughly, and there is criticism of course about the way the Ethics Committees have come to their conclusions.  But I think it’s important for me to emphasise the point that the Ethics Committees do operate, as I tried to make clear in the submission, under a national standard.

CHAIR:   Who creates the standard?

MR PARKER:    Well, that’s a good question.   It came out under the signature of the Minister of Health, as my copy indicates.   Perhaps I’ll just go to that.

CHAIR:   Yes, if you could just give me the exhibit number and we will get it.

MR PARKER:    I’m sorry I have not written that on there.

MRS MARSHALL:    It’s Evans 9.

MR PARKER:    I'm obliged, thank you.  The foreword to that exhibit says that it’s published by the Ministry of Health, or was originally published by the Ministry of Health in 1988, and that seems to have continued because it is issued with that foreword being written and signed apparently by the Minister of Health herself.

CHAIR:   So does that mean that the Ministry of Health sets the guidelines?

MR PARKER:    Apparently so.

CHAIR:   Perhaps I will just check with Mrs Sholtens on this point.  Mrs Sholtens, does the Ministry set the guidelines for the Ethics Committees?

MRS SHOLTENS:    That’s my understanding, ma'am.   I’ll check that, but I’m pretty sure that’s the position.

CHAIR:   It may be then, because there are certain concerns that I have about the guidelines, such as the use of the Privacy Act and Health Information Privacy Code when it comes to accessing the Cancer Register and this use of excluding internal clinical audits but leaving a question mark of silence over external clinical audits.   I was going to ask Mr Parker how this state of affairs came to be, but if these guidelines are written by the Ministry it seems that I should be directing the concerns I have about the guidelines to you and Mr Murray.

MRS SCHOLTENS:    You could try ma'am.  I'm not sure at this stage if it would be much help.   I will take a note that that is something you are interested in and see if I can get instructions.

CHAIR:   Well, it’s just that we've learnt that the Cox/Richardson evaluation study has certainly been delayed because of Ethics Committee approval and equally Professor Skegg had difficulties and a lot could do with the – well, there's a possibility it’s the way the Ethics Committees interpret the guidelines, they're interpreting them wrongly;   the other is that  the guidelines themselves don't fully provide for all actions that need to be taken in the health field.   So that, for example, if the Ministry wants to use external audit teams because it thinks an external audit is better than an internal audit, when you look at the guidelines they are silent on external audits.  Now that tension often arises in life where you've got one body doing one thing and another body doing another, but here if it’s the Ministry of Health that is writing the guidelines it’s a matter of looking carefully at the guidelines and seeing whether or not they make proper allowance for the various steps that are taken in health services.

MRS SCHOLTENS:    Yes.   I’ll certainly find out who’s responsible for them and then presumably in terms of the process whereby they might be altered, is that something you would be interested in?

CHAIR:   Yes.

MRS SCHOLTENS:    I don't believe there's a legislative base at all for them, I understand they are just a guideline document.

CHAIR:   Because if they come through as some sort of regulation or Act, it would be good to know what their foundation is and what the authority is for changing them, what the authority is for writing them, what needs to be taken into account when they're being written.   Dr Duggan is very keen to turn this inquiry into an inquiry looking at the quality of legal advice.

MRS SCHOLTENS:    Okay.  Right, I have noted those ma'am.

PROFESSOR DUGGAN:    Possible lack of internal morality!.

CHAIR:   With lawyers, in terms of the advice they give.

MRS SCHOLTENS:    We may need a little more time, then, ma'am.   I will follow those points up.

CHAIR:   I will pursue these with you, Mr Parker, but it may be that there's no point because if the Ethics Committees are implementing guidelines or standards that are set by the Ministry Health, then issues concerning those standards and whether they don't make proper allowance for certain things such as external audits is really something to take up with those responsible for the guidelines.

MR PARKER:    Yes, well, ma'am, you actually anticipated some of the things I was going to say to you on that.   I won't take you through it, but appendix 8 will assist you in your deliberations on looking at how guidelines are arrived at.

CHAIR:   Where is appendix 8?

MR PARKER:    It’s part of the National standard, I'm sorry.

CHAIR:   Thank you for drawing my attention to that.

MR PARKER:    I'm not sure at the end of the day it shows a good basis other than that the guidelines did stem from the Ministry of Health and still do, but it does help with some understanding of that.  I would take up your point, which is obviously much more palatable to the committees, that they have been properly trying to apply the national standard and perhaps trying, therefore, to use a square peg for a round hole when it comes to certain specific types of studies.   I think it would be rather unhelpful of me to take us back to the audit research debate that went on in the hearing, but I think if we stand back from that we can now see how that might arise when looking at the national standard.  I think there was some incredulity expressed when Professor Evans was giving evidence about audit – and I'm not getting into the argument, but there was provisions in there indicating that perhaps the internal audit, as it was referred to in one place, was a matter which could occur without ethical oversight.  Now without going into the debate one recognises that what was put to the Ethics Committees were two protocols.   I don't dispute for one moment that we were talking in both those protocols about audit.  However, the fact that there was presentation of both those protocols to the Ethics Committees indicates to me that there is an area here not only if there is misunderstanding by the Ethics Committees it also lies with the researchers as well.

CHAIR:   Yes, well, it’s not really their fault because we have another set of documents which you don't have yet because we only got them yesterday, but we now know that the agreement for services entered into between the Crown and the University of Otago to carry out the evaluation exercise in its Schedule A required ethical approval.  

MR PARKER:    Required, yes.

CHAIR:   You might like to look at the two documents over the lunch break because if you look at Schedule A, p4 for example, when it is talking about getting access to the New Zealand Cancer Register, it is actually said there:   “Ethical approval for the approach outlined below” – that’s going to the Register – “would be required.   The audit would consist of the Cancer Registry releasing to a bona fide researcher the name, address, date of birth, name of the clinician for each woman registered.”   So written into the very agreement was this requirement for ethical approval, and of course where it fell down is when the researchers then went off for ethical approval they were told, “well you can't get this information without first of all getting the consent of the women concerned”, so the whole thing became terribly bogged down.

MR PARKER:    Yes.  I mean, there's a compound of misunderstanding there it seems to me, and now we are in this inquiry able to stand back and we can see that the rules under which the Ethics Committees thought they should operate were obviously not amenable to the two studies.  

CHAIR:   That’s right.

MR PARKER:    And I think that’s where we’re getting to, and hopefully it takes a little of the heat out of the matter for certainly my clients who you will understand their concern.

CHAIR:   Yes, certainly.   Look, we are at 1.00 o'clock.  You might like over lunch to look at the agreement for services and the protocol.

MR PARKER:    I have those now, my friend’s let me have them.

CHAIR:   And the other thing I’d like you to give some consideration to over lunch is in order to cut a way through these issues the committee has been giving consideration to looking at a recommendation to the Minister that she use the Committee of Inquiry power under s47 of the Health and Disability Services Act to appoint the members of this evaluation team as a Committee of Inquiry to enquire into provision of health services – that namely being the provision of the National Cervical Screening Programme and how effectively that is working.   Now what I’d like to know is your views on – because this is something that hasn’t been thought of before – whether such an inquiry set up under s47 of the Act, as we are, to look at the provision of health services is itself going to run into difficulties with the Ethics Committee.   I haven't looked at the guidelines because the guidelines talk of research and audit, and it seems to me that what we’re talking about under s47 is a ministerial inquiry, or an inquiry by the Director General, specifically provided for by parliament, which in turn can be given the powers of a Committee of Inquiry.  The whole purpose of this, you see, is that if you appointed Doctors Cox/Richardson – just to take them as an example – under s47 and gave them the powers of a Committee of Inquiry, then on one view they would have powers to gather evidence that were far more extensive and did not require consent.  It would be the usual evidence-gathering powers that a court of law enjoys.

MR PARKER:    Yes.   Well, I can't see that the Ethics Committees would come into play in that circumstance.

CHAIR:   I can't either.   I think it’s a way of avoiding them completely and so avoiding the issue.

MR PARKER:    Well, that’s the problem.  It avoids the issue and I suspect if there is a problem that we shouldn't be trying to “hammer the nut” as it were.

CHAIR:   No, but it’s not avoiding the issue, it’s just saying if the law provides a way of looking at this health service which doesn't require Ethics Committees approval, it’s a matter of choice as to whether you use it or not.  All I want to hear from you on is whether or not you think such a constituted inquiry, having the powers of a Committee of Inquiry, does avoid the Ethics Committees and their national standards.

MR PARKER:    I think it must.

CHAIR:   Well, I will give you the lunchtime to think about it.   

MS PHIPPS:    Ma'am, can I say something shortly before lunch.

CHAIR:   Yes.,

MS PHIPPS:    Mr Rennie has faxed to me a memorandum regarding the College’s ongoing attendance, and in the face of the Ministry’s non-completion of submissions I seek your leave to file that to address on it later on today.

CHAIR:   Certainly, that’s fine.   File it and we will hear from you later.   We will adjourn now until 2.15.

LUNCHEON ADJOURNMENT 1.05 TO 2.15 P.M.

THE HEARING RESUMED AT 2.15 P.M.

CHAIR:   When you're ready Mr Parker.

MR PARKER:    Ma'am, perhaps I ought to address the question you put to me just before lunch, but probably in a rather unhelpful way.

CHAIR:   Yes.

MR PARKER:    In that it’s not a matter obviously I’d given any thought to before you raised it with me, and I certainly don't have any instructions on it.  I am avoiding the question, I’ll be quite honest with you about that, but I don't feel I’m in a position to really offer anything constructive on that.   I really would have to spend some time thinking about it and get some instructions as to whether I am authorised to make any comment.   So if I could avoid an extempore dissertation on it I’d be grateful.

CHAIR:   That’s fine.

MR PARKER:    Ma'am, you also just before lunch referred me to one of the two documents relating to the National Cervical Screening Programme protocol, which came in yesterday.

CHAIR:   Yes.

MR PARKER:    I noted that you referred me to Schedule A, Part IV, which I can't actually find, but I may have misheard you.

CHAIR:   Page 4 I think it is, second paragraph from the bottom, you’ll see the reference to the need for ethical approval.  So it seemed to me that the predicament the researchers had got themselves into can ultimately be traced back to this contract which they signed with the Crown.

MR PARKER:    Well, that may be, but that intimates to me that they believe that there is a requirement on them.   One of my colleagues has pointed out to me that there is a requirement by the New Zealand Health Information Service for there to be ethical approval when getting access to personal information of this type.

CHAIR:   Yes, the difficulty is that body is actually a unit within the Ministry of Health, and you haven't been here but we have struggled over this legal issue of to what extent is the Cancer Register subject to the Privacy Act, but certainly those controlling access to information from the Cancer Registry think that it is subject to the Privacy Act and to the Code, and once you form that view it then follows when you look at the Code if there is an issue regarding access to do research there is a part of the Code – it’s 11 something – which requires Ethics Committee approval. I will just get the Code out.  If you look at 11C(3), it says “if the information is to be used for research purposes for which approval by an Ethics Committee if required has been given”.

MR PARKER:    “If required”?

CHAIR:   Yes, “if required has been given”, and the impression I got from the evidence – Mr Murray might help here – is that when medical researchers approach the Cancer Registry asking for information from the Registry they are required to get Ethics Committee approval.   So it must be that the Cancer Registry staff assume that this Rule 11C(3) applies and are requiring Ethics Committee approval.

MR PARKER:    That seems almost circular, doesn't it?

CHAIR:   It does, yes.

MR PARKER:    That can't suddenly be a requirement by them.

CHAIR:   No, well that was the evidence given, and equally we heard from Dr Cox that he couldn't get access to the Cancer Register because the staff on the Cancer Register wouldn't release the information to him (which identified the women) unless he had Ethics Committee approval, and then the Ethics Committee required him to get the consent of the women.   But as he didn't know their identify he couldn't approach them for consent.

MR PARKER:    Yes.  I'm not sure that’s got any of us any further.   I think it underlines the difficulties and there seems no legal bedrock of where these requirements come from.

CHAIR:   Well, that’s absolutely right.   You're quite right, it’s a very good description.   The difficulty throughout is the legal bedrock is incredibly shaky and therefore it creates all sorts of practical difficulties because it influences what happens and what people do, and if the legal views are wrong, then of course people are being required to do things they don't have to do and are encountering obstacles that they need not encounter.

MR PARKER:    Yes, and I suppose in addition to that it’s not only the case that legal views could be wrong but they could well be right but still conflict on the basis of reasonable argument and the materials available.   The position of my client is a bit of a classic here, they have no statutory basis and yet they get mentioned in at least two statutes.   We have got some grey areas here and I think, if I may say so ma'am, just returning to my main track if I may, which is I’m here to respond to the criticism of the Ethics Committees.  I think we've moved beyond -

CHAIR:   Yes, you've moved beyond, because it seemed to me the criticisms came from Professor Skegg, but then he’s not a lawyer, he didn't understand the situation.   Like most lay people he probably assumed lawyers knew what they were talking about and worked from what was put before him, but when you look at the situation we have a view whereby the Cancer Registry staff see Rule 11 of the Health Information Privacy Code applying to disclosure of information where it’s required, and although Rule 11 says you must have Ethics Committee approval if required, when you look at Schedule A to the contract (which again presumably has been drawn up by the Ministry of Health, or they’ve signed it anyway and approved it therefore), the way the requirement for Ethics Committee approval is expressed in 11C(3) has been turned into a statement in Schedule A which says “ethical approval for the approach outlined below would be required”, and then when you look at the approach it’s just simply contacting the Cancer Registry for information.   So the next thing you have to say is, well, where do they get this view from that Ethics Committee approval is required, and I suppose what they’ve done is instead of going to the Ethics Committee and saying “this is what we’re doing, do we need your approval”, they framed it in a way in which they say “we need your approval” and the Ethics Committee has worked on the basis “yes, you do”.  You've also got the situation of, you know, as an audit how does it fit with the national standards which the Ethics Committee has to apply.

MR PARKER:    I think that’s why we all found ourselves so perplexed that day that I was here last with Professor Evans.

CHAIR:   Yes.

MR PARKER:    I think to be fair to him, although he has come under some criticism, there was a bit of  misunderstanding as to where he was coming from and the basis on which he would approach a matter like this.   I think in addition to those factors you've just mentioned, ma'am, there's also the factor that most – well, I would think all researchers prefer to have ethical approval to what they're doing, it’s part of the culture of research, and whilst we've seen probably in some of the evidence researcher and Ethics Committees somewhat at odds, in the main run of events they are working hand in glove to promote the protocols which are being discussed between them.

CHAIR:   Well, the real difficulty is the fact that as the national standards are drafted, although they exclude internal audits they don't exclude external audits, where in fact given the way the Ministry is structured, in the sense that a lot of specialist staff that you might require to carry out an audit such as the one that was contemplated such as epidemiologists are engaged under contract, the audits are seen as external audits.   One way around the situation which I thought of would be if the Ministry were to engage the persons who were going to carry out the audits as employees on a temporary basis because the State Sector Act allows that.   That would mean that the persons concerned became Ministry employees and therefore the audit would be an internal audit legally.   It would mean the Ministry couldn't say, “we have had an external, independent team approve what we are doing” because although they would be people brought in from the outside the legal relationship would be one of employer/employee.  But it may well be a way of the Ministry being able to structure its audit as an internal audit which fits within the national standard 3.1.

MR PARKER:    And appendix 5.

CHAIR:   And appendix 5, yes. 

MR PARKER:    Can  I just respond to you on that.   I'm probably repeating what I said about your suggestion to me just before lunch and a s47 inquiry.   It’s a bit of a plaster over the cut rather than removing the cause of why the cut got there.

CHAIR:   Oh, it is, that’s right.

MR PARKER:    I suppose that my concern about it, and also I’d have to say that where you're trying to – I'm not suggesting you're doing this, but there's an air of stretching what we've got to try and fit.   There is a bit of a difficulty with appendix 5 because the audit there referred to as being one where Ethics Committee approval is not required refers to the health care or disability services team directly responsible for the care of that group.   So what I'm coming to I suppose, we've got to be careful about our band-aid solutions because:   one, they may not work, and don't we need to be standing back a little and looking more in the long term, because once we find a solution – let’s say we find a solution such as you are suggesting ma'am, we’re not talking about one difficulty – this is the sort of thing that may recur.

CHAIR:   Oh, it’s likely to recur, but certainly the need to stand back and tidy up these issues is very important, but doing that takes time and I should imagine that amending the national standards would itself be a time-consuming business, and the role of lawyers usually is not to create obstacles but to find ways around obstacles.   And what I’m trying to do is to see ways that exist at the moment which would allow the obstacles that are presently in the path of an evaluation exercise to be circumvented.  If that can happen fine, and, if not, that’s a difficulty.  But we need to do that as well as look at the bigger picture and say “these difficulties really need to be patched up.”   Well, not patched up, but fixed up completely and a patch-up job won't do in the long run but it may well do in the short run, in the sense that it may well expedite matters.

MR PARKER:    Ma'am, I absolutely agree with you.   I'm not disagreeing with you, that’s right.  You've got that two-level approach in mind, the bigger solution, but the more immediate solution you want to put in place.

CHAIR:   Tell me this.  Where it says “where the audit is undertaken by or under the supervision of senior members of the health care or disability services team directly responsible for the care of that group of health and disability support service consumers”, if you saw the health consumers here as being the women participating in the National Cervical Screening Programme and if you saw the team which is currently run by Dr Julia Peters as being the health care team directly responsible for the management of that service, if the audit team were contracted in to Dr Peters team would that meet the definition set out here?   I think it’s the public health team, is it Mr Murray?   So you'd say the public health team of the HFA is the team directly responsible for the National Cervical Screening Programme and therefore it is the team directly responsible for the consumers of that programme who are the women who participate in that programme and, therefore, if Doctors Cox/Richardson were engaged temporarily as employees within that team they would meet the definition of audit in appendix 5

MR PARKER:    I suppose I'm focusing on the word “consumers”, and I don't think that’s terribly amenable to the situation you've described, would be my short answer.   I’d like to say yes that could do, and I can see the possibilities there without doubt.   I'm just not comfortable that that’s what was intended.

CHAIR:   No.   So you would see the word “consumers” insofar as it described women participating in the programme as really applying to their relationship with, say, a laboratory because they were a consumer in the sense the laboratory was reading their smears;   they were a consumer in respect of the smear-taker.   You would look at the various health professionals who along the screening pathway had direct contact with the women and say there is a consumer relationship here but not in relation to the overall programme.

MR PARKER:    There was a service between them.  One is uncomfortable with some of the terminology that relates to.

CHAIR:   Dr Duggan has just pointed out that I think it’s intended that the programme will – the team managing the programme will have control of the funding and therefore it will be paying those persons who provide care to the women concerned.   So it will be directly participating.  I suppose the difficulty, as you've said, we struggle with the language where the answer really is for standards to be designed which reflect the reality of what occurs in the health services, when it comes to monitoring and evaluating health services, and if the health services are going to use independent external audit teams that needs to be clearly provided for.

MR PARKER:    I think that’s the ultimate answer.   Because we’re trying to squeeze ourselves, with the best will in the world, into language which is not even amenable to the health system – consumers and purchasers and all that sort of thing.

CHAIR:   No, that’s right.

MR PARKER:    And I'm very conscious of what Ms Coney said in her submission – I wasn’t here to hear her – about their discomfort, even, with Ethics Committee services being purchased or contracted when there's clearly a widespread feeling that ethical review is so important.

CHAIR:   What is the standing of the appendices because when you look at 3.1 it has a different definition of auditing, I think.

MR PARKER:    Do you mean 3.3 ma'am?

CHAIR:   Yes, 3.3.  It says, “some proposals not required.   These are outlined in greater detail in appendix 5 and include”, and then you've got what's defined over the page.   “Audit which can be defined as examining practice and outcomes in a particular time and place to see whether they confirm with expectations with a view to improving management rather than adding to general knowledge.”

MR PARKER:    Yes.

CHAIR:   And then “access to personal health information for the purposes of monitoring the quality of care”.   So that in itself seems to allow the evaluation study to go ahead but it’s only when you read it in connection with what's said in appendix 5 and also paragraph 3.1, the top of p12, because that talks about research or innovative treatments.  See, “involves access to personal information for purposes other than direct patient care or internal audit.”  So that when read with 3.3 tends to suggest that internal clinical audit is not covered but then you've got this more elaborate definition in appendix 5.

MR PARKER:    Yes.

CHAIR:   It would be better to have one complete definition and then just use the word everywhere rather than attempting to define it in different ways and in different parts of the document.

MR PARKER:    It’s not a perfect document  by any means.   As to your initial question what's the status if appendix 5, or the appendices generally, or course they're just part of what is a Ministry of Health guideline, that’s the most we can say.  Appendix 5 really expands a couple of the headings, not all of them I have to say – bullet points, I should say, that come in 3.3.   Certainly the first one “audit” is referred to, and in spite of the heading being in different type, the access to personal health item in appendix 5 corresponds with that in 3.3.   There is reference to Resource Allocation Acts as criteria and practice guidelines, and it’s just that the questionnaires matter has got a different heading.  So there are elaborations.   Why they weren’t included as part of Part III I don't know.   I don't know whether that was an easy editing option when they updated them some time during the past few years, as we know has occurred, since they first were promulgated.

CHAIR:   Well given the growing recognition of the need for audit, monitoring, evaluation, quality assurance within health services and the use these days of independent contractors to carry that role out, you would think that the standards ought to make provision for that otherwise you run into a situation where you might require Ethics Committee approval which if you don't get then no audit or evaluation is carried out.

MR PARKER:    Yes.  There is no question that there should be a reconsideration of these.   I suspect what's happened in the past is this has not had one of the highest priorities.

CHAIR:   No.

MR PARKER:    and it’s only because it’s had some point in this inquiry that we are at a position where we might be able to do something about that.

CHAIR:   Really it’s the standards prepared by the Ministry of Health, coupled with the contract the Ministry has entered into with Otago University, which has placed the Ethics Committee in an unenviable position.

MR PARKER:    Yes.  Well, they certainly feel that.   Ma'am, I don't want to spend over long in detaining you today going over the dispute between what Professor Skegg had to say and the response of the committee, because I think you've taken my point on that to a very great extent.   I think what the Ethics Committees would say, as I said in the last paragraph of my submissions, yes of course, whatever they do can be refined and improved.   We can all say that.   I think what they would like to see is that that doesn't occur on the basis of some of the comments that Professor Skegg had to make, and he’s regarded very highly by my clients – please don't misunderstand that, but there is obviously a tension between researchers and the Ethics Committee, as there must be, for each to do their function.

CHAIR:   Yes, well, the committee has only heard about the impact, the need for Ethics Committee approval has had on the monitoring and evaluation of the cervical screening programme, and that in itself certainly isn't enough to warrant embarking on a general exercise of looking at the performance of Ethics Committees.   It provides an example of how, clearly because matters haven't been fully thought through, you can have a situation arise where the need for Ethics Committee approval has held up the performance of a monitoring and evaluation exercise but the reason why that approval was required in the first place can't be laid at the door of the Ethics Committee it seems to me now.

MR PARKER:    I obviously don't need to labour that point and I'm grateful for that indication.   It did seem to me when I was going through a number of the submissions that have been put to you, obviously a lot of which is not relevant to what I have to say, but it did seem that in Ms Coney’s submission there were some suggestions about review, consideration of what could be done in relation to Ethics Committees if there were defects, and I commend them to you – not because the Ethics Committees agree with everything she has to say, but there did seem to be, as one would expect from someone with her background in relation to these matters, an understanding of the complexity that lies behind decisions taken by Ethics Committees, and, again, I don't think I need to labour that because you've taken my point.

CHAIR:   No.

MR PARKER:    The Ethics Committees are made up of numerous people – half would be health professionals, as you know, as they must be, and half lay people.   There was some implicit criticism of Professor Evans when he was here that he was a lay person with no clinical experience, but of course he wouldn't be a chairman of an Ethics Committee if that was not the case, and it certainly didn't impact to his detriment given his significant background in such matters.  

CHAIR:   Yes, that’s right.  I was concerned to see that there weren’t any lawyers on Ethics Committees because it seemed to me in some ways that interpretation of any standard and applying that standard can often be assisted by having a lawyer present.   And I note, for example, one of the things I queried in the protocol which you've got now – this is a point Dr Duggan has drawn to my attention.

MR PARKER:    Is this the protocol itself, ma'am?

CHAIR:   Yes, if you turn to p14, under “Main problems anticipated” it says “access to medical records may be denied where the management of abnormalities has not been satisfactory”, suggesting that the clinicians may be concerned about the audit team looking at the medical records then.  It goes on to say, “However advice will be sought from Mr Ron Jones, gynaecologist at National Women's Hospital, who is an adviser to the investigation, on how this may best be overcome”.   And I queried yesterday why go to a gynaecologist for that sort of advice, but Dr Duggan has pointed out to me that in the Ethics Committees letter of 16 February 2000 to Dr Cox at paragraph 10 the letter states:   “Re access to medical records or unsatisfactory management of abnormalities, please update on the advice sought from Mr Ron Jones.  How has this potential problem been overcome.”

MR PARKER:    Yes.  Well, it may be ma'am, from the experience here and what you've just referred to, that having a lawyer on an Ethics Committee could well be of great assistance.   I notice the requirement that there is at the moment is obviously less than that.  The range of skills and expertise available to the committee should ideally include, among others, legal knowledge, but that’s a pretty low level of expertise.

CHAIR:   Yes.

MR PARKER:    I think in fact – well, I know of two regional Ethics Committees that do have lawyers on them, but how representative that is I simply can't say.   It certainly would assist because the complexity of some of the issues you've had to grapple with make it clear how that would be of assistance.

CHAIR:   Yes, well, I think, too, lawyers are used to looking at the substance of matters as well as the form because I accept it’s clear when the Ethics Committee received the Cox/Richardson application, because it was framed in a way that it required Ethics Committee consent, it was approached I think with that mindset, whereas lawyers are used to standing back and looking at the substance of something and the first question would be, “does this need consent given that it is an audit.”   Now obviously I think when you look at the guidelines it probably did because it was being done as an external audit.

MR PARKER:    Yes, but it would be of an advantage if both the researchers and the Ethics Committees are brought together with the lawyer obviously present as part of the committee and can express a view.

CHAIR:   Well, that’s right, and the other point is the requirement that to get access to the Cancer Register there be Ethics Committee approval before the Cancer Register would release the information.   The legal foundation for that is wrong and a lawyer may well have picked that up, and once the Ethics Committee was properly advised as to what the correct legal situation was in terms of getting access to information on the Cancer Registry they may well have come up with a different viewpoint.

MR PARKER:    That may well be so, ma'am.   I do have some concerns, though,  if a lawyer – we don't know what their particular expertise would be – was met with the suggestion that it’s a requirement of the New Zealand Health Information Service, part of the Ministry, that there be ethical approval.   I'm not sure how far and how bold one lawyer on a committee is going to be in that regard.  But however, the point is made and well taken, yes.   Ma'am, can I say this, you comforted me because my concern has been, and that of my clients, that there will be some wide-sweeping recommendations made about their functions which on cool analysis of what has been heard by the inquiry would not seem warranted.

CHAIR:   Well I think what we have heard – I don't want to create false comfort simply because we haven't got to the point of writing the report and I don't know what we might say really, but we may very well say that the functions need reassessing and certainly that the standards need a fresh consideration.  Really commenting from the perspective of what we have learnt about the impact on the carrying out of the evaluation study, and to me it really seems a matter of saying, “Well, you have to have a careful look at how health services are going to be audited and how practical is it to audit them in terms of informed consent, in terms of requiring the consent of women or not, and if it is not practical to carry out an effective evaluation with consent, then looking at doing so without consent because the choice is really you either carry out the evaluation or you don't.  At the moment the impact on the evaluation has been that it has not been carried out, and of course it is a matter of speculation, but one could say, “Well, if a complete evaluation of the performance of the programme had been carried out – particularly looking at laboratory reporting and doing the clinical audit of cases of invasive cancer to see whether or not there had been any mismanagement at an early stage, including under-reporting of laboratory smears, if that had been done 5 years ago it may well be that women who we now know developed invasive cancer may have been picked up at an earlier stage because the problem might well have been recognised earlier.   We don’t know, but certainly what we have learnt from here is that if you don't have an evaluation you may find later that you do have cases of disease in circumstances where that may have been avoided.

MR PARKER:    Well, that can never be condoned of course and a way must be found.   I don't think you are giving me false comfort in the sense that I think we've arrived at the point where you seem to accept that the Ethics Committees were not acting in some capricious way but under their national standard.  And so I would ask you to put to one side suggestions that Ethics Committee members are unappreciative of the outcomes that there could be from their decisions and that sort of thing.  Bearing in mind that they are composed of, as I've already said, health professionals and lay people.  By the term “lay people” we mustn’t understand them to be unskilled or unappreciative of research and the outcomes of research.   That’s really all I need to say to you I think ma'am, thank you.

CHAIR:   Thank you Mr Parker.   Dr Duggan has a question of Mr Parker.

PROFESSOR DUGGAN:    Can I ask you this somewhat tongue in cheek because I now have these new lawyerly skills and I'm upset when two documents don't match.  On your p4, paragraph 10, you quote the Helsinki Declaration of 1964.

MR PARKER:    Yes.

PROFESSOR DUGGAN:    “It is the mission of doctors to safeguard the health of the people.   His knowledge and conscience are dedicated to the fulfilment of this mission.”

MR PARKER:    Yes.

PROFESSOR DUGGAN:   Mrs Marshall this morning gave us the document, and that's p47 of her supplementary documents:   “It’s the mission of the physician to safeguard the health of the people.”   The next line is “his or her knowledge and conscience are dedicated to the fulfilment of this mission.”

MR PARKER:    I think I can answer that.

PROFESSOR DUGGAN:    Representing 50% of the female physicians in the room.

MR PARKER:    I’d ask you not to take offence at that ma'am.   The answer is extremely simple.   I took that quotation directly from the Cartwright Report and I think, although theirs were moderately enlightened times, obviously not as enlightened as now.   That explains that discrepancy.

CHAIR:   Mrs Marshall.

CLOSING SUBMISSIONS : MRS MARSHALL

MRS MARSHALL:    As you are aware, I represent the Cancer Society of New Zealand and will be presenting the Society’s closing submission which comprises two volumes.   What I propose to do is to present a very brief opening statement and then go to specific parts of the submission to highlight and expand on selected parts, starting with Volume 1 and then moving to Volume 2.  So I submit that the Society ‘s conclusions relating to each term of reference should be taken as read, so unless the panel wishes to discuss any matters relating to these I will not be referring to these specifically.

CHAIR:   Right.

MRS MARSHALL:    As we stated in the first lines of our opening statement, the Cancer Society came to this inquiry with a grave sense of sadness and concern that 12 years after the Cartwright Inquiry we should be again taking part in an inquiry relating to cervical cancer in New Zealand.   In that statement we acknowledged that although the issues may be different the fact remains that the full potential of screening to reduce the number of women who develop or die from cervical cancer has not yet been achieved in New Zealand.

As we have heard throughout this inquiry, screening is a balancing act.   It has clear potential for benefit, it also has clear potential for harm.  We have only to reflect upon the evidence of the women whose lives have been affected by the misreading of their cervical smears to realise the impact of that harm on an individual woman, her family, her whanau.   What is reflected in the evidence of these women, and in their courage in speaking publicly about their very personal experiences, is their clear expectation that other women will benefit from their having stepped forward and spoken out.   As such they must be assured that their contribution has not been in vain and that the failures in the screening programme, identified through this inquiry, will be addressed as a result.

It is within this perspective of identifying problems in the past, to secure change in the future, that the Cancer Society has put forward its closing submission.  

The Cancer Society has a vision for the National Cervical Screening Programme, and through our submission we hope to inspire the Committee of Inquiry with that vision.  If we had to summarise that vision very briefly, and we hope to establish this through our submission, it is that we should have a national cancer control agency independent of any government agency, that the responsibility for the National Cervical Screening Programme should be within that agency and that the programme and the agency operate within international guidelines for such programmes and agencies.

So on that basis I’d now like to turn to Part 1 of the submission and just a few housekeeping matters.   As Mrs Barrett knows, we've tended to be rather generous sometimes in our pages.  Page 9 is in fact a duplicate so if you could please just strike through p9, it is the same as p8.

CHAIR:   Thank you.   Dr Duggan doesn't have p9 at all.

PROFESSOR DUGGAN:    I think I might have ripped it out myself.

MRS MARSHALL:    Also on p23 we have – and I don't actually intend to go to p23, but we actually have two 41’s, two paragraphs by the same number.   I just wanted to draw attention to that.   The first matter that I just wanted to expand on a bit relates to p16, and at the bottom there is the heading of “Absence of a system within the region for reporting and responding to incidence”.   This has to do with term of reference 2.  What I would just like to draw attention to the fact is that these paragraphs from the bottom of p16 to the top of p17, including 17 and 18, refer to the concerns of Ms Hobbs to bringing to the attention of Ms Reid the situation of Patient One, and what is not stated here but which is stated in Ms Hobbs’ brief of evidence in paragraphs 30 and 63 to 71 – I won't take you there but I just thought that I would identify those paragraphs in particular – what these paragraphs in her brief identify are her efforts to go to great lengths to bring to the attention of health authorities her concerns of a more widespread problem – not just as it was in 1997 of one patient but a more widespread problem – by gathering quite a bit of information about cases she was aware of to bring the attention of both the HFA and Tairawhiti Health Care.  I think it’s important to consider both of these examples together, in that the evidence clearly identifies the absence of a process, not only for an individual to bring concerns but also for concerns to be raised about a problem of a more widespread nature.  And I will be referring to our recommendations about this matter as part of Part II.

The next page that I just wanted to briefly highlight is p19 where under paragraph 27 we've identified certain failures, critical failures, from the inception of the programme to comply with international requirements for effective screening, and I just wanted to highlight 3 in particular:   27.2, 3 and 4, starting with the implementation of an opt-off register with 14 separate sites, and if I could take you then to p25 and the section of 
”implementation of an opt-off register”.   This of course describes the limitations of an opt-off system, and on p26 the limitations that have been identified through evidence, and Ms Coney referred to these as well on Friday, that enrolment relied on smeartakers informing women thereby limiting enrolment, that data was not only limited in quantity but also couldn't be taken as a representative sample.   And as Professor Skegg said, that it makes interpretation difficult.   And finally on p27 –

CHAIR:   If you could just pause there.   Paragraph 54 you've got “limitations of an opt-off system”.   I think you mean an opt-on system don't you?

MRS MARSHALL:    Yes, indeed.

CHAIR:   And at paragraph 53 you've got “implementation of opt-on” – yes, “early advice of an opt-off register.”   Do you mean opt-on there?

MRS MARSHALL:    Oh, yes.   Oh, sorry, we were critical of the fact that an opt-off register was not implemented.

CHAIR:   So you're OK there and then we go to 53, that’s fine.

MRS MARSHALL:    Thank you, if you could correct that.  And then on p27, paragraph 56, that restricted enrolment (as CSAC identified in its `94 report) had profound implications for .. (tape turnover) .. essential to national monitoring and evaluation.   Obviously these issues have been well addressed in evidence, but the reason I would like to cite them is that I’d like to cite them in the context of discussions about 74A.   Ms Coney referred on Friday to community consultation and advocacy to support 74A, and I just would like to take you if I may to the history of the cervical screening programme, which is contained in Glackin Volume 9, tab 47.  At the bottom of p57 it describes the advocacy for the adoption of an opt-off register by a number of consumer groups and then it goes on to state that “as had been recorded by Judith Stratton, the department also undertook consultation, which included workshops for consumer groups” – that’s on the next page.

I highlight the order of these statements which I submit suggests that independently of the Department of Health consumer groups undertook advocacy because they understood the essential importance of having a comprehensive register which could only occur with an opt-off system of enrolment.   I’d also like to highlight the reference in this paragraph – again going back to p57 at the bottom there – that the Associate Minister of Health, Katherine O’Regan, gave her personal endorsement at a meeting that she had with the Chair, who was myself at the time, and that the basis of her endorsement was the reassurance that consumer groups had clearly indicated their support for an opt-off register.   I’m not sure that it’s indicated here, but that was based on a number of submissions and letters that she had received.   So I draw attention to this again to underscore the rationale for 74A and in our minds at that time was that it was our expectation, both as consumers and health professionals, that this would enable a comprehensive register for the purposes of monitoring and evaluation.

CHAIR:   Are you able to say why it was that there was seen to be a need to protect access to the register, and I say this because 74A is an unusual provision.   Legislation these days tends to leave protection of information to the Official Information Act and also, for example, if you look at the Cancer Register, and that Act was passed in 1994, there is no provision in the Cancer Registry Act which attempts to prohibit access to identifiable information about persons registered on the Cancer Register.   So I query why, if there is no need to prohibit getting access to the names of persons recorded on the Cancer Register, there would be a need to protect information on the Screening Register.

MRS MARSHALL:    My recollection is that protection really related to women being assured that their information would be kept confidential.  But I would submit that the impression was not that the information would be withheld from those who were doing programme monitoring and evaluation, in fact the point that I wanted to make in this context in referring to the efforts that were undertaken by consumer groups is that at the time Ms Coney and I distributed quite a bit of information and spoke at a number of gatherings, and we haven't actually included any of that material in our exhibits because we actually just took it for granted that this would be understood, so it came as a great surprise to us to find the restrictiveness of 74A, and I wanted to highlight the fact that the absence of these materials really underscores our assumption that this was a given.  So we have clearly been rather baffled by the fact that it in fact is a barrier.

I would just like to briefly move to one other issue in Part I, which relates to the failure to implement systems for regular collection and analysis of reliable data, and take you if I may to p29, paragraph 64.  I’d like to draw your attention to a report – there are actually two reports that I’ll be drawing attention to that I don't feel perhaps have been highlighted much during the inquiry, and both of these are reports published in the Medical Journal by the Cancer Society, Department of Health, or Ministry of Health working groups that developed the recommendations for cervical screening.  The one that I would like to refer to, and which is referred to here in paragraph 65, is the 1991 recommendations, and they're found in Glackin volume 2, tab 10.

CHAIR:   So this is something else we have to write in?

MRS MARSHALL:    This is cited here in paragraph 65.

CHAIR:   If you could just pause, because when you first referred to paragraph 65 you said it was on p29.   

MRS MARSHALL:    Is it not on p29?

CHAIR:   Paragraph 65 is, but - 

MRS MARSHALL:    Sorry, I meant to say paragraph 65 on p29.

CHAIR:   Okay, and also, though, the reference I have is Glackin 10, p294 – so when you say volume 2 I might need to get another volume.

MRS MARSHALL:    Sorry, it’s volume 2 but it is tab 10.  And the p294 refers to the page of this Medical Journal article.   As I say, although I've quoted the paragraph here that I want to draw attention to, I feel that it is important to cite it because it hasn’t been the subject of discussion at the inquiry, I don't think previously, and I think it is very important to highlight that in 1991 here was a group that highlighted the importance, by the time of the next review, which would have been 1996, of sufficient information being available to evaluate the success of the screening programme, and it identifies the need for the Cervical Screening Register to be linked to histology and the Cancer Registry to be improved.   And then the final sentence:  “If we are to convince all women to put up with the inconvenience and minor discomfort of a cervical smear every 3 years for the sake of their future health we need to ensure that such screening does in fact benefit them.”

CHAIR:   Yes, well, when this article was written in 91, 74A hadn't been passed.  By the time the next review arrived 74A would have been in place.

MRS MARSHALL:    And I would like to shortly bring you to that next report to draw attention to those issues as well, but before doing so I just would like to refer to p30 and the third failure of the programme to adhere to international guidelines for effectiveness, that being the failure to establish at the outset structures for monitoring and evaluation of the programme and its component services.   In particular, I’d like to turn to p33, paragraph 80, and just underscore the evidence from Dr Cox as to what could have been done at the time.   And in paragraph 80, stating that the annual statistical report, regular feedback to smeartakers and to laboratories regarding quality, routine monitoring of waiting time for colposcopy and an annual expenditure report, that these measures could have been implemented at the latest in 1993.   There were many opportunities, in his view, before that.

CHAIR:   Yes, well, I note in that Medical Journal article you had referred the committee to at Glackin 10, p294, on the left hand column, third paragraph down there's a reference to “quality control of all aspects of cervical screening should be a major emphasis of the National Cervical Screening Programme”, and there is the reference to “proper quality control should be formal evaluation of all the components of the screening process and a national register is the essential management tool to allow this and should be expanded to include relevant histology results.”   So a lot of, you know, what was said in the 94 CSAC report in a sense was here in the New Zealand Medical Journal as well.   I think you've referred to the Ministerial group, expert group, various other groups, but it seems to me the article in the Medical Journal is y et another example where these issues are referred to.

MRS MARSHALL:    Yes.   Looking again at paragraph 81 of Dr Cox’s oral evidence and referring to the European guidelines, he indicated that he had sent these to various individuals and groups in 1994 and, in his view, the programme could have begun implementing these in 1995.

The third area relates to that which we've discussed at great length, and that has to do with the audit of women with cervical cancer.   On p34, paragraph 83, he indicates that it could have been done as early as 1991.

These are the only issues that I would wish to highlight with regard to Part I of our submission.

CHAIR:   In terms of what you've just referred to, the audit of women with cervical cancer, although you say it was being recommended and it should have been done, it seems that one of the reasons it hasn’t been done is because of the difficulty of getting access to the information in order to allow it to be carried out.

MRS MARSHALL:    Yes, I think that has certainly come to light now.   We would submit that this might have –

PROFESSOR DUGGAN:    Mrs Marshall, what we are debating here is how early, according to the evidence that you have summarised for us here, could the audit of the screening histories of women who develop invasive cancer have begun for the programme?

MRS MARSHALL:    Well, my understanding is that, and I'm just looking here in terms of when it was recommended.   I see, of course, we’re looking at the distinction between when it was recommended and when it could have taken place.  I would have assumed that it could have taken place by way of identifying women on the Cancer Registry.  We realise that the Cancer Registry Act came into being in 1993.  

CHAIR:   1994 I think.

MRS MARSHALL:    Sorry, the Act was passed and it came into effect in 1994, and although it ensured complete registration, my understanding up until then is that registration of cervical cancer was fairly complete.   That was not one type of cancer which was incomplete in registration.  So my understanding is that the cases of cervical cancer could have been identified from that registry and a screening history reviewed, bearing in mind that that information may not have been available from the Cervical Screening Register, but I think even now we’re seeing from the evidence of Professor Skegg that even though we have a much more comprehensive Cervical Screening Register that those doing the audit are still going to have to go to clinical notes to get a complete screening history.   So it is my understanding that this could still have occurred very early on.   

CHAIR:   The difficulty is that in 1991 the Cervical Screening Register was opt-on, so you didn't have complete coverage there.  Registration with the Cancer Registry was not compulsory, so  you would only be looking at a selected group.  But the Privacy Act was not in force.   So although the base material may not have been as good, it would have been more readily accessible, whereas once the Cancer Registry Act was passed and registrations of cancer became compulsory, plus the Screening Register became opt-off so that the base data was more comprehensive and more useful, by that time you had the Privacy Act in force, you had s74A in force, you had, it seems, the interpretation that the Ministry placed on the Privacy Act and the impact that would have on accessing the Cancer Register, so by the time you actually had information which you could easily utilise there were these legal barriers in place which prevented you getting access.

MRS MARSHALL:    I think  my response to that would be that registration – my understanding is that the registration of cervical cancer on the Cancer Registry, even prior to the implementation of the Act, was fairly complete.   So that it would have provided sufficient information, and again looking at the evidence regarding the use of the Cancer Registry for other studies, I think in some of the correspondence relating to the Ethics Committee issue, there are references made to other studies that have been done over the years using Cancer Registry data in the same method that’s been proposed now that hasn’t caused any problems.   So I would submit that – I understand your point that in fact it’s probably more difficult now than before – my understanding is that it could have been done and for that reason was recommended as early as 1991.

CHAIR:   Yes.

PROFESSOR DUGGAN:    Of course the other view is if it had started in 1991 all of these subsequent complexities could have been averted or avoided?

MRS MARSHALL:    Yes, I think that that would be our view all the way along, looking at all the recommendations that have taken place over the years.  Had these recommendations been followed, then we would have discovered the impediments.

CHAIR:   Well, the other point which is made clear in the protocol for the Cox/Richardson study at p4 of the protocol where it says “screening histories of women with invasive cancer”.   It there says, “Apart from the Cartwright Inquiry there's only been two small studies of a systematic review of cervical screening histories with invasive cancer”.  One was in 1985 and one was in 1993, and if you look at the protocol further on, the one published in 1993 included looking at the screening histories of women between 1 May 1989 and 30 April 1991.   So it seems that whereas in the mid-80s to early 90s there were persons interested in writing on this and getting information, we don't really know now what impact 74A and the Cancer Registry staff’s interpretation of the Privacy Act has had on independent researchers getting access to information and using that to write articles.

MRS MARSHALL:    My understanding, I'm afraid I can't really comment on these articles because I don't know what sort of difficulties there might have been, but my understanding from the researchers who have proposed the current audit is that they have never had any difficulty in the past having access to the names of those with a particular type of cancer from the Cancer Registry.   I think when I was cross-examining Professor Evans I drew attention to a letter that –

CHAIR:   That was “prostate” was it?

MRS MARSHALL:    Yes.  That the researchers at the moment – Dr Cox in particular is undertaking a national prostate cancer study and that requires the identification of men with prostate cancer and they are approaching those men via their practitioners.  He cited that as an example I think in that letter of an approach which they’ve used for many years and not had any difficulty with.

If there are no further matters on Part I.

CHAIR:   Perhaps before we move to Part II, it’s 3.30 so we will adjourn until 3.45.

MID-AFTERNOON ADJOURNMENT 3.30 TO 3.45 P.M.

THE HEARING RESUMED AT 3.45 P.M.

CHAIR:   Mrs Marshall if you don't mind I’ll just deal with Ms Phipps who has filed a document concerning the Royal College’s position.  Ms Phipps.

MS PHIPPS:    Yes, ma'am, the document is self-explanatory.

CHAIR:   Yes, well, really the issue is to question Health as to what the position is and when are we going to get the remaining part of their submission?

MR MURRAY:    I think we’re anxious to get out of the hearing to carry on with our work in progress, Madam Chair.   That’s the sum total of it.   And I think reports of our strategic and forensic approach to this inquiry may be greatly exaggerated.

CHAIR:   I haven't heard them.

MR MURRAY:    Exactly.   As for any disdain, well we’re here but Mr Rennie’s not, and if he was here of course he would have known that I apologised and explained our predicament and that we have actually been busy on implementing programme matters as Dr Peters has completed them.   As for our famous “end run” that we’re going to make, I think there's reference to the end run we made last time by presenting the two co-ordinators and having a panel of Ministry people, and you will recall, Madam Chair and panel members, that in fact actually we didn't want an end run but the panel insisted that we do bring them back to answer questions.   So I think a little bit of indignation is probably understandable, but I should emphasise that there's no question of filing a late submission and making the College look bad or anything like that.   If there's any issues about that I'm sure we can accommodate them.

CHAIR:   Yes, well, the difficulty it presents for the committee of course is that Dr Duggan is only here until the end of the week, so that if the result of the submissions you file in their final form require comment from other parties who haven't had the opportunity to see what you have to say in respect of terms of reference 3 onwards, it does mean that the committee will have to circulate those submissions in reply, discuss them amongst itself, so there may well be a need for international phone calls etc., but it just makes it a little bit more difficult.

MR MURRAY:    Yes, and I'm sorry about that, and I should say that that might be necessary anyway because we have a number of things to come back to the inquiry.   The independent monitoring contracted has been let, the standards – both sets of standards have been put out now with a 4 week period to run, we have to come back with an audit report on the data, so we do actually have quite a bit to do.   I'm very conscious of that.   We’re sort of looking quite closely at the timing between now and the report date.

CHAIR:   Yes, the difficulty might be that the inquiry has to impose a cut-off date and make its report based on the state of the programme up to a certain timeframe because although it is interesting to see what the new developments are, equally – and this is said with the greatest respect to the Ministry, but the committee can't just accept such developments at face value and the committee may not have the time or the opportunity or the resources to go into the developments to see how do they stack up.   Equally, I am sure there are parties who appeared before the committee who would want that opportunity.  So it may be that ultimately the committee has to say it will deal with the information that everyone has had a fair opportunity to deal with and to examine thoroughly so that it is reasonable confident of where it stands on that information and leave the remainder.

MR MURRAY:    Yes, and we’re in the inquiry’s hands on that.   We don't, for ourselves, want to extend the evidence.  All we’re mindful of is if the inquiry would just like an update before it actually settles on its report so that the report is at least as current as possible.  

CHAIR:   Yes.

MR MURRAY:    We are quite happy to assist with that.   We don't need to bring any of this back actually, so we will be guided by the inquiry’s views on that.

CHAIR:   Well if you do provide information but in circumstances where the inquiry can circulate it amongst other parties and look at it with coming to a view whether it will look at it or not, that way we’ll have the best of both worlds.   We’ll look at it.   The degree to which we utilise it, if at all, will really depend on how controversial it is in terms of if there is going to be independent monitoring, for example, we need to be assured if that can effectively be carried out.   It’s one thing to have a document that provides for independent monitoring.   There can be a big gap between documents that provide for an occurence and knowing that that occurence will actually happen.

MR MURRAY:    The way we would envisage managing this I think is not so much the Ministry it’s the HFA evidence that we've heard from Dr.  Well, there are a number of things that were happening.  Even between the two times that Dr Peters gave evidence there had been developments.  So that there's no intention really to file material that would be in any way controversial, it’s merely just rounding off some of that work that’s already been put in evidence.

CHAIR:   I only mean controversial in the sense that it needs to be thoroughly looked at, to be sure that what is contemplated can actually be carried out.

MR MURRAY:    Yes, I think the only way I can foresee doing this is perhaps a brief affidavit from Dr Peters with annexed documents, not going into any controversial, serving them on all the parties, and I believe the contract’s gone out.   Basically the laboratories sign it or don't get paid as I understand it, but I think that date cuts in sometime before mid-November, hopefully a bit earlier than that.   So what I’d like is make sure that that date’s come, annexe the contract and the standards to an affidavit from Dr Peters, file it, serve it on the parties, hopefully there's nothing controversial in it, and it would be then for the inquiry either to say “No, this is going too far for us to cover because the parties haven't had an opportunity to deal with it”, or just note in the report that the evidence that we heard developed to a point where these documents were provided to the committee.   So we are very mindful of the inquiry’s position and we are not unmindful of our fellow colleagues’ position too.   I don't foresee we are in to any controversial territory with where we’re going.   We made a strenuous effort to get 100 plus pages in on the controversial material before the hearing.  So that’s probably the best I can do and it’s a balance really between I suppose timing and writing things that are of value to the inquiry.   There are so many words written already.   We wonder what more we can say but we will try.

CHAIR:   Well, I think the important thing is that the Ministry has an opportunity to address all the criticisms that have been made, and one of the things I've been doing while other parties have been giving their submissions is I've been developing the criticisms they make, taking them further, raising issues which if you've been alert to you may then wish to respond to.  I haven't actually myself gone through the transcript of submissions of other parties to identify all the issues I raised with them concerning the Ministry so that I would then duplicate than with you.   I'm hoping you will read through the transcript and do that.   I can do it but really I think it is important that you have every opportunity to address the criticisms.   I don't want you to take that as an indication that the committee already has its mind made up about certain matters, it’s just that there have been so many criticisms of the Ministry that it would be helpful to the committee    [Tape turnover]

MR MURRAY:    There is a danger of running out of time.   I wonder if we could just take stock of where we’re getting to?

CHAIR:   Yes, I've been concerned about that too, and I'm hoping you can on, if not late tomorrow then Thursday, and then you would have Thursday and Friday.

MR MURRAY:    I know my friend Ms Gibson would like to go before us on the basis that she's probably likely to be much briefer and shorter than we are.   We understand that and we will accommodate that as long as we've still got a bit of time at the end.

CHAIR:   Yes.   If we hear from the Cancer Society now, and then Ms Gibson, and I understand the Tairawhiti Ethics Committee want to be heard – I can't imagine they're going to take too long, and then there's Tairawhiti Health.   Is there anyone else?

MR HINDLE:   I will check.   Ms Thorpe from the Tairawhiti Regional Ethics Committee has made no indication to me that she wanted to actually present a submission.   I assumed that she would, since she’s filed it and since she’s here, but I’d better check that.   

CHAIR:   Yes.

MR HINDLE:   She may not be on the list.  And Tairawhiti Health Care tomorrow – Mr Ross is apparently coming after Ms Gibson if that’s convenient.

CHAIR:   Right.

MR HINDLE:   That shouldn't take too long.

CHAIR:   So if we sit tonight to finish Cancer, depending on how long that takes, that means tomorrow morning Ms Gibson and Tairawhiti, and then it may well be Health.   So maybe by tomorrow afternoon you are going to have to produce something, or you could spend the afternoon talking about terms of reference 1 and 2.

MR MURRAY:    Yes, I think we’ll do that.

CHAIR:   Well Ms Phipps, do you have anything more to say?

MS PHIPPS:    Well, I've gleaned the direction of your response ma'am.   The important thing is to make sure there is no prejudice that arises from this very late filing of submissions if they are indeed ever filed.  It’s important that is brought to your attention.

CHAIR:   Yes, well, the difficulty is that given the importance of the need to file submissions on all the terms of reference to the Ministry, the committee is not likely to say to the Ministry, “Well, you haven't complied with the original ruling, therefore you can't file any more submissions.”    Obviously we’re going to accept their submissions and it’s really a matter of dealing practically with ensuring that no-one is prejudiced by what has occurred.

MS PHIPPS:    I think it has to be ma'am, that if any new matters arise then there has to be an opportunity to respond.   Unfortunately it may delay matters further.

CHAIR:   Thank you.   Right, Mrs Marshall.

[MRS MARSHALL : continuation of submissions]

Moving on then to Part II of the Cancer Society’s closing submissions there are just a couple of housekeeping matters again.   One, referring to p66, paragraph 8.   This paragraph indicates that, according to the evidence of Mr Walker, the standards for laboratories were never forwarded to TELARC/IANZ, and since writing this, of course, we have received information by way of the affidavit of Lucy Jane Wright for the Royal College of Pathologists of Australasia, dated 6 September, which establishes the evidence that Dr Teague faxed those standards to TELARC on 26th September.   So I just wanted to acknowledge that.

CHAIR:   Thank you.

MRS MARSHALL:    And another matter, on p67, paragraph 13, stating that there is still not a single consistent contract incorporating mandatory quality control for laboratories reporting to the programme, I would just like to acknowledge the evidence from Mr Murray that this matter, we understand, is to be resolved within the next few weeks, if not the next week.

Moving now to p68, and I’d like to again draw attention to the second Medical Journal report of a working party routine recommendations for cervical screening, and this is found in Glackin volume 9, tab 49.  And again I wanted to draw attention to this report because I'm not sure that it has been the focus of much attention during the inquiry, and to highlight this report’s recommendations with regard to monitoring and evaluation, and they are found on p97 in the second column.  I just wanted to highlight that this group devoted a substantial section of its report of quality assurance.  It listed you are up against cancer programme criteria for a high quality programme.   It recommended that the screening history within 1 and 3 years of diagnosis of cervical cancer should be determined to identify which parts of the programme need improvement.  It also recommends that the staged distribution of cervical cancer should be available, and this next point I think is something that hasn’t been identified in evidence is its recommendation that the use of resources needs to be monitored.

CHAIR:   I see here at the bottom of p97, right hand column, it talks of the information from the National Cervical Screening Programme, the National Cervical Screening Register and the Cancer Registry should be used to assess the screening service.   So the writers of the article contemplated the Screening Register being available as well as information from the Cancer Register.

MRS MARSHALL:    Yes.   The final point that I just wanted to draw attention to is their recommendation that the financial gains from increased efficiency should be made available for improvements in other areas of the screening service, including quality assurance, training and treatment.

CHAIR:   Yes, the European guidelines, I went through a series of tables with Dr Cox, and one of those tables in fact includes extracting data to be able to make a cost benefit analysis of a screening programme with a view to determining what financial savings are being made, and of course those savings could in turn be reinvested in the programme.

MRS MARSHALL:    I would suspect that the group drew upon those guidelines in making its recommendations in this report.  Before leaving this section and moving on to term of reference 6 I again would just like to underscore, in terms of this section, what changes and achievements have been made and just underscore the fact that as a number of witnesses have acknowledged that since the HFA assumed responsibility for the programme and moved to Auckland that there have been major achievements in achieving a central office responsible for the programme.

PROFESSOR DUGGAN:    Mrs Marshall, could we go back to this paper “Recommendations for cervical screening 1997”.  Was this published in 1997?

MRS MARSHALL:    My understanding is that it was published in 1998.   I think at that time, and there still may be quite a delay between submitting an article to the Medical Journal and having it published.

PROFESSOR DUGGAN:    Yes, it’s quite variable.  Sometimes the article’s out of date by the time it’s printed.  On p98, the paragraph before the paragraph that says “Conclusion” there's a line that says, “Some variation in laboratory reporting procedures have been shown and laboratory accreditation procedures previously recommended have still to be implemented fully.”   Were the authors or the readers of this article not concerned that in 1997 that some laboratories still were not accredited?

MRS MARSHALL:    I'm sure that the authors were concerned.  I'm not sure what action was taken by the readers.

PROFESSOR DUGGAN:    No, I'm just mindful of this, it’s probably not a fair question to ask you, but I'm just mindful of the fact that Ms Bunkle and Ms Coney read such a similar paper and launched a period of New Zealand history that nobody has ever forgotten about, and here we have a line in another article, which if somebody had been reading,  might have raised some flags.

MRS MARSHALL:    Yes, I would agree.

PROFESSOR DUGGAN:    Or even the authors writing it might have raised some flags.

MRS MARSHALL:    I would assume that those who have written the article have written that and written that statement precisely for that reason.  I should draw attention to the fact that the variations that they're referring to were identified in the first statistical report.   It might be hard to read the actual reference, but they are referring to those variations that were identified as early as the first statistical report.

PROFESSOR DUGGAN:    Is more the line on laboratory accreditation procedures?

MRS MARSHALL:    Yes.

PROFESSOR DUGGAN:    But still not implemented fully?

MRS MARSHALL:    Yes.

PROFESSOR DUGGAN:    In 1997.  

MRS MARSHALL:    The deficiencies that we've identified in this section of our submission form the heart of our submissions in terms of reference 6 in terms of future recommendations.  So unless there's any other issue, I’d like to move then to section 7 which is our response to term of reference 6 which begins on p76.  In this section the Cancer Society identifies the proposals that it submits could ameliorate risks of harm, of screening to women, and in doing so the Society is focusing on the World Health Organisation requirements for the organisation and management of effective screening programmes.   I should indicate that these recommendations are certainly not meant to be comprehensive but they are issues of priority to the Society based on the evidence of our 3 witnesses, Ms Hobbs, Dr Cox and myself.

I’d like to draw attention to p78, paragraph 9, where we acknowledge the strengths of having Dr Peters in a leadership position for the programme but that considerably greater resources are needed to build upon this expertise and to support Dr Peters in her role.  And on p79, paragraph 14, we've suggested a way in which this might occur – i.e. by way of an independent external review to identify specifically what expertise is needed.   And one possibility would be perhaps someone from an overseas programme, like the Scottish programme.   We also would recommend innovative ways of attracting and retaining expertise within the unit – we've mentioned a few ideas.  I’d just like to add here an additional thought based on my own experience with the programme, and that is that in the past we submit that because of the low status of the position of the national co-ordinator that staff didn't staff long, and we submit didn't see the position as a high enough position, that they perhaps it as a position that would be on the lower rung of a career ladder within the department or the Ministry.   And although things appear to have changed, we submit that the staff – especially the position of National Director  - needs to be attracted to the job and supported in such a way that taking up that position is seen as a career commitment rather than a short-term experience for those who are moving up the line and bureaucracy 

On from that I’d like to then move to the issue of advisory committees and specifically to p82 and to paragraph 28 which summarises the Society’s recommendations on advisory committees.   The first one listed there is that there should be a single dedicated advisory committee.   Like Ms Coney, the Society supported originally the development of two distinct committees.  I’d like just to expand here that the Society is not necessarily wedded to the concept of an advisory committee.   It submits that there might be some merit in having an executive board with responsibility for advising on budgetary matters and making resource realistic recommendations.   This would be along the lines of what was recommended at the Porirua Workshop.

CHAIR:   But wouldn't that be better coming from within the programme;   in other words, shouldn't the programme manager have the support from her own staff within the programme to be making these assessments and these recommendations and making decisions on budgetary matters, etc.

MRS MARSHALL:    I think the Society’s concern here is that sometimes advice, recommendations, can be made without knowledge of budgets and that there is some concern that that advice needs to be made in the context of what budget is there, and I think, more importantly, identifying what cannot be done within the existing budget and making recommendations along that line.  I don't think that the Society’s view is that the committee, or if it were an executive board, would necessarily get down to a great deal of detail, but I think up until now there hasn’t really been any discussion of budgets by advisory committees.   I don't think there's anything in evidence about that matter.   I think it might have been raised either by Ms Coney back at the time of the expert group, and possibly by Dr Cox, and we submit that this isn't necessarily that the agency responsible is trying to hide that information – I just don't think that that’s been seen as the role of an advisory group.  So we would perhaps look back to that recommendation that was made at the Porirua Workshop – I’ll just mention the reference, though I don't think we need to go there, and that’s Boyd volume 3, tab 13 and tab 14 where there's a memo from Dr Boyd at the time which talks about that.

CHAIR:   I had understood that memo, though, to be saying this is how people thought the programme should be run;   in other words, it should be managed by an executive board rather than reliance on advisory groups, and it seems to me that now the programme is in a sense being managed in that way because it’s managed within the public health unit by a medical practitioner who has leading responsibility for the programme.   So in that sense I would see Dr Peters role – and I may have misunderstood it and I would be interested to hear from you on this – as being akin to a Chief Executive.

MRS MARSHALL:    Yes, I think we would agree with that.   I think that the concept of an executive board would be to give Dr Peters appropriate advice and support in that role.

CHAIR:   So do you think, for example, if the advisory group were comprised of independent persons who were supportive of the programme and who had proper expertise, that if Dr Peters wasn’t getting the support she needed from within the organisation should belonged to – I use that neutrally because the HFA is going to be subsumed within the Ministry – that the advisory group would be able to give her support and perhaps lobby on her behalf for whatever she thought was necessary for the programme.

MRS MARSHALL:    We would certainly agree that that is the approach that we would see for such a group.   I think it was also along the lines of some of the descriptions that Dr McGoogan gave about that type of advisory group in the UK, and we would see, as these recommendations outline,  that this group would not be involved in developing specific policy matters.  That would be referred to other specific policy groups in the same way that these two working groups that I've referred to this afternoon were policy groups to which specific issues were referred.

One of the issues that came up on Friday, and I don't know if this is of any help, but when Ms Coney was discussing the roles of Advisory Committees there was a question asked – or I think she might have raised the issue of confidentiality of members of groups.  I don't know whether it’s appropriate to read it out to you, but I think the question was raised and she said that I could perhaps provide this information, that being a member of the current HFA advisory group I've brought a copy of the contract that I have as a member.

CHAIR:   I’ll just see what the view is of everyone.   Mr Murray, what is your attitude to this document coming forward?

MR MURRAY:    Actually, I've never seen it so I don't know.   I think if the point can be clarified by Mrs Marshall, let’s do it.

CHAIR:   It would be helpful to see it.  Could we accept it by consent?

MR MURRAY:    Yes, if I could have a copy to read it as well.

CHAIR:   Does anyone else have any objection to the document coming in?   Very well Mrs Marshall, if you would make the document available to the Registrar she will  take copies for everyone and we will accept this as an exhibit.   We can give it an exhibit number relating to you because you've given evidence here, but just to keep the momentum going now, if you could read it out and then give a copy of the document at the end of the day to the Registrar.

MRS MARSHALL:    Under section 4, entitled “Confidentiality and Privacy”

4.1:
“You shall treat information held by or about the HFA (including any information regarding the organisation, methods, business or finances of the HFA and its administration and operation, any personal or patient information, budgetary information and information relating to policy decisions which have been or are to be made by the HFA) you may acquire in the course of any work conducted for the HFA as confidential and proprietary to the HFA ;

4.2:
You shall not disclose any such information to any person or organisation except the HFA and its employees as directed in writing by the HFA or as required by law;   and

4.3:
You shall use such information only for the purposes of any work which you may do for the HFA and not for your own benefit, as distinct from that of the HFA, nor in any manner which is likely to cause direct or indirect loss to the HFA.”

CHAIR:  And when you were on the expert group and CSAC, were you asked to sign any such document?

MRS MARSHALL:    No, and this is the first time that I've been offered an opportunity to sign a contract.  I notice, by the way, that it does go on for several more paragraphs, but I think maybe that’s sufficient;  in fact there are 3 more paragraphs.

CHAIR:   Mr Murray, perhaps you could address the committee on just how the HFA interprets it.  It seems a standard confidentiality clause that you would expect really from a business organisation, in terms of when it releases information to persons who are working for it.  Often when independent contracts are engaged they're asked to sign those sort of documents.

MR MURRAY:    Yes, I did have a quick talk with Dr Peters.   She's just left actually to catch a flight, but her immediate response to me was that because of the sensitive nature of what they're talking about at these advisory group meetings, it is important that people feel free to bring to the meeting without the risk of it becoming public and doing some damage before the problem can be resolved.   It’s a matter of striking a balance.   What they do is make up minutes of their meetings and the minutes become public.   I think the minutes actually we've produced in evidence at the inquiry for the advisory group  meetings since it was established.   So I don't think there's any problem with reviewing it in light of what comes out of the inquiry, but Dr Peters immediate reaction was anyway not to inhibit the purpose of having the advisory group by running the risk that information that they want to talk about will actually do damage.   So just where one strikes the balance again is the usual problem.

CHAIR:   Yes, well I think the other thing is that as the issue has only come up really as a result of Ms Coney’s submissions, we haven't heard any evidence from persons on groups – both the earlier Ministry groups – where it seems there wasn’t a confidentiality obligation imposed on the members and the HFA’s confidentiality contract has actually had on whether or not members of advisory groups feel muzzled in any way if there are issues about the programme that concern them that they may wish to go public on.   Now it’s clear there was no-one.  I think the evidence has shown that members of the earlier advisory groups often thought of it but didn't actually do it.

MR MURRAY:    Mmm.

CHAIR:   Dr Duggan has reminded me that Dr Teague, she says, did go public on something and received an unfavourable – well, it was an unfavourable result for him for doing that.  The problem is we don't really have enough to make any sensible assessment of it.

MR MURRAY:    No, it didn't come up early enough for us all to address it in the evidence.

CHAIR:   That’s right.

MR MURRAY:    I suppose that’s going to arise with a few topics actually, and it may be that all the inquiry can do is note that the point was raised and it would then be picked up.  It hadn't occurred to me that the advisory group itself can actually address the topic, and now that it’s come up at the inquiry Mrs Marshall can raise it at the advisory group and it can be reviewed.   Another point, of course, is that the HFA is probably a different type of organisation – well, it is a very different type of organisation to the Ministry.   I can say myself that the HFA is in the business of risk management and those confidentiality clauses, as you've mentioned, are the sort of things you would find in that commercial contract environment and the HFA of course is going to expire in November this year so that the advisory group will have to presumably be constituted as an advisory group to the Ministry of Health again.   So it seems like the advisory group has the remedy in its own domain here;  they can advise, decide, and probably the Ministry will then implement.

CHAIR:   Thank you Mr Murray.  Yes Mrs Marshall.

MRS MARSHALL:    Just very briefly, I think the issue arose basically in the context of Ms Coney discussing consumer referral of issues to the community.  Just to move along then to p83, and in the next few pages here the Society has highlighted concerned raised about the current health system restructuring, how this might impact on the National Cervical Screening Programme – particularly in terms of 22 district health boards, and that in light of these changes the need for strong national management and co-ordination.  Over the next few pages we outline that, and I just would like to underscore the Society’s submission in paragraph 39, and as outlined in its appendix A the Cancer Society recommends the establishment of a national cancer control agency and the inclusion of the programme within that agency and the rationale for these recommendations is provided in that appendix that begins on p108.

Moving then to another recommendation on p88, paragraph 58, in terms of recommendations on quality assurance, just looking to 58.3, the recommendation that a quality assurance officer should be appointed immediately for the programme to co-ordinate the quality assurance process, I think we just would like to highlight as part of that quality control process we would see a protocol for concerns or incidents being raised, and we make reference to that on p91.   I just wanted to highlight that we would see this quality assurance officer as having some responsibility for the type of protocol that is outlined then on p91, in paragraph 76, which identifies again two aspects:   one, is that there should be a protocol whereby an individual wishing to raise a concern can do so, and then a protocol for managing incidents along the lines of what Dr McGoogan had discussed and provided.

CHAIR:   In paragraph 52 you've referred to Dr McGoogan’s evidence that the critical factor is determining at what point a suspected error rate falls outside acceptable limits, and this is one of the issues that has troubled other parties making submissions to the inquiry is at what point do you say this is not the usual false negative situation this is under-reporting, and then, further, this is under-reporting at an unacceptable level.  As you have gone through the evidence, etc., have you come across anything there which could be used as a red flag indicator for people to say, “Ahh, that suggests this is more than just false negatives occurring here”?

MRS MARSHALL:    No, I haven't, though certainly I would think that a multi-disciplinary group would need to look at this issue.,

CHAIR:   It’s really something that I suppose a very well qualified medical multi-disciplinary group needs to sit down and, pooling their knowledge, develop red flag indicators of this nature.  We heard from Dr Duncan that when he saw that there was more than one case of misreading he became concerned, and that was affected by his experience from the Scottish situation.  So obviously once you encountered an example of under-reporting you are more alert to it, but for persons generally working in the screening programme, who haven't had that exposure in the past and so aren't sensitised to the possibility of under-reporting, you have to think, `Well, how do you stop them being falsely reassured by this notion of false negatives and ensure that you alert them to a situation which goes beyond that?’
MRS MARSHALL:    I think what we see being in place to assist with this whole process is an independent monitoring group as well as a quality assurance team so that they could then, if these issues arose, one would hope, as I think Professor McGoogan indicated that a number of these issues would be addressed before they became incidents, but nevertheless they still do, they minimise the risk, and one would assume that that would be one of the roles of the quality assurance team and the independent monitoring group.  I think we see that a quality assurance, for want of a better term, “officer” within the team would have that responsibility.

One of the points I just wanted to raise in terms of individuals wishing to raise concerns, my attention has been drawn to the Code of Health and Disability Services Consumers Rights which indicates that every provider must have a complaints procedure and that every provider must take steps to inform consumers of their right to complain.   So it appears that the programme should have a designated complaints procedure, according to this Code.

CHAIR:   Would the programme itself be seen as a provider?  You see, it depends on whether you see the programme as an entity in itself which provides a health service, because this was the issue I was raising with Mr Parker.  If you do see it in that way, then you can say, “Well, any audit by the programme is for the purposes of looking after the persons who are receiving care from the consumers.”   But if you instead see the programme as just a collection of disparate matters which are individually providers so that laboratories are providers, smeartakers are providers – you know, I can't think off the top of my head at the moment of any others, but I can imagine there would a raft of colposcopists – you would think of a range of persons who are providers.   So you would say, “Well, yes, these persons are providers and, therefore, so far as their services are provided within a hospital context there should be someone to complain to.   Whether the Code affects private practitioners or not I don't know, I haven't attempted to apply the Code, but it could be said that the programme as such is not a provider itself but rather an umbrella which encapsulates a number of providers.  And I'm not sure at this point, and I'm open to hearing debate on this as to how should the programme be seen.

MRS MARSHALL:    I'm not sure myself because I don't know a great deal about the Code, but I actually discussed the matter over the weekend with Ms Coney who had discussed it with Mr Patterson, so there was some discussion as to whether or not this fall within this category.  I'm not sure whether it clearly does or doesn't, but I think, nevertheless, the spirit of it I think should apply.

CHAIR:   So it would be just simply good practice for the programme to itself appoint a person whom the public was aware of and that person’s role was to receive complaints about any aspect of the programme.

MRS MARSHALL:    Yes, as part of, again, the whole quality assurance process with a built in mechanism to ensure that any such complaints or concerns that are lodged are then responded to.

CHAIR:   And that would have meant that someone like Janice Hobbs could have gone to a complaints officer rather than to Sharon Reid – she could have gone to the official complaints officer and said “there are these concerns” and the complaints officer could have investigated them?

MRS MARSHALL:    Yes.  Moving to p92 and the issue under paragraph 80.1.2, the draft evaluation plan developed by Doctors Cox/Richardson, again I'm referring back to the discussion on Friday which occurred with Ms Coney, and, as you suggested, I looked back in the transcripts to see in fact what reference was made.  I just wanted to highlight pages for your reference, the first being the cross-examination of Dr Cox on 26th July, and it starts with B2480 and goes to B2488.  Just to summarise some of the points made here, he was asked about whether or not it was an issue about how much the programme could afford to evaluate, and his response was – this was not his issue, but it was really an issue obviously for the Ministry – he was asked by you Madam Chair about whether or not a full evaluation was needed and did he think it was appropriate for the Ministry to decide not to go ahead with the complete evaluation but instead focus on certain priorities.  In other words, how essential is everything in the plan, and his response was:   “Well, they end up having to put relative weights on different things, which is the process they did because they were unable to fund all of it.”   Then on the next page, I think again it reiterates basically his view that all aspects were essential.   There was some discussion about the aspect of health service structure and he agreed with you that that also would have been of importance.   So basically when asked if he saw this as a Rolls Royce version, in his view it was not, it was something that was essential in virtually everything, “including the issues regarding the structure should be addressed”.   And he made the point that the legacy of the one-off cost was because things had not been done in a staged manner and that the whole thing should have proceeded.  So that's the cross-examination of Dr Cox.

I also wanted just briefly to refer, because I know that in her brief of evidence Ms Glackin referred to the fact that there was extensive public consultation about the plan and I just wanted to note from Ms Coney’s brief of evidence, pB/2741, where she was asked did she have any role in the consultation about the plan and she said, “No”, and it’s my recollection that in fact the first she’d heard about the prioritisation process was at the inquiry.   I don't think I have it in my brief of evidence, but if I may just add that wasn’t consulted about that issue as well.

Finally, I thought I would draw attention to a comment from the Chair of CSAC in 1997, and this is found in my exhibit 42, which is a bundle of correspondence between the Chairperson of CSAC – this was after I left CSAC but it is a bundle of correspondence which was submitted under my exhibits – and the Minister of Health between 1994 and 1994.  I thought I’d just refer to pp17 and 18, which is a letter from Marie Leonard who was the Chairperson at that time to the Associate Minister of Health, Katherine O’Regan.  She mentioned her concern in this letter about the issue of the evaluation.   This was at the time that it was being scoped, and there's a fairly lengthy letter I won't read out, but basically the final line says, “I feel strongly that the whole programme must be considered together and that all steps of the screening pathway must be evaluated and have expressed this to the project manager.”  

So those were a few of the references that I felt might be useful.   Moving on -

PROFESSOR DUGGAN:    Mrs Marshall just before you move on, going back to the draft evaluation plan for the National Cervical Screening Programme, which is in Glackin volume 9, exhibit 47, on p3 there's an executive summary.  I will read you the paragraph of interest to me.  It says, “The evaluation will investigate the effectiveness, acceptability and economic efficiency of the National Cervical Screening Programme.   The key requirements for the success of the National Cervical Screening Programme are ? to the eligible population, commitment to high quality at every stage of the screening process and a sustained allocation of appropriate resources to the National Cervical Screening Programme.   The evaluation will focus on these aspects and the information to be collected for the evaluation is covered in detail in section 8 and briefly summarised below.”   And below there are 17 items.  In your opinion, how many of these 17 items will be a s74A issue? 

MRS MARSHALL:    I think in Peters 40 or 42, that is the monitoring and evaluation plan that the HFA put out, they actually have a page in there.    think I have it here where they actually identify, because many of these – not all – I mean, this is one of the things that I've offered to do but realised that it wasn’t appropriate, was to look at what is included within the Peters monitoring and evaluation plan.   But I think there is a page in there that actually identifies what's needed and what the source of data would be.   It’s Peters 42, section 4, which is about 6 pages in.   It says:  “Sources of data for currently proposed indicators” – this is actually for the performance indicators.

PROFESSOR DUGGAN:    Is it p6?

MRS MARSHALL:    I don't have any pages on mine.

CHAIR:   Right, I've got it, so it says:  “Sources of data for currently proposed indicators”, and then when you go down the right hand column you see a number of references to the Register?

MRS MARSHALL:    Yes.   Some of them, of course, would be available because they are not personalised information, they would be aggregated.

CHAIR:   But follow-up of women with HSIL, is that likely to require identification of the women?

MRS MARSHALL:    I would assume so, yes.   I'm not quite sure.   I'm not familiar with what's happening at the moment, that’s one of the three aspects I think of the evaluation plan at the moment and my understanding is that is being progressed.   Maybe Mr Murray could comment.

PROFESSOR DUGGAN:    Sorry, if I could just say something.   If you're going to follow up by interviewing the women you have to know who the woman is?

MRS MARSHALL:    Oh, yes.   And I think that was one of the aspects of the evaluation plan and also the current – sorry, the audit that was proposed as part of the three-pronged evaluation.   It actually proposed interviews which of course did require that.

MR MURRAY:    And that’s actually been done, that second part of the three limbs of the Cox/Richardson evaluation plan, I understand by the researchers from the University being seconded to Dr Peters’ HFA office in Dunedin.  The researchers are drafting up the sort of letters they would like to write to the women and Dr Peters is signing them and the women are giving their consent and then the researchers go out and do the follow-up work.

CHAIR:   What happens if the women don't consent?

MR MURRAY:    That I don't know.   They probably don't get included in the follow-up, but I just don't know the detail of that.

CHAIR:   Because you then come to the situation where if you don't have enough women then you may not get a good assessment, there may be a bias.  At what point that happens we don't know.

MR MURRAY:    I think the protocol does envisage consent as part of the study, so presumably the researchers have weighed that into the work that they're doing, but I find that quite difficult territory to go into as a lay person.

CHAIR:   Thank you.

MRS MARSHALL:    Moving on then to another area I just wanted to very briefly flag is on p100 the issue of access to Maori women’s data as governed by the Kaitiaki Regulations.  The rationale for our recommendations is outlined in appendix B which starts on p115, but I just wanted to highlight that the Society submits that these issues need to be addressed to ensure the monitoring and evaluation of the effectiveness and acceptability of the programme to Maori women.   And we submit that the underlying concern about what we have identified as current weaknesses in the Kaitiaki process is that someone who’s maybe keen to do research or analyses on data relating to Maori women’s data [tape changeover] of effectiveness and acceptability.   Our concern is that some of these researchers may see the process as it stands as a potential barrier, so we have put forward these recommendations to suggest ways in which perhaps those potential barriers could be addressed.

PROFESSOR DUGGAN:    Could we return to 93, 83.3:   Before we adjourned in August Mr Murray, I think one of the last documents he gave us was JMP/HFA/057 which was a review of the current IM environment.

MRS MARSHALL:    Yes.

PROFESSOR DUGGAN:    You have reviewed this document or you have looked at this document?

MRS MARSHALL:    Very, very briefly.   I'm aware of it but I haven't really studied it at all.

PROFESSOR DUGGAN:    In their executive summary on p3 of 34 under “Key Issues”, third bullet, they say:   “The opt-off process is not explicitly defined, although legislation and current policy underpin the process.   It remains open to interpretation and may result in the NCSP register receiving incomplete information from laboratories and smeartakers.   This can lead to inconsistency between the NCSP register and laboratory recall recommendations.”   Does this tie in to what you're saying in 83.3?

MRS MARSHALL:    Yes, it does.   And I’ll have to look at that report now.   When writing the submission we weren’t aware of the extent to which this was having an impact, but it would appear that it is likely to have some impact.   One of the points that I would like to raise here is that again my understanding is that even though we've put in here that a review should be sought from the current Health and Disability Commissioner, my understanding again is that the Health and Disability Commissioner would respond to a complaint as opposed to necessarily reviewing the opinion of a previous Commissioner, but we have flagged it here as an issue and potentially having any impact on the comprehensiveness of the register. 

PROFESSOR DUGGAN:    Just off the top of my head, this sounds to me like an issue that the Advisory Committee could deal with.  

MRS MARSHALL:    Yes, I think it is an issue that has been flagged with us briefly, but it would certainly appear to be one that is of concern.

PROFESSOR DUGGAN:    But what you're drawing the committee’s attention to is the fact, and it’s underscored by this document here, that women, every time they have a smear or a tissue sample of their cervix, are offered the opportunity to opt-off and that has complexity in itself.   One, in the delivery of the opportunity;  and two, its impact on the woman’s information on the register.

MRS MARSHALL:    I think our view would be that this could probably be resolved by ensuring that the information is provided in a slightly different way rather than offering women the option to opt-off each time by actually explaining that “As a matter of course you're part of the programme.  These results will be included unless for some reason you should object.”  It’s really the way in which the matter is explained to women.  Again, I think it needs to be highlighted in any information about the programme.  I had highlighted some issues to deal with 74A but I think they were covered yesterday.

I would just like to move to the issue of access to Cancer Registry data, and I don't really intend to go into any great detail here, but I just wanted to draw your attention to the fact that the supplementary documents that I provided this morning in the context of Mr Kirton’s submission are the full documents that were referred to by Professor Evans.   The tabs on the side of that document, the numbers on those tabs, simply relate to the paragraph numbers in our appendix C for your ease of reference.   I also need to actually make a correction, in terms of double negatives, to p131, which is in that appendix C.   Actually, the paragraph starts with 36 at the bottom of 131 and then it goes to the top of 132 and in that top line it has two “nots” and should just have one.   So that it should read that “agencies bring in epidemiologists and specialists in public health to establish the cause of deaths or illnesses not only in situations that are considered epidemics.”   So the second “not” should be deleted.

The only points that I think we would like to make in this context is that we wish to emphasise that the Society does not challenge the need for Ethics Committee approval of studies requiring access to clinical records, which is how we see seeking Ethics Committee approval from the Cancer Registry.   Our recommendations as set out in the appendix C relate to the processes and membership of Ethics Committees, which we submit have emerged from evidence relating to efforts to implement the Cox/Richardson study and also the Tairawhiti study.   We submit that these are the type of recommendations to which the regional Ethics Committees have referred within their closing submission in paragraph 45.   That is, they are constructive, we think, and informed, and could have an effect on the future of Ethics Committees in New Zealand – especially in light of the current review of Ethics Committees.   This was emphasised in their paragraph 45, but there is a current review – I think Professor Evans referred to this when he gave his evidence – and we would see that these recommendations fit into that current review.

Just in this context as well, on p103, the bottom recommendation regarding routine audit of screening histories, as you are aware yesterday we submitted that the current audit should proceed as soon as possible and that we would support that it go as soon as possible without the consent of women.   But we would add, in light of discussions yesterday, to this submission here (136.1) that the Society submits that there be public debate among health professionals, consumer groups, regarding the way such audits are undertaken routinely in future.

CHAIR:   I note at p132, paragraph 40, you say, “Now, September 2000, it is more than 10 months since the original application for ethical approval for the national audit was submitted to the regional Ethics Committees and the audit still has not been approved or declined by the Otago Ethics Committee.”   So that in itself is delaying the implementation of the audit, isn't it?

MRS MARSHALL:    Yes.

CHAIR:   Are you familiar with the Bill which will deal with the health reforms?

MRS MARSHALL:    No, I'm not, even though we supported Mr Corkil’s recommendation that the issue of 74A be expedited through that Bill.  I should say that probably we also supported that because that’s how 74A was introduced in the first place as part of the health legislation at that time.  Perhaps if I could just draw attention, without going into any detail, but in terms of our section on Ethics Committees on p124, in terms of paragraphs 1 and 2 there, the Cancer Society submits that there shouldn't really be a distinction between those terms.   I think we've seen this afternoon how that's been somewhat complicating in different documents, the meaning of different terms.   So we would submit that the requirement for ethical review depends on what is proposed as opposed to the actual term that’s used in describing it.

CHAIR:   So you would expected there to be an assessment of the substance of the application rather than the label placed on it?

MRS MARSHALL:    Yes.

PROFESSOR DUGGAN:    Do you include study and that Mrs Marshall?   The word “study”?

MRS MARSHALL   Yes.

PROFESSOR DUGGAN:    That would cause some debate as well?

MRS MARSHALL:    Yes.

CHAIR:   From the perspective of the Cancer Society do you see a task which is undertaken – I don't want to use a word like “audit” at the moment, but a task that is undertaken purely to assess whether or not a health service which has already been delivered to a patient has been delivered effectively, whether that needs the approval of an Ethics Committee?

MRS MARSHALL:    We would submit that it does.   If it requires access to clinical records via, for example, general practitioners.  This requirement was highlighted to me by Dr Cox in explaining that, for example, without Ethics Committee approval in terms of the current proposed audit, if he went to a number of general practitioners throughout the country to access the clinical notes of a patient, the first thing that that GP would ask would be “have you had Ethics Committee approval for this”, and his concern is that without Ethics Committee approval it would then perhaps mean that each individual GP will feel that they need to make their own decision as to whether or not to release that data.   In fact, having that Ethics Committee approval expedites the matter and assists them.

CHAIR:   But if Dr Cox had legal powers which enabled him to gain access to the information, that, too, would be a way of ensuring that he had access would it not?

MRS MARSHALL:    I think that we would prefer to look at the two situations separately, I mean in terms of the need immediately to proceed, which we certainly would endorse proceeding without that sort of consent.   But in looking at the long term issues, if this is going to be done routinely, we still support that there needs to be some public debate about how this is done and whether Ethics Committee approval is required.

CHAIR:   The difficulty with that approach, though, is that it must really be based on an assumption that with enough debate you will be able to win over the public and Ethics Committees into granting the consent that you want, because if you are unable to do that, then any future studies or audits – call them what you like – are going to face the same problem that the Cox/Richardson evaluation audit has faced.

MRS MARSHALL:    I think I can best refer back to my experience of consultation regarding 74A, and when I first embarked on that I was somewhat inexperienced in that type of consultation and I was heartened by the response and the support, and I think as Ms Coney has highlighted in her closing submission – either verbally or in the text – that because of that consultation there in fact has never been, to our knowledge, or her knowledge, objection or problems.   And I think that although I acknowledge that in the end it may require – no, I’d like to start over there.   I still feel, and the Society submits, that some consultation about this issue really is required because if it is a matter only of the law, I submit that there still might be some problems.

CHAIR:   Well, then it becomes a question, though, of the programmes that are created by not auditing as opposed to the problems created by adding access to information in circumstances where you don't have consent of the patient or approval of an Ethics Committee.   You can't shy away from that eventuality and you have to make a choice one way or the other, otherwise you end up in the situation that exists at the moment where, in a sense, a choice has been made.   It’s not one that anyone has directly and intentionally made, but through force of circumstance the choice is no evaluation and monitoring of the programme as contemplated in the Cox/Richardson study.   I’m talking here about those parts of the study that haven't gone ahead, I know other parts have, but those parts haven't gone ahead because of the problems.   So in a sense force of circumstance has made a choice and that’s what the choice is.

MRS MARSHALL:    If you're referring solely to the Cancer Registry release of data as opposed to 74A which we would see as a separate issue altogether, if you are referring to the Cancer Registry release of data I think that my understanding from the evidence of Dr Cox in particular is that this has never presented a problem in the past and it would be, I think, regrettable – what I’m saying, the Ethics Committee requirement does not appear to have been a problem in the past to the sorts of studies that he has been involved in.

CHAIR:   That is the trouble when people have a discretionary power – personnel change, history, culture changes as you've seen from the move from the Cartwright Inquiry, and as you get newcomers coming on to Ethics Committees they bring with them new ideas, and as long as there is a discretion to say yes or no and to impose tags on approval by saying you can only have approval if you get consent in circumstances where in the past other committees have granted approval without consent, that is the vulnerability and the only way to overcome that vulnerability as a fallback position is to have a power that allows you to by-pass those obstacles otherwise you experience what is being experienced now.

MRS MARSHALL:    I think we would submit that the end result of any public debate may be legislation that requires this to happen without Ethics Committee approval, but I'm not in a position at the moment to say, without that type of discussion and consultation, that that is what we would support.

If there are no other matters that you would like to raise I would like to just return to my opening statement on behalf of the Society, that being that the Society does have a vision for the programme and we hope that through our submission we will inspire the Committee of Inquiry with such a vision, and in particular, identifying the need for a separate cancer control agency and that agency having responsibility for the programme and both the agency and the programme following a hearing to the accepted international guidelines.

CHAIR:   And would you see the two registers, the Cancer Register and the Screening Register being housed within that separate cancer control agency?

MRS MARSHALL:    Yes, we would.   We would see, at the present both screening programmes, the databases that apply to both, that’s the breast screening programme and the cervical screening programme and the Cancer Registry being within that unit.

CHAIR:   And would you support linking the Cancer Register with the Cervical Screening Register?

MRS MARSHALL:    Absolutely.

CHAIR:   Thank you.

MRS MARSHALL:    Thank you.

CHAIR:   There are some other questions.

MRS BARRETT:   Mrs Marshall, on p121, within the Kaitiaki Group, paragraph 38, the second sentence, November 1988 should be 98?

MRS MARSHALL:    Oh, sorry, it should be – I've got the date incorrect have I?

MRS BARRETT:    I'm not sure.

MRS MARSHALL:    Oh, I'm sorry, it should be 1998.

MRS BARRETT:    And in your recommendations on p123, paragraph 50, you state very clearly “there does not appear to be a clear time-framing, clear criteria constantly applied by which the group judges applications.”   I guess you've covered that recommendation, am I right, in 51.1?

MRS MARSHALL:    Yes.

MRS BARRETT:    Does the Cancer Society think that the timeliness of release of Maori data should be spelt out very loud and clear?

MRS MARSHALL:    Yes, we would.

MRS BARRETT:    That also goes to p144 where you rounded it off, the same situation I suppose in paragraph 30?   Because we heard all the way through the hearing of the timeliness of Maori data release.

MRS MARSHALL:    Yes.

MRS BARRETT:    Thank you.

CHAIR:   Thank you very much.   Now tomorrow we have Ms Gibson and then Tairawhiti Health, and then we’ll find out whether Ms Thorpe wants to be heard for the Tairawhiti Ethics Committee and then after that it will be Health.   Mr Murray can you help me now.   The new Bill to introduce the new health services, does it include a power to conduct inquiries?

MR MURRAY:    Actually I didn't bring the Bill up with me unfortunately, but I do recall that it has become a controversial topic because there was a little code drafted into the Bill about health inquiries and the code indicated that the inquiries would be conducted expeditiously without the full panoply of cross-examination and all that sort of thing, and a number of people pointed it out and said, “Oh, well, that’s cutting out the right to cross-examination and testing evidence and so on”.   So I think that’s quite a controversial clause.   It’s in the Bill, and I think it’s quite controversial and I'm not sure where it’s going to end up.   It will probably come up at the Select Committee.

CHAIR:   Yes, I know that from my own experience of health inquiries before the Health and Disability Services Act was passed, there used to be a power under the Hospitals Act – I'm not sure what it was, but I know when I did an inquiry into Carrington Hospital in 1990 to 1991 that was set up under the Hospitals Act.   And the early Carrington inquiry, too, done by the then Rodney Gallen QC was done under a Hospital Act provision.   So there has always been for some time now a power to conduct inquiries that tends with each health restructuring to be carried through in some shape or form into new legislation so I would be surprised if the concept was going to be abandoned altogether.

MR MURRAY:    No, I don't think it is, and I do recall in fact it was a discussion among counsel because we looked at that provision in the Bill and thought, `Oh, well, this type of inquiry its days are numbered if it’s going to be done strictly under the new legislation’ because it will be done on a much smaller scale.   Of course whatever’s in the Bill doesn't stop the government appointing a Committee of Inquiry under the Commissioners of Inquiry Act, so you're always going to have three tiers of inquiry being the discreet Ministerial type inquiry, full Commissions of Inquiry and then above that Royal Commissions of Inquiry if you want higher status for the process.

CHAIR:   I was actually thinking of the lowly status of an evaluation being carried out.

MR MURRAY:    Yes, I know.

CHAIR:   I don't think you really want to appoint them as a Commission of Inquiry.

MR MURRAY:    No, I’m not encouraging that Madam Chair.

CHAIR:   It seems more a Ministerial inquiry would fit the bill, and its more a question, with the change in legislation, whether one says, `Well, whatever the powers are under the Health and Disability Services Act they may not be there in the future.’

MR MURRAY:    We could probably get the section from the Bill or the clause in the Bill faxed up overnight if that would be any help.

CHAIR:   When is it contemplated that the legislation would be passed?

MR MURRAY:    It’s supposed to be in place in a date in November, so it must be passed very soon.

CHAIR:   Is it one of those Bills where if there are difficulties with certain parts, in order to allow the system to function they will bring into force certain parts of the Act?

MR MURRAY:    I just haven't studied it that closely.  I'm struggling still with the old law let alone the new.

CHAIR:   Is it contemplated that the Health and Disability Services Act will be repealed?

MR MURRAY:    Yes, that's my understanding.

CHAIR:   Right, thank you.

MR HINDLE:   Just a matter following on from that and in connection with the Cox/Richardson agreement for services and also the protocol and the discussion of why it is that there is in the agreement for services a reference to Ethics Committee approval, I just wanted the committee to reflect on the provisions of the Health and Disability Services Act and I don't want to make any submissions other than to draw the committee’s attention to, amongst other things, s19 and this whole question –

CHAIR:   Well, I think we’d better wait because I can't understand what you're saying, so we had just better wait a moment.  It seems that the file I had on this matter is still upstairs.  I don't know what s19 says, I would like to actually know what you're saying.

MR HINDLE:   I can explain it very quickly.   The question is – well, a question has arisen as to why it might be that the Cox/Richardson agreement for services includes a reference to needing to get Ethics Committee consent, and I just wanted to make sure that the committee was aware that the question of ethical standards is actually dealt with in the Health and Disability Services Act.   Now the section I’m about to read out is  not directly relevant, but it is in my submission a legislative indicator of the standard that the Minister, the Ministry , the Director-General and f unders – that’s the HFA now – would have to comply with.   

CHAIR:   I think, first of all, the contract was a contract drawn up between the Crown and Otago University.   The persons best able to inform the committee as to the terms of the contract, what is in it, why it’s in it would be the parties to the contract.   Certainly, you, from the outside can look at the contract, look at the existing law and speculate as to why the contract might include a reference to a requirement for Ethics Committee approval, but I really think that what you have to say on it was probably likely to be more helpful after we've heard from Health because I am hoping that Health, as one of the parties to this document, is going to be able to provide the answer as to why there is a reference in the contract to Ethics Committee approval.

MR HINDLE:   I'm happy to leave it at that, ma'am.

CHAIR:   Very well, we will adjourn until 10.00 a.m. tomorrow.

THE HEARING ADJOURNED AT 5.10 P.M.

TO RESUME AT 10.00 A.M.
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