SATURDAY 22 JULY 2000


INQUIRY RESUMES AT 8:33 A.M.





MR MURRAY calls –


JAMES DU ROSE (sworn)





[Exhibit JD/HFA/001-010 produced]


MR MURRAY XXN WITNESS


MR MURRAY:   	Now your full name is James Patrick Du Rose and you have a written brief of evidence with you there at the witness box including exhibits 1-11 is that correct?


A:   	Yes.


Q:   	And you also have a supplement to exhibit 10 and it should be included with that exhibit correct?


A:   	Yes.


Q:   	I think everybody has got that Madam Chair.  Your qualifications and experience is set out in your brief of evidence but can you just tell the inquiry of any particular qualifications you have relevant, specifically relevant to the laboratory review exercise that you are going to give your evidence about.


A:   	Yes within some of those qualifications are obviously some other papers that lead to those and for the Diploma in Rehabilitation there was some introductory level statistics in epidemeology and for the Diploma in Business Administration that's leading on to the Masters in Business Studies there’s a paper on research methods which includes both quantitative and qualitative methodologies.





CHAIR INTERJECTS AND XXN WITNESS


CHAIR:   	Mr Du Rose what is a Diploma in Rehabilitation.


A:   	In that context of rehabilitation that's primarily around working with people in this case I was working with ACC at the time so I was working with people with disabilities, facilitating vocational and social rehabilitation.


Q:   	Right not rehabilitating businesses.


A:   	No and not in the pure medical sense of the clinical aspects, although there was some introductory to that.





MR MURRAY CONTINUES XXN OF WITNESS


MR MURRAY:   	And could I just ask you to clarify your role in the Health Funding Authority.  First can I just confirm that you are within Tracey Mellor’s team within the Health Funding Authority.


A:   	Yes that's correct.


Q:   	That’s in the quality improvement and audit team.


A:   	Yes.


Q:   	And what is your normal role in that team apart from the work you have done on the laboratory review.


A:   	My normal role involves working with say the pharmacy sector, general practice and other little bits and pieces at times and was involved quite a bit with the Gisborne investigation and then on with very occupied with this work.


Q:   	Could you just clarify the main areas of data that you used in carrying out the national laboratory review.


A:   	Yes there’s four main pieces of information and I’d just like reference them in order very quickly for people.  If people would just look at exhibit 2, this piece of information was around abnormality reporting rates and this has a lot of information especially the supplementary data sets in there which start on page 015 up on the upper right hand corner so this was kind of what got us started and that was one of the key pieces of information and then if you reference to exhibit 1 for that same information you’ll find that between  024 to about 033 – and just a couple of minor points at the moment for this is that when we first did it we started from years 1994 through to mid 1999 and cut the data by different years to look at it and summarise abnormality reporting rates and so on and some slight changes as we moved it forward and evolved it was that we then added in years 1991-1993.  The data is not that great, we didn’t put a lot of weight on it but we did it for completeness of the review because we ended up trying to cover basically a ten year period and that's how far we had data from the register for.


Q:   	Sorry so that first year the data is from the National Cervical Screening Register.


A:   	All of this is from the National Cervical Screening Register  and the other thing with this, the first time we did it on exhibit 2 the preliminary analysis, we also were looking at low grade abnormalities and it summarised those.  When we took it forward we added low and high grade together so we had high grade as it's own category to look at and we had total abnormalities to look at.  We also added in for the exhibit 1 and some of the final version in terms of understanding it better maybe giving some feedback on it we separated out some of the ASCUS reporting rates and showed that within some of the graphs.


Q:   	And the second area of data.


A:   	Second area to reference comes in exhibit 3 and this is what evolved to becoming the questionnaire approach that we used with all the laboratories involved in the review and tried to design it so again trying to capture information across the ten year period and also some of the key areas in terms of practices that we felt were important to try and consider for the purposes of the review.


Q:   	And the third area?


A:   	If you go to, sorry to jump around with everybody on this, but now you just go to exhibit 1, the very last page.  Mine’s a bit blurry, but you will see a table there of the cytology/histology correlation report.  We obtain these from the Register about late January, early February we were working on these, and this was just to give us another indicator that we could use for the review, and the shaded areas show some of the key calculations we tried to consider as an indicator.   And I think the important thing with this is we were just trying to do the best we could with the information, so with this, we tried to cover the period 96 to 98, but we did go back up to 18 months to try to find a cytology result to link with histology just to try to get something that we felt we could use fairly due to the way that data is.   It’s probably not ideal, as we've already heard.   Some places were used 6 months for that, other programmes I believe might even use 12 months.  So we just did that for this purpose.


Q:    Again, the start of it it’s on the Register?


A:    It’s on the Register but we had to work out with – I worked it out with Sandie Matcham how best to try to get it in this format and so on because of the coding and how she was able to do that.


Q:    And was the correlation done by simply correlating the cytology and histology on the Register as a separate exercise?


A:    We had these tables – if you picture a table for a laboratory that would have numbers in all those boxes, or potentially in all those boxes, and the area shaded is black, we did that calculation by hand when the evaluation panel met, and that was the high grade cytology confirmed on histology % and then the areas shaded in grey is basically looking at the total squamous cytology that was confirmed on histology.


Q:    And how many of these tables would you have prepared for each laboratory?


A:    Well, we did one for each laboratory because one would cover each period.


Q:    One for each year?


A:    No, 96, 98 – one table for each laboratory as an indicator, and then we just did the calculations.   So we had those %s for each one, and that’s referenced through each of their individual reports.


Q:    But only for the years 96 to 98, is that right?


A:    That’s right, yes.


Q:    and why not for the other years?


A:    We just wanted an indicator that we could use, and we used 96/98 because that corresponded to one of the ways we cut the abnormality reporting rate data which we also use the 3 year pre-96/98 in terms of looking at that.


Q:    Was 96 to 98 the best years in terms of the quality of histology on the Register?


A:    I think it would be better – I think we've already heard that it was – in terms of how that all started in the early years, I think there would still be issues about the quality of that data today.


Q:    And the 4th area of data that you used for the study?


A:    We can stay with exhibit 1 and just find the right page for this one – p12.  This was has been referred to by some other witnesses.  What we used for this review is the incidence that was able to be put together by the epidemiologists within the Health Funding Authority:  1990-95 for incidence of cervical cancer by region, and I think it’s already been pointed out by counsel assisting, it’s trying to compare like to like, this was done for ages 20 to 69, and again we just wanted to use that as another indicator that we could try to reference this.   We were trying to get several ways to look and perhaps triangulate the data when we were looking at it for each laboratory.   The other thing, I think to make note of, the other exhibit, from memory TM/92, the other incidence report, 


Q:    That was prepared by the Ministry of Health for the Inquiry, that document?


A:    Right.   The other difference with this is that of course there's a slight difference in methodology but there's also the year, the way the years are cut are different.  I think this is 1995, that one is from memory I think it went something to 1994 and then up to 1997, so you kind of have an overlap in years is the point I would make about some of the differences in that.


Q:    Just finally before I ask you to deal with any questions, we will be hearing from Dr Gabrielle Medley next week and I wonder if you could just give us briefly an explanation of Dr Medley’s role in the national laboratory review that you co-ordinated?


A:    Yes.   In part of the planning and development we wanted to obtain the services of an international cytopathologist to assist.   We were also of course working closely with the College and there cytology focus group so we could have I guess a balance between getting some international expertise to help us and also to have that understanding of NZ conditions and so on.  Luckily, Dr Medley was available later in December when I contacted her and expressed an interest and we wanted someone who could carry on and help with the assessment of the questionnaires and carry through to the evaluation panel and then carry through to assist with, if we needed to do any follow-up if it turned out that we had to go on and do any follow-up with any particular laboratories and understand that and how we would do that and so on, and after that, after we did all of that, her role changed and the two NZ pathologists carried on as we formed a multi-disciplinary a/group.  Dr Medley was basically there for myself if I needed to clarify points that she could help me with in terms of how we were working things through.   I would just send things to her, discuss it with her as needed and she would give me advice like that.


Q:    And Dr Medley became a member of the evaluation panel that you established, is that correct?


A:    Yes.


Q:    Was that chaired by Dr Medley?


A:    No, that would have been chaired by myself.





XXN PROFESSOR DUGGAN:   Good morning Mr duRose.   Who has lead responsibility for this project?


A:    I do.


Q:    And who was responsible for the design of the investigation of the study – i.e. the questions posed?


A:    You mean the questionnaire or?


Q:    No, you carried out the study to answer a specific question.


A:    Yes, to gain assurance about practices over quite a challenging period of time, yes.


Q:    So my question was, who formulated that question and who designed the study to answer the question?


A:    I think probably I did most of that.  I don’t tend to do it in isolation.  So I would have – I think if you look at how it actually happened you’ll see somewhat of an evolutionary kind of flexible process.   I had some clear ideas, obviously, in my mind on how to go about it, but even exhibit 2 of the first analysis and the potential action plan of that, we were actually trying to be more inclusive as a filter from that reporting rate data to say “okay, well, we don’t have assurance from that yet, so what else should we do”, and we proposed an action plan to actually go out and work with 9 laboratories at the time, and even including one at the higher end of reporting to try to understand that better.   When I engaged with the focus group from the College they came back with some suggestions about, “well, it’s better to approach and work with maybe all of them, there’ll still be a lot of other reasons about some of this”, and we had thought about that in terms of maybe on site visiting, but that’s quite problematic with this without specific standards and so on to work from because you can't just go one to one and think about it, you actually have to do the whole thing and think about it on a comparative basis.   So from working with them we changed it to a questionnaire approach and also we were working through other ideas.  So I was listening to ideas, talking internally with people in the programme and on the Register about what we could get, learning more about it as I did background reading and understood it more – through all that, and then using, I guess, the kind of skills and working in these areas.  This is what I do, just worked it through and kept working it through to get it to a conclusion.


Q:    Did you have input from an epidemiologist and a biostatistician on the design and analysis of the –


A:    I had assisting me, for exhibit 2 for the preliminary analysis, a statistician, a research analyst in the Health Funding Authority, and he has a Masters degree of statistics.  We also would liaise with the Health Funding Authority epidemiologist in working that through.  The research analyst did some indirect standardisation and so on and found different ways to look at that primarily on the 1996-1998 data so we’re trying to look at some of the variability and found about less than 10% between  laboratories reporting rates due to age and we used the deprivation index for that.


Q:   	The data that you have presented, it's in it's final form is that correct?


A:   	What do you mean?


Q:   	Is exhibit 1 in it's final form?


A:   	Yes.


Q:   	Do I understand by that that there will be no further analysis?


A:   	For this particular project and all of that data I don’t propose to do any further analysis.  I think what we want to try to do now is find a transition into the upcoming standards and monitoring and evaluation because I believe what we now is, and it may not be perfect, but what we do have is certainly a good foundation and a baseline of information that was never there before that you can reference to and build on and also that was part of what I was trying to do in that final report, part 2, you’ll see a summary, part of this is always to try to give something back in terms of the information to the providers you are working with so that was to try to give them back the ranges and all the detail and a summary of results so they could also use that with their individual report and think about their own practices and what that might mean and also try to link it in then to just show what we’d identified for kind of what we called current practice as a summary with the then draft standards as they were at the time back in about April.


Q:   	You have been present for most of the inquiry have you?


A:   	No I haven’t, I’ve only been here roughly this week and one day previously.


Q:   	During this week then you would have heard some questions on the influence of disease incidence on reporting rates.


A:   	Yes I heard that with interest.


Q:   	And my question to you is when you were designing the study to answer the question that you formulated, did you consider that the variables that you were going to measure could confound each other, that is influence each other?


A:   	I think that I’m not sure if you mean they would confound each other to the point of canceling each other in some way?


Q:   	Correct.


A:   	What we were trying to do was – and I think first what we were trying to do was get enough indicators with the information that was available to try to take a, I guess, common sense approach in trying to understand it and it's quite challenging I think if you look at all that trying to put it together and as an evaluation panel when we met with all that we did do that and had all that kind of discussion and basically at the end of the day I guess in terms of some of the pragmatics of, if you will – I guess the way to turn the question around is to say well what was a priority indicator over another one instead of what cancelled each other out and I think for instance, just using the questionnaire as an example if we might have had a satisfactory response from the questionnaire, but if the reporting rate was still below the benchmarks that we set for high grade especially for a certain period of time that we looked at, we would still have initiated some follow up to understand that so we wouldn’t allow – and this was working with the pathologists, that was a key thing with those reporting rates of abnormalities and turning that around then, however if the reporting rates seemed to be OK in terms of the benchmarks in the area and so on but the questionnaire, there was some – you know wanted to understand more about that, we didn’t specifically follow up then because of the priorities of the review, we did that by way of suggestions and so on in the individual feedback report that was done with the summary report about 10 April.


Q:   	With the epidemiologist and statistician and research analysis available to you on this study, was there any discussion with these individuals in terms of the impact of confounding variables on the –


A:   	Well I think if you look at the preliminary analysis there’s a table in there that shows how we tried to account for confounding variables.


Q:   	OK could you direct me to that?


A:   	Yes exhibit 2 page 6.


Q:   	For the sake of the transcript we need to get this into the evidence.


A:   	What do you want me to get in evidence it's actually there so.


Q:   	You’re quite right it is already in evidence.  Could you point me specifically to the area that answers my question.


A:   	Well I think that at this point in time we were trying to acknowledge a) that there were confound descriptors that needed to be accounted for and to the best of our ability this was how we either accounted for it or if we couldn’t account for it make a statement about it and again the purpose of this was to try to filter through and say OK well just based on reporting rates of abnormalities what assurance can we get or otherwise and do we need to continue with any other further action so that was kind of the purpose at the time.


Q:   	Are there tools available to epidemiologists and statisticians in terms of analysis that can control for variables that may cancel each other out or effect a variable?


A:   	I’m sure the tools are there I think it simply depends on the overall aims I mean it depends I think if you go from a pure epidemeology perspective you tend to be more into trying to be as pure as operational policies and do all the quantitative aspects that you can and I think the key variables with reporting rates is probably age, ethnicity and of course the one that you can’t find which are the women with abnormalities actually being screened or not which I think is just the relative unknown, the enrollment and coverage rates over time eventually help maybe understand that a bit better but at the end of the day you still just don’t know that do you in terms of if those women with abnormalities are actually coming forward or not, that would be the greatest, and probably still today I suppose.





CHAIR INTERJECTS AND XXN WITNESS


CHAIR:   	You’ve said that – I’m slightly confused with your answer there because you said you don’t know whether the women coming forward with abnormalities have been screened, I might not have heard you properly but that is how I heard your answer.


A:   	Yes.


Q:   	And if that's so, why can’t you check the Register, why can’t you look at the abnormalities –


A:   	Well you can check the Register but what I’m suggesting is that my understanding anyway of one of the – unless you get 100% coverage you will not know that you have captured all women who may have an abnormality in the population.


Q:   	Yes I understand that, but you are of course able to know which women with abnormalities have been on the cytology Register and which haven’t just by looking at the abnormalities and seeing whether or not their names are on the Register.


A:   	That's correct.  So I think to answer, to get back to your point I guess I’m - after going through that I’m aware of many of the areas that you could look at.  We accounted for as many of those as we could but again we weren’t just going to rely on that one source of data because we knew that you just can’t rely on abnormality reporting rates, even accounting for as much as we could and that’s why we tried to get the other indicators to pull together to consider – to answer the question of the study.


Q:   	OK that you.





CHAIR INTERJECTS AND XXN WITNESS


CHAIR:   	Therefore can we take it, in view of what you have just said to Dr Duggan, that in terms of the possible confounding factors which I see you’ve got that on p6 turned over because it doesn't have a number –


A:    Sorry, right.


Q:    They are slightly oddly numbered.


A:    I didn't notice that.


Q:    It just keeps us awake!!   That with these possible confounding factors you have, in terms of your analysis, taken account of that.   So in other words, we can rely on your analysis without having to say to ourselves, “well, we might need to discount here to some degree because there could be some possible confounding factors going on here, or because there’ve been no clear benchmarks in the past and no clear data set against which you can measure everything”, we can take what you say but we have to be cautious of it when we come to weight it up.  You’ve already built that need for caution, you’ve taken account of the fact that you haven't had clear benchmarks and good data in this analysis?


A:    [No audible response]


Q:    Yes, that’s right, thank you.   Who has any questions?





XXN MR GRIEVE:   


Q:    I just want to allay one – I think it’s a “corpse” to rest, and that is the 1996 National Cervical Screening Programme statistics which have been produced in various forms to us but they are there at GRB – Boyd 48 – do you know the ones I mean?


A:    I mean, I can look at it just to be sure, but I think I know what you're talking about yes.


Q:    I’ll just show you just so that we are on the same wave length.


CHAIR:   What volume is that?


MR GRIEVE:   I think they were extras Madam Chair.


CHAIR:   Yes, they are.


MR GRIEVE:   GRB48, and you will recall they came in with expurgated and unexpurgated.


CHAIR:   Yes, I have it, thank you.


MR GRIEVE:   Have you got them there Mr duRose?


A:    Yes, I’m aware of those.


Q:    Now as I understand it, in the early stages these statistics were possibly the catalyst for undertaking this review of all laboratories because when one compared some of the parameters with Dr Bottrill’s it looked as though some laboratories were reporting below him, which gave some people cause for concern;  is that right?


A:    that’s incorrect.


Q:    is it?


A:    Yes.


Q:    Well, you tell me where I've got it wrong.


A:    Okay.  First I’ll clarify in terms of this document, I only saw this document in early February of this year.  What’s prompted us to look a bit closer, it would be fair to say, were the initial results coming out of the re-read exercise.  And what we then did in late August was, if you look at the preliminary analysis, the very first thing we did was get data for 94/95 calendar year for all the laboratories, and the reason for that was again it gave us a reference to the period of time for Dr Bottrill because of those initial results coming back.   We also, in terms of I guess my own learning and talking with the people on the Register felt that that was when the data was better because the Bethesda code had just changed to get more consistency, also the Register changed to opt-off in the mid-93s so now you're getting much more results on and that’s starting to flow.  So you have more consistent reporting through Bethesda and also more results.   So we felt that was the best time to start that and actually look.   What that showed, of course, was we had, if you can look at that time period we ended up from memory with 4 laboratories who are right around that level of reporting and from that we said “well, what does that mean, we obviously need to do more work on this” and that’s what prompted it.


Q:    All right.  Well, were you aware however that I think at one of the preliminary meetings of this Inquiry it was suggested it would appear on the basis of these figures that there may be other laboratories who needed looking at.


A:    Based on these figures in Boyd’s evidence?


Q:    yes, were you aware of that?


A:    I've read that transcript and I was aware of that, yes.


Q:    Right.  And just finally on those figures, are you aware from your reading of the transcripts that a large number of criticisms have been voiced about them so that they can now be regarded as unreliable?


A:    I would confirm that and what I would say with that is I think it reflects what I've said earlier when I went through the 4 data sets that we used and we did go back and look at 91 to 93, which is the bulk of this report, and we did it for completeness, we didn't put any weight on that period of time.





CHAIR:   Could I just interrupt here just so that we can have matters clear.  When you said that you would confirm it, Mr Grieve had put to you that there’d been a lot of criticism about the figures and that they were unreliable, your confirmation is on the figures being unreliable rather than the extent of criticism in the past about them?


A:    Yes, I wouldn't use them and put a lot of weight on those figures.  Certainly today.  They had a purpose at the time point in time they were used, but for today’s purpose and looking back I wouldn't put any weight on them for this type of exercise.


Q:    When you say they had a purpose on the past, what purpose?


A:    I understand they were giving this as feedback to the laboratories to use, and that’s the purpose at that point in time.   That was my understanding of what that was all about at that particular point in time in 1996.


Q:    But if you consider them to be unreliable what is the purpose of providing feedback to laboratories with statistical information which in fact, now that it has been looked at, could give a laboratory a falsely reassure picture about how it is performing?


A:    I think in the early development of how this might work, that on its own might not have been enough, but I think I would still view it as something you might try to do in terms of trying to give some feedback, because that’s the source that you have to do it.   You might need to put some caution around it when you do it, but I mean that’s just my understanding of what was being tried at the time and why it was done.


Q:    Mr duRose, the issue is whether back at the time when these figures were produced they were really of any use to anybody, and what I’m suggesting to you has come through is that had those figures been examined critically at the time that they came out in 1996, if they’d been examined critically, then it would have been or should have been apparent to people that they weren't reliable indicators of laboratory performance.   Do you accept that now?


A:    I accept it to a certain degree, but I think that again, if you look at it from an individual laboratory perspective and let’s say that they are also keeping track of that for their whole – all the slides in women that they’ve screened and they might be able to use that in some way to – and also they were giving some specific feedback on the Bethesda coding so it still might have had some purpose at the individual level for their purposes within a laboratory, but I would agree that in terms of trying to monitor all laboratories and compare performance I wouldn't view it as very useful, no.


Q:    Well, let’s just follow this through because frankly I have to put it to you I don’t accept for a moment what you say and I’ll ask you about it.  Take Dr Bottrill’s laboratory as an example we know now that people who one would say were experienced in the area with the necessary expertise to examine these figures critically used the figures to say his reporting is alright, his reporting of high grade is within acceptable parameters.  Now one of the questions that has been raised about that conclusion from these statistics is if Dr Bottrill was either in the middle of towards, in fact I think it was without looking at the detail, the lower end of high grade reporting, how could that be that given some knowledge of the incidence of high grade abnormality in this region?


A:   	I’m not sure how much knowledge you had back then of the incidence, first of all, secondly again I would say if you are trying to use it as kind of a global monitoring exercise on it's own as one indicator, then it's not very good especially the data that you had but I would still suggest though, and I think your using probably an extreme practice as I’ve heard it described in terms of whether Dr Bottrill could use that in terms of helping his own practice well is probably arguable.  Whether other laboratories who had screeners and so on and who had other practices in place for quality control could use that in a way to help themselves look at their practices, that's what I’m suggesting would be it's primary use, and I think it has some use there in the time period that it was given.





CHAIR INTERJECTS AND XXN WITNESS


CHAIR:   	But Mr DuRose if Dr Bottrill is working on his own, say he has some doubts about the way he is working, say be begins to think, maybe I ought to have cytoscreener, may I ought to be TELARC accredited, when he gets those statistics sent to him and he sees that his report is within the range, that it is similar to some other laboratories, he may then think, I don’t need a cytoscreener, I don’t need TELARC accreditation because I’m doing OK.  My reporting rate is within the same range as other laboratories. That's a possibility  isn’t it.


A:   	I agree and I suppose that is the risk of only looking at one indicator in terms of trying to look at the forms.


Q:   	You are a highly qualified statistician and so you no doubt would be able to look at that statistics and realise the difficulties they presented, that they weren’t enough on their own to say, I’m OK, I don’t need to worry, I’m within the range of other laboratories is that correct?


A:   	I suppose so, I also in terms of the work that I help do for the review, I think I had the advantage about being able to think about the data now and not think about the data then.


Q:   	Yes.


A:   	I think that's an important difference.


Q:   	Yes because from the perspective of a pathologist working in a laboratory presumably not think a lot about statistical information all the time, having a document like that come in through the mail to him, looking at it, seeing that his reporting rate is within a similar range to other laboratories, I suggest that it's likely to reassure him that his practices are OK rather than to signal to him there could be a problem.


A:   	Yes I agree.  Can I make one point though.  I see the date of this document is 7 August 1996 and of course Mr Bottrill was no longer practicing.


Q:   	Exactly he wasn’t, but if he had been, it wouldn’t have helped him would it.


A:   	I’m not sure he would have – I guess he needed to have a bit more awareness about other aspects of the practice


Q:   	And even from the perspective of the Royal College when issues were raised about whether or not there should have been a review, given that it is accepted that there will always be false negatives in cytology reading a statistical report which shows that generally the readings from the laboratory within a certain period of time have been within the range, again could be falsely reassuring, it could make you think if there is a problem with a couple of slides it's just a false negative problem as opposed to a bigger problem do you agree?


A:   	Yes it's possible  yes.  I think it also points to the lack of not having something where you are actually measuring against.


Q:   	Well that's right I’ve picked that up I can’t ask you about that.





PROFESSOR DUGGAN INTERJECTS AND XXN WITNESS


PROFESSOR DUGGAN:   	Mr DuRose you mentioned that these reports without some cautionary notes were not self-explanatory is that a correct interpretation of what you said?


A:   	I suggested that they should  probably just have some caution about what the data characteristics are.


Q:   	What cautionary notes would you append to these?


A:   	To be honest I haven’t really studied them in detail.  I perused them at the time I saw them in early Feb and I thought oh that’s interesting, we did it differently and that's about all I did with them.  I would suppose at the time you would just probably want to highlight that it was early in the programme and as the enrollment was steadily increasing you might not have had a lot of results, you might have had some variability in whether women with abnormalities or without would be the ones who you might get on the Register which I think is an unknown and just a few of those things.  I’m not sure what else, it's hard not having read it fully and to go back in time to think that through.


Q:   	Would you agree, you have said that the number of enrollments would be important to factor in to the interpretation.


A:   	Yes I think that’s just the actual numbers you have to work with in terms of how you can use it.  In other words, the higher your enrollment and numbers on the Register I think the more assurance you can get that you’re not going to have major differences between  women who are on the Register in terms of reporting rates and women who are off the Register.  The lower those are the more potential there is to have a difference between  those rates.


Q:   	And would you accept that the prevalence in incidence of cervical cancer in the cohort of women who are enrolled on the programme would also be an important factor to include in these reports?


A:   	If you had the information and again trying to package it in a way that gives good feedback to understand it sure you want to get as many indicators as you can and give as much information as you can I thin it's important.


Q:   	OK.





MR GRIEVE CONTINUES XXN OF WITNESS 


MR GRIEVE:   	Just finishing off on these figures, when you were at the meeting with Tracey Mellor and Dr Teague and Tie on 28 April 1999, one of the factors that they put forward as indicating that a re-read  was not warranted was that the reporting rates of all pathologists were being monitored by the screening programme, that was one of the reasons wasn’t it?


A:   	I can’t recollect that specifically in that context.


Q:   	Do you remember there being a reference to reporting rates of pathologists being monitored by the screening programme?


A:   	The way I recollect it was I think more to the effect that based on their information that they had, Dr Bottrill didn’t, as we’ve already had this discussion, didn’t show to be outside the range if you will of reporting rates for laboratories and I guess I assume this document wasn’t discussed, I assume they might have been referring to this document I wasn’t real sure.


Q:   	In putting that question to you I was just putting to you the substance of Ms Mellor’s note you see, I didn’t link it to those figures because her note doesn't.


A:    Right.


Q:    But I’m just suggesting that –


A:    I guess as a broad term her note would be a fair reflection, an overview of the discussion.


Q:    Now in your role as Quality Improvement and Audit Co-ordinator in personal health, do I take it that that would encompass looking at procedures that might be or should be put in place to prevent situations like this Gisborne tragedy happening again?


A:    Happening again?   Yeah, I suppose I've done all this work on the review, I suppose that’s fair comment, although we’re moving into the, as we go into the new standards in monitoring I’m assuming that those procedures and so on and going to happen as a result of that.


Q:    All right.  But it’s just a general question really, you would be interested in implementing whatever procedures might be appropriate to prevent such an occurrence happening again wouldn't you?


A:    I've developed an interest and I do work closely with the programme on these matters and have had some involvement but not detailed involvement yet on where things might go with the monitoring and so on in the future.  I haven't  had time to have detailed involvement yet, let me put it that way.


Q:    Well as a result of the work that you’ve done are you aware of whether or not the Health Funding Authority or the Ministry of Health have prepared any sort of draft protocol, call it what you will, designed to deal with the situation where a significant question might arise in the future about the accuracy of a laboratory’s reporting of gynaecological cytology.


A:    Yes, I’m aware of that.  I've recently developed, just as you’ve described, a transitional protocol to try to take us through this period of time if an issue around say misreading of slides is raised and so on.


Q:    And when did you prepare that?


A:    Worked on that last week I believe.


Q:    Is that a result of the information that Ms Fisher brought to your attention about another laboratory?


A:    Yes, it is.


Q:    A laboratory in ?  [Suppression order in place as to name of laboratory]


A:    We are treating it as a confidential complaint, as Ms Fisher would know.


Q:    I wasn’t aware of that, but we can give an order for suppression Madam Chair.


CHAIR:   Yes, does anyone want to apply for a suppression order?


MR MURRAY:   Well, yes, because we have a complaint from Ms Fisher about one individual women.  It’s been handled at the moment and it is being dealt with confidentially and therefore it would not be appropriate to release the name of the woman concerned – definitely not appropriate – or the laboratory involved.


CHAIR:   what about the region?


MR MURRAY:   No, I think that would be tantamount to disclosing the name of the laboratory as well.


CHAIR:   Why is that?


MR MURRAY:   there are so few laboratories now reporting cytology and usually there's only one in each region.  Hamilton has got two, but most of the regions only have 1 community laboratory.


CHAIR:   Does anyone else want to be heard on that?


MR GRIEVE:   No, ma'am.  I’m happy.  I proceeded somewhat in ignorance and I’m happy for there to be confidentiality Madam Chair.


CHAIR:   Very well.   We will make a suppression order suppressing any identifying factors regarding the laboratory that is currently under investigation as a result of Ms Fisher’s complaint.   All you can publish is that there is a complaint about a laboratory.





MR GRIEVE:   So for whatever reason, you have now thought it appropriate to develop some sort of protocol in the event that a similar complaint is received, correct?


A:    Yes, because we received one it’s not something I was necessarily anticipating during this period, and because of my background I guess working that out is not that difficult because of the work I do.  We took it and looked at it carefully and then tried to work out “well how best should be proceed”.  On the basis of receiving it for any laboratory it’s actually irrelevant where it comes from, it’s actually to try to manage it as a process.


Q:    Exactly, it doesn't matter where it happens?


A:    That’s right.


Q:    But if you get a complaint you need a process to deal with it don’t you?


A:    Yes.


Q:    And from your knowledge of these sort of issues now that you’ve been working on the Gisborne matter and your review of laboratories for a long time, do you understand that one of the difficulties about instituting such a process is deciding when it is appropriate to do just that, to take a complaint further?


A:    Yes.


Q:    And would you agree that one of the reasons why it’s important to have some sort of idea of a base level of activity or occurrence at which investigation will be triggered, one of the reasons why you need something about that is that there is this accepted rate of false negative reporting isn't it, you know about that?


A:    Yes.


Q:    And do you also know about the fact that there is now literature on the topic of the sort of abnormalities generally one gets in false negative reported smears?


A:    I haven't read the specific literature but I heard Dr Farnsworth’s testimony.


Q:    Right.   And so no-one would suggest that one or perhaps even 2 false negatives on their own, particularly if they were of the accepted false negative type of smear should instigate the sort of process that you’ve drafted up?  Would you agree with that?


A:    I would agree I think the issue there is determining whether or not what you’ve just got described exists or not first before taking it to the next step.


Q:    Exactly.   What I’m going to suggest to you is that – or before I suggest I will ask you this:  Have you heard during the wk that you’ve been here, or from your other knowledge gained as a result of your work, about the processes employed by the Cytology Review Panel?


A:    I’m aware of those, yes.   Not in detail, but I’m aware in principle.


Q:    right.   And what I suggest to you is one of the problems about the way that operates is that such a review by that panel may end up with reports or assessments of the work of the original reading laboratory which, say, confirms “these are 1 or say 2 false negative smears which on its own doesn't tell you anything about the nature of the error”.   Would you agree with that?


A:    I would agree.  My understanding is you can get a lot of inter-observer variability on doing any re-reading of those types of exercises and so on.


Q:    right.   So would you agree with the proposition that in order to trigger an investigation following the sort of protocol that you’ve drafted just recently, in appropriate circumstances, there needs to be a qualitative assessment of the error if error is found?


A:   	Could you describe what you mean by qualitative assessment?


Q:   	Well at the other end of the scale for example you heard Dr Farnsworth talking about her assessment of many of the re-read  smears having obvious abnormalities which any reasonably accomplished cytopathologists should  pick.


A:   	Yes.


Q:   	And obviously the failure to pick such abnormalities if it occurs regularly reflects on the competence of the screener in question doesn’t it?


A:   	Yes.


Q:   	And I suggest to you that it's only by making a qualitative, what I’ve called a qualitative assessment of the error that you actually start to get at the issue of competence or not, do you see what I mean?


A:   	I might try to reflect back what I think your saying, is that OK?


Q:   	By all means.


A:   	I think what you need to do is gather as much information as you can on an individual complaint of, in this case, alleged misreading of slides, that can include perhaps if it's there, the medical history and so on in addition to the slide results and if they’ve been reviewed by somebody that helped initiate the action, understanding that what are the conditions that they’ve been read under, anything else that's involved in terms of any of those readings and then I agree, pull all that together and get the right people to look at that and try to make some sort of qualitative if you will assessment and also realising of course that there is as you’ve described, this underlying aspect that all laboratories do miss abnormalities and that's an unfortunate fact but it does occur so you have to also keep that in mind to consider whether it is within that phenomena of what happens or whether it is indicating as you say something that could be possibility  a bit wider.  That's my reflection of what I think you mean by qualitative assessment.


Q:   	I accept that but it's a question of the point at which such an inquiry as you’ve just defined should be undertaken in any single case isn’t it?  What's the triggering point for taking those steps?


A:   	From my perspective?


Q:   	Yes.


A:   	OK from my perspective, the triggering point is if we receive such a complaint and allegations to then try to work that through.


Q:   	What in relation to say one slide only allegedly wrongly read?


A:   	Well I think it would depend on the circumstances if it's one slide only.  I wouldn’t exclude it but again to understand all the circumstances where you include it or not to try to consider, I think that you’d want to ideally – I mean normally because one misread slide we know can occur for one person, so you probably want a little bit more than that if you really wanted to get into the process, but it just depends on the situation.  You don’t want to exclude that if the circumstances of that justify looking at it a big closer.


Q:   	You accept from me I think don’t you that if say, just assume hypothetically that the cytology review panel as looking at 2 slides from the same patient and that in fact those smears were, or showed abnormalities of the readily observable character as described by Dr Farnsworth.  Plenty of abnormal cells, no difficulty for the reasonably competent cytoscreener to pick up right.  Just assume that for a  moment.


A:   	OK.


Q:   	You’ve got 2 smears of that character, in other words, 2 smears which aren’t of that difficult false negative type are you with me.


A:   	Yes.


Q:   	Now you’ve got a cytology review panel which under it's current practices, the laboratories who are reviewing look at the smears and report them as they think they ought to be reported and lets say they all say these smears which were reported original as normal are in fact high grade CIN III correct?


A:   	Yes.


Q:   	So that someone looking at the cytology review panel results sees two false negatives of the character of normal should have been reported as high grade right?


A:   	Yes.


Q:   	Now what I’m suggesting to you is that on it's own, that might well not trigger any reaction because there would be pathologists who would say that's just standard false negative say.  Do you see what I mean?


A:   	Possibility  I mean part of that equation would even be the time between  the smears that you are talking about and also remembering that that time difference, those smears are within in any laboratory, they’re within the normal work flow of conditions that the screeners work under.  So in other words, in hypothetical terms, because of that and even though we understand that on review those abnormalities might be quite definitive, they are still I suggest probably missed at times and therefore some of those other variables could say that that's how it happened.





CHAIR INTERJECTS AND XXN WITNESS


CHAIR:   	But Mr DuRose we’ve head evidence from Dr Farnsworth we saw her slides, I don’t know if you were here when she had her slides on.


A:   	Yes.


Q:   	Alright well we saw a slide which was a classic text book slide of a high grade abnormal, it was a papanicalaou slide, in fact it had keratinization in it so it may well have been cancer and in terms of making a qualitative assessment of a cytoscreeners reading if for example you found that a cytoscreener was not only under-calling slides but the slides that he or she was under-calling were, and I’ll be extreme here, were the classic papanicalaou slides, after a while wouldn’t that on it's own suggest to you that this wasn’t just the usual false negative rate but there was something wrong with the competency of the cytoscreener.


A:   	I’m not suggesting that you wouldn’t consider it further what I am suggesting is that there are other variables that you have to think about.





MR GRIEVE CONTINUES XXN OF WITNESS


MR GRIEVE:   	What I’m suggesting to you or asking about is –


A:   	Can I add perhaps this is something that you might canvass with Dr Medley.


Q:   	Well no but I’m asking you about it because you’ve designed a protocol you see.


A:   	I’ve drafted a protocol that is intended to transition us and is also made to be somewhat flexible because we’re trying to work this true and understanding.


Q:   	Look that's alright, there’s no need to be defensive about it, I’m not attacking your protocol –


A:   	I’m just putting it in perspective.


Q:   	What I’m just saying though is in the hypothetical situation that I have put to you, in fact depending on the view of it, that's the sort of information that was available for patient 1 which would have had an impact on Gisborne depending on one’s view of it, but in the hypothetical situation that I am putting to you, the appearances of those smears incorrect read when the abnormalities are obvious would be an issue of competence in relation to the cytoscreener correct?


A:   	I think you’d have to consider it.


Q:   	Right well –





CHAIR INTERJECTS AND ADDRESSES MR GRIEVE


CHAIR:   	Mr Grieve I don’t want to interrupt your flow but I see Ms Gibson’s concerned.  I’m taking your question purely as hypothetical because when you added to it this point, well these slides we take as witness 1’s slides, we don’t know what witness 1 slides look like and I’m very much aware of that Ms Gibson so this is only being treated as a hypothetical.





MR GRIEVE CONTINUES XXN OF WITNESS


MR GRIEVE:   	Given that situation, what I’m suggesting to you is that one thing that is needed for the future is a requirement that in appropriate cases, and I’m not absolutely clear myself what should be the triggering point, but in appropriate cases the Cytology Review Panel should make a qualitative assessment and report upon the nature of any under-reporting that it sees.  In other words, it should say, for example, “these slides were reported as normal, in fact the majority of the reviewing laboratories, or all the reviewing laboratories reported them as high grade CIN III, the smears contain obvious abnormalities, they are not difficult to read and this gives for concern” – something like that, which would be a trigger, wouldn't it, for further investigation?


A:    It could well be, and I’m not sure at this stage where the monitoring is going in the future and what process will be in used.   At the moment we’re aware of a Cytology Review Panel and I’m not sure that that will be the same thing that will flow on and so on, but in terms of principle, it gives us something to work with, yes.


Q:    So you wouldn't disagree with the proposition that something like that should be put in place?


A:    I think it’s important.  I’m not sure, and at the moment we’re in a very transitionary environment, so I think we need to work through situations such as we have now as best we can.  I’m not sure – when you get into that type of say systematic process – where (a), there's two things to it I think.  One, is if you receive say a complaint in terms of an allegation for an individual woman yes, you need to manage that.  Systematically maybe that’s a process that belongs with the audit of cervical cancer type of – involves in there, I’m not sure because of course as we move into the new standards there will be prior negative reviews will be a requirement to be going on and that will start giving laboratories their own indicators and they need to monitor the performance of screeners and so on so that we hopefully prevent these types of cases even get to that point because it should be picked up much earlier if there's a problem and dealt with within the laboratory and then if anything affects the management of a woman that’s dealt with much more immediately than trying to do all of this.   I’m hopeful that that’s where it actually goes.


Q:    let me just ask you this:  we know, for example, from what Dr McGoogan has told us about the Inverclyde situation – do you know about that?


A:    Yes.


Q:    That Inquiry was instigated because someone new took over a laboratory and reviewed past smears.  Do you understand that to be the case?


A:    I’ll accept that they reviewed past smears.  I’m not sure if they reviewed – I thought something might have triggered in terms of what they were looking at and so on at the time, then they might have reviewed them afterwards, I can't remember the detail on that.


Q:    Well, we know what it is.


A:    I’ll accept that.


Q:    Right.   And it all took time and you would accept, wouldn’t you, that wasted time in this area can cost lives, can't it?


A:   	Yes.


Q:   	 So what I’m suggesting to you is this, or asking you.  Another slide complaint appears on your desk on Monday, what procedures do you have in place now to deal with it?


A:   	I’ve just described those.  I mean, if the Inquiry wants a copy I’m quite happy to produce it.


Q:   	that's your protocol?


A:   	For now, yes.





CHAIR:    Well Mr duRose, in terms of the cytology review panel issues that Mr Grieve has been raising with you, would it be helpful fm a perspective of the quality assurance and audit team that you work in with the Health Funding Authority to get reports in the meantime – in other words, before the new guidelines and standards for the Cervical Screening Programme are in place, which gave you a more qualitative description of the slide that was being read.


A:   	Possibly, but I’m not sure of the real process on how some things are brought forward to that review panel, and I mean the question was if it landed on my desk what would I do about it, and I can say what I would do about it.  I’m not sure if it lands on - how something gets into that process is unclear to me.


Q:   	 That's fine.





MR MURRAY:    I think ma’am if I reluctantly just interject, but I think one of the problems with the questioning is the witness has not been involved in the evidence that we’ve all heard about the laboratory review panel and the work that it did for patient one.  


CHAIR:    Yes.


MR MURRAY:    And so the questioning has not produced the clarity that perhaps we are aiming for.


CHAIR:    No.   What I was trying to do, because I’m aware this witness of course has nothing to do with the review panel.


MR MURRAY:    Yes.


CHAIR:    And the practices the review panel adopts is really something to be raised with the review panel as opposed to this witness.


MR MURRAY:    Exactly.


CHAIR:    But I did want to try to see whether or not, if there was a review by the review panel, whether this witness, given the role he has with the Health Funding Authority, would find it more helpful if he should  look at a report from the review panel which gave a more qualitative description and assessment of the slide and the under-reporting;   so, in other words, if the report came back from the review panel this is a Papanicalaou type slide which I would expect the chances of missing this to be one out of 10 or less than one out of 10, I’m extreme just to get the point across.


MR MURRAY:    Yes.


WITNESS:   And I think the answer would have to be yes, of course that would be helpful.


MR MURRAY:    But of course, whatever the laboratory review panel does, and whatever procedures the Health Funding Authority have are two different things.


CHAIR:    Are two different things totally.


MR MURRAY:    And this witness is talking about the Health Funding Authority’s work and is not really in a position to relate it very closely to the evidence we’ve heard earlier, or whatever else future laboratory review panel may decide to do, other than the point that you’ve just made.


CHAIR:    Other than that point, that's right.   The other point I would like to ask you, though, Mr duRose, just to finish this off, is that we have seen the standards which are in Peters exhibit 40, they seem to be very impressive standards but they are not in place yet.  We have seen in the past documents which have been prepared but the implementation has been delayed, sometimes it hasn’t happened, and therefore we are concerned to know what is happening in this phase fm now, given the knowledge you have acquired, until the standards are in force and are being regularly monitored and evaluated, because until that final step is firmly in place the transitional phase is a very important phase.


A:   	Yes, it is.   Do you want me to respond?


Q:   	Yes.


A:   	I think Dr Peters’ evidence alluded to –


Q:   	Sorry, I should  just say it’s 42, not 40, just for the record – the document.


A:   	I don’t need to look at that, I know what you’re talking about.


Q:   	 I just want to make sure, though, when we come to read it, or anyone else comes to read the transcript later they knew what we were talking about, which was Peters exhibit 42, Evaluation and Monitoring plan for the National Cervical Screening Programme.  Is that it?


A:   	that's part of it.  I suppose you’re also referring to putting in place the standards for laboratories and so on.


Q:   	Yes, the standards are 40.  Policy and Quality Standards for National Cervical Screening Programme .


A:   	 I think Dr Peters’ evidence alluded to that we’re trying to, between personal health and public health operating groups at the moment we’re working on an implementation plan to help bed these standards in, if you will.  And I’ve been doing some work on that with them and we’ll be working around with the laboratories on trying to help implement those.   And if we go to exhibit 8 in my evidence, and if we go to page, upper right hand, 227.  This will give an idea of what the thinking is at the moment to, in fact the whole document if you will although you can ignore the kind of time frame type think on the table on page 226.  I think it gives you an idea of what the intent is in that we would want to I guess again it helps build on the reviewing transition into it and try to now, since we will have some no a specific standards ready to be put in place, and they’re reflected contractually in a draft sense that they’re already there to do so, that we then want to try go work with people and say OK here’s some key areas and so on and this needs a bit of refinement work but I think gives you an example of what to do and then have them do a self-assessment gap analysis come up with a kind of a plan on OK how will you close those gaps and so on over this period of time that the standards are interim and gain more knowledge about what should become, and at the moment the thinking is to also try to do, similar to what we did the abnormality reporting rates for the review maybe for say like 6 months of this year to give a bit more feedback on those and look at that data again and maybe the cytology correlation for 1999 if we can do it and give that kind of as a package so that's all kind of being developed and evolved as we speak.  So I think that gives you an example of some of the thinking there.


Q:   	And is this a contractual requirement at the moment?  Have the existing contracts been varied to include these steps that you’ve outlined here as a contractual requirement?


A:   	Well what they’ve been varied to include is the draft standards and therefore by having those there it gives us the ability to then go work with people around those standards and this is a way, since they’re interim for a year this is a way to try implement and determine of there are gaps, how to close the gaps and so on so it's just a method to help with the implementation of those standards and gain more understanding of them.


Q:   	Right and if people aren’t willing –


A:   	And if we didn’t do that the expectation would be well you must all be meeting the standards, we wouldn’t necessarily know of course so it's just a way to help implement those and ensuring that they’re getting better then.


Q:   	So this is a way by which you’ll be able to actually police whether or not the draft standards which have been incorporated into the current contracts by variation of those contracts are in fact being adhered to?


A:   	Well I don’t necessarily like the term police in this type of work but it's a way to help gain assurance that they will be put in place.  I mean some people come back and say yes I need to do X, Y & Z to meet these standards.  How I’m going to do that is in Feb I’m going to do X or in March I’m going to do Y or something like that.  That's kind of the approach to take, first you have to determine what the gaps are and then they need to propose a plan to say this is how we intend to close these gaps to meet the standards and provide the service.


Q:   	This is fine in an ideal world where people will comply in the sense if you say there are gaps here, how are you going to fix the gaps up and then they say well I’ll come back and do this, this and this and you say yes that's fine.  What happens if someone doesn’t comply?  Now in theory as lawyers we like to know that in theory if someone isn’t doing what they should be doing, you have a mechanism to compel them to do it.  Otherwise you run into the possibility  where things don’t happen and you can’t make them happen. 


A:   	Again this is a proposed method to help assist with the implementation of those standards.  You obviously then as you move things forward and that's where the monitoring and evaluation proposals will have to assist with that in terms of how you get ongoing assurance that they are actually being met and adhered to and you may have to do different activities in terms of onsite audit visits and so on, that all needs to be worked out but this is – I mean just because they say they’re doing it you actually want to get a little bit more accountability in there in terms of some sign off and so on that gives them accountability that says – you put in appropriate steps to follow up but you don’t necessarily have to try to you know look at everything to the degree and monitor it because there is some professional responsibility here and some sign off of accountability to know that it's in place so there is appropriate ways to do it and again that helps take it forward as the interims become – they consider them as interim and then they are in place and then all of that gets moved forward again and the evolution that we’ve heard about by other witnesses.


Q:   	Yes well it's just probably a cultural conflict between lawyers and quality assurance  people but words such as helping and help evolutionary make lawyers very nervous because it means there’s no certainty at the moment.  What are the minimum standards at the moment that are actually written into a contract, I know you don’t use regulations now but something where we can say these are legal minimums.


A:   	You mean right now?


Q:   	Yes.


A:   	I think you have to go to – since the standards that Dr Peters team are working on are not yet in place although they’re reflected contractually to help us get them in place fairly quickly, I believe you’d have to reference the 96 policy document by the Ministry of Health.  There’s a few different contractual standards just around you know reporting to the Register that reflects the policy document and so on and of course the accreditation standards and that's and as we know that's it.


Q:   	That's all there is.


A:   	That’s it we’re well aware of that.





MR MURRAY INTERJECTS AND ADDRESSES CHAIR


MR MURRAY:   	But it does go further ma’am because of Tracey Mellor’s evidence yesterday which said nationally the laboratory contracts have been varied to incorporate the Peter’s standards in exhibit 40 to her supplementary evidence so it is a contractual requirement for the laboratories to meet those standards, even though they have not yet been finally completed and so we’re in a stage where there’s one step to go.


CHAIR:   	Is there a date by which they have to meet the standards?


MR MURRAY:   	They have to meet the standards but there are dispensations until the new contract, the national contract is fully negotiated and implemented with the Peter’s standards incorporated.


CHAIR:   	And what date does that have on it?


MR MURRAY:   	Sorry the date?


CHAIR:   	When it will all be done.  I mean has anyone set a time frame.  Have you said by June 2001 it shall be done or is it a possibility  that come 2001 it's being pushed on to reasonable endeavors?


MR MURRAY:   	I think even Ms Mellor was not prepared to predict the future very definitively but she did say as I recall the evidence that it's imminent or there is not expected to be any delay now in completing the wording of the national laboratory contract, completing the negotiations on that document, completing the exhibit 40 national policy and quality standards and bringing them all together.  My own understanding if I can say it from here, is that that is intended to be completed this year.  Whether that happens or not probably none of us can say but I believe there is reasonable assurance that that is on track and will happen and Dr Peter’s evidence was to that effect as well.


CHAIR:   	Yes because it's a contract it does mean it's open to negotiation so if the parties you are contracting with are dragging their heels, the whole thing will drag on.


MR MURRAY:   	Well of course there was a history of that and we’ve heard of that evidence but I believe the state of the relationship between  the parties is somewhat different now and the expectation at least on the Health Funding Authority’s side from both Dr Peters and Ms Mellor is that the process is on track but even now the laboratories have had to vary their contracts to incorporate the Peters document as it is now.


CHAIR:   	Now just so I can be absolutely certain about that, because I know there are draft laboratories standards, but could you just point out for me is it the chapter in exhibit 40 relating to laboratories.


MR MURRAY:   	Yes chapter 5.


CHAIR:   	And so the existing contracts have been varied to include chapter 5 now.


MR MURRAY:   	Yes and it occurs to me that probably what I should do is just go and get the actual wording of the variation, that may just be one little step that I could bring to the inquiry so we have the wording in front of us.


CHAIR:   	Yes because when it comes to writing the report, for example, if we’re dealing with this issue we will need to be able to say the contracts were varied and we need to know what the variation is so we can be satisfied ourselves, having heard submissions on the point, that the words of the variation go as far as you say they do.


MR MURRAY:    Exactly, and I’d like that for my purposes as well, but if I can just make another point, and that is this process is occurring as we speak, and by the time we are making submissions and the panel is drafting it's report, the fact situation could be different because everything could have been completed an implemented in it's final form, in which case  can I just right now ask for leave to bring that before the panel as part of our submissions by annexing perhaps the contractual document and the relevant standard.   Otherwise, there’s going to be a time lapse and the report when it’s published may not quite be accurate.


CHAIR:    Yes, well –


MR MURRAY:    I’m not giving evidence, though.


CHAIR:    No, Professor Duggan has just written me a note which I don’t know whether I should reveal or not, but she just queries could our report be prepared before the contract’s completed!


MR MURRAY:    I hope not.   But you can see there is a sequencing issue here, that the work is being done very intensively on my understanding, and it would be a shame if the report was written, published and didn’t take account of the fact that this has all been completed.


CHAIR:    That's true.  The only reservation, whereas I’d like to be kept up-t0-date, the only reservation I would have is that before anything new is given to us it is circulated with everyone else.


MR MURRAY:    Certainly.


CHAIR:    If it’s a document that speaks for itself and it’s clear, it’s signed, executed, in force, that's fine.   If it’s something, though, that’s open to dispute, once we get to the submission stage we are really not going to be able to deal with it.


MR MURRAY:    I agree.  There will have to be a cut-off point, but I would certainly would not provide it to the panel without also providing it to all my colleagues and parties and interested persons.


CHAIR:    Okay, well where does that leave us Mr duRose with what you were saying at the moment?   We know now that Peters chapter 5 has been included into the existing laboratory contents, they are a variation which we haven't yet seen.


A:   	 No, that's what I’ve been saying.  My understanding of that is that it’s included contractually once those draft standards are ready to be put in place.   That's when they become, if you will, contractually required.   They are not yet ready to be put in place.


MR MURRAY:    Sorry, the witness is talking about a legal matter and I think the best thing that I should do is just get the wording of the variation rather than having the witness give an interpretation.


CHAIR:    Yes.  I think understanding your evidence Mr duRose, what you are telling the inquiry is that although there are contracts now which have been varied to include as a term of the contract that the chapter 5 is a requirement of laboratories now, when it actually comes to the laboratories meeting the requirements of chapter 5, there is some leeway is there in terms of the implementation of those requirements?


A:   	That was my understanding.  I stand to be corrected there.


CHAIR:    Yes, I see heads are nodding in the back.  Right, so we have a contract now that contains a variation saying “chapter 5 of exhibit 40 applies”, but we then have to find out about how in practice it’s actually going to be implemented, and at the moment we can’t assume just because the contract says chapter 5 is a term of the contract that all laboratories are now meeting chapter 5 of exhibit 40.


A:   	 No, you couldn’t make that statement.  I was trying to describe how I understood it was going to be, the standards were going to try to be put in place as interim standards, to try to – and then what I was trying to describe as well in helping to implement those, here’s an example of what we’re thinking about trying to do.


Q:   	That's your action plan?


A:   	Basically.  It needs a bit of work but I think it gives you an example of the intent.


Q:   	And do you have a timeframe by which you are going to say, “Well, I’ll pick the year 2001”, that might be unrealistic but I’m just using it as an example.   Do you have it in mind to say, “Well, by June 2001 all laboratories must be implementing the standards set out in Peters chapter 5, exhibit 40?


A:   	 I think that just depends on when those start and what the timeframe is for the interim period.   Now if the interim period is to go for – if, hypothetically speaking is to go until 1 July 2001 or 30 June 2001, then this type of work would be done during that period and after that you work through the monitoring and evaluation and deal with the activities to support it.   And of course if you get any information that suggests someone is not meeting standards, then you have to take action and work that through and do something about it. 


Thank you.





XXN MR GRIEVE:    


Q:   	I have to say I’m still not clear on what would happen now.  Let me just put a very hypothetical example to you.  If you, on Monday, received a report that a laboratory had reported every, say, 50 or 100 smears as high grade and had been doing so for the last 3 years, just to get the statistics right, what would you do about it?


A:   	I find that just a striking comment to think that a laboratory could actually do that.


Q:   	I’ve taken a gross example, I said that, but what would you do about it?


A:   	I mean, I would, you know, assess all the information and take appropriate action.


Q:   	Which would be?


A:   	Well, you know, until I’m confronted with a specific thing like that, which I find just an incredible statement, I would like to think about it.  I don’t want to sit here and try to formulate what I would do about some type of statement like that.  I mean, if it would help the inquiry, I’m quite happy to table the transitional protocol, let the inquiry and other people look at that and think about that.  I mean, obviously if I get something like that I’ll do something about out – I mean, that's what I would do.   But I can't give you every detailed step, sitting here now, about that type of statement.  I find that statement rather outrageous to be honest with you.


Q:   	Don’t worry about that.





CHAIR:    Can you say now, do you have a process available to you?   What can you do if the situation arises?


A:   	I just said that I can table what we would do to handle complaints, because I’ve developed that as a transitional arrangement so that everybody can look at what Mr Grieve has been referencing to.  And this other statement -–I mean, we would incorporate that just with him doing the work.  You know, if you want me to I’ll write out all the steps for you.  Obviously we would take action on it and do something about it.


Q:   	 But what can you do?   At what point can you pull the plug on a laboratory?  I mean, can you pull the plug on a laboratory, can you actually say to a laboratory “We are so concerned about your performance that we’re not going to send any cytology work to you until we’ve checked it out.”  Do you have that power available to you?


A:   	I mean, ultimately I believe we probably do have that power, but you don’t just pull the plug based on – you have to investigate things and gather facts.


Q:   	That's true.


A:   	You have to investigate things and gather facts and take due process, natural justice and follow it through.   But ultimately I believe we would have the power to do something about it, sure.


MR MURRAY:    Because it’s a legal matter and it’s a breach of contract issue, if I can deal with the legal aspect of it.


CHAIR:    I understand that Mr Murray, but I haven't  yet gone into this whole area of what do you do when there is a breach of contract:  do you sue for damages, do you go to court for specific performance.  I mean they are the remedies in a private contract.   These are not really private contracts.   This is imposing the private contract world on a public health system, so I would be very curious to know whether the usual contractual remedies are in fact resorted to if need be.


MR MURRAY:   	Well they can be, whether they are of course is always a matter for individual cases.


CHAIR:   	I mean is there a power ultimately for the Minister to cancel a contract.


MR MURRAY:   	It's the Health Funding Authority at present under the Health & Disabilities Services Act we have a contracting system of purchasing laboratory services and if I can just bring up to date what I’ve said earlier I’ve just had a chance to talk with Ms Mellor and the wording of the variation to the existing laboratory contracts does actually follow the wording of Ms Mellor’s exhibit 89 which she referred to yesterday and you can actually see the wording of the variation.


CHAIR:   	Well what I’d appreciate is actually getting a copy of the variation.  You must have copies when this deal was done with the laboratories, there must have been correspondence go out, there may be a document which is described as a variation of contract, it may be in a letter.  I’d like to see the original documents passing between  the Health Funding Authority and the laboratory.


MR MURRAY:   	With the signatures on.


CHAIR:   	Yes with the signatures no and dated.


MR MURRAY:   	I am instructed at the moment that it will follow exactly the wording of this exhibit but I’m happy just to get a signed version just to tighten this up.


CHAIR:   	I don’t think I need that for the purposes of a report.


MR MURRAY:   	And the only point of intervening is that I don’t believe it's fair for the witness to have to deal with the law of contract in answer to these questions and the Health & Disability Services Act and the law of contract work together here, it's statute and contract and it's a system that's been operating since 1993.


CHAIR:   	What would be helpful was if this witness, given his role in the audit and quality assurance  team with the Health Funding Authority, if he could say to the best of his knowledge what he thinks the – but he doesn’t like the use of the word police – but I will use the word anyway, policing laboratories to see whether they are performing or not, what are the penalties, what are the powers that he believes they have if they see that something is wrong.  I think that's what Mr Grieve is trying to discover isn’t it Mr Grieve.





MR GRIEVE REPLIES


MR GRIEVE:   	Yes Madam Chair.


CHAIR:   	I’ll leave it with you.





MR MURRAY REPLIES


MR MURRAY:   	But Mr DuRose, that's not his area of work if I could just leave it at that.





MR GRIEVE ADDRESSES CHAIR & CONTINUES XXN OF WITNESS 


MR GRIEVE:   	Madam Chair I mean nobody’s attacking Mr DuRose personally but he is in the quality improvement and audit control department and to say well oh it's contract, that frankly is to some degree divorced from reality here.  You see Mr DuRose, given that there’s legal and statutory and regulatory constraints on this, we accept all that, and you’ve quite rightly referred to due process, natural justice and soforth, but on the other hand as Madam Chair has pointed out there is a very important public health issue isn’t there.


A:   	Yes.


Q:   	If a laboratory to take my - accept grossly extreme case was doing this, it is likely that there would be problems for women isn’t there?


A:   	Yes.


Q:   	Right.  And that imperative would require some urgent action wouldn’t it.


A:   	Most definitely.


Q:   	Right now in those circumstances on Monday morning you get confronted with these extreme facts, how do you deal with it?


A:   	First step, I mean obviously whoever brought those facts forward I would need to contact them and try to understand how they ascertained the facts, what basis are they on and so on and soforth.  I would probably need to gain advice internally, I wouldn’t just do this on my own, I would take it forward try to work out a plan but I think first you have to gather all the facts so you have to gather from whoever is raising that, you probably have to gather a few facts from the laboratory side of things and then make an assessment of that and then take some action and it might lead on to having to go on site in the laboratory and conduct an audit under due haste if that's what required and set that up appropriately and go do that.  Again to gather the facts and then whatever that tells you, through that process you would then have to make decisions such as what you are talking about of such a risk that you have to take the action of trying to stop that service immediately or is it an aspect that you can look at, you know there’s things there and they need improvement and you can work that through so it  really depends on what you find.


Q:   	So from your answer I take it that at some point you would envisage involving IANZ?


A:   	I may or may not involve IANZ I would probably liaise with them to understand if anything the history of accreditation and surveillance with the laboratory if I could, to gather information and it would just depend on what action is being taken, it may be to use them to help go on site, it may not be, I would need to think that through.


Q:   	Alright thank you, I’m sorry Madam Chair my estimate was sadly astray.





CHAIR REPLIES


CHAIR:   	That's alright.  Miss Gibson, just to help you, we had in mind because we started at 8:30 to break at 10:30 which would mean we’d sat for 2 hours, perhaps a 20 minute break then resume and go straight through to 12:30 does that suit everyone.


MS GIBSON:	I wouldn’t estimate that I’ll be too long with Mr DuRose ma’am.


CHAIR:   	Alright we could go until you finish if that would be easier.


MS GIBSON:	If we can assess it at 10:30.





MS GISBON XXN WITNESS


MS GIBSON:	Mr DuRose I just wondered if you could help me initially with the seeming difference in the age adjusted rates of notification of carcinoma which appear in your brief and I’ll give you some references in a minute.  Your figure for the 1990-1995 period was 19.7% per 100,000 that's in your table.


A:   	Yes.


Q:   	Dr Snaid who you consulted as an epidemiologist.


A:   	Dr Sneed.


Q:   	Yes in her assessment at page 204 which is of exhibit 8, she indicated that in 1995 the New Zealand age standardised incident rate was 10.6% per 100,000.


A:   	Yes.


Q:   	I just wondered if the explanation for the difference in those figures was the explanation that you gave when you were discussion your exhibit because they see to be quite different which was there may be some overlap in the years, would that explain the difference between those figures given?


A:   	I would suggest there is two differences.  One is that's just for one year, 1995, this is for 1990 to 1995 in terms of an estimate and the other difference is I believe Dr Sneed’s would be all ages and this one as the target age group of 20-69 the one used for the review for 1990-1995.


Q:   	Right and the reason why you use the age adjusted figures at 20-69 was that because you were using cervical screening programme data which would have covered that age range?


A:   	I think that's the target population for the programme so we were just trying to, we thought it would be a better way to get that indicator of incidence at that level in terms of the review we were doing.


Q:   	Right but it's not the New Zealand, it's an age standardised incidence rate.


A:   	It's for that age group and that would have been age standardized within that age group, or age adjusted I think is what the epidemiologists talks about on page 12 of exhibit 1 but it would be for that specific age group.  In other words your not really necessarily comparing like to like.


Q:   	So can I take it from a totally ignorant point of view of statistics that age standardised incidence rate would be different to age adjusted is that right.


A:   	I’ll pass on that one I wouldn’t profess to know quite clearly the difference in those.


Q:   	I just point that out because Dr Sneed describes hers as age standardised?


A:   	Yes.  I think it might be because of that was all ages and this one was the ages 20 to 69, so there just might be a slight difference in terminology but I can't specifically confirm that.   I would consult an epidemiologist myself.


Q:   	Thank you Mr duRose.   In terms of the benchmark that was set by the Health Funding Authority for reviewing the laboratories concerned, you effectively used Australian standards for that review, didn’t you?


A:   	No, that's incorrect.  We, as an evaluation panel, needed to set a benchmark just in the lack of not having anything, something to work from, and we were aware of those, it was also reflected – the draft monitoring indicator at the time, but we didn’t specifically just carry that over, we were just trying to find something that we could use on a comparative basis across laboratories that I guess gave us some sort of minimum that if you fell below we wanted to know why.  We had a lot of debate about it.  It’s not necessarily ideal, but it was what we tried to do in terms of trying to complete the review and gain some assurance around things.


Q:   	Sure.   And the major reason for selecting a figure that may not have been ideal was that because over that timeframe laboratories had had no standards to work towards effectively in terms of a high grade abnormality benchmark.


A:   	Yes, I think that was in part we were trying to come up with something that acknowledged that and trying to be fair in terms of the process.   That's what we did.





PROFESSOR DUGGAN:    Mr duRose, could you give us a little bit more background on how this benchmark of 0.5 was established?


A:   	Well, we got together as a valuation panel with 3 pathologists on it and we had that discussion about where should that benchmark be set and then we put it in place and then assessed the information using that.


Q:   	What factors did you discuss that could affect this benchmark rate of 0.5% and what weight did you give those factors in arriving at the benchmark?


A:   	We probably did it more in terms of knowing what the factors were, obviously I think the other factors were being brought in to be considered in another way, if you look at incidence, areas and so on, to try to use that as another indicator as we’ve said.  It just got to the point where we had to – we felt that earlier in the programme, especially that perhaps it could be set a bit higher but we didn’t really feel we had a mandate to try to do that.   We had to also acknowledge that looking back at this over 10 years is a difficult exercise.   We had to try to establish some sort of level that falling much below that you needed to understand further.   So I think it was just a matter of trying to discuss it as best we can and have that discussion and recognise it wasn’t ideal but then acknowledge that and put it in place.


Q:   	I think the inquiry panel would like to know, with regard to this benchmark, if it was established based on intuition or established based on this possible scientific knowledge?


A:   	Well I think it obviously reflects some other benchmarks used in Australia.  It reflected what was then being considered for the draft standards, so it did reflect those.  And it was just looking across – and also realising that we used the benchmark for different time periods;  we didn’t just use it in terms of the whole total time period, we actually would apply it in each of those time periods and if someone fell below that for those time periods we wanted to understand why.   Like I said before, that became one of the key indicators that we would actually go back to was reporting rates and so on.


That's okay.


MS GIBSON:    Was one of the matters that you took into account in setting the benchmark the minimal monitoring and feedback that had been provided by the programme to laboratories?


A:   	Yes, we were aware of the environment and, like I’ve said, just trying to come up with something we could work with at the time that had to acknowledge some of those factors, yes.


Q:   	Did you find when you were looking at the answers to your questionnaire that many of the laboratories, understandably, had undergone staffing changes in that 10 or 9 year period that you were looking at?


A:   	I’m not sure – I mean, there were obviously staffing changes.  We didn’t try to quantify the level of staffing changes or anything like that out of the questionnaire so I can't really put a figure on it.  Some other questionnaires would have had some gaps of information in certain years because of loss of the knowledge in that laboratory due to some of those changes, and that was just acknowledged as one of the limitations of the questionnaire and so in terms of getting that information.


Q:   	And did any of the questionnaires show that pathologists had changed during that timeframe?


A:   	I think from memory they would have, but again I think that's what would happen normally.


Q:   	Your questionnaire, which is exhibit 2 at p31, point 4 states you’re not expected – this is to the laboratory – “to contact previous staff although you’re welcome to do this.”  That suggests, does it not, that if there have been changes in the pathologist in that laboratory and that particular laboratory did not contact that pathologist to ascertain what their practices are, that there could be a deficit in the information provided to you?


A:   	Only in the sense where if you lost all the staff over a certain period of time, I mean there were some instances where there were some gaps, as it would  turn out in the instance of where that occurred that laboratory was one we were doing some further clarification with and we were able to get some more information about those gaps.   So not just having one not being there doesn’t necessarily mean you didn’t have the knowledge around the questionnaire.


Q:   	Certainly, but it leaves a hole, doesn’t it, potentially, in the amount of information you are able to collect fm laboratories via this questionnaire?


A:   	I think that's a reflection of the timeframe.


Q:   	But you would agree it leaves a potential hole?


A:   	Potentially.  I mean, I’d have to go back and analyse it in detail.  I don’t think there would be too many gaps in terms of key information and so on.





CHAIR:    You are also relying on the laboratories to fill out the questionnaires accurately and honestly, aren’t you?


A:   	Yes.


Q:   	Have you done any random auditing of the questionnaires in certain laboratories to satisfy yourself that the questionnaires were filled out accurately and honestly?


A:   	Not in that sense.  Like I said before, if we felt there were areas in the questionnaire that the evaluation panel thought could have benefited from further understanding, but if there other indicators were okay we didn’t really push that and go into that detail.  We tried to give them the feedback and suggestions that were specific to that in the individual feedback reports.   We probably tried to do it in a slightly different way than going through and random auditing by turning it around and saying, “Okay, we think we’ve got the ones that we need to get underneath the data a bit more”, including the questionnaire responses for some of those laboratories that went to the advisory group.  But rather than do that, we actually turned it around and said “Okay, here’s feedback back to you because we’re also cognisant that as far as this exercise goes, for the purpose it was, the standards are up and coming and we needed to do this in a way that could do it within a timely manner and then knowing that since those standards are coming in place and the monitoring, it's going to get taken forward appropriately.


Q:   	Ma’am I will be a little more time with Mr DuRose so if this is a convenience moment. 





CHAIR:   	Yes we’ll adjourn now until 10:50.





INQUIRY ADJOURNS AT 10:30 UNTIL 10:50


�



INQUIRY RESUMES AT 10:50





MS GIBSON CONTINUES XXN OF WITNESS


MS GIBSON:   	Mr DuRose before the break we were discussing the questionnaire.  Would you agree with me that the evaluation panel would only be able to evaluate the evidence presented to it through this questionnaire and any other inquiries that you have made?


A:   	As one indicator, we also had the other three indicators of information that I have already advised on earlier.


Q:   	But in terms of laboratory practice, the main basis for the information was the questionnaire wasn’t it?


A:   	Yes.


Q:   	You’ve helpfully noted at your exhibit 6 page 73 some ways in which the questionnaire could have been improved.  Where those matters pointed out to you by the evaluation panel or were they improvements that you thought about yourself subsequently?


A:   	From memory I think that was a comment that came in from one of the assessors remembering that the questionnaire was assessed independently of all the other information first by 8 assessors all pathologists, 5within New Zealand and 3 international so that was just kind of a comment that the questionnaire probably could have – from memory I think that's where that came from.  It could have been improved obviously by way of testing and so on. In terms of time didn’t probably have that luxury.


Q:   	But would you agree with me that for the purpose of assessment and allying major concerns about laboratory practice, which you’ve already said the principal information came from the questionnaire, but there was a possibility  that the information in relation to those practices may not have been complete.


A:   	Not necessarily for the key aspects for it.  By the time we got to the end of the review.


Q:   	Well I’m thinking in particular the questions in relation to primary screening and a pathologist conducting primary screening.


A:   	So am I.


Q:   	Thank you.  I’d like to take you to page 13 of exhibit 1.  Now that was an exhibit or a report that you prepared on 7 April this year is that right?


A:   	Yes.


Q:   	There’s quite a robust sentence in there under key points from questionnaire responses saying all of these laboratories had screener, and I presume that means or screeners, in place, and there was no indication of any pathologist performing primary screening.  Your brief of evidence though at paragraph 10 is not quite so robust in that statement and you state there that there’s no indication of any pathologist routinely performing primary screening.  Now that brief I understand was prepared by you on 6 July.  Was there information that came to you in between those dates or outside of those dates which suggested there may have been a pathologist performing some primary screening?


A:   	No what happened was for one of the questionnaire responses and all the assessors would have seen this comment in terms of pulling that together and then that would have been understood by the evaluation panel and so in terms of the individual laboratories feedback report on 7 April would have been reflected in comments there that were put together by Dr Medley for that.  What I think happened was in terms of pulling all that information together the statement given on that page in exhibit 1 was given in a summary report 10 April as I pulled that information together and then as I was preparing the brief and so on I was going back through things, I noticed that response which really said we have no evidence of – there was a change of pathologist and it just said we have no evidence of any pathologist routinely so that's why I made that change because I found that more specific information and thought I should respect that in the brief.


Q:   	That's certain laudable.  So what your saying is that you got a response from where, a laboratory?


A:   	That was in the original questionnaire that was looked at by all the 8 assessors and then summaries their comments on all the laboratories and that was brought to the evaluation panel so it was actually noticed by the pathologists involved and in fact the individual feedback report I’ve gone back and checked that actually makes some statements about that, for that, but if you look at the other data for that laboratory it was within the other perimeters we were looking at so it was just me finding that wording more specifically and really just trying to make that correction that I hadn’t seen before basically.


Q:   	Just for clarity sake, you had a response from a laboratory that said there was no indication that a pathologist had routinely screened smears is that what you are saying?


A:   	Yes and they didn’t’ know because there was a change, they wouldn’t have known prior if they might have done it I guess once in a while if someone was away or something like that.


Q:   	So on the basis of your report we can’t exclude the possibility  can we that at some time during the years 1990 and presumably to 1996, there were or at least in one other laboratory a pathologist who did some primary screening?


A:   	I think you can take it as it's been said that we have no evidence that a pathologist was not routinely doing primary screening.


Q:   	That's not what I asked with respect Mr DuRose. I asked you whether 


A:   	But that's my response.





CHAIR INTERJECTS 


CHAIR:   	No if you could answer the question you were asked.





MS GIBSON CONTINUES XXN OF WITNESS


A:   	Can you repeat it please?


Q:   	Yes.  In the years that this inquiry is looking at 1990-1996 on the basis of the evidence you had you cannot exclude the possibility  that there was another pathologist in a laboratory in New Zealand who was conducting primary screening, whether it be routine or not.


A:   	I think your original question was I cannot exclude the possibility –





CHAIR INTERJECTS


CHAIR:   	Just answer this question please.





WITNESS ANSWERS


A:   	No I can’t exclude whether they were doing some.





MS GIBSON CONTINUES XXN OF WITNESS


MS GIBSON:   	I want to take you Mr DuRose to your graphs regarding high grade abnormalities, that’s pages 31 and 32 of exhibit 1.  Now I don’t know whether it's very scientific but what I’ve done is I’ve taken out the high grade ratings for all the laboratories and I’ve compared that table


which is on page 31 with the high grade ratings for, and I presume it's something you’ve done as well, the high grade percentages in the table on page 28 and the high grade percentages on the table in page 26 and I am assuming that you’ve done this in relation to each laboratory also so that by taking each laboratory’s high grade reading rate and those time periods, within the first 9 laboratories there are only two laboratories that have an increase in high grade reading rates between the time period ending 1994 and then in the time period 1995-1999.  On my estimates in the bottom 8 laboratories there was an increase in every single laboratory during the time frame 95-99 in terms of their high grade reading rates.  Is that an exercise you’ve done to compare –


A:   	No I haven’t specifically done it like that.  What we did was refer to the time series on 024, those were specifically done for other reasons which I can explain if you wish.  We specifically referred to these time periods in terms of what we were looking at because that's how we cut the principal data to look at in terms of 1994/1995/1996/1998 and the first half of 1999.


Q:   	I understand that.  The reason why I’ve done the data in terms of the listing from high grade to the lowest high grade reading is because then you can get an accurate comparison of the – I appreciate that's what is included in this graph but have you looked at the fact that the bottom 8 laboratories all improved their high grade reading rates in the second time period?


A:   	Well I think if you look at this time series draft what we found – and if you look at the fact that we set a benchmark at .5 on page 024, and if you then look at 96-98 you get a similar reflection of what you’re saying and in fact there is general improvement and no-one for that period for those 3 years then fell below the .5 so I think we’re looking at it in different ways without necessarily talking about 8 or whatever laboratories.


Q:   	But you would accept would you not that in the laboratories who were directly comparable to Dr Bottrill’s reading rate at the time, there was an increase in all high grade rates in those laboratories between  95 and 99 which is your second time period.


A:   	Yes.


Q:   	Thank you.





PROFESSOR DUGGAN INTERJECTS AND XXN WITNESS


PROFESSOR DUGGAN:   	Can I ask you just for clarification the table on page 26 I believe it is, in my exhibits is labeled high grade percentages 95-99.


A:   	My page 26 says high grade percentages 91-94.


Q:   	I don’t have a page 26 I have two page 28’s.





MS GIBSON REPLIES


MS GIBSON:   	My page 26 as labeled in the same way as Mr DuRoses.





PROFESSOR DUGGAN REPLIES


PROFESSOR DUGGAN:   	I just needed to clarify that.





MS GIBSON CONTINUES XXN


MS GIBSON:   	Mr DuRose are you able to comment and please say if it's not in your area of expertise, but given that in the top 9 laboratories and by top 9 I mean those who called high grade lesions there were 2 who improved and in the bottom 8 they all improved.  Would you see that as a reflection on a rise of standards in those bottom 8 laboratories between  1995 and 1999 given that we would usually expect or the evidence has been to date that you would expect the call rate of high grade lesions in a properly screened population to be declining rather than increasing.


A:   	I’m not sure it would necessarily reflect that.


Q:   	Have you no expertise to answer that.


A:   	I can pass on that but think there might be other variables and whether or not it's a well screened population might be one of the variables.





PROFESSOR DUGGAN INTERJECTS AND XXN WITNESS


PROFESSOR DUGGAN:   	Could one of the variables be because you actually haven’t provided that information to us, is that we don’t know how much hospital laboratory work some of these community laboratories were doing in the period, over any of these periods.


A:   	We tried to get a little bit of a handle on that through the questionnaire but in terms of quantifying it no we used that as a way to bring in the indicator if they were doing it but didn’t try to quantify that through these figures that could be another variable.


Q:   	And the importance of that is what?


A:   	You would think that if you were doing a significant number of smears in the hospital setting where I believe women are already presenting for assessment and so in with abnormalities and that could influence the reporting rates depending on your volumes and so on.


Q:   	Is it correct to say you would expect a higher rate of abnormalities reported by that laboratory?


A:   	Again depending on the volumes and how much it was it could impact yes.


Q:   	OK.





MS GIBSON CONTINUES XXN OF WITNESS 


MS GIBSON:   	Give that you’ve agreed that all of the bottom 8 laboratories improved in their high grade reporting rates in the second time period –


A:   	Can I clarify, when I answered that question you made a statement about those that were around the Gisborne laboratory rates so I specifically looked at 3 laboratories during that period that were around that level to the next period who had improved so my statement was not about 8 it was about those 3.


Q:   	Well I’m happy to take it on the basis of the laboratories who are around the Gisborne reporting rates of high grade lesions and put my question to you on that basis.  Given that those laboratories had improved in that second time period in their pick up rate of high grade lesions do you think it's statistical appropriate to then include Dr Bottrill’s laboratory in your graph as you’ve done so of high grade percentages from 1991-1999 given that the data on Dr Bottrill’s laboratory appears to end at 1995 and that's the graph at page 31?


A:   	It may not be statistical appropriate what it was doing was just to give a reference in terms of – and it highlighted the fact it was a different time period so the purpose was to give it as a reference it wasn’t to necessarily draw those type of conclusions from that or anything like that.


Q:   	So on that basis you would not expect conclusions to be drawn from a statistical perspective about the placement of that data is that true.


A:   	I think it gives a way to think about it from a comparative basis recognising that yes that was a time period then, this helped bring it across all of time when you’re just trying to think about it comparatively.


Q:   	So it's a thought process graph rather than anything we should take particular note of.


A:   	It's more to just try to present the information in different ways to think about and I guess your main statement there could be without knowing anything else in terms of indicators you would have had three laboratories that showed reporting rates across the decade that would have been slightly less than Dr Bottrill taking the data from 91-95 without knowing anything else about those three laboratories or Dr Bottrill’s laboratory.  I mean that's the type of generalization you might be able to make.


Q:   	So we can’t place a lot of weight on the positioning of it?


A:   	If you are asking did the review place a lot of weight on it my answer would be no.





CHAIR INTERJECTS AND XXN WITNESS


CHAIR:   	And can we place a lot of weight or any weight on it?


A:   	On those graphs specifically?


Q:   	Yes.


A:   	Like I said the main –


Q:   	No that graph specifically.


A:   	You can place whatever weight you wish to.  We did not place a lot of weight on it to complete this review and make decisions and recommendations from the review.


Q:   	Well how reliable is it?


A:   	Well it's reliable in that it's as accurate as data we have.  What we use to think about the data and make decisions was the time series graph that I’ve said on 024 and also the benchmark of course was one of the primary drivers.


Q:   	So can you just identify for me the graphs that were of importance to the Health Funding Authority in coming to conclusions in this report?


A:   	The graphs are more to kind of show patterns and trends across different time periods and to use those as discussion for that and on 024 the high grade one you can see the .5 benchmark goes across there so you can clearly see in different time periods who falls below the benchmark and it was more the benchmark and the other indicators that we had that we used in terms of making individual decisions about laboratories.  This is just another way to look at the data and think about it but in terms of the essence of the decision making we would then to go the actual indicators with the benchmark except for abnormalities, the incidence, the correlation data, the questionnaire.





PROFESSOR DUGGAN INTERJECTS AND XXN WITNESS


PROFESSOR DUGGAN:   	And if you had set the standard higher for high grade you would have used that benchmark to evaluate the laboratories?


A:   	Yes we would have used that as the next level to have considered whether they need more clarification or not yes.





MS GIBSON CONTINUES XXN OF WITNESS


MS GIBSON:   	I just wanted to turn to another matter with you Mr DuRose and that is there were some concerns weren’t there raised through the course of the review about specific laboratories and I’ve identified particularly the laboratory called Laboratory AE and the laboratory you call Laboratory mP.  The first laboratory do you agree appeared to have a poor correlation between  it's cytology and histology rate?  If you want a page reference for that that's in your volume 2 page 140.


A:   	Sorry I was going to exhibit 1 page 35 but I’m quite happy to go either way.


Q:   	Well as long as you recognise the laboratory I’m talking about.


A:   	Exhibit 1 page 35 gets to the conclusion of the matter that you’re talking about.


Q:   	That's right yes.  And then there was Laboratory mP.





CHAIR INTERJECTS


CHAIR:   	Could you refer us to page numbers


MS GIBSON:   	I’ve got it at page 145 but Mr DuRose may have another reference.


MR DUROSE:	It depends what you might want to ask about it.  There’s a summary further on the process.


MS GIBSON:   	Page 56 ma’am.





MS GIBSON CONTINUES XXN OF WITNESS


MS GIBSON:   	There appeared in both those laboratories to be significant errors in relation to coding didn’t there?


A:   	They’re different.


Q:   	Explain.


A:   	OK laboratory AE when we looked at the histology cytology correlation table and you can see in the evaluation panel comments on page 035 it came out at 27%.  Now the pathologists on the panel immediately suggested there must be a coding error because of that type of – if you look at the comment there about the information on glandular dysplasia which I can’t get into, but they understood it and said there would really appear there’s a coding error here and so we went through that process of clarification, discovered that was the case, have since resolved that, it wasn’t a situation that effected the clinical decision making or management out of those results it was simply a coding area that had been going on, it all got corrected now and is  all basically fixed.


Q:   	And that was pre-1996 as I understand it.


A:   	No that coding error if you look at the bottom of page 035 the third bullet point that explains that and that says it was from May 1996-1998.


Q:   	And in relation to laboratory mP did you define that as a coding error as well between  CIN II, CIN III and low grade smears?





CHAIR INTERJECTS


CHAIR:   	Can you just pause there.  Could we have a page number.


MS GIBSON:   	Page 56 ma’am.


CHAIR:   	Just for the record.





WITNESS REPLIES & MS GIBSON CONTINUES XXN OF WITNESS 


A:   	This was a matter that the laboratory brought to the attention of the programme with a copy of the letter to me early Feb prior to the evaluation panel meeting and what it appeared had happened was that they had been reported CIN I to CIN II correctly to the clinician but the recommendation and the coding for that did not necessarily match the coding for a high grade abnormality which from memory, I can’t quite recollect the code but probably will in a minute.


Q:   	And that covered approximately 655 smears didn’t it?


A:   	Yes.  I’m trying to think if it was smears or women when they were doing the follow up where it's happening now so I’d have to go to supplementary exhibit 10 and check that.


Q:   	You didn’t find I take it in your review of laboratory performance any current coding errors of that nature?


A:   	For that particular code do you mean?


Q:   	No when you did your evaluation of the laboratories –


A:   	All of them?


Q:   	Yes, were you confident that those sort of coding errors had ended in 1998?


A:   	No coding errors came in two other laboratories CL and IM, both had as we got underneath it and tried to clarify matters due to the benchmark and other things, we went through that process, the C3A1E code which is the ASCUS high grade code, it came into effect in 1998.  IM what was happening there, the E had dropped off so it was counted as a low grade, the actual clinical report for the clinician and the recommendation was correct but what was coming in the register was not correct in terms of low or high grade and for the other laboratory it wasn’t the E dropping off they had just kept putting it in as C3A1F I believe from memory so again it was being counted as a low grade but the right report was going out from their laboratory and that came out of the process to understand those types of coding errors and the corrections made and so on and the various quality assurance measures that people all had in place by this time, the various programmes that they all belonged to, the TELARC accreditation, the Cervical Screening Programme itself, nothing had picked up these significant errors until you did your evaluation?


A:    I’m not sure how significant they were, but to my knowledge – I shouldn't say nothing would pick them up, but I think there's an understanding on the Register about some of the data matters and getting that and so on.  I don’t know all the detail, but yes, I think this was I guess one of the benefits of the review, we were able to get underneath and you would see in the summary report given back to the laboratories that that was highlighted and said “we suggest you should review your systems and just check the data integrity and so on.”





CHAIR:   Yes, but Mr duRose, this would indicate, would it not, that either it wasn’t picked up by the programme earlier on, or if it was picked up no-one was doing anything about it?  It’s one or the other, isn't it, or can you think of another option?


A:    Probably the former, but yes.





PROFESSOR DUGGAN:   Mr duRose can you explain to the panel how this process of coding is done, or do you know?


A:    I couldn't give that level of detail.


Q:    this is a laboratory based activity, is that correct?


A:    Yes, and there's different IT systems that assist and it gets – maybe Ms Matcham could talk a bit more about how that’s transferred to the Register and so on.


Q:    So if the Inquiry had some questions about quality control of the integrity of the coding Ms Matcham would be the best person to ask?


A:    I think so, yes.


 MS GIBSON:   Mr duRose would you agree with me that given that it took your evaluation to pick up these difficulties that it would be impossible to say that it would not happen in the future, that these coding difficulties could not happen again?


A:    I think now that we've done this and understand it a bit better and as part of the new standards and monitoring come in place, I would hope that that will include some aspect of data integrity checking and some more around that, so I don’t know if you can say it’s – so I just think it should get better and be improved and minimise your mistakes.   I don’t know that you’ll completely get away from coding errors, it’s probably just you want to obviously keep them to a minimum, have the right checks in place that gives you that insurance.


Q:    So you would hope that there would be an improvement from even this time period onwards?


A:    Yes.


Q:    Thank you, I have no further questions ma'am.





PROFESSOR DUGGAN:   Mr duRose again you may not know the answer to this question,  but I will ask you.  Who has the responsibility to ensure that the codes on these cytology reports are accurate?


A:    I probably don’t know.   I would assume the pathologist would have a significant responsibility to ensure their accuracy and the systems within the laboratory to transfer it accurately and to meet the timeframes that they should be meeting for that.


Q:    I believe you did visit some of these laboratories.   Did this item ever come up for discussion?   Who has the responsibility for ensuring the accuracy of the coding?


A:    Probably not in that manner I wouldn't say, in terms of who has responsibility for it, no.


Q:    did it come up at all?


A:    The discussion came up more in the fact of trying to clarify it in areas that it needed clarifying.  One laboratory in particular did a lot of checking and auditing of it and again perhaps if I referenced, not specifically in the manner you're talking about, but reference to what I talked about earlier, which is exhibit 8, 228, if we go there.  This gives an example of some of the ones involved in the review in terms of trying to clarify this, some of what they did to do that, and it’s kind of part of that approach in terms of helping to implement the standards we believe this type of aspect around data integrity should be part of that.  


Q:  Based on the information here on p228 Mr duRose, who has responsibility for ensuring the accuracy of the coding?   This is the coding of the cytology report.


A:    Yes.


Q:    that is then sent on to the Register, is that correct?


A:    Yes.


Q:    I suppose if you read in the box the programme’s policy 1996, it would appear that laboratories are required to provide efficient and accurate services, forward cytology results to the Register and agreed codes, electronic format within a time period and so on.   So that’s the current understanding of that at the moment.





CHAIR:   And who is responsible for checking to ensure that laboratories are forwarding reports to the Register which contain the correct codes?


A:    I think you might ask Ms Matcham what they do and how they receive these and what checks they might do.  I’m not real clear on that.


Q:    It’s not something that the quality assurance and audit team deals with?


A:    No, the Register works with the programme.  We were brought in to help with the investigation and so on.


Q:    But in terms of auditing, what auditing is done to ensure that information that is sent to the Register uses accurate codes.  I take it that’s not part of the quality assurance and monitoring group?


A:     No.


Q:    And that would be the role of the Register staff?


A:    I think you should ask them how they do that and what they do, yes.  I’m not sure – or ask Dr Peters what the roles are within her team, I’m not sure about all that.  I would go to the Register and ask them about it.


Q:    So at least we know for sure it’s not something that the quality assurance and audit team deals with, it doesn't monitor the Register in that way?


A:    No.





XXN MS JANES:


Q:    Mr duRose if I can just take you through my range of questions on the issue of coding before we change topic.  You indicate at para 9 of your brief of evidence that there were a number of situations where smear result codes have been inaccurately reported and then going to your exhibit 1 you have each of the individual laboratories which show that coding errors were identified and the actions that were taken, and if I can I would like to take you to each of those very briefly.  The first one is laboratory AE on page 35 and that indicates that there was an inappropriate use of the code for glandular dysplasia and obviously work is being done in relation to this laboratory to ensure that these coding errors are rectified?


A:   	That's been completed.


Q:   	Thank you.  And is there going to be any follow up at all to ensure that there is monitoring so that there is a check made that they don’t fall into error again?


A:   	I think that's where all of this now needs to advance into the standards that are coming in the monitoring and evaluation for the programme so I don’t have any particular plans to do that with this one.  I’m not sure if the Register does but if we get back to where I talked earlier about, and just reference page 228 of exhibit 8 to give an example when we get ready to help implement those standards that's one of the things that is being proposed at each laboratory where say they’ve completed an outline what their systems are so it's kind of doing that check then on some of the data integrity to help move into the new standards and so on so I guess in a way that would be planned because that would be part of that implementation plan.


Q:   	So can I take from that answer that essentially our particular unit in the Health Funding Authority has completed the exercise in relation to laboratory AE and that responsibility for any future errors or ensuring accuracy is now with the Health Funding Authority Register section is that correct?


A:   	Mostly except that I will be the one who helps with the implementation laboratory although laboratory AE has actually completed that check as part of that plan, we might probably just ask them to confirm it again or that this still is in place and so on so there’s  way to kind of use the review information and appropriately transition it and link it into how all this happens and it just has to be worked out.


Q:   	And is there going to be some sort of formal hand-over of the information and the concerns that may well have been elevated but still require follow up.  Will there be a formal hand-over of responsibility?


A:   	Well that has to be worked out but I would anticipate whenever the monitoring gets set up there would be some sort of transition of information and so on.  I wouldn’t necessarily say that by that stage what you have to do is necessarily get into these coding type issues, you’ll want more systematic methods of assurance that applies to everybody anyway.


Q:   	My concern really is that if the Register at the present time believes that the quality and auditing body is looking after these things, there needs to be a more formalised hand-over of responsibilities so that the right people actually know that they have now taken responsibility for any follow up.


A:   	I’ve been working closely with the Register on how this clarification happened and that will just continue was we transition and it's also whatever the monitoring becomes and who does that that some of the transition has to go towards so I think that is happening now in terms of that working together on this.


Q:   	And you and the advisory group are absolutely assured in your own minds that there are no continuing issues in relation to laboratory AE?


A:   	That would be my understanding.  They’ve outlined what their systems are, what steps they’ve taken and what changes they’ve made.


Q:   	Were any recommendations from the advisory group passed by say the evaluation group or did they have very distinct responsibilities?


A:   	In terms of the process we had when the advisory group got set up remembering the two New Zealand pathologists who were on the evaluation panel carried on into the advisory group, they were also assessors so we had that continuation of knowledge from the perspective of pathology carrying through.


Q:   	And that was Margaret Sage and Mr Fitzgerald?


A:   	Yes Dr Peter Fitzgerald.


Q:   	The second one is laboratory CL at page 38 and again on page 39 it talks about the coding errors for high grade data, differing between  the laboratory and the Register.


A:   	Yes.


Q:   	And also the decrease.  I understand for your amended or updated exhibit 10 that there have been subsequent events in relation to this laboratory.


A:   	Yes that's correct.


Q:   	If I can take you to that updated exhibit 10 on page 2 the last sentence on that page indicates that concern was expressed that there was no specific monitoring programme in place in the laboratory to address the question of whether this change was an improvement in practice.  Is there anything that is going to occur to alleviate or address the concern expressed by the advisory group in relation to the practices of laboratory CL?


A:   	Yes, no, this, what this is about is not a coding issue so shall we clarify that?


Q:   	Thank you.


A:   	The coding is dealt with in the second bullet point and that basically just as I said earlier, it was that C3A1E code which is the ASCUS high grade that they had continued as a different letter that countered it as a low grade into the Register and by clarifying the numbers supported their data that they had given earlier that it was a .56%.  The third bullet point is about the reason, again we’ve only talked about the high grade benchmark so far we also had a benchmark for total abnormalities that was set at 5% and this is about the reason why that total abnormality rate was below that benchmark in 1998/1999.


Q:   	So it doesn’t relate to the –


A:   	It does not relate to the coding issue no, not to the coding of that, it was a change in their practice on how they were trying to be more specific in the ASCUS category and that's what brought about the drop in their total abnormality rate and I think what the advisory group in terms of the discussion being held about that was there was some view that perhaps it might have potentially dropped a little too far in terms of that and they had not put in place a mechanism to monitor that change in practice so what the concern was that there hadn’t been a monitoring mechanism in place recognised to put in place for that and if you go to the next page the last paragraph for this laboratory they recommended that a proposal be put in place that will get agreed with us to show how that would be monitored and so on and we will obviously take that monitoring forward in terms of the results of that and so on with that laboratory and transition that into what happens next in terms of the programme.


Q:   	And will that proposal and that monitoring be under the agues of your unit?


A:   	It will be until such time as we transfer it and I mean I’ll probably have responsibility for it but I will liaise with Dr Peters and the programme people about it to keep everybody in the loop so to speak.


Q:   	And has a time frame been placed on that project?


A:   	I think from memory the proposal should come in by the end of this month and then we’ll work it out from there.





PROFESSOR DUGGAN INTERJECTS AND XXN WITNESS


PROFESSOR DUGGAN:   	Is laboratory CL the only laboratory using thinprep?


A:   	No there are several laboratories in New Zealand that use thinprep.


Q:   	And were they using thinprep for all of their smears or just a proportion.


A:   	A proportion.


Q:   	Did you compare the reporting rates of all the laboratories using thinprep.


A:   	No we didn’t get to that level of detail for the review.  No, this wasn’t a ThinPrep study, we were just –


Q:    Yes, but you have identified an outlier, isn't that correct?


A:    We have clarified and understood why they were an outlier through the process with the advisory group and getting further information from them.   The advisory group, the last meeting about the ThinPrep matter, it was just felt that was something we should get involved with, the new standards were coming in place and it wasn’t something of direct importance for this, I guess was kind of the way the discussion went.


Q:    Would you accept that the introduction of a new technology for reporting Pap smears such as ThinPrep based on what laboratory CL has presented to you will alter the rate of reporting by a laboratory?


A:    Yes, and they gave us quite a bit of that information, so that was all brought into the discussion.


Q:    So just going beyond that then, what impact would this have on the Peters standards exhibit 40?


A:    I think from memory the standards have a reference to the introduction of new technology and how something about how that should be done and that’s its going to do no harm or whatever the wording is I can't remember the exact wording, so I’m not sure other than that.  I think that will cover the introduction of new technology, and they're also doing a study at the moment to kind of assess new technologies and so on which will be brought into all of that.


Q:    However, we appear to have a situation, correct me if I’m wrong, where we’ve gone beyond the introduction of the technology, it’s here, it’s being used by a number of laboratories?


A:    Yes.


Q:    so how does that fit with the standards in Peters 40 exhibit?


A:    I would imagine the same standards will apply regardless of how the smear is read – of how the test is done.   And I can't quite recollect all the detail of whether they addressed that fully or not.  If there are different technologies, obviously the laboratory should be monitoring how both of those are happening, make sure the processes are right for both, make sure the ThinPrep has the right background and education to do it properly and so on.  I’d have to look back at the standards I think if all of that’s covered, but I would imagine the same principles will apply to both technologies.


Q:    My question really is how comfortable was the advisory group with this explanation offered by laboratory CL when you have other laboratories in NZ who are also using ThinPrep and based on your study here there are no concerns about their total abnormality reporting rate.


A:    Yes, I think this is 2 of the supplementary covers the key issue in terms of why the total abnormality rates showed that significant decreased drop that it did, and it was more to do around their change in ASCUS practice not so much how ThinPrep was happening.   So I think that’s what the key aspect was that they expressed concern about.


Q:    Do you think that Dr Medley might be a better person to answer this question?


A:    I do.  Anything about ThinPrep I would liaise with Dr Medley and get her advice, so she would obviously be a better source.


Q:    Just to summarise my query to you, you have identified laboratory CL whose total abnormality reporting rate relative to previous years has dropped, the rationale that the laboratory provides for the reduced total abnormality reporting rate is because the introduction of ThinPrep has improved their specificity.


A:    No, no.  I don’t believe that was the rationale.   The rationale was that they had been trying to improve their specificity both in conventional smears and they also had ThinPrep being done in the way that it is supposed to be done anyway, but it was more I think using what they described as international evidence and how ASCUS can be so variable they made a decision they wanted to try to be more specific in that area right across their cytology.  It wasn’t directed towards one or the other.   So I’d assume what we would want to do with this, in terms of how we can monitor that change is obviously monitor in both conventional and ThinPrep and they gave information before they did separate out the reporting of ThinPrep v conventional so we should be able to monitor that forward, looking at both of those.


Q:    So you have rates of total abnormality reporting for this particular laboratory based on conventional smears and on ThinPrep smears?


A:    Yes.  I might even be able to give you a reference to that if you give me a second.   Okay, exhibit 6, 116 and 117.   It’s for the 1999 year.


Q:    Is this laboratory CL?


A:    It is.


Q:    And what is this p116 showing to me?


A:    It should state laboratory CL cervical cytology reporting 01/01/99 to 31/12/88 and it will outline different specimens for all that, based on the laboratory database and it talks about conventional smears and ThinPrep smears.   It summarises totals for both as you go through.


Q:    Number 1 we have all specimens refers to women who are both on the Register and women who are off the Register?


A:    Correct.


Q:    And conventional smears, the high grade rate is 0.53%?


A:    Yes.


Q:    And if we skip one line and go to the next line, ThinPrep smears the high grade rate is 0.613%.  So with the ThinPrep there's actually a higher rate of high grade?


A:    Yes.


Q:    On p117, which is the results sent to the Register of total abnormalities on conventional smears the rate is 3.14% and on ThinPrep it is 3.88%.


A:    Correct.   I want to discuss this with Dr Medley.


Q:    Why is it higher?


A:    I can't answer that.   The pathologist involved never quite understood some of the trends reflected here with ThinPrep – my understanding anyway – in terms of the literature, so I think Dr Medley would be better placed to probably talk to that a bit.


Q:    There is an inconsistency in this data in terms of the rationale being provided by laboratory CL?


A:	I don’t think so I think what they were again saying and again thinprep’s only a percentage of their smears you have volume variabilities there in terms of the I guess significance of some of the figures but in general what they were saying was that how their practice was around ASCUS, that was what really effected why their total abnormalities had decreased, trying to be more specific.


Q:   	We’ll ask Dr Medley this question.


A:   	Thank you.





MS JANES CONTINUES XXN OF WITNESS 


MS JANES:   	Just following that came through there, was there a high level of consensus in the advisory group as to what steps should  be taken in relation to any of the laboratories identified as being outliers or having issues to follow up or was there significant debate because of the different skill and expertise? 


A:   	There was debate that resulted in total consensus on all recommendations.


Q:   	And just following through the last two laboratories very briefly because essentially there are just a couple of issues, another one was GG on page 47 and it indicates that there was some historical reporting concerns although the questionnaire was satisfactory but then again there was a follow up exercise reflected in your update to exhibit 10 where there is actually going to be a review of slides carried out by the laboratory on 1,733 slides.  Is it acceptable or was it acceptable to the advisory group that the same laboratory should carry out a review of that number of slides.


A:   	Yes it was and can I explain this a little bit.  This was a laboratory that although the questionnaire showed acceptable practice standards for 1994-1995 they fell below the benchmark we’d set for high grade abnormalities.  Their explanation was that due to what they had identified in their own say quality improvement practices they had made changes to that reporting protocol in 96.  Now when that got before the advisory group that explained say the high grade reporting and gave an explanation on some of the differences we saw and also the area was taken into account in terms of incidence and so on but what they felt was that was there any checks done at the time of that change, just to check that things were OK in terms of the management of the women that would have been involved in that change and they hadn’t done any specific checks although they would have been identified as low grade at the time and given follow up smears or if it was the second low grade gone forward for assessment so what the laboratory has been cooperating with us on is how best to go back and just check that as a precautionary measure.  The advisory group was quite comfortable that it's a matter for them to do their own review, we were looking more at what's the right recommendation to put in place and make sure all the correct cases get reviewed again as a precautionary measure in terms of this type of activity.


Q:   	As a precautionary measure was it ever considered that it might be of value to take a subset of those 1,733 slides and have them read elsewhere as a quality check on the laboratory rereading or reviewing their own slides?


A:   	No that wasn’t brought up at all or discussed and I must say this laboratory is very interested in looking closely at those if there is a high grade smear they will call it as such and we want to make sure that right follow up is then put in place and so on.  It may well be, there probably wont’ be very many because subsequent high grades have been eliminated from the exercise because they have now been identified and of course the numbers of ASCUS that would be true high grades is a low percentage so it's likely that most of those have already been identified but they are going to carry out the exercise and we’ll make sure that if any are identified the right steps are taken and that's what were just finishing off those final steps now.


Q:   	So both the Health Funding Authority and the advisory group are absolutely confident and assured that there should  be no concerns in relation to this laboratory depending obviously on the outcome of the review?


A:   	Yes we are comfortable that we carried through, document it well and then we’ll look back and see what the overall results are of course in time.


Q:   	And is there a time frame for the completion of that exercise?


A:   	Trying to do it within 3-4 months of looking at all the smears they need to do it within their normal workload and we obviously don’t want to impact in an adverse way on that so it is underway and proceeding now yes.





CHAIR INTERJECTS AND XXN WITNESS


CHAIR:   	Can you just tell me simply why you think it is alright for this laboratory to do it's own review of these selected slides?


A:   	Well although we are identifying this with again the time frame of this has been the most challenge for the review, I think that these types of activities should be happening in laboratories anyway if they identify something and they need to go back and review slides, they review their own and they take action if it involves the follow up for the women involved and so on so we need to understand we need to try to appreciate that we want to review and learn and do these activities to become accepted practice and people to work through those so the pathologists and the advisory group involved, there was no suggestion ever that they shouldn’t carry it out themselves.


Q:   	Is it likely because of the gap in time, as I see the undercalling was 1994-1995 of the high grades and the undercalling of abnormalities in terms of being below the benchmark was up until 96, is it likely there would have been changes in staff in the laboratory so that the persons doing the review are not going to be the same persons?


A:   	I don’t really know that I don’t think that's really too much of a factor.  The people involved in this are very keen to do it properly and make sure it's all done correctly and are quite keen if they find a high grade they are very keen to work it out.  They’ve already brought it to our attention themselves, they have cooperated fully and are proceeding on that.


Q:   	They did that because of the cytology histology correlation didn’t they?  That's what drew it to their attention.


A:   	Yes.


Q:   	Because it just seems to me, I may be being unduly cynical but it seems to me that if someone – I mean it would seem that people don’t choose to misread slides they do it for various reasons.  If someone is not reading a slide competently first time around, how comforted can you be that second time around they’re gonna read it competently.


A:   	I don’t think this was an issue of competence.  I think this was the way they were practicing at the time, they identified that they need to make some adjustments to it, they made the adjustments in terms of practice at the time, they were given the correct reports at the time based on calling low grade abnormalities and what they didn’t do was take the next step about well should  we think about the ones we’ve called and do a check back on those and the advisory group being multi disciplinary and seeing that said well, did they do that or not, and so that's what we ended up exploring further and trying to work out.


Q:   	I’m sorry I’m not actually understanding the way you are expressing yourself.  When you say that –


A:   	Well you suggested that this reflected competence and I’m suggesting that what it reflects is not competence, is not an issue of competence, but rather as I understand it, it's the way they were practicing at the time –


Q:   	Well that's the point, I don’t understand what you mean by that.  What do you think was the way they were practicing.


A:   	A pathologist could probably explain this better than I but I assume they were looking at it in terms of cytological diagnosis and what the smears look like in the cells and they were calling them a certain way based on how they practiced that would have probably been within how you do that, but what they then identified through correlation data and looking at that and trying to learn from that was, “Oh, well maybe we should adjust our practice because some of these are coming through as high grades” and so they made that change.   So I don’t know that that on its own suggests that it’s a matter of competence – that’s all I’m suggesting.


Q:    But the practice would just be the way they read the cell, wouldn't it – I mean, the slide?


A:    It would be that and the way they reported it.


Q:    Well the reporting would be what code they chose to use.   It would seem to me that when you read a slide there would be that point in time at which you diagnosed what is on the slide;  in other words, you form an opinion “is this normal, is it CIN 1, is it CIN II, is it CIN III”.  Now it seems to me that there is a possibility there that a pathologist – I used the word “competent” – we could say has an error in the sense that the cytologist rather reads a slide as normal when everyone else would read it as CIN III.  That is a practice by that cytologist which would seem to me to be in error.  The second way in which an error could arise is the way in which the diagnosis is reported by a coding error.  You pick the wrong code.   Now putting that issue aside, because we’re not looking at that we’re looking at under-reporting, if someone is looking at a slide and they are reading it differently to the way a reasonable, competent pathologist would read the slide – in other words, they're reading it as normal instead of CIN III, if that is their practice, that is just how this person works, how can you therefore be assured that if you go to this person and say “I've got doubts about your slides, they seem to me to be under-called, review them again please”, how can you be assured that second time round they are not going to repeat what they did first time round?


A:    This situation doesn't reflect that scenario, this situation is they identify them as an abnormality, they realise that they had been under-calling them –


Q:    what do you mean by that?


A:    Well, they called them ASCUS cases, so that’s a low grade abnormality, so the women would already then be in for a repeat smear at an earlier time – 


Q:    How does that –


A:    Well, it’s different than normal to CIN III.  I’m just saying that in this, they identified it themselves through their own mechanism that they needed to make some adjustments to how they called those cases and they then made those adjustments, which in terms of quality improvement that’s probably a positive thing, and now all those adjustments are made.  So their current practice is doing it this way, so we can probably be assured that they will now look at those under how their current protocols and practice are for those cases and call them appropriately in terms of what they’re looking at.


Q:    So you are saying that they were giving the wrong names to what they were seeing? 


A:    No, I’m just saying that they were under-calling them potentially because of the ASCUS category.  Now remembering ASCUS high grade wasn’t around back then so they couldn't call them that.  And also it would be more on what they actually reported to the smeartaker too.


Q:    What is the difference between under-calling and under-reporting?  If I look at something and I say it’s normal when the general, reasonable, competent pathologist would say it was ASCUS, what is the difference?  Is that under-calling, is it under-reporting, is it both?


A:    Can you repeat that one?


Q:    If I look at a slide –


A:    What's the example you're using?


A:    I’m now moving, I've tossed aside normal to CIN III because I can see that’s too extreme, we’ll go now from normal to ASCUS high grade.  If I as a cytologist look at a series of slides which I say are normal when the reasonable, competent pathologist looking at those slides would say they were ASCUS high grade, am I under-calling, am I under-reporting, am I doing both, and what's the difference in meaning between under-calling and under-reporting, if any?


A:    I think just for this we were calling it under-calling because they had identified an abnormality, but perhaps not at the right level.


Q:    Right.   


A:    I don’t know if there are any definitions, we were just using it in that scenario.


Q:    I’m trying to understand the language you use.  You would say under-reporting is failing to recognise an abnormality.  An under-calling is recognising an abnormality but giving it the wrong category?


A:    I would consider that reasonable but I’m not a pathologist so I’m not sure how they would think about those terms.


Q:    Well I’m really just trying to understand what you mean by the word “under-calling”.  It would seem that under-calling is no different to under-reporting.


A:    I think the point made here is that they identify the abnormality and as I think came through in Dr Farnsworth’s evidence to a certain degree was having identified an abnormality the woman is then more closely followed up than if you call it normal and the next smear is 3 years from now.  I think that is a bit of the difference involved.


Q:    Yes, but if you identify an abnormality but you give it the wrong name – in other words, you see it as CIN 1 instead of CIN III.  I mean CIN 1 is an abnormality isn't it?


A:    Yes.


Q:    CIN III is an abnormality too isn't it?


A:    Of more significance, yes.


Q:    So if you see an abnormality and you call it CIN 1 when most people would call it CIN III, that’s under-reporting isn't it?


A:    I guess so.   You could also call it under-calling I suppose.  The key thing of course is that it could be significant because the CIN III would immediately get referred for –


Q:    I’m not thinking of the consequences, I’m just trying to understand.  Under-calling is really no different to under-reporting is it?


A:    I think there may be a difference but I would need to think more about it.  I haven't really thought of it in those terms.  For this particular situation it was a situation where it was more an under-calling because they’d identify what is a hard category to identify between whether it’s normal or abnormal anyway in terms of ASCUS reporting.   So it was in that context I believe.


Q:    So they were calling normal –


A:    No they were calling them ASCUS


Q:    they were calling them ASCUS.


A:    Right.   But it is a category that I understand is difficult to call anyway.  It’s quite variable is my understanding of the literature on ASCUS reporting.   But the important for them is they’d actually identified it as an abnormality, then they found that maybe more of those should have been called high grade and they discovered that on their correlation, they made the changes, and as we stepped in with this review the advisory group was keen to know, “well, did you check back on those women”, and that’s what we’re doing now because they didn't take those steps then, and of course since they’ve made all the changes to their protocol their practices are now in line to actually do the review of cases themselves.


Q:    When you review of cases, what are they going to do?


A:    They are going to go back to the original smear from 94/95 if there's been no subsequent high grades for that woman.   They're going to check it.  If they can definitely call it a high grade they are then going to initiate follow-up action.


Q:    Well this is a concern I have.   If they read it as ASCUS first time round, how can you be sure that they won't read it as ASCUS again when someone else from outside might read it as high grade?  Can you eliminate that possibility?


A:    Well I think they're going to look very closely at these cases.


Q:    yes, but can you eliminate that possibility?


A:    I’m not sure I can eliminate it, no.   The advisory group made the recommendation and that’s what I’m working on.


Thank you.





PROFESSOR DUGGAN:   Mr duRose, this laboratory it’s high grade rate as well as its total abnormality rate was below the standards set by this project prior to 1996.   The total abnormalities were below the benchmark prior to 96 and the high grade rate was below the benchmark in 1994 and 1995.  Can we just confine our discussion to the high grade below the benchmark in 94/95.


A:    Yes.


Q:    And can you tell me what was the rationale provided by this laboratory for their high grade rate being below the benchmark in 94/95?


A:    Just bear with me for a moment.  Go to exhibit 6 please, p144, and the laboratory by the way has since confirmed, after a check on all their data, it would be slightly above the benchmark now but that’s just another point so this was their response to the questions at the time with the evaluation panel and they’re specific answers reviewed by the panel and taken forward to the advisory group.


Q:   	So on page 144 part 2 this is a response of this laboratory to the evaluation panel’s question with regard to their reporting of their high grade rate for the period 94-95 which fell below the standard of 0.5.


A:   	Yes.


Q:   	And they offer three reasons.  The first was that the incidence of cancer in the region that they service is low compared to national average, the second is that the high grade reporting rates was 0.48% which they state is only marginally below the benchmark set by the panel and the third is that they have a number of cases of ASCUS AGUS as reported in this period which were subsequently proven to be a high grade abnormality on biopsy.  This reflect not false negatives but an abnormal result which was undercalled.  In light of the discussion that you were having with Ms Duffy, do these represent under-reporting?


A:   	I don’t think I should  answer that I think you should probably ask Dr Medley.  When I took all this into those panels, those forums of expertise, we didn’t get into that type of information about whether this was under-reporting or not.  This was a reason on this particular reason about why and the advisory group recommended a response to that which we are following through on.


Q:   	Could it be a degree of under-reporting?


A:   	It probably could reflect a degree of under-reporting.


Q:   	With regard to this ASCUS AGUS which this laboratory called undercalling, do you know what the practice of other laboratories in New Zealand in this time period was with regard to this category?


A:   	I wouldn’t know that off the top of my head that was kind of the information that the New Zealand pathologists were about to bring in to the forum in discussion and I’m not quite sure about the overall practice in that area.  My guess would be you would probably find it to be somewhat variable.


Q:   	If you don’t have any knowledge about the practice of the other laboratories with regard to this category for that period of time, how can you accept that this is a reasonable explanation for this particular laboratories reporting and explanation of their high grade rate being below the standard?


A:   	Well the expertise that considered it which included 3 pathologists on the evaluation panel considered it a reasonable explanation and also if you go to the abnormality reporting rates after that time period they did increase quite a bit and if you wish go to that, 024 –


Q:   	Mr DuRose we are here concerned about the period 1990-1996.


A:   	Right but in terms of the question about whether or not this should –


Q:   	This is the period 1994-1995 any improvement after 1995 would be the period –


A:   	But that helps explain why that explanation was accepted.  That was the question.  Because they looked at that and also saw the improvement happen which would generally reflect a change in practice and so on and in addition to probably other variables that could effect that also.





CHAIR INTERJECTS AND XXN WITNESS


CHAIR:   	So what this suggests is that in terms of being satisfied at this present time that there is no health risk for women, you were satisfied with the explanation the laboratory gave and the manner in which the laboratory was being dealt with by the group.  That though doesn’t really deal with the issue about what was happening between  the period 1990-1996.


A:   	Well I think though we obviously didn’t’ get to this level of detail with all laboratories although separated out ASCUS reporting rates and some of the graphs and so on, but again we did it based on setting benchmarks and of course our terms of reference didn’t stop in 1996, this review was done across the entire time period and that's what we were concerned with in terms of how we set it up.


Q:   	But it would seem that this letter from the laboratory that you received, I don’t have a date when it was sent to you, basically contains a statement that for the year 1994/1995 the laboratory was failing to pick up high grade abnormalities because smear tests which it read as being ASCUS AGUS in terms of the cytology were later shown to be high grade on biopsy.


A:   	The identified I guess, my understanding of how this works is, and the ASCUS category is not a real definitive area, is that what they identified was that they were on biopsy seeing more high grade abnormalities than they might expect to see and so therefore they made some changes to address that.


Q:   	Yes but doesn’t that ultimately mean that in terms of the cytology they were not picking up these high grade abnormalities which were being picked up on biopsy.


A:   	Well I guess it might mean that for this particular category and in part –


Q:   	Yes that's what I’m asking you about.


A:   	I guess it would mean it to a certain degree, the quantification of that I guess will have yet to be proven because now they are going to review those cases and put in the steps in terms of precautionary measure.  So the significance of it would be a unknown factor I suppose.


Q:   	Well at the moment I am reading a letter of explanation from a laboratory which says that in the year 94-95 it was not detecting high grade abnormalities it was reading those as ASCUS.


A:   	No it's not suggesting it wasn’t detecting any high grade abnormalities it suggesting in that category that is difficult to call they discovered that they were undercalling them, now not all of those would get proven as high grade on biopsy they found that a number were coming through that they probably didn’t expect that number to be confirmed and therefore they made some changes.


Q:   	Well what I read in this sentence is it says a number of cases of ASCUS AGUS reported in this period was subsequently proven to be a high grade abnormality on biopsy.


A:   	That would happen in probably any laboratory.


Q:   	So that would suggest they weren’t recognising those cases when they were reading the smears.  That has to follow logically.


A:   	My understanding is and again probably ask Dr Medley to get into the detail of that, my understanding is that's the non-definite type of cells and so on that are difficult to be that specific on and I think you get into those trade offs of should it be more specific or more sensitive and I guess what they discovered was maybe they were being too specific and they tried to increase their sensitivity through having looked at that themselves and I think that's probably – I would imagine that all laboratories will find cases that they call as ASCUS in the low grade area that on biopsy were shown to be a high grade.


Q:   	Well it depends on how many of those cases are occurring, whether or not you are within the true false negative rate or whether you are beyond that doesn’t it.


A:   	Yes.


Q:   	And my understanding also is that during the period 1990-1995 that there was an undercalling of abnormalities generally, that's what I understand from your analysis.  I think it's over the page.  Yes total abnormalities for the periods 91, 93 and 94, 95 were below the benchmark set.  It says the total abnormality figures furnished for the laboratory did not include ASCUS AGUS in the percentages as we only recorded definite cases of dysplasia.  Page 145.


A:   	Yes I think what’s happening is your reading this and taking one indicator, now they acknowledge the incidence of cancer in their area and their explanation, we took that on board as another indicator.  We had correlation data although it was later 96, 98 some of the cytology of that because of the method of that would have gone back into this period so we use again several indicators, not just one to try to reach some conclusions about how acceptable or not it was and what to carry on with in terms of the different processes in the review.


Q:   	Going back to page 144 the final sentence at iii the laboratory is saying there –


A:   	They’re reflecting I think what I said earlier about how we could accept this reason was we did see in the graphs for 96, 98 an increase in abnormalities.  It could not just be due to this of course, it could be other reasons, but obviously this would have an effect on that.


Q:   	And they are saying that there was an undercalling of a certain willfulogical type of high grade abnormality.


A:   	Yes.


Q:   	And if undercalling is seen as a type of under-reporting then they are saying that there was an under-reporting of a certain willfulogical type of high grade abnormality are they not?


A:   	I’m not sure what words you want to put around it.  They’ve written what they’ve identified it as and if the inquiry wishes to consider that as a degree of under-reporting that's up to you.  I can only go based on what they’ve said and how it worked through.  I can understand that it probably is – I think whenever you look at any of the correlation data especially you start trying to reflect whether that represents a degree or under-reporting or over-reporting for that matter and that's part of why you use those types of correlations to understand that and improve practices and so on.





MS JANES XXN WITNESS


MS JANES:   	Mr DuRose if I can just very quickly tidy up this particular laboratory it's probably going to be the end of today but just out of interest how was this laboratory able to know that they had an incidence of cancer that was lower compared to the national average.  We've heard a lot of evidence that the tables that are being seen in relation to incidence are relatively new.  Page 144.


A:   	If you go to page 142 of exhibit 6 we told them.


Q:   	OK.  So essentially if I can take it through a series of steps it was clearly recognised by the evaluation panel that there was either under-calling or under-reporting prior to 1996.


A:   	No I’m not sure –


Q:   	They were under the benchmark.


A:   	They were below the benchmark stage and we needed to get clarification to understand why because as we would be aware just because someone falls under a benchmark you have to understood there could be good reasons why that happens.


Q:   	So that was the reason for the further inquiries.


A:   	Yes.


Q:   	And then do I take it that one of the factors that the advisory group took into account was that the practices reported from 96-98 indicated that there had been a change in practice which reflected that there may be a better ability to recognise ASCUS AGUS and call it more correctly?


A:   	Yes.


Q:   	And would it be the case that because it was called a level of abnormality rather than a normal, that the women would have been followed up and therefore the advisory group didn’t have grave concerns for the health and safety of the women in that they may have either been another smear in three months or even if there had been none, they would have gone through at least another three yearly cycle?


A:   	I think that's fair.  I think what they really wanted was lets check and make sure that everything’s OK with this group of women where these cases were called like that and a subsequent change made and didn’t go back and just check that so since they’re already in the process there is some assurance there but rather than leave it at that we’re taking the extra step as a precaution just to make sure and to then – and the best way to do that it was considered was to go back and look at the actual slide in this case because if the slide – and you look at it now under how they do that protocol and so on, if they can clearly state it's a high grade or an ASCUS cannot exclude high grade which wasn’t around back then, then we’re going to initiate that follow up.  Now it's unlikely to be many numbers in that because of the subsequent high grades that have since been eliminated but if there are any then we’re initiating that follow up with their cooperation.


Q:   	And at no time were there expressions from the advisory group or the evaluation panel that because they had been unable to call them correctly if I can put it that way, before 96 there were no concerns that this laboratory was going to undertake the review and may again under-call or not identify correctly.


A:   	No no concerns like that.  My understanding is that's a category that's not real clear cut to begin with.


Q:   	In like of the questioning from the panel, are you confident that that analysis was correct and that there should not have been greater concern on the part of either the Health Funding Authority or the advisory group?


A:   	I’m confident in the process we following and the information we’ve had and the recommendations reached yes and I’ve since of course met with the laboratory and discussed it through and they are very interested in doing a good job so I’m confident it will be carried out correctly and well.


Q:   	And there’s no concerns that taking 3-4 months to carry out this review of the slides before any women identified receive information in relation to that exercise that there is any danger to health or welfare of any women?


A:   	Well we will put it in place so if any are identified at the time they are read, the follow up will be initiated, we’re not going to wait until the end to initiate action so we’ll set in the right processes.


Q:   	So it will be progressive.


A:   	Yes.


Q:   	And essentially some of the same issues relate to laboratory MP in that there is also an exercise in relation to women being followed up there as well  is that correct?


A:   	I think different issues but in essence an exercise in terms of follow up sure.


Q:   	If the panel has no other issues relating to coding and reporting I may just quickly touch on accreditation which will take me about 2-3 minutes and then I’ll save all other questions for Monday.





PROFESSOR DUGGAN INTERJECTS AND XXN WITNESS


PROFESSOR DUGGAN:   	Just in terms of the ASCUS cases I believe I heard you say that these are hard calls for a pathologist is that correct?


A:   	My understanding is it's not a very clear diagnosis to make in terms of smear reporting yes.  I believe my understanding of some of the literatures there’s quite a bit of variability around if you get several people to read them they can call several different things.


Q:   	Do you know what the practice, the usual practice is in current time in terms of these cases is?  What is the usual practice in laboratories today with regard to these ASCUS cases that are difficulty in terms of excluding the possibility  of a high grade disease?


A:  	I’m not sure I can answer that.


Q:   	We should ask Dr Medley?


A:   	I’m not sure Dr Medley would know what usual practice is in New Zealand.


Q:   	But she would know the usual practice in Australia.


A:   	She would I’m sure.





MS JANES CONTINUES XXN OF WITNESS


MS JANES:   	Mr DuRose if I can just take you to your exhibit 3 page 30 and as I understand it that is the complete list of the laboratories that participated in this review is that correct?


A:   	Yes.


Q:   	And at page 4 of your exhibit 1 you indicate that all laboratories have been registered as accredited by TELARC IANZ since 1995 and all have participated in the Royal College of Pathologists of Australasia  cytology QC programme since 1995 is that your understanding?


A:   	Based on the questionnaire responses yes.


Q:   	And is it your understanding that the related to accreditation for cytology or generally for a medical laboratory.


A:   	I believe it was for cytology.


Q:   	So to the best of your knowledge all of the laboratories were registered, accredited for cytology in 1995?


A:   	No to the best of my knowledge sitting here today, that was based on questionnaire response.  I’ve looked at the IANZ whatever exhibit it was that gave a list of laboratories, one of them was registered in I believe Feb 96 so we have a slight discrepancy of a few months in terms of this information and that information which might in all likelihood in terms of how the person just submitted the information on the questionnaire and possibility  even some confusion when IANZ do their initial visit or do their actual visit to check and go through the process for accreditation as opposed to when they confirm the registration that to me might explain some of the discrepancy but there is a discrepancy of a few months anyway yes in terms of that information.


Q:   	OK can I just tidy up one tiny little thing on page 13 of your exhibit 1.  I take it it's a typo where it says accredited since 1994, because everywhere else it's been 1995.


A:   	It is and in terms of reviewing everything to prepare I have realised that was an error and I made that correction in terms of getting the final report together yes.


Q:   	So 1995 is the date?


A:   	That's right.  





MS JANES ADDRESS MADAM REGISTRAR


MS JANES:   	Madam Registrar if I could please have Walker exhibit 1 and if we can leave open page 30 of exhibit 





CHAIR INTERJECTS


CHAIR:   	I think also we should record on the exhibit this change in date and have it initialed so it's there rather than to rely on the transcript.





MS JANES CONTINUES XXN OF WITNESS


MS JANES:   	So very briefly, at exhibit 1 on the second page so 02 of exhibit 1 and then just correlating that with your exhibit, exhibit 3 at page 30 which is the list of laboratories I just want to take you through that firstly MedLab Central Hawkes Bay is accredited at 1/10/99 and in fact ahs never been accredited for cytology according to this record can you see that?


A:   	I think that our laboratory was MedLab Hawkes Bay if you go to my list not MedLab Central Hawkes Bay.


Q:   	So does MedLab Central Hawkes Bay not do any cytology for the Cervical Screening Programme.


A:   	I assume not.


Q:   	And what about PathLab Waikato which is 96?  Is that the one you were talking of previously?


A:   	Yes.


Q:   	And can you confirm Southern Community Laboratories Limited is that Dunedin.


A:   	Yes.


Q:   	OK. And what about SCL Hawkes Bay Limited do they cytology?


A:   	I don’t believe they do, my understanding is that SCL Dunedin do cytology, they weren’t involved in this review and from memory checking the IANZ website.  I don’t believe that they do cytology.


Q:   	So they are registered for cytology but they don’t actually carry out any for the Cervical Screening Programme.


A:   	They may I’m not sure.  They weren’t involved in this review.  I couldn’t answer that.


Q:   	So there’s just the one Path Laboratory Waikato that the data is not quite correct?


A:   	Yes.


Q:   	Thank you that's all.





INQUIRY ADJOURNS UNTIL 10:00 A.M.
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