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MAY IT PLEASE THE COMMITTEE:

Introduction

1. Our submissions will be presented in two parts.  This first part is directed towards the substantive issues raised by Terms of Reference 1 to 3 and the evidence that has been heard during the Inquiry.

2. Part II will be filed as soon as is practicable.  It will cover the matters raised by Terms of Reference 4 to 8.  In addition, there remains the outstanding issue of the study proposed by Professor Skegg.  As at the date of filing this submission Professor Skegg is considering the material that was provided to the Committee by the Director-General of Health on 24 August 2000, and a hearing is proposed for 11 September 2000 to deal with the legal issues raised. 

3. No doubt all those who appear to present submissions on 18 September 2000 will have the opportunity to comment on submissions filed by others.  Certainly we expect to be in a position to deal with all other submissions received by the Committee at the hearings commencing 18 September.

PREAMBLE: 

‘To conduct an inquiry into the reading of abnormalities in cervical smears in the Gisborne region prior to March 1996, taking into account the results of cervical cytology and histology samples carried out by the Health Funding Authority, on the following terms:

4. The Committee will be well aware that:

4.1 The reference to March 1996 is a reference to the date on which Dr. Bottrill retired from practice.  

4.2 The focus of the Inquiry has been the reading of abnormalities in cervical smears.  Of course the reading of smears is only one part of the screening pathway.  Some of the evidence – in particular some of the case histories of women affected – makes it clear that there is no room for complacency about other aspects of the screening pathway.  The primary concern of the Inquiry, however, relates to the disciplines of pathology that impact on the reading and reporting of smears.

4.3 The reference to ‘... the results of the reviews of cervical cytology and histology samples carried out by the Health Funding Authority...’ is primarily intended to be a reference to what came to be referred to as “the Sydney review”, i.e. the re-reading exercise that was carried out by Douglas Hanley Moir Laboratories in Sydney (and in other associated laboratories) in respect of a total of slides initially read in Dr. Bottrill’s laboratory Gisborne Laboratories Limited (“GLL”).  With respect to histology information, some data subsequently presented by the HFA was taken from the National Screening Register or other ‘appropriate sources’ (Mellor, B2033).  In other cases it only became available after follow up investigations carried out when the results of the Sydney slide review were known.  

4.4 In all cases, however, the comparison of the correlation between the cytology results from each of the laboratories (Sydney and GLL) and subsequent colposcopic and histological information about the women in question has provided the best evidence that is presently available to the Committee to deal with Term of Reference 1.

TERM OF REFERENCE ONE:

To determine whether there has been an unacceptable level of under-reporting in consequence of mis–reading or mis–reporting of abnormalities in cervical smears in the Gisborne region…

5. In our submission the evidence establishes that there has been an unacceptable level of under-reporting in consequence of mis-reading/mis-reporting of abnormalities in cervical smears in the Gisborne region.

What is ‘Unacceptable’?

6. Before dealing with the evidence that supports this conclusion, it is to be noted that at the outset of the Inquiry – and, indeed, until the cytology/histology correlation data and cancer incidence data became available during the July hearings– it seemed possible that the Committee might not have sufficient information to answer this Term of Reference.  The principal difficulty concerned the meaning of the word ‘unacceptable’.  

7. Some mis–reading of cervical cytology is inevitable.  It is not controversial to say that even the best cytoscreeners practising in properly run laboratories with state of the art technology and appropriate quality control systems will mis-read and therefore mis-report slides from time to time (see Skegg No. 1 brief at paras 16 to 34 and at para 25 especially; McGoogan, para 59).  False negatives (and false positives) will always occur.  The questions, then, are:

· How does one measure ‘under-reporting’, and 

· At what level can one say that it has become ‘unacceptable’?

8. These issues are made more complex because there have been no relevant standards for laboratory performance in New Zealand since the inception of the screening programme.  Without such standards it is not possible to evaluate this aspect of the programme - even if resources permitted and absent the various legal and ethical issues that have been addressed at the Inquiry.

9. Although work is now being done to establish standards, the fact is that throughout the time that Dr. Bottrill practised there was no objective or quantitative measure of performance against which his work – or the work of any laboratory, for that matter – could be judged in any systematic way.

10. The experts (Dr. McGoogan, Professor Skegg, Dr. Cox, Dr. Medley and Dr. Peters) were however all agreed that the best way to judge the performance of a cervical screening programme is to audit all cases where a woman has suffered a diagnosis of cervical cancer despite having been screened.  No such systematic audit has ever been carried out in New Zealand.  

11. Further submissions follow on the issues of monitoring and evaluation, and the desirability of overcoming apparent legal obstacles to auditing the programme.  For the present the point is that there is no quantitative benchmark against which GLL’s performance could have been be judged.

12. This Inquiry was announced by the Rt. Hon. Wyatt Creech (then the Minister of Health) in September 1999 when the results of the first group of slides that had been sent to Sydney for re-reading were made public.  At that time it was reported that of 4,900 slides re-read, 157 had been identified as having high grade abnormalities of which Dr. Bottrill had reported 28 (TM/HFA/61). The results of the Sydney cytology review appeared to suggest a highly unacceptable level of under-reporting by GLL.

13. There are, however, difficulties in relying on the raw data from the Sydney re-read as a sufficient scientific basis for judging GLL’s performance.  Amongst other things, there is the fact that even with the re-read results there is still no New Zealand standard on which to judge GLL’s work, and no information to enable a meaningful comparison of GLL’s results with any other laboratory practising in New Zealand during the relevant period (see e.g. Skegg No. 1 brief at paras 62 to 63).  Since cervical cytology is an inherently subjective exercise, there are issues about reproducibility and bias in the re-reading (see e.g. McGoogan, paras 129 and 157 to 161).

14. It was clear that the principal focus of the re-read was to ensure women received the appropriate treatment for their health and wellbeing (TM/HFA/34 at pp 3 and 8-9). Although a secondary purpose of the re-read was stated to be ‘... to determine the extent of the problem regarding the pathologist concerned...’ (TM/HFA/34 at pp 3 and 10), this was never done in any scientific way.  We submit it would in any event have required a different study from that which was done by Sydney: see e.g. Farnsworth, B1914/20 to 1915/25; Mellor, B114/14 to B115/1; Skegg No. 1 brief, paras 62 and 63.

The need for a pragmatic judgement

15. In the circumstances the Committee is left having to make a common sense judgement based on all of the evidence that is available.  

16. The study that Professor Skegg proposed in order to find a scientifically secure answer to Term of Reference 1 involved an audit of all cases of cervical cancer in the Tairawhiti region since 1990.  There can be little doubt that such a study would provide the best evidence on which the Committee could deal with Term of Reference 1: see para 10 above.  However the study has not been done.  The reasons for that – and the significant issues associated with it – are discussed below.  As things stand, the Committee must approach Term of Reference 1 without the assistance that such a study would provide.

17. When he gave evidence in May, Professor Skegg was in effect asked whether it would be possible to deal with Term of Reference 1 in the absence of any reliable comparative data.  He said:  

“It could be that a conclusion could be reached without a comparison.  If there were no cases that arose as a result of under-reporting the answer would be clear, and if a very large number of cases had occurred that would be unacceptable whether or not it was happening in other places.” (A 941/24)

Q:  Is that what has happened here?

A: Yes, as things have emerged its happened to an even greater degree than I expected.” (B2459)

18. When considering the issue of ‘unacceptability’ in his May evidence, Professor Skegg suggested that since there is no quantitative benchmark to judge performance an appropriate approach might be to ask how many women have developed cancer despite having been screened.  The purpose of the programme is to identify women at particular risk of developing cervical cancer (because they have signs of pre-cancerous neoplasia) so that early treatment can be offered.  In most cases early treatment should prevent the condition from developing.  An unacceptable level of under-reporting is one that leads to a substantial number of cases of invasive cancer that could have been prevented: Skegg No. 1 brief, para 64.

19. We submit that that approach is correct.  Indeed we suggest that there is an unacceptable level of under-reporting if it is shown that a significant number of women have developed cervical cancer, or have had a high grade pre-cancerous condition progress (and therefore require more invasive treatment), despite having been screened.  Of course in any one case the fact that cancer has developed or a condition has progressed would not of itself indicate unacceptable under-reporting.  False negative rates can also be attributed to inadequate smear samples being taken, or failure to refer a woman for follow-up treatment.  But where the numbers of women in this category become sufficiently large it is possible to draw the conclusion that the programme is failing because of an ‘unacceptable’ level of under-reporting.  

Under-reporting: the evidence

20. The key to the issue of under-reporting is to be found in the correlation between the cytology results for each of Sydney and GLL and the findings on follow up by colposcopy and histology.  The information came into the Inquiry in Ms. Mellor’s supplementary brief of evidence and in particular in the ‘Action Update Report’ produced by her as TM/HFA/87.  

21. It should be noted that the information in the tables in TM/HFA/87 is not complete – since there are a number of women who have been read by Sydney as having an abnormality but who have yet to have follow up colposcopy/histology reported  (B 2031/24) – approximately 19.5 % of women who had re-read of cancer, high grade or ASCUS – H do not yet have follow up results.  However there was no suggestion that the information yet to come is likely to change the overall results in any significant way.  If more up to date data is available that would no doubt be helpful to the Committee (it would help at least rule out the possibility that the further data might change the picture in a relevant way), but the data thus far collected would seem to provide a reliable basis on which to proceed. 

22. The significance of the data in the tables in TM/HFA/87 was crystallised during the exchange between Professor Duggan and Dr. Farnsworth on the afternoon of 20 July; see page B 1843 of the transcript and following.  It is unnecessary to repeat the detail of the analysis.  The essential conclusions are as follows:

22.1 Confirmation rate for high grade or cancer called by each of GLL and Sydney over all time periods:  The question asked was:  what percentage of women with cancer or high grade on cytology later had high grade or cancer confirmed by colposcopy/biopsy (B 1843; refer TM/HFA/87 at table 53 a)?  GLL had a rate of 51.3% (B 1846/18) and Sydney had a rate of 50.7% (B 1848/16).  Although the confirmation rates were almost identical, Sydney had found around 3.5 times as many high grade/cancers on cytology as did GLL (B 1848/22), and the calculation shows that the extra high grades found by Sydney had as great a probability of confirmation by biopsy as those found by GLL.  [Note:  the Australian standard for confirmation of high grade by biopsy is 65% but that involves biopsy confirmation within 6 months of the smear being read (B 1849/11).  In the present case of course some of the biopsies were only directed after the Sydney re-read and could have been many years after the relevant smear was taken.  Some regression is to be expected, i.e. the woman may have truly had a high grade condition, which has regressed over time.  In the circumstances a confirmation rate of 50% is understandable.  Also note that to the extent that the data is affected by progression of the disease in any case, the complications of false positives where disease was not present at the time of the smear but was present on biopsy would apply to both GLL and Sydney results (B 1850/13-18).  This data can only suggest under-reporting by GLL (Farnsworth, B 1851/15).

22.2 ‘False positive’ reporting:  The second analysis concerned the percentage of women with high grade cytology (including cancer but excluding ASCUS) but who subsequently had normal histology (B 1852/5).  Sydney’s rate was 42.8% (B 1856/6) and GLL’s rate was 3.9% to May 1999 and 2.3 % thereafter.  Plainly GLL had a very low false positive rate compared to Sydney.  This lead to a discussion about whether there is a trade off between sensitivity (the probability that someone who has the disease will have a positive report) and specificity (the probability that a woman with a negative test does not have the disease: see B 1858).  For definition and further discussion about these terms see for example Cox, B 2564; Skegg No. 1 brief, paras 17, 18 and 22-24; McGoogan, paras 56-67).  But the obvious concern with these figures is that even if it were to be found that Sydney had been overcalling to a degree, the reality is that GLL’s rate was ‘dangerously low’ (Skegg, B 2305/26).  When read with other indicators, the almost minimal rate of false positive reporting by GLL is indicative of under-reporting (B 1860/14) and suggests that the laboratory was missing a significant number of the lesions that it was (or should have been) looking for (B 1858).

22.3 The rate of true positive reporting:  The third question was:  what proportion of women with a high grade or cancer result on histology had had that high grade/ cancer reported on cytology (B 1862/11 – 27).  For this exercise, ASCUS - H was included (B 1863/13).  Across all three time periods GLL had a rate of 17% and Sydney had a rate of 61%.  Dr. Farnsworth said of the GLL figure of 17 % (B 1870) in effect that if one is picking up such a small percentage then there comes a point at which you shouldn’t have a screening programme because it is not doing any good.

After this analysis Dr. Farnsworth was asked to comment on these indicators.  It was her evidence that they showed GLL was under-reporting at an unacceptable rate which, on a scale of 1 to 10, she put at 8 (B 1870/7).

22.4 Low grade reports but where histology subsequently showed high grade or cancer:  B 1872/9 and following.  Arguably there were 68 women who would have been falsely reassured by GLL that there was nothing wrong when in fact there was (B 1875/5) and they should have gone on to colposcopy (B 1875/21).
23. This analysis and the evidence was considered by Professor Skegg at B 2302/24 and following.  He agreed that the indicators demonstrated a very substantial degree of under-reporting but said on those factors it would be for a pathologist to say whether it was unacceptable or not (B 2306/14).  Given his approach to the matter (i.e., that an essential purpose of the programme is to prevent cancer) he drew attention to the women who had in fact developed cancer.  He referred to TM/HFA/87 at page 52 tables 5.6 a and b and, after discussing some difficulties with the data, he focussed on the 16 women who developed cancer in the two later periods.  Of these GLL did not call one as either high grade or cancer, whereas Sydney called all of them to be either high grade or cancer.  Professor Skegg described this as ‘striking’.  He said that in his view it indicated a substantial level of under-reporting by GLL (B 2297/26).  He was unwilling to give it a grade but said that it was unacceptable (B 2299; see also B 2441/26 and B 2443/3).  Indeed he went further to say that since the situation was much worse than he had anticipated when he first gave evidence he no longer saw the audit of cases in Tairawhiti as being necessary to answer Term of Reference 1 (B 2300/1 – although it would still be desirable for reasons set out at B 2300/7).  

24. Dr. Cox went to the same tables and calculated the comparative sensitivity of GLL and Sydney (he also attempted to reach some conclusions about specificity but later withdrew the calculations).  His calculation for sensitivity is at B 2557 and following.  In the result he concluded that GLL had a sensitivity (i.e., the probability that someone who has the disease will have a positive result) of 43.5% while Sydney had a sensitivity of 95%.  He described GLL’s sensitivity as unacceptably low (B 2559/18) and made the point that for the difference between the GLL sensitivity and the Sydney sensitivity to be regarded as not significant the benchmark for sensitivity would have to be set at 59% - ‘ which would not be agreed on by anyone’ (B 2558/6 and 21). 

25. In these circumstances the Committee is entitled in our submission to take account of other indicators which, although not in and of themselves determinative of Term of Reference 1, are nevertheless suggestive of a high level of under-reporting:

25.1 Even accepting that there would be difficulties in the way of relying on the Sydney re-read by itself to determine Term of Reference 1, the level of under-reporting it suggests does appear to have been borne out by the correlation data.  The ‘raw’ comparison of reporting is in TM/HFA/87/22.  In evidence Dr. Farnsworth summarised the situation at B 1740/ 19 to 28:  Out of about 23,000 slides in the re-read, GLL called 123 (or 0.54%) high grade or cancer whereas Sydney called 544 high grade and 29 cancer for a total of 573 (or 2.49%), i.e. Sydney reported about 3.5 times the number reported by GLL.

25.2 In a situation in which some false negatives are inevitable, the programme depends on regular screening to reduce the chance of any one woman progressing to cancer.  If the chance of a false negative in any one round is 20%, then in two rounds it is reduced to 20% of 20% (i.e., 4%) and so on as more screening rounds take place.  Although Dr. Wain only considered the records of a small group of women he was struck by the number of what appeared to him to be repeat mis-reads.  He was referred to the cases of more than one misread and the cases of women with 5 and even one with 6 apparently misread slides and said ‘I am not a gambler but if you work out the probability of that happening, it must be extraordinarily rare…almost unbelievable’ (B 1940/15 and 24).  He also spoke of the impression (Wain, paras 23 and 26) he had gained that in looking at the patient files what he saw was consistent with what he would expect of the natural progression of the disease in the absence of a screening programme (B 1936/8).  Since the population seemed to him to have been well screened (meaning that there are a high number of enrolments - B 1936) it was his view that there is an inference that ‘somewhere along the way things were going wrong very badly’ (B 1936/8).

25.3 Dr. Wain was also referred to the tables at TM/HFA/87 on page 52.  Of all the women diagnosed with cancer GLL found 12 (30%) and Sydney found every one (B 1947 and following).  He described GLL’s outcome as definite under-reporting and when asked to grade it he said it was extreme…(B 1950/27) as bad as it gets…(B 1951/5) completely unacceptable (B 1951/11).  He pointed out that here is a screened population but with no benefit for these women from screening (B 1951/23).

25.4 Another indicator of under-reporting is found in the comparison of the reporting rates for high grade abnormalities from the Tairawhiti area before and after the business of GLL was sold to Medlab Hamilton in March 1996 when Dr. Bottrill retired.  Refer to TM/HFA/88 and TM/HFA/94.  The subject is discussed at B 2062 and following.  There are many issues surrounding the question of whether abnormality reporting rates are in themselves a reliable indicator of laboratory performance (e.g.. relevance of incidence and mortality from the disease in the area; demographic issues including the ethnicity of the population under consideration; the number of smears reported is not the same thing as the number of women involved; the effect of past screening in the community on the prevalence rate for the disease and so on).  Nevertheless at a pragmatic level one can say of the figures for Tairawhiti that:

· The data in TM/HFA/94 has been adjusted to separate out reporting from all laboratories reporting Gisborne tests (including the hospital where there may well be a number of ‘diagnostic’ smears) from GLL.  The data for the national average may not be exactly correct – for example Dr. Beer gave evidence that his laboratory in the Eastern Bay of Plenty not only does the community work but also has the hospital contract – but the data at least reflects some correction to try to relate it to the GLL situation;

· Given the high proportion of Maori in the community and the fact that Tairawhiti as an area has a high level of economic deprivation, one would not expect to see a low rate of reporting of abnormalities in the period to March 1996.  The rates between 0.38% to 0.96% for GLL do not seem to fit with what one would expect (TM/HFA/94; high grade table);

· In contrast, the rates after March 1996 do seem to have a better fit with what we now know to be a very high rate of incidence of the disease in the area;

· It is difficult to think of any convincing explanation for the sharp increase in the number of abnormalities being reported other than that GLL had been sold and Dr. Bottrill stopped reading the cytology.

· It is worth noting that the results bear out the pragmatic observation made by the local programme co-ordinator Ms. Reid in June 1997 in her report at JMG/MOH/62 at page 68 (Volume 11 of Glackin) that there seemed to be more high grades although she had not had time to evaluate the situation (also see B 780/17).

25.5 Ms Mellor also drew attention to the rate of abnormality reporting over time.  At B 2013 she gave the enrolment numbers for women recording their first smear on the register since 1991.  That can be compared with the information in table 3 & 4 on page 9 of the 6 March Interim Report issued by the HFA (TM/HFA/85).  The comparison shows that the reporting rates by GLL for abnormalities remained about the same despite the fact that by 1994 and 1995 over half of the women enrolled were coming in for their second or subsequent smear.  If screening were providing a benefit one would expect to see the abnormality rates dropping (B 2016/18).  The fact that rates did not drop over time is a signal of under-reporting.

25.6 Yet another perspective on the Sydney results was discussed with Mr. du Rose at B 2241/8 to 2244/19 (the discussion is summarised at B 2248/3).  In essence:

· From the figures in TM/HFA/87 at p51, of 116 smears reported as high grade or cancer by Sydney, but which were reported as normal by GLL, 53.4 % were subsequently confirmed as high grade or cancer by histology (B 2243) – these were the ‘false negatives’ of GLL’s reporting;

· Of 128 high grade or cancers read by Sydney 46.9% were confirmed on histology (B 2243/21) but all of those were called normal by GLL;

· Despite the work he has been engaged in for the HFA which effectively involved him in reaching conclusions about under-reporting by other laboratories, Mr. duRose did not consider himself qualified to comment as to whether this demonstrated under-reporting.  However, in our submission it is plainly yet another indicator of under-reporting at an unacceptable level (in the way in which Professor Skegg identified).

25.7 Dr. Ron Jones was a part of the HFA advisory group for the Sydney re- read and was involved in providing follow up colposcopy services.  Although he produced certain information about the follow up data some of it was not correct and it was not always easy to follow.  In addition the data from colposcopy is complicated (as he explained) because colposcopy is, like cytology, not an exact science.  Accepting that limitation on the data, however, Dr. Jones’ evidence was that the colposcopy follow up data also tended to support the accuracy of the Sydney re-read because:

· 17 % of women directed for colposcopy as a result of the Sydney re-read showed high grade lesions.  Presumably these women had had their cytology read by GLL as not requiring colposcopy follow up.  Even allowing for the possibility of progression of the disease in the meantime, this seems to indicate a large proportion of women with what Dr. Jones described as persistent high grade lesions (B 1539; also note the evidence of Dr. Cox at B 2477 on this subject);

· a number of women with non symptomatic invasive carcinoma were detected as a result of the review – there were more cancers than he expected to see (B 1561/7).  This is consistent of course with what we now know the incidence rate to be; it is consistent with Dr. Van der Mark’s clinical observations about the incidence of cervical cancer (Van der Mark brief and B 615 and 681) and it is consistent with Dr. Wain’s impression of a screened population where the screening appears to have been ineffective.

25.8 For the sake of completeness, note that Dr. Teague was asked about under-reporting in Gisborne at B 1396.  After some discussion he said that the rate of under-reporting was substantial and might be unacceptable (B 1399/12).  Dr. Tie was also asked.  He accepted that the under-reporting was unacceptably low (B 1114/22).

25.9 Another factor to be weighed is the incidence of cancer in the region.  When Professor Skegg gave evidence in May the number of registrations stood at 42.  That was the sample that he proposed to audit, and the number used in the protocol submitted to the Tairawhiti Ethics Committee: see DCS/CA/1/5.  By the time he gave evidence in July the number had risen to 51 (B 2292/10).  Then on 2 August it was reported to the Committee that the number had risen again to 61 (B 3323/14).  The figure was confirmed by the Cancer Registry staff who gave evidence:  B 3603/15. This has occurred in a population of approximately 12,000 women who are targeted for screening, and where the number of women enrolled in the programme is high.  It is by any standards a very high rate of cancer of the cervix.  Of course the raw number of cancer registrations in itself says little about how cervical cytology is being done – but the number of cases must now be cause for real concern.  It is not something one would expect to find in an effectively screened population.  To the contrary one would expect to find a pattern where the laboratory reporting smears has been doing so at a rate that reflects the incidence of the disease in the region.  That cannot be said of the reporting by GLL.

26. In these circumstances even Dr. Bottrill has accepted that the level of under-reporting of cervical abnormalities in the Gisborne region in the period to March 1996 was unacceptable:

Q: “Do you now accept, from what you’ve seen, read of the evidence that’s been given, that during the period 1991 to March 1996, there has been an unacceptable level of under-reporting of cervical smears in the Gisborne region as a consequence of your mis-reading and/or mis-reporting of those smears?

A:
“Regretfully, yes”. (B 3079/24)

	


Term of Reference 1:  Conclusion

27. On this basis we submit that the evidence establishes that there has been an unacceptable level of under-reporting in consequence of mis-reading/mis-reporting of abnormalities in cervical smears in the Gisborne region.

28. It follows that the Committee is required to go on to deal with Terms of Reference 2 and 3 as well as the other Terms of Reference.

TERM OF REFERENCE 2:  

If you determine that there has been an unacceptable level of under – reporting, to identify the factors that are likely to have lead to that under- reporting.

Preliminary

29. The fact that it is not now particularly controversial that there has been unacceptable under-reporting in Gisborne should not be allowed to diminish the seriousness of the finding.  There has been a good deal of effort and expense involved in the establishment of the National Cervical Screening Programme.  Women have been encouraged to enrol on the basis that it is in their interests to do so.  To find that, after a decade of organised screening, the programme in Gisborne has failed a significant number of women is cause for grave concern.  

30. In effect Term of Reference 2 asks you to identify how this situation has come about.

31. In his opening for the Ministry of Health and the Health Funding Authority, Mr. Murray made the point that the Inquiry is not asked by the Terms of Reference to determine questions of blame.  That is obviously correct.  At the same time the purpose of the Inquiry is to ensure that the lessons from the Gisborne experience are learned.  The Committee must approach the evidence with a view to identifying what should or could have been done differently.   

32. The factors that have contributed to under-reporting in the Gisborne area are many and varied.  They range from quite specific issues about Dr. Bottrill’s particular practice to very general matters of governmental policy and implementation of the programme.  

33. It is unlikely to be constructive to try to put the various factors into any order of significance or seriousness.  It is enough to identify them.  For the purpose of analysing the evidence we have ‘grouped’ various factors under the following headings, but the order is not intended to suggest any degree of significance: 

33.1 The role of Dr. Bottrill and his practice;

33.2 Decisions made in relation to the implementation of the programme;

33.3 Consequences for the programme arising out of the Government’s health reforms between 1990 and 1996;

33.4 Lack of adequate funding for the programme and control of NCSP-targeted funding;

33.5 Failure to establish meaningful standards and performance indicators for laboratories providing services to the programme;

33.6 The relevance of accreditation by TELARC, and failure to ensure that accreditation was mandatory for laboratories participating in the programme at an early stage;

33.7 Failure to specify and implement effective monitoring of the programme from it inception, and failure to evaluate the effectiveness of the programme;

33.8 Lack of meaningful statistical information and subsequent analysis of that data.

Dr. Bottrill and his practice

34. Dr. Bottrill was responsible for reading cervical smears at GLL from its establishment in the 1960’s until he retired when the laboratory was sold to Medlab Hamilton in March 1996.  There is no detailed evidence about the results of his reading of slides before 1990.  Slides from the earlier period were destroyed at the time of the flooding caused by Cyclone Bola in 1988.  In the period from 1991 to March 1996 the vast majority of his slides were re-read by the Sydney laboratory.  The analysis of results against colposcopy / histology is dealt with above.  GLL’s reporting of slides was unacceptable.

35. In fact it seems that out of 22,976 slides re-read by Sydney, Dr. Bottrill personally read 20,860 (TM/HFA/97).  The others were read by locum pathologists or at the local hospital laboratory.  There was some suggestion that at some time Dr. Bottrill may have had some of the work done by a Dr. Padwell (the Tairawhiti hospital pathologist) who took them home to screen (Morris,  B 2901/17 and 2902/15) but there is no detail and Dr. Padwell himself did not give evidence.  Dr. Bottrill had never heard of that before the Inquiry (B 3059/9).  As for the work done by locums, there was no evidence about what their qualifications or experience in cervical cytology might have been.  

36. For this reason (amongst others) when referring to the results of the Sydney re-read we have referred to the overall results for GLL rather than simply the results for Dr. Bottrill.  However, as the supervising pathologist at GLL it was Dr. Bottrill who had responsibility for ensuring that slides were being read competently, whether he read them or not.  In addition, the fact is that he read the majority of the slides in the period.  Thus it is Dr. Bottrill’s practice that has to be considered as a factor in the under-reporting of smears.

37. It should be noted at the outset that there was nothing about his practice that was illegal, or in breach of any recognised standard, or at odds with the requirements for training or on–going education expected of those carrying out cervical cytology for the programme: 

37.1 Dr. Bottrill was a medical practitioner, so that he qualified in terms of the Medical Laboratory Technologists Regulations 1989 as someone who was entitled to read smears and (if he had chosen to) to supervise a registered medical technologist in doing so.  

37.2 In fact he had attained a fellowship of the Royal College of Pathologists and had practised as general pathologist for many years.  Even though he never regarded himself as a cytopathologist (B 3088/14) it was not a condition of his participating in the programme that he should have any particular cytology training.  There was nothing in the rules governing either his registration as a medical practitioner or his membership of the College that required him to have any specific cytology training.  His evidence was that he regarded himself as being at least as competent as his colleagues (B 3092/21).  He said that when he embarked on attaining fellowship of the College in 1973 he did not think of doing a course in cytology because that would have been unsuitable for a person who was a general pathologist (B 3090/15).  

37.3 There was no requirement that those doing cervical cytology in New Zealand should have any particular training or that they should engage in any ongoing education to maintain currency; there was no restriction preventing a pathologist from undertaking primary screening of slides without any training specifically directed toward the art of screening.

37.4 GLL had no TELARC accreditation, but during Dr. Bottrill’s time there was no requirement that it should be accredited, either to participate in the programme or for the purposes of being paid for cervical cytology.

37.5 The fact he was a sole practitioner was not illegal or against any standard; and perhaps more importantly there were no particular measures required of anyone practising as a sole practitioner cervical cytologist for the programme.

37.6 The fact that GLL did not participate in any recognised external quality control activity was also not illegal or against any standard.  Participation in such activities was not a requirement of participation in the programme.

37.7 There was no minimum limit on the number of slides that he could read in a year.  

37.8 Whatever the state of his laboratory or its equipment may have been, it was not suggested by anyone during the course of the Inquiry that it was contrary to any recognised standard for him to continue to use it for cytology for the programme.  Equally, whatever the shortcomings of his filing and storage systems may have been there was no suggestion that they did not meet the requirements of participation in the programme.

38. It is a feature of the evidence that Dr. Bottrill was not doing anything ‘wrong’ in the sense of contravening a rule or set standard (for the purpose of this submission we put aside the possibility that his practice was in breach of the Code of Ethics for medical practitioners – which was discussed with him by the Chair at B 3148/14 to 3150/28, or in breach of the Ethical Rules of the Association of Community Laboratories (“ACL”), of which he was a member.  Indeed there is nothing to suggest that Dr. Bottrill himself ever knew that he was under-reporting – certainly not at the level now demonstrated.  The reality is that the way in which the programme had been implemented was such that he was able to carry on his practice in circumstances where his under-reporting could and did go undiscovered for many years.  

39. Nevertheless it is clear that there were many features of his practice which were not (and are not) compatible with the effective or safe delivery of the programme:

39.1 Dr. Bottrill was not trained to do primary screening of slides.

39.2 He had no specific training in gynaecological cytology.  That may have been a result of the fact that the discipline had developed beyond whatever he was taught about it during his years of training (for a discussion about the development of the discipline and qualifications now available see the evidence of the RCPA at sections 4 to 7, and at B 1184 and following per Professor Davies), but even so it is no less a factor in the under-reporting for that.

39.3 Although he gave evidence that he attended conferences to keep up to date, there was no evidence that he ever went to a course that would have helped him to ‘calibrate his eye’ (to use the expression coined by Mr. Robertson at B 818/23) or even that he appreciated the importance of doing so. Also, he failed to recognise the value of the training of primary screeners.

39.4 He did not engage in any external quality control activities.  (He was aware of but chose not to use the RCPA programme because colleagues were not enthusiastic about it and the Australians used a different method of reporting – B 3066).

39.5 His attitude to quality control was plainly not one of enthusiasm – when asked about the letter from Mr. Mules asking for information about his laboratory (CM/HFA/24 and 25) he said he had been unable to find a reply, but noted that they (he and presumably Mr. Reeve) were thinking of retiring ‘…and it was probably not reasonable to make comments which would inflict draconian measures of quality control on other people’ (B 3069/6).  This lead to a discussion about his attitude to quality control in which he recognised its importance but then went on to say that it was not so important in smaller laboratories where there are fewer people and closer supervision.  He also said that even with quality control you would still get the same opinion on the slides regardless of how meticulous the preparation (B 3072/5).  He went on:

‘Q:  Was it your view at the time that measures such as external quality assurance and quality control systems played no part in affecting your standard of smear reading?

A:  Yes.

Q:  So you didn’t think they would help your accuracy, is that right?

A:  I think that is correct, yes.’

This attitude is the extreme opposite of the evidence about the dangers of sole practice and the heightened need for quality assurance given by Dr. McGoogan at A 1016/14 and following, which was put to him at B 3097 and following.  Also see the evidence of Dr. Farnsworth at B 1790.

39.6 His ‘internal quality control’ consisted primarily of re-reading 10% of his smears.  That excluded any he had read as abnormal.  He did the review about once a week at his convenience, but did not compare the results with the original results and did not record anything.  He could not recall any occasion on which he found a smear that he had initially read as normal but had reviewed as abnormal to some degree (B 3112).  Perhaps the main failing of this approach is that it fails to provide a system whereby slides are seen by (to use Dr. Medley’s words at B 2686) more than one pair of eyes and considered by more than one brain (Dr. Teague said much the same at B 1512).  Dr. Bottrill could not remember if, after reviewing a slide, he ever became concerned about a previous report he’d produced: B 3065.

39.7 The laboratory systems for dealing with slides are set out in Dr. Bottrill’s brief, and were discussed at B 3061 and following. Shortcomings were:

· When doing a look back for any reason he used his manual system – but he wouldn’t know if he had ever read a smear for a given woman before unless he was told that by the smear taker.  He had no system to tell him he had a previous smear for the woman: B 3126.  He also said he didn’t get information from the Register, and that he did not as a matter of routine go back and look at previous smears: B 3129/11.

· Although there was no evidence this had ever happened, there was no procedure in place to prevent a slide mix up: B 3147/25.

· Although it seems that some work was done on a quality control manual (Linehan supplementary exhibit pp1 to 64) by his staff in preparation for the possibility of accreditation, it is clear that he did not have much to do with it and was not very interested – B 3107.

· He was asked about what records he kept in the context of those that Dr. McGoogan had indicated would really be necessary to address the risks of being a sole practitioner (B 3097).  Amongst these was information about smear / biopsy confirmation.  He said that he did keep records about that when he did the histology – but then had to accept that where the colposcopy was done at the hospital it was difficult for him to get the information and there was no formal communication between the hospital and his laboratory.

39.8 There was a good deal of evidence from Mr. Walker of TELARC about the poor state of the laboratory and its equipment (in addition to the brief see B 500 to 609 generally and particularly at B 506-510 (October 1994 visit to the laboratory); B 513 (run down state of the laboratory); B 518 (no evidence of internal audit); B530 (biochemistry and haematology analyser) B 533 (microscope); B 560 (lack of appreciation of QA and attitude of Dr. Bottrill); B 574 (thought Reeve hoping to retire so accreditation of little interest to him); B 589 (replacement of outdated equipment and fixing bench tops etc).  Mr. Walker’s evidence found some support in the evidence given by Dr. Morris on the subject – B 2906/22; 2907 to line 24.  But the evidence did not make it clear that Dr. Bottrill was not using an adequate microscope, and Dr. Linehan described Mr. Walker’s evidence about equipment as mistaken (B 2834/12 and also see B 2847).  Dr. Bottrill did not accept the criticisms about the laboratory or his equipment (evidence in chief and at B 3055 but he did accept that after Tairawhiti Healthcare had indicated a willingness to buy the laboratory in 1993/1994 they did not replace capital items: B 3104).

In the end there is probably insufficient evidence to make a positive finding that the state of Dr. Bottrill’s laboratory or his equipment contributed to under-reporting.  At the same time the various descriptions of the laboratory do seem to be consistent with the evidence about Dr. Bottrill’s attitude to quality control generally.  Clearly Dr. Bottrill was not running a state of the art laboratory in Gisborne.

39.9 The laboratory was not accredited.  There was some debate as to whether TELARC accreditation would have prevented the under-reporting – see e.g., Walker at B 535.  Since TELARC accreditation is not a quarantine of performance it is not possible to state categorically that it would have prevented what happened.  But it would be wrong not to recognise a very high likelihood that it might have made a difference to the way in which Dr. Bottrill viewed quality control and (by virtue of the requirement to participate in the RCPA or similar external quality control programme) that it would have helped to ‘calibrate his eye’.  Indeed, if the laboratory had been accredited and Dr. Bottrill had consistently shown a poor result in the RCPA QAP slides, then it is clear that the matter would have been followed up by TELARC.

40. When questioned about why there had been such a high degree of under-reporting from GLL, Dr. Bottrill could only offer the explanation that his ability to do the work had been impaired in some way by the post operative memory loss that he suffered after his cardiac surgery (B 3083/8).  Later, after being questioned by the Chair about ethical matters he went so far as to say:

‘I think if I were doing it again I wouldn’t make any major changes.  I was completely unaware at the time that I retired that there was a problem’   (B 3148/26)

41. This evidence reflects what we submit was the reality – namely that Dr. Bottrill simply did not have an adequate understanding of what he was involved in when doing the cervical cytology.  When asked by Mr. Grieve QC about things that might have contributed to under-reporting (B 3079 and following) he did not accept that any of the following were factors:

· His lack of training as a cytopathologist or as a primary screener;

· His lack of appropriate continuing education;

· Failure to take timely steps to get accredited;

· Failure to institute appropriate quality control

· Failure to have peer review and a systematic look back procedure for patients (Dr. Bottrill said that was ‘hard’ but still said no);

· His failure to engage in appropriate external quality control measures. 

42. In view of all of the evidence from experts such as Dr. McGoogan about the importance of these things – which are if anything even more important in the case of a sole practitioner - the attitude displayed by Dr. Bottrill has an air of unreality about it. 

43. There was evidence that Dr. Bottrill wanted to sell his laboratory for some time.  The documents (BMD/THL/1) and Dr. Bottrill’s evidence demonstrated that he had been in discussion with Tairawhiti Healthcare since 1993 (B 3104).  Dr. Bottrill was also plainly influenced in his decision not to make the achievement of accreditation a priority because he hoped to retire before he had to incur the cost (not limited to the financial cost) of achieving it.  

44. In the end these considerations do not outweigh the obligation on a practitioner such as Dr. Bottrill to ensure safe practice.  In addition, Dr. Bottrill must have been aware that others in his profession saw quality control as being very important.  He was a member of the Association of Community Laboratories and a regular attender at meetings (Beer, B 1056/7) if not a very active participant.  He was a member of the NZ Society of Cytologists from 1991 to 1996.  He is shown as having attended meetings at which quality control was discussed – see the meeting of public and private laboratories that took place on 1 October 1992 (GRB/MOH/50 or GRB/MOH/4 at page 107) and refer to CAT/RCPA/15 – the Churchouse memo which discusses risks in cervical cytology).

45. However there is no evidence (at least prior to August 1995) to suggest that Dr. Bottrill had any specific reason to believe there might be issues of patient safety in the way he was practising.  The evidence was that when the slide review for Patient 1 was being set up he had a telephone discussion with Dr. Teague and at that time said his confidence was slipping because he had looked at the slides again and he recognised he’d made a major error (B 3067/13).  Dr. Teague suggested that he might send his slides to his (Dr. Teague’s) laboratory in that case.  In the event that did not occur.  It was put to Dr. Bottrill that he should have taken Dr.Teague’s advice but that he did not do so because he wanted to get the best price for the laboratory.  Dr. Bottrill’s answer was that he was interested in cytology and wanted to offer a complete service, and that he did not think about the loss of goodwill at the time.  

46. It will be for the Committee to assess the evidence.  Whether or not Dr. Bottrill’s explanation is accepted, it can be noted:

· At that time Tairawhiti Healthcare had an option to purchase the laboratory and in fact it was sold (albeit not to THL) within 6 months of the telephone conversation;

· It is doubtful whether the facts as then known to Dr. Bottrill were sufficient to put him on notice that there was a wider public health issue at stake, i.e. one going beyond Patient 1.  In this regard it must be remembered that when the matter later came before the ACC, the Medical Disciplinary Council and the Medical Council on appeal there was no recognition that there might be a public health risk involved in the case.  It was only when Patient 1 advanced the matter as involving a serious public health issue (after she failed in her High Court claim) that the true seriousness of the situation began to emerge.  Even then it was the facts of Patient 1’s case along with similar accounts that were then emerging that persuaded the HFA to act.  Even when matters were being considered in early 1999 by the RCPA it was not clear to that body that the facts established a serious public health risk. 

47. We submit that there is no sufficient basis to conclude that Dr. Bottrill was behaving maliciously or in bad faith or with any contumelious disregard for patient safety when he read the slides, or even when he continued to do so after the discussion with Dr. Teague.  To the contrary, if he had been one would not have expected that he would give evidence to the Inquiry – which he did voluntarily, despite his ill health and circumstances that would have made it clear to him that it would be a difficult experience.  

48. That does not detract from the reality that Dr. Bottrill should not have been doing cervical cytology, and certainly not in the circumstances in which he was practising for the screening programme.

49. As a result it is necessary to consider how the situation had developed in which a practitioner such as Dr. Bottrill was able to practice in cervical cytology for the programme without any questions being raised or effective action taken – indeed, without it even being apparent that there might be a problem with his reporting.  This necessarily involves a consideration of the way in which the programme was implemented and how it has been operated since its inception.

Decisions made in relation to the implementation of the National Cervical Screening Programme (“NCSP”)

50. As early as 1986 the World Health Organisation (“WHO”) stipulated the key ingredients for an effective national screening programme (JMG/MOH/17/31), namely:

· A central office or individual who is responsible for planning, co-ordinating and evaluating the programme;

· Computer-based information systems;

· Extensive continuing coverage of the population at risk;

· Quality control of both smear taking and smear reading; and

· An agreed policy and set of objectives for the programme, against which its success can be measured.

51.
In April 1986 there was a meeting between the Department of Health (“DOH”) and the Cancer Society to discuss the setting up of a national cervical screening programme.  Recommendations for such a national screening programme included (GRB/MOH/8/14):

· Training for cytologists;

· Internal quality control, requiring that each abnormal smear be examined at least twice by two people of differing seniority;

· Histology results be reviewed by a laboratory when examining the original smear;

· The DOH should review payment to laboratories to ensure that the investment in this service was encouraged and the quality maintained;

· Workloads of cytoscreeners should be monitored to maintain quality control;

· Smear-takers should receive training;

· A recall system would be required to achieve the necessary coverage; and

· There should be an evaluation of the programme within three years.

52.
In 1987 the Government set up a Committee of Inquiry into the treatment of cervical cancer at National Women’s Hospital, with the report being released in 1988 (“the Cartwright Report”), with the main recommendations being (GRB/MOH/15):

· The establishment of an expert group to advise on, and implement, the NCSP;

· The revision of medical disciplinary procedures to ensure effective action against incompetent or negligent medical practitioners;

· The requirement for training for cytologists and pathologists;

· A centralised, national register based on a regionalised network, administered by the Department of Health (“DOH”), so that all patient histories can be linked to all laboratories;

· A centrally located, national co-ordinator, who could evaluate the NCSP and be answerable to the expert group; and

· A high priority to be placed on quality control and surveillance of the screening programme.

53.
Following the release of the Cartwright Report, the Government agreed that all the recommendations would be implemented (GRB/MOH/15/119).

54.
In preparation for the implementation of the NCSP, a workshop was convened in Porirua in December 1988.  Recommendations arising from that workshop included (GRB/MOH/13/58):

· That an executive group, with decision-making power, be formed to control the NCSP;

· That adequate funding be specifically allocated to the NCSP;

· That there must be accountability for the NCSP;

· That there must be appropriate safeguards, by way of quality assurance and quality control measures, throughout the screening pathway;

· That there must be ongoing evaluation into the effectiveness of the NCSP;

· That a national register should be established, which was to be the responsibility of the DOH, with regional registers being established, which would be the responsibility of the Area Health Boards (“AHBs”);

· That a national monitoring group should be set up to oversee quality control and evaluation of the NCSP;

· That national funding for the NCSP would be required, which would be controlled by the monitoring group in conjunction with the national co-ordinator; and

· That clear guidelines must be established in relation to access, quality control, training and the register(s).

55.
Some participants in the Porirua Workshop felt that it was “managed” by the DOH to prevent anything substantial coming out of it (Coney, para 18).  In fact, the report from the “Porirua Workshop” was never released other than as a draft document (JMG/MOH/81), in large part due to the fact that there were too many participants to be able to reach true consensus (Boyd, A684/16-19).

56.
Despite expert advice acknowledging the importance of being able to correlate histology and cytology results, the 1988 Azimuth Report to the DOH on the proposal for a nationally co-ordinated NCSP (GRB/MOH/12/1) did not include any ability to link histology and cytology, and it was recommended that there be separate registers from each of the 14 AHB sites.

57. In September 1989, a Ministerial Review Committee was appointed as a result of then Minister of Health, Hon. Helen Clark, becoming concerned at the direction implementation of the NCSP was taking (Glackin, para 14).  

58. The Ministerial Review Committee recommendations included (JMG/MOH/1 and Cox, paras 36-46):

58.1 An expert group should be formed, with its role being to advise the Minister on policy issues.  The Department of Health would then ensure that the policy was implemented.

58.2 To be effective, attention should not be focussed on any particular aspect of the NCSP, but that all aspects of the programme should be developed simultaneously, as each was an integral part of achieving success.  This was in recognition that failures could occur in any part of the screening pathway.

58.3 The objective of the NCSP should not be enrolling the maximum number of eligible women onto the screening register at the expense of other priorities.

58.4 That a national cervical cytology screening register should be established, which could be used to improve the quality of the service provided by the NCSP.

58.5 That it was essential that cytology and histology results for women be correlated, firstly to enable an assessment of the overall effectiveness of the NCSP, and also to ensure quality and uniformity of smear reading throughout the country.

58.6 That comparisons between cytology and histology should be monitored, as this was ultimately the determinant of the effectiveness of smear analysis.

58.7 A further quality control could be that a percentage of smears should be re-read at a different laboratory, and then a comparison of the two sets of results could be conducted.

58.8 In order not to delay the implementation of the NCSP, the cytology register should continue as planned, but immediate steps should be taken to investigate how histology results could be incorporated as soon as possible.

58.9 That a full-time national co-ordinator be appointed, who would co-ordinate all AHB programmes and ensure that these were adequately monitored.  The national co-ordinator would also ensure the establishment of adequate monitoring and evaluation for all aspects of the NCSP.

58.10 That a set of guidelines for minimum standards for laboratories and cytologists should be developed, and that these should be uniformly applied to ensure consistency at a national level was achieved.

58.11 Performance indicators should be established, with interim indicators suggested as:

-
the number of smears analysed annually per laboratory;

-
the average number of smears analysed annually per laboratory;

-
the average number of smears analysed per FTE cytologist;

-
the per cent of false negative smears for CIN 3 found histologically;

-
the per cent of true positives found at biopsy;

-
the specificity of the screening procedure; and

-
the sensitivity of the screening procedure.

58.12 Smear reading should come under the auspices of the NCSP, and this could be achieved by transferring all monies budgeted for cervical smears under the Laboratory Benefits Scheme to the NCSP.

58.13 Laboratories should have access to a woman’s previous smear history when reading a cervical smear.

58.14 That the ability to link the NCSP register and the Cancer Registry should be given immediate attention.

59.
Many important recommendations of the Ministerial Review Committee have still not been implemented over 10 years later.  For example, funding for smear reading still is not controlled by the NCSP, and minimum quality standards for laboratories have still not been introduced (Cox, para 46).  There has also been no full evaluation of the NCSP and there is no current ability to link the NCSP register and the Cancer Registry.

60.
Further, by the time the Ministerial Review Committee was appointed, many decisions about the NCSP had already been made at Departmental level, often in the absence of policy and/or inconsistent with the recommendations of the Cartwright Report.  Examples include the “opt-on” register and the absence of a system for recording histology information.  Also by the time the Ministerial Review Committee was convened, the DOH had designed the NCSP to fit the newly adopted decentralised health system of 14 area health boards, with 14 separate registers. (Marshall, paras 45-46).

61.
This view was reinforced by the “Project Outline” provided to the Ministerial Review Committee members by the NCSP Implementation Unit (SC/WHAT/16).  The planning by the DOH for the NCSP was felt by the group to contain a number of notable omissions, including no mention of a national policy, no mention of the need to monitor and evaluate the programme, nor any mention of laboratory standards.  The Ministerial Review Committee felt that the DOH had moved into the implementation stage without first establishing the necessary policy framework, and before all the necessary planning and preparation had taken place.  The Committee felt that it was made clear to them by the DOH that significantly delaying the start of the NCSP was not acceptable. (Coney, paras 31 and 53).  As a result of the Cartwright Inquiry, the Government wished to implement the NCSP without delay, and it finally did so against the advice of the Expert Group (Teague, para 18.2).

62. Another issue was the feeling of those involved that there should have been a comprehensive review of the local facilities, including manpower planning and laboratory processes, to ensure that they were appropriate and performing competently before the screening programme was implemented.  A 1988 DOH report “Towards a More Effective Cervical Screening Service for Women in NZ” recognised that a review of laboratory services was required before implementation of the NCSP (GRB/MOH/70/144).  Such a comprehensive review of all facilities was not carried out by the DOH before the NCSP was implemented (Cox, B2650/5-19).  While the Cytology Advisory Liaison Committee (“CALC”) was to undertake a manpower survey in 1990, which would then be referred to the Expert Group (EAM/CS/19/18 and EAM/CS/28), this was never completed.  Firstly, CALC felt it did not have any status to carry out such a survey, as well as there being a potential conflict of interest.  Secondly, it was felt that the Department had not carried out any effective work survey so there were no accurate figures for CALC to work with (Teague, paras 17.9 and 17.10).  

63. The Committee felt that, perhaps, the DOH had under-estimated the complexity of introducing a national cervical screening programme (Cox, B2670/18-23).

64.
Following publication of the Ministerial Review Committee’s report, an Expert Group was established, which completed its report in August 1990.  The expert recommendations included (JMG/MOH/5/7-80):

64.1 That the NCSP cytology register be expanded to include histology results as an urgent priority so the programme could evaluate the quality of smear recording in laboratories.

64.2 That by 1991 all cytology laboratories servicing the NCSP should have applied for registration with the Testing Laboratory Registration Council of New Zealand (“TELARC”), and that all laboratories should be TELARC registered by December 1993.  The only exception to this would be if TELARC itself could not meet this deadline.

64.3 The DOH should be responsible for confirming that laboratories carrying out cytology for the NCSP meet the recommendations regarding accreditation.

64.4 Criteria for TELARC registration should be negotiated with TELARC by CALC and the DOH, and should include:

-
minimum number of smears per year

-
employment of adequate numbers of suitably qualified staff

-
maximum workload for each cytoscreener

-
adequate in-service education

-
satisfactory participation in both internal and external quality assurance procedures

-
co-operation in providing cytology reports to the NCSP register

64.5 All aspects of the NCSP should be monitored, with responsibility lying with the AHBs to collect monitoring information.

64.6 Performance indicators for AHBs should be developed by the DOH in consultation with the Expert Group, and then negotiated with the AHBs.

64.7 All future NCSP projects should include an evaluation component.

64.8 The DOH would be responsible for the co-ordination of monitoring and evaluation of the NCSP, and should evaluate whether the goals and objectives of the NCSP are being met nationally.

64.9
Funding should be provided at a national level for, inter alia, ensuring the regular monitoring and evaluation of the NCSP.

65.
The Department did not fully endorse the Expert Group report of August 1990, particularly in relation to the smear benefit, Maori and Pacific Island regional co-ordinators and certain funding issues (Glackin, para 44, JMG/MOH/8).

66.
Both the DOH and the Expert Group acknowledge there were tensions (JMG/MOH/64/55).  These appear to have been due to inadequate resources: including inadequate budgets, inadequate support and other staff, lack of required expertise, lack of access to essential information to formulate policy and advice, lack of continuity of staff and lack of clear lines of communication (Marshall, paras 68-69; Coney, paras 58-59).  There was certainly a sense amongst the Expert Group that the DOH was not committed to the NCSP, despite clear Government commitment to the programme (Marshall, paras 28, 44 and 78; Coney, paras 18, 87 and 239).

67. Other problems identified by the Expert Group included (GRB/MOH/46):

67.1 No satisfactory baseline data regarding the number of women having smears;

67.2 Vital details regarding budget for NCSP not available;

67.3 Important decisions were being made by DOH before goals for the NCSP had been set;

67.4 Minimal communication with the public about the implementation of the NCSP;

67.5 Minimal consultation with the public over the NCSP and register;

67.6 Information was not always readily forthcoming from the DOH, so it was difficult for the Expert Group to provide advice;

67.7 No clear channels of communication between the Expert Group and the DOH; and

67.8 No clear boundaries between advice on policy and policy implementation;

68.
Despite the DOH reducing the Expert Group’s 70-page policy document to ten pages (Marshall, para 80; Coney, para 114), its recommendations did form the basis of the 1991 National Policy for the NCSP (JMG/MOH/15/10), in particular sections 4.1.2, 4.1.3 and 4.1.4, which will be discussed in the sections (d) and (e) on standards and accreditation respectively below.

69.
In 1990, the DOH commissioned Dr. Judith Straton to undertake a review of the NCSP in NZ (JMG/MOH/4/206).  Recommendations in the Straton Report of relevance to the Inquiry included:

69.1 That there be an opt-off register rather than an opt-on register.

69.2 Laboratories should have direct access to previous smear histories from the NCSP register when reading a woman’s cervical smear slide.

69.3 Urgent attention should be paid to the ability of the NCSP register to link cytology and histology results.

69.4 Urgent attention should be paid to updating the NCSP register against registrations of death from cervical cancer from the Cancer Registry.

69.5 The NCSP register should consist of registers in the 14 AHBs, linked to a central register, using common software and with strong national co-ordination and support.

69.6 The NCSP register should have its own national co-ordinator.

69.7 That a system should be established whereby accreditation is a requirement for reimbursement for laboratories for reading cervical smears for the NCSP.

69.8 The criteria for accreditation should include:

-
screening a minimum number of smears per year;

-
employment of an adequate number of qualified staff;

-
maximum workload for each cytoscreener;

-
adequate in-service education;

-
satisfactory participation in both internal and external quality assurance; and

-
co-operation in providing cytology and histology reports to the NCSP register

69.9 That the DOH carry out a laboratory workforce study.

69.10 That the NCSP register provide feedback to laboratories with information to enable them to undertake quality control measures (such as previous smears, distribution of abnormalities, and histology reports).

69.11 That the “major deficiency so far”, namely the failure to incorporate any formal evaluation, be addressed.  Evaluation should be planned right from the outset to ensure that there is appropriate data available.

70.
It is abundantly clear from the experts’ recommendations set out above that there was consensus before the NCSP was implemented that the essential ingredients for an effective and successful national cervical screening programme, were:

70.1 A centrally organised, national co-ordination and leadership of the NCSP.

70.2 A group with executive decision-making power overseeing the NCSP, to whom the national co-ordinator reports.

70.3 Funding should ideally be controlled by that executive group

70.4 A centralised NCSP register, which had the capability of linking cytology and histology results immediately.

70.5 The NCSP should be “opt-off” rather than “opt-on”.

70.6 Laboratories should have access to the previous smear histories of women.

70.7 Standards and performance indicators must be established both for smear taking and smear reading to ensure high quality delivery of the NCSP to women.

70.8 Laboratories participating in the NCSP must be accredited.

70.9 The NCSP must be routinely monitored and evaluated, with sufficient funding being available; and

70.10 Funding for the NCSP should be directly controlled by the NCSP.

71.
As with the Ministerial Review Committee recommendations, even in the year 2000 not all of these “platforms” have been put in place:

71.1 As a result of the repeated restructuring of the health sector during the decade of the 1990s, there was no stability for the NCSP, to ensure a strong, centrally organised programme.  This lack of a stable “home” for the NCSP inhibited long-term sustainable planning and consolidation of the programme.

71.2 The recommended executive group was never established.  It was decided by the then Minister of Health, Hon. David Caygill, that the NCSP should not be led by an executive group (Boyd, A151/5-11).  

71.3
Further, the National Co-ordinator was responsible for all aspects of the NCSP, but did not have the necessary power or authority to enforce compliance with the Government’s NCSP Policy or make decisions.  While the Minister of Health, Hon. Helen Clark, considered it important in 1989 that the role of National Co-ordinator should have a high grading and be equivalent to a management position of a small-to-medium-sized AHB (JMG/MOH/2/132-144), this level of seniority or executive decision-making power did not eventuate.   The National Co-ordinator could only rely on the MOH’s persuasive powers over the RHAs or powers inherent in the funding agreements between the MOH and RHAs (Glackin, A409/1-10).  There was no overall body with responsibility or power to supervise the running of the entire NCSP (Glackin, A283/14-16).  While there is a greater degree of central co-ordination with the NCSP located within the HFA, there are still divided responsibilities, with the MOH being responsible for monitoring contracts, collecting some data for national health status monitoring, and national evaluation, with the HFA being responsible for the balance of the programme (Boyd, A153/28-30; Glackin, A283/17-23).

71.4 Funding has never been placed under the direct control of the NCSP, and it is uncertain whether that will remain the case under the new health reforms.  At present, all funding for the NCSP is bundled into generic contracts for laboratory services or hospital and health services generally, but it is anticipated that the HFA will be able to “unbundle” these funds in the first six months of the year 2001 (Peters, B3399/6-20).  Subject to Government directive, it is anticipated by the Director-General of Health that funding for the NCSP will become the responsibility of the NCSP, if that is the most effective way, and in her view the evidence to date leads in that direction (Poutasi, B4098/7-15).

71.5 At the inception of the NCSP there was no centralised register.  Separate, stand-alone registers were located within each of the 14 AHBs, and while they had common hardware and software, they were not linked electronically to a centralised register (Glackin, para 247).  Consultation for reconfiguration of the 14 AHB registers commenced in April 1993.  There was majority support for a national register with remote access from the 14 AHB sites, and final approval for this option was given by the Associate Minister of Health on 12 January 1994 (Glackin, paras 250-251).  Actual reconfiguration of the registers began in May 1996 and was completed in March 1997 (Matcham, B3556/14).

71.6 There was no immediate capability to link cytology and histology results.  Although the Health Amendment Act 1993 made it compulsory for laboratories to send both cytology and histology results to the register, there is to date still approximately 25 percent of histology results outstanding (Matcham, B3574/9-21).  Until mid-1995 the register lacked the technical capacity to link histology and cytology results and histology was only routinely entered on the register from mid-1996 (Glackin, paras 264-265).  Apart from some laboratories that do not send all their histology results electronically to the register, there are also currently five laboratories that do not send any histology results electronically, so that the NCSP is still required in the year 2000 to send compliance letters to laboratories (Matcham, para 100).

71.7 The NCSP was launched with an “opt-on” register, and this remained the case until it was changed by way of legislation in the Health Amendment Act 1993.  The decision to go with an “opt-on” programme appeared to have occurred mainly because of concerns relating to privacy and informed consent.  The fact that the Government was reluctant to make the NCSP compulsory or “opt-off” is recorded in the Minutes of the NCSP Managers’ Meeting on 25 April 1991 (JMG/MOH/75/50).  As a result of this decision, however, it was not until after 1993 when the NCSP became “opt-off” that the NCSP was able to generate sufficient data to enable meaningful statistical analysis to occur.

71.8 The NCSP Policy specifies that the NCSP will provide reports of a woman’s previous smear history to assist laboratories when reading smears.  This information has been available since 1992 (Matcham, B3560/12-13), but until 1997 the NCSP register could not guarantee that the information for the whole of NZ would be available to any one individual site (Matcham, B3560/18-22).  Despite there being a policy of a maximum turnaround time of four hours from a laboratory requesting a previous smear history (Matcham, B3563/4-10), some laboratories still do not routinely request the previous history.  Reasons for this have been that it slows them down considerably and that they would prefer direct access to the register (Matcham, B2560/25-28).  The inability of laboratories to have direct access to the NCSP register to view previous smear histories, however, is not due to technical impediments, but due to the requirement for the MOH to obtain policy approval in order to ensure confidentiality and security of information (Matcham, B3561/2-6), which has not yet been forthcoming.

71.9 When the NCSP transferred to the HFA in 1998, it was determined that no national standards had been developed, there had been very little monitoring and evaluation and no strategic review of the programme (JMP/HFA/56/1).  While various draft standards and NCSP cytology-specific performance indicators have been developed during the 1990s, none have been formally promulgated so that laboratories were specifically evaluated or assessed against those standards or performance indicators.  Even in the year 2000, while they have been incorporated by way of variation into contracts with laboratories (see TM/HFA/89), they are still not being enforced because they have not been finalised (Peters, B3289/20-24).

71.10 With regard to standards and accreditation, CALC had recommended that laboratories involved in the NCSP should be regulated, but the DOH had not initially agreed with this proposal (JMG/MOH/75/120).  In the 1991 Government NCSP Policy, however, it was contemplated that all laboratories providing services to the programme should be accredited with TELARC or an equivalent organization before the end of 1993 (JMG/MOH/15/16).  With the advent of the health reforms in 1993, the NCSP Policy was revised, and while accreditation was still a requirement, the deadline had been extended to “a reasonable period of time will be allowed for laboratories to obtain registration” (JMG/MOH/27/35).  Accreditation was not made a mandatory requirement for laboratories in the RHA contracts until the 1997/98 funding agreements (CM/HFA/55), despite the 1996 NCSP Government Policy stating that laboratories would not be eligible for reimbursement for reading smears unless they were accredited (GRB/MOH/1/28).  It would appear, however, that all laboratories providing services to the NCSP were actually accredited by February 1996 (DuRose, B2162/19-24, GDW/IANZ/1).

71.11 While there has been some regional evaluation of the NCSP, there has been little or no real evaluation of the programme since its inception (JMP/HFA/52/1; Cox B2648).  A contract for the evaluation study proposed by Dr. Brian Cox and Dr. Ann Richardson in June 1997 (JMG/MOH/47) was only being finalised by the MOH in April 1999 (JMG/MOH/52), and the evaluation still has not been completed.  While the first two parts of the evaluation are likely to be completed by mid-2001, the audit of women who have developed cancer is in doubt due to lack of Ethics Committee approvals (Cox, B2534).

72.
Apart from not establishing the NCSP in accordance with the WHO guidelines and expert recommendations at its inception, it also appears that insufficient time was given to fully evaluate the two cervical screening pilot programmes that were set up in Marlborough and Wanganui in 1990 prior to launching the national cervical screening programme.  This concern about inadequate analysis of the NCSP pilots leading to lack of meaningful evaluation of the programme as a whole was expressed in the Expert Group minutes of 1 November 1990 (Marshall, B3218/24-28 and B3219/1-3; EAM/CS/19/20).  Also, in the report on the Marlborough pilot by Jan Dowland, dated October 1990, it indicates that a six-part interim evaluation was planned for the pilot sites, but that this report constituted only one stage of the interim evaluation (JMG/MOH/63/4).  It does not appear from the evidence or exhibits that the other five stages of the evaluation were carried out.

73. Consumer representatives also criticised the DOH for failing to allocate any budget to enable consultation, and interpreted this as reluctance on the part of the Department to allow consultation (Coney, paras 19.1 and 147).  Further, there was a lack of financial resources for Maori consultation, and it was felt that early Maori participation in the NCSP was inhibited by the resulting lack of consultation (Coney, paras 152 and 116).

74. In 1994, the Cervical Screening Advisory Committee (“CSAC”) recommended that the initial establishment phase of three years needed to be extended due to the limitations that the early structural and legal arrangements (e.g. opt-on, and getting histology results onto the register) had imposed.  This appears to be an explicit recognition that the early decisions on implementation of the NCSP had, in fact, contributed to setting the establishment of the programme back considerably.  The fact that there were problems with the implementation phase of the NCSP was also acknowledged in a letter from the Associate Minister of Health, Hon. Katherine O’Regan, to CSAC dated 26 January 1994 (JMG/MOH/11/47).

75. The situation can be fairly summarised in the words of the first NCSP National Co-ordinator in response to a question from the Chair (Grew, B4136/14-26):

“All I can say, ma’am is that there were some givens.  My job was to set up the programme within the constraints already in place and that is that there were 14 registers, I did get policy approval to look at rationalizing that down to 1, so it was clear even in the very early days that we were asked to set up something that was not ideal at the end of the day and my first job was to set up something and then obtain approval to change it so that it was more effective.” [Emphasis added]

76. If the time had been taken to evaluate the pilot programmes fully, some of the deficiencies, particularly in information and quality assurance, might have been identified before the full national programme was implemented.  This could have led to a decision not to proceed with 14 separate registers.  It may also have enabled histology results to be required to be reported immediately, which would have enabled correlation well before 1997.  As anticipated by all of the expert and advisory groups, this would have had the potential to show up much earlier any under-reported false negative rates for laboratories such as Dr. Bottrill’s, which could then have been investigated by the DOH.  It was certainly the belief of CALC that the register, comprising both histology and cytology results, would be able to provide the necessary information to detect under-reporting by laboratories (GRB/MOH/18/59).

77. If there had not been such a political commitment to implementing the full national programme quickly in response to the Cartwright Inquiry, there would have been time for proper planning and preparation, taking into account all of the WHO guidelines and expert recommendations, before implementation.  This would have allowed an opportunity for all of the policies, standards, performance indicators, quality assurance mechanisms and other essential elements would have been fully considered and developed prior to implementation.  It would also have enabled a full laboratory review to be carried out, which would have identified laboratory practices that were deemed to be unacceptable to the NCSP.  It may even have meant that only a small number of laboratories, as recommended in 1986 (EAM/CS/9/2), were contracted to deliver laboratory services to the NCSP, or that only accredited laboratories were utilised by the programme, thereby ensuring uniform and consistent standards for the programme nationally.

78. As a result of the NCSP being implemented before all of the essential elements, or “platforms”, were in place, the ability to monitor and evaluate the effectiveness of the programme as a whole, and in particular laboratory performance, has been significantly delayed until the mid to late 1990’s.  This has resulted in inadequate practices, such as those in the Tairawhiti region, not being identified earlier, to the detriment of women participating in the programme.

Consequences for the NCSP arising out of the Government’s health reforms occurring between 1990 to 1996

79. When the NCSP was first implemented in 1990, the DOH was both a policy and an operational department, and health services were delivered through 14 AHBs.  Pre-implementation planning for the national programme was carried out by the primary health care section of the DOH (Boyd, A91/6-13), but once it came to the implementation phase, the NCSP was transferred to a unit of its own within the Women, Child and Adolescent Health Policy section of the DOH (Glackin, para 24).  

80. Despite repeated expert advice that the NCSP should have an executive group with decision-making power, a decision was ultimately made by the Minister of Health, Hon. David Caygill, that the DOH should not have any executive functions (GRB/MOH/14/4; Boyd, A151/5-11).

81. With the benefit of 10 years of the NCSP in operation, the executive group as first envisaged may have contained too many people to be efficient (Boyd, A151/23-30).  What is now considered as the ideal would be a small executive group, similar to a small board of directors, with a chief executive having a public profile, day-to-day decision-making power, and being accountable for overall management of the programme (Boyd, A152/14-22).  To date, however, this operational structure has never been applied to the NCSP (Boyd, A152/23-29; A153/14-16).  Even when the NCSP was transferred to the HFA in 1998, there were still some divided responsibilities, with the MOH retaining responsibility for the national evaluation to be carried out by Dr. Cox an Dr. Richardson, monitoring of contracts, and collection of data to fulfil its obligations for national health status monitoring (Boyd, A153/27-30; Glackin, A283/17-23).  Subject to Government approval, however, under the current health reforms being discussed, when the HFA will be re-merged with the MOH, an organizational model similar to this appears to be that under consideration by the Director-General of Health (Poutasi, B4096 and following).

82. It is submitted that this lack of decision-making power of the NCSP, and the fact that there has been no overall body with responsibility and power to manage and supervise the running of the entire NCSP throughout 1990 to 1996 (Glackin, A283/14-16), has been one of the major contributors to the situation that developed in the Gisborne region.  If, throughout 1990 to 1996, there had consistently been one chief executive or equivalent position, with overall responsibility and authority for the programme, who was accountable for the effective delivery of the NCSP in accordance with the National Policy, and where information about the programme from the regional programmes, advisory committees, service providers, public, and all other sources could be centralised, collated and analysed or evaluated with a resultant build-up of institutional knowledge, it is less likely that there would have been:

82.1 The delay in developing and contractually enforcing standards and performance indicators for laboratories delivering services to the NCSP.

82.2 The failure to ensure that TELARC, or equivalent, accreditation became compulsory by the end of 1993, or thereafter that laboratories were not eligible for reimbursement from the NCSP until they became accredited.

82.3 The delay in reconfiguring the NCSP register from 14 registers to one central register with remote access, so that histology results could be entered and correlation with cytology results could be carried out for individual laboratories to ensure competent performance.

82.4 Failure to heed the warning signs and take appropriate action in 1994, namely knowledge of the failures in international screening programmes in Australia and the United Kingdom, the Goodhealth Wanganui pathology incident where there were similar factors to Dr. Bottrill’s laboratory.  Also, it is possible that one person might have received all the disparate information that came to light about Dr. Bottrill from 1989 to 1994 and been able to take action.

82.5 Failure to carry out regular, routine monitoring and evaluation of the programme, including an audit of women who had been screened on the programme but subsequently were diagnosed with cervical cancer.

82.6 Failure to publish an annual statistical report as recommended by expert and advisory groups, and as required under the 1996 National Policy.

82.7 Failure to recognise that the information being collected about the programme was not sufficient or adequate to undertake robust and meaningful analysis of laboratory performance and monitor specificity and sensitivity of smear reading.

82.8 Failure to ensure adequate funding was provided to both the national and regional cervical screening programmes to enable them to properly carry out their monitoring and evaluation functions and deliver a high quality service to women enrolled on the programme.

83. Instead, the NCSP faltered throughout 1990 to 1996 because of split accountabilities, leading to uncertainty or confusion over who was responsible for undertaking specific actions, and lack of power and authority on the part of those involved in the day-to-day running and management of the programme.

84. It is illustrative to consider the lines of reporting for the NCSP during 1990 to 1996 (JMG/MOH/84).  

85. Prior to implementation of the NCSP, Dr. Gillian Durham was Project Leader of the National Cervical Screening Implementation Unit, who reported to the Manager, Women, Child and Adolescent Health Policy, with the Chief Health Officer, Dr. Karen Poutasi, having general oversight.

86. Upon implementation of the programme in June 1990, the first National Co-ordinator was Gillian Grew, and she reported from April 1991 to the Manager, Health of Women and Younger People Policy section of the DOH, who reported to the General Manager, Policy, who reported to the Director-General of Health, who had ultimate responsibility.  Gillian Grew resigned in July 1992, and during her period as National Co-ordinator, there were three different Directors-General of Health, Dr. George Salmond, Ian Miller and Christopher Lovelace.

87. There was a period of seven months between the departure of Gillian Grew and the appointment of the second National Co-ordinator, Sue Dahl, in January 1993.  At this point the NCSP had been relocated, and Sue Dahl reported to the Manager, Population Health Services, who reported to the General Manager, Health and Disability Services Policy.  Sue Dahl was only in the position for approximately 18 months, resigning in September 1994.

88. The third National Co-ordinator, Teenah Handiside, was appointed in September 1994, and remained in that position until June 1996.  Until approximately July 1995, she reported to either the Manager or the Acting Manager, Population Health Services.  From July 1995, the NCSP was transferred to the Public Health Group, managed by Dr. Gillian Durham.  Then in January 1996, the NCSP was relocated to the Prevention Policy Branch, managed by Judy Glackin.  Ms Handiside therefore experienced three major internal re-organizations of the MOH during her tenure: in 1993, 1994/95 and 1996.  She reported to three different line managers, and experienced three changes in general managers and two Directors-General of Health.  These changes resulted in an unstable working environment, significant loss of institutional knowledge of the programme, and a high turnover of staff within the NCSP.  Staff within the NCSP found the constant restructuring a major distraction from carrying out the core functions of the NCSP (Handiside, paras 15 and 16).

89. At the same time that the national programme was undergoing almost constant internal restructuring, the 14 regional programmes, including Tairawhiti, were also coping with similarly disruptive restructuring and lack of staff and resources (Handiside, para 19; JMG/MOH/62/50, 56 and 59).

90. It is submitted that in the period 1990 to 1996, the frequent changes of National Co-ordinators, the NCSP being subject to repeated relocation and changes in reporting structures due to continual health sector restructuring, and the consequent turnover of other programme personnel, resulted in the loss of institutional knowledge, an inability to make and implement sustainable planning for the programme, a “stop-start” approach to initiatives, such as standards for laboratories servicing the NCSP, and a total inability to consolidate or progress the goals and objectives of the programme nationally.  

91. The phases of the health sector restructuring, as they relate to the NCSP, can be broadly categorised as being:

91.1 1990 - 1993:
NCSP located within DOH and services purchased nationally through 14 AHBs, which deliver the programme regionally.

91.2
1993 - 1996:
NCSP located within MOH, but with the PHC also having some responsibilities until it was reintegrated into the MOH in July 1995.  MOH entered contracts with 4 RHAs for delivery of NCSP services in accordance with Funding Agreements entered into between the Crown and RHAs.  RHAs contracted for cervical screening services with Crown Health Enterprises (“CHEs”), and community laboratories by way of Notices under section 51 of the Health and Disability Services Act 1993.  At various stages, RHAs replaced the s 51 Notices with substantive contracts with community laboratories.  

91.3 1996 - 1997:
Under the Coalition Government, the NCSP continued to be located within the MOH, which continued to have Funding Agreements with RHAs, but CHEs became Hospital and Health Services (“HHSs”).

91.4 1997 - 1998:
RHAs were disestablished on 2 July 1997 and all assets and liabilities were transferred to the Transitional Health Authority (“THA”).  The THA was replaced by the Health Funding Authority (“HFA”) on 1 January 1998 (Mules, para 2).  Responsibility for national co-ordination and management of the NCSP and NCSP register was formally transferred from the MOH to the HFA on 11 May 1998 (Peters, para 44).

92. Between 1990 and 1993, the DOH was still the major purchaser of health services (Boyd, A96/13-16).  Therefore, from 1990 until 1993, the DOH had control over the programme, and was solely responsible for the implementation, planning and management of the NCSP.  It also had responsibility for the register, and overall management of the budget for the NCSP, thereby having responsibility for funding issues (Glackin, A477-478).  The DOH was also responsible for ensuring that there were sufficient training facilities to meet the demands that would be placed on the cytology workforce.  The DOH was also responsible for the development of regional cervical screening programmes (Glackin, A438/1-3).  It was clearly the intention of the Government of the day that the national programme would be implemented through the 14 AHBs, and this was consistent with the Government’s policy of decentralisation and devolution (Glackin, A446/21-23), but it created a fundamental tension with the WHO guidelines and all the expert advice that there should be a centrally co-ordinated unit that had control over the programme.

93. It is submitted that this policy of decentralisation and devolution had a significant impact on the programme, and the situation in Gisborne can, in part, be directly attributed to it.  To illustrate, the Government policy of the day was the ultimate reason for the decision to establish 14 regional registers for the programme, rather than one centralised register controlled by the NCSP (Glackin, A447/1-3 and A455/13-15; JMG/MOH/99).  It was the DOH that briefed the computer consulting company, Azimuth, as to the requirements for the NCSP register (Glackin, A443/1-10).  The policy of devolution also meant that there was resistance on the part of the DOH to signing the contract for the register (Coney, para 64).  As a result, histology results could not be correlated nationally until the reconfiguration of the 14 registers was completed in March 1997 (Matcham, B3556/14).  If different political decisions had been taken regarding the NCSP initially, such as a central register, then previous smear histories and histology correlations would have been available on a national basis much sooner (Glackin, A441/1-12).  Even taking into account that laboratories were not legally required to provide histology results to the NCSP until the Health Amendment Act was passed in 1993, if it had then been immediately possible to correlate Dr. Bottrill’s cytology and histology results on a central register (and assuming the NCSP had the resources and expertise to actually analyse these on a regular basis, which is also an issue), then there might well have been cause for inquiry into his practices by the end of 1994.  This would have been nearly five years earlier than the investigation that was instigated by the HFA in April 1999.  As it was, it took one person ten days in 1999 to go to Tairawhiti to completely enter the histology onto the register (Matcham, B3574/1-5).  Therefore, no complete correlation of Dr. Bottrill’s cytology and histology was available until that was completed.  Further, it is estimated that the entry of histology for the rest of NZ is currently 25 percent incomplete (Matcham, B3574/9-21).

94. Similarly, it was the Government’s decision to proceed with an “opt-on” register for the NCSP, and this appears to have been mistakenly based on a desire to avoid the abuse of informed consent revealed by the Cartwright Inquiry.  It would seem, however, that a national screening programme is not the appropriate type of programme on which to utilise such a system of informed consent, as it does not raise the same issues relating to informed consent as dealt with in the Cartwright Inquiry (Coney, para 19.1).  If the programme had been implemented with an “opt-off” central register, then there would have been a significant amount of data from an early stage to be able to monitor and evaluate the programme, rather than having to wait for a period after opt-off was legislatively introduced in 1993.  Again, if meaningful data had been available at a much earlier stage, it might have been possible, given adequate resources and expertise, to have produced annual statistical reports and analyse laboratory performance, which may have led to an earlier investigation of Dr. Bottrill’s laboratory.  The MOH accepted that, in hindsight, it would have been better to have delayed the implementation of the register until it was possible to go with the optimum recommendation of one central register to enable quality control of the NCSP (Glackin, A444/10-13).  Experience has shown that the usefulness of the register has been greatly increased for all aspects of the NCSP since reconfiguration in 1997.  It was, however, a matter of priorities, and initially the greatest priority was seen as implementing the NCSP and enrolling as many women as possible onto the programme (Glackin, A445/4-10; JMG/MOH/99).

95. Another consequence of the philosophy of devolution of power and self-regulation during this period was the clear intention on the part of the DOH that laboratories would be responsible for their own quality control, overseen and audited by a third party such as TELARC (Boyd, A157/12-19).  This “hands-off” approach, and reluctance to impose quality control and standards upon laboratories, which meant that state of affairs continued throughout 1990 to 1996, may have been ideologically consistent with the politics of the time, but it is submitted that it was not an appropriate approach for a national screening programme that is inviting well women to participate, and who are then falsely reassured about the results they obtain from participating in the programme.

96. Between 1990 and 1996, the role of the NCSP National Co-ordinator reported directly to the DOH.  The job description required the National Co-ordinator to, inter alia (JMG/MOH/2/132-138):

· Take responsibility for the overall management of the programme, including the budget;

· Co-ordinate and monitor all AHB programmes;

· Report to the Expert Group on any problems identified within the programme;

· Ensure that adequate monitoring and evaluation systems are established for all aspects of the programme;

· Ensure the development, implementation and operation of the register;

· Ensure that specified objectives are met within pre-determined timeframes and resource allocations;

· Ensure that issues and potential problems are identified early and dealt with pro-actively;

· Ensure the training and development of AHB programme managers.

97. Despite significant responsibilities for the outcomes of the programme, the National Co-ordinator did not have any statutory, regulatory, or other powers to enable her to carry out these responsibilities.  The National Co-ordinator had only the power of the particular organization in which the NCSP was located at her disposal.

98. After 1993, the National Co-ordinator’s role changed.  While not having a great deal of power between 1990 and 1993, except through persuasion and influence, the position now essentially became a source or conduit of information, referring issues on to those who were responsible or in a position to take action, and also a provider of guidance and advice to regional programme managers.  The National Co-ordinator could therefore only rely on influence (Glackin, A436/7-14).  There was no “position power” to be able to directly implement previously agreed policy decisions, and the National Co-ordinator was required to continually seek permission from a succession of managers, who had to get up to speed on the NCSP before fully understanding its requirements (Handiside, para 34).  The National Co-ordinator was totally dependent now on the MOH’s negotiation of Funding Agreements with RHAs and their persuasive powers over the RHAs.   (Glackin, 409/6-10).  Regardless of what was contained in the job description of the National Co-ordinator, however, the DOH/MOH was well aware of the powers that the National Co-ordinator actually had (Glackin, A435/8-16).

99. The job description that had been developed for the National Co-ordinator in 1989 was completely unrealistic in light of the health reforms.  Because of the split accountabilities between the MOH and RHAs, and the fact that the MOH had no ability to influence funding to the laboratories, as this was now the responsibility of the RHAs, the National Co-ordinator could not actually deliver any of the expectations personally.  The only way they could be met was if they were agreed and enshrined in the Funding Agreements with the RHAs, and it was not feasible for her to personally perform the functions set out in the job description (Glackin, A287 and following).  The role of the National Co-ordinator after 1993 was, in fact, more like that described in the 1996 job description (Glackin, A497/19-21).

100. Ms Handiside, who was National Co-ordinator between 1994 and 1996, expressed frustration at what she was able to accomplish during her tenure.  She felt that she was unable to “achieve or influence senior managers to support the allocation of the resources necessary for monitoring and evaluation of the NCSP”, and put her “lack of achievements down to the fragmentation of accountabilities as a result of the health reforms, a lack of resources including expertise, and a lack of senior management commitment to the NCSP”, as well as her “lack of position power as third level manager” which impacted on her “ability to influence key MOH decision makers” (Handiside, paras 46 and 47).

101. While the DOH did not have direct control over the AHBs between 1990 and 1993, they did have considerable ability to influence them as the AHBs were directly funded by the Crown (Glackin, A478/1-24).  The DOH acted as the Minister of Health’s agent with the AHBs between 1990 and 1993, and provided oversight and advice on the performance of the AHBs to ensure that they were meeting their contractual obligations with the Crown (Glackin, A240/10-23).

102. During the period 1990 to 1993, laboratories were paid by service benefit under regulations to the Social Security Act 1964 (the Social Security (Laboratory Diagnostic Services) Regulations 1981), as amended from time to time (Mules, paras 17-18; Glackin, A214/5-6; CM/RHA/2).  To receive payment, there was no requirement, or “tag”, for laboratories to either have quality control procedures or to be accredited (Glackin, A214/7-8).  From the inception of the programme, it was envisaged that quality control would be the responsibility of the laboratories, and that it would be overseen by a third party, such as TELARC (Boyd, A157/12-19).  This view of the industry as self-regulating essentially continued throughout the period 1990 to 1996.

103. After 1993, RHAs were bulk funded and laboratories received payment as stipulated in Notices issued by the RHAs under s 51 of the Health and Disability Services Act 1993.  The RHAs did have the ability to vary the s 51 Notices, for instance to impose quality assurance measures, or alternatively the s 51 Notices could expire on three months’ notice.

104. In July 1993, the health reforms, that had been foreshadowed when the National Government took power in 1990, took effect.  Effectively it introduced a business model, that came to be called the “funder/purchaser/provider split”, and which was intended to make the health sector more accountable to the public and consumers for expenditure and quality of health services (Mules, paras 6 and 10).  The Health and Disability Services Act 1993 enabled RHAs to perform the function of purchasers of health and disability services, including the NCSP, in accordance with Funding Agreements entered into between the Crown and the RHAs.  The Minister of Health was required to notify the RHAs of the Crown’s objectives and the RHAs were required to purchase health services to meet the Crown’s objectives as specified in the Funding Agreements (Mules, paras 23-24).  The MOH sought to become a policy branch and acted as the agent of the Minister of Health in negotiating the Funding Agreements between the Crown and the RHAs.  The MOH was also given the responsibility of monitoring the RHAs’ performance against those Funding Agreements.  While the MOH did have statutory powers to promulgate regulations under s 74A(7) of the Health Act 1956, this has only been used once, to enact the Health (Cervical Screening (Kaitiaki)) Regulations 1995 (Glackin, A254/8-9).  It would have been possible after 1993 for the MOH to utilise s 74A(7) to promulgate regulations requiring compulsory accreditation of laboratories delivering services to the NCSP.  This did not occur.

105. It was a fundamental expectation that under the reformed health system there would be a choice of providers; this was an underlying principle of the reforms (Glackin, A333/24-28).  Unfortunately for the NCSP, and the women in Tairawhiti, the flexibility that this principle entailed, and that would have enabled RHAs to contract only with laboratories who were accredited from 1994 onwards, was not utilised due to the rollover of terms and conditions by way of the s 51 Notices.  This was also despite the fact that RHAs were required to purchase the “best service” for the “best price” (DL/MOH/9/20), which should have suggested that purchasing only from accredited laboratories, rather than all laboratories, would have fulfilled this obligation.

106. Also, in July 1993, when the AHBs were disbanded and the RHAs were established, the performance indicators for laboratories that had been developed either for, or by, the AHBs were not automatically transferred to the RHAs, apart from the first year, 1993/94, when the existing arrangements were rolled over (Glackin, A224/1-13).  This was another example of the health reforms intervening to the detriment of the national programme.  The RHAs were then required to develop their own performance indicators in accordance with those set out in the Funding Agreements.  This, naturally, meant further delay before performance indicators were routinely monitored and laboratories evaluated against them.  Further, there was a failure to establish qualitative performance indicators that were available to be analysed to ascertain the competence or performance of an individual laboratory, such as Dr. Bottrill’s.

107. As stated, to preserve the continuity of services from 1993 onwards, the RHAs utilised section 51 of the Health and Disability Services Act 1993 to issue Notices to providers.  If after receipt of the Notice a provider claimed payment for a service, it was deemed to have accepted the terms and conditions of the s 51 Notice (Mules, para 33).  Section 51 Notices were generic, and were therefore consistent nationally (Mules, para 36).  The only quality requirements were that a pathologist be registered under s 39 of the Medical Practitioners Act 1968 as a specialist pathologist and that the appropriate equipment be available for use in the laboratory.  

108. The RHAs, generally, relied on these professional qualifications and self-regulation of the profession to maintain standards (Mules, paras 44 and 45).  For example, the Midland RHA relied on the fact that laboratories were members of the Association of Community Laboratories (“ACL”), whose ethical rules required that all “members must maintain their professional competence and the laboratory must be registered by TELARC or some other body approved for this purpose by ACL, or be in the process of being registered” (IDB/ACL/3/19; CM/RHA/2/14).  

109. The Midland Health database questionnaire, dated 12 May 1993 and signed by Dr. Bottrill on behalf of Gisborne Laboratories Limited (CM/RHA/43), indicated that application had been made for TELARC accreditation.  In the inquiries that took place regarding quality procedures in Midland laboratories following the Goodhealth Wanganui incident with Dr. Burkinshaw, Midland RHA did not access the data on their database, which would have shown that Dr. Bottrill’s laboratory was still not accredited more than a year after indicating it had applied for TELARC registration.  It also would have revealed that in May 1993 the laboratory was involved in an external quality control programme, but that in August 1994 he said he was not.  The reason given for not consulting the database was because the Midland RHA database had not been maintained (Mules, A1301/23-28).  

110. Instead, Midland RHA considered clause 3 of the s 51 Notice, and determined that Dr. Bottrill’s laboratory had not breached the s 51 Notice and therefore the RHA could not take any further action (Mules, A1319 and following).  An opportunity was therefore missed to investigate Dr. Bottrill’s practices in 1994.

111. It is questionable whether sufficient action was taken by the RHAs with regard to ensuring that laboratories providing services to the NCSP were accredited, but given the ambiguity created by the Funding Agreements between 1993/94 and 1996/97 (discussed below), and their belief that the MOH was responsible for issues of accreditation and laboratory practices in relation to the programme, it is clear that the matter drifted without resolution throughout that period of time.

112. The Midland RHA did express the view that, in hindsight, it would have been better to have taken action earlier on to enforce accreditation on all laboratories within the Midland region, so that some of the issues that are before the Inquiry would presumably have been averted (Mules, A1356/1-9; A1311/10-15).  Instead, the Midland RHA relied on the fact that Dr. Bottrill was a Fellow of the RCPA between 1993 and 1996 and that he was therefore exposed to some degree of professional standards (Mules, A1350/12-17).  

113. Midland RHA were aware that the s 51 Notices had no expiry date and were “evergreen”, but that they could expire on three months’ notice (Mules, A1280/1-6).  Because they had no mechanism for implementing measures to monitor performance of laboratories within the s 51 Notices, however, the RHA concentrated on trying to move towards executing contracts (Mules, A1328/13-14).

114. In a letter dated 25 October 1994, in the aftermath of Goodhealth Wanganui, Midland RHA wrote to laboratories proposing that there would be a variation to s 51 Notices in the case of community laboratories, which would include requirements for both internal and external peer review mechanisms, and that if the Board approved this proposal, it would be implemented as a matter of urgency (CM/RHA/24).  That variation was never implemented.  The quality assurance measures only came into force with the signing of contracts in March 1997.  Midland RHA acknowledged that a period from October 1994 to March 1997 to entrench quality assurance, such as mandatory accreditation, could not be classified as acting on the basis of urgency (Mules, A1303/19-29).  If the Midland RHA had taken the action foreshadowed in October 1994, Dr. Bottrill’s smear reading would have been subjected to scrutiny by way of participation in external peer review procedures, as well as his laboratory practices being subject to assessment through the accreditation process.  Again, the deficiencies in his practice, and the resultant under-reporting, would have been identified around 1995, rather than 1999.

115. Another issue was that, because the contracts for the NCSP were not considered of major importance to RHAs, being a very small, non-core, health programme amongst their health and disability services portfolio, they tended to be rolled over instead of imposing requirements for quality and accountability.  The contracts with laboratories therefore carried on as before, without the quality improvements that the MOH would have liked to see incorporated at the beginning of the introduction of the business model (Boyd, A156/8-29).

116. The Midland RHA issued its s 51 Notices to private laboratories as at 1 July 1993, including Dr. Bottrill’s laboratory (Mules, para 36 and 38).  The s 51 Notices were intended to be transitional, and RHAs were required to move towards contracts as quickly as possible (CM/RHA/7/22), but Midland RHA did not sign contracts with its laboratories until March 1997, which were backdated to November 1996 (Mules, paras 79 and 138).  The fact that these contracts contained provisions stating that Midland RHA would only purchase tests from laboratories that were TELARC accredited, and that a laboratory must notify the RHA within 48 hours if they were denied TELARC accreditation, or their accreditation was withdrawn or suspended (Mules, para 79 and CM/RHA/18) had no benefit on Dr. Bottrill’s practice, as he retired in March 1996.  

117. The decision not to include mandatory accreditation in the s 51 Notices with community laboratories in July 1993 was ultimately made by the Midland RHA Board, and agreed with the MOH and Minister of Health; it was not an isolated, low-level decision (Mules, A1280/7-13).  It is clear that neither the Minister of Health, nor the MOH, nor the Midland RHA gave quality assurance, particularly compulsory accreditation, the priority that it should have had to ensure minimum standards of laboratory performance for the NCSP in the transition to the new health structure.

118. One of the reasons for the length of time it took the Midland RHA to move away from s 51 Notices and execute contracts with community laboratories was because of the extensive consultation that took place between Midland RHA and ACL.  One of the major “sticking points” that extended the period of negotiation and consultation over two years was that of contestability and competition that was proposed to be introduced between CHEs and private laboratories (Mules, A1267/1-3; Beer, para 20; IDB/ACL/9/1).  The Midland RHA was required to deal with the ACL, as the appointed agent of the laboratories within the Midland region (Mules, A1277/5-12).

119. Given that the health reforms were moving towards a “business model” of health delivery, it should not have been surprising that the parties involved in the contract negotiations, namely ACL, would take a firm, commercial stance to protect the interests of their member laboratories.  Equally, it is understandable that the Midland RHA was concerned to introduce contestability and attempt to gain control of expenditure in the “demand-driven” areas, which included private laboratory services (Mules, para 7).  

120. The combined result of this commercial imperative and the statutory requirement to consult (Mules, para 27), however, meant that quality assurance measures, including accreditation, were not imposed on community laboratories until the contracts were signed in March 1997.  This was far too late to have any effect on Dr. Bottrill before his retirement in March 1996.

121. It is submitted that this requirement to consult has also contributed in a major way to the under-reporting in the Tairawhiti region, due to the consequent delays in implementing measures that would have either led to introduction of standards and quality assurance procedures, or collection of data that would have resulted in detection of Dr. Bottrill’s under-reporting much earlier than 1999.  Examples of where the requirement to consult extensively within the health sector have led to delays of two years or more in implementing improvements in the NCSP are:

121.1 The move to opt-off (1990 to 1993);

121.2 The move from s 51 Notices to contracts between Midland RHA and community laboratories (1993 - 1996);

121.3 The joint move by RHAs to introduce National Quality Standards for Medical Laboratories (1995 - still not formally promulgated in August 2000);

121.4 Getting a national evaluation plan for the NCSP to contract stage (1995 - 1998); and

121.5 Moves by the HFA to introduce national quality standards and performance indicators for the NCSP (1998 - still not formally promulgated in August 2000)

122. While it is recognised that there are statutory obligations to consult, and that these must be taken seriously, it is submitted that consultation should not have to occur over such long periods of time that they are actually detrimental to delivery of services, particularly to the NCSP.  Had either the MOH or Midland RHA wanted to truncate the consultation process to ensure that quality standards, such as accreditation, were imposed, they had the power and authority to take action (Grew, B4132/1-10), although it must be recognised that this may have resulted in litigation, which would have been a reasonable factor for the MOH or Midland RHA to take into consideration.

123. With the move to RHAs in July 1993, the MOH, as it then became, lost its ability to directly influence laboratory performance on behalf of the NCSP.  The MOH now had no direct contractual relationship with providers, such as laboratories, and also no statutory or regulatory relationship that allowed the MOH, and by extension the National Co-ordinator, to exercise any power over laboratories (Glackin, A433/27-28; A434/1-3), as the contract to deliver services to the NCSP was now between the laboratory and the RHA.  The MOH could now only influence outcomes through provisions in the Funding Agreements.  Between 1993 and 1995, when there was both the MOH and the PHC, both organizations provided advice to the Minister of Health.  Policy advice, however, only translated into a binding obligation if it was incorporated into a formal contractual document, such as the Funding Agreements (Glackin, A258/17-18).  

124. The health reforms resulted in split accountabilities between the MOH and the RHAs in relation to the NCSP.  The RHAs now contracted for the purchase of the whole screening pathway and funded the NCSP, and it was the only organization in a position to be able to enforce issues, such as quality assurance standards and accreditation, through its contracts with providers (Glackin, A273/14-18).  The MOH was responsible for operational policy, such as the NCSP National Co-ordinator, the NCSP register, the 1996 NCSP Policy, and monitoring and evaluation of the national (Glackin, A 283).  There was, however, no overall body with responsibility or power to supervise the running of the entire programme.  Further, the RHAs saw themselves as purchasing components of a programme, rather than purchasing the NCSP itself in its entirety (Glackin, A283).  

125. It is submitted that these split accountabilities also extended to include the NCSP advisory committees.  Great reliance was placed on the advisory committee, CALC, by the National Co-ordinator of the programme (Grew, B4157/3-7), particularly in relation to accreditation of laboratories between 1990 and 1993 (Grew and Dahl, B4134).  At the same time, CSAC was relied on to advise the Minister of Health, through the MOH.  There was, however, very little information referred by the MOH between CALC and CSAC (Teague, affidavit, para 22).  Although Dr. Clint Teague was a member of both committees, the MOH did not view him as a liaison person between the two committees, and he was not accountable for raising issues between the two committees (Teague, affidavit, para 22; Dahl & Grew, B4153/16-28).  Further, CALC had no power to monitor individual laboratories, and had no day-to-day operational responsibilities (Teague, para 25.2; Grew and Dahl, B4148 and 4149), but they were still heavily relied on to provide information about the competence and performance of laboratories reading smears for the NCSP.

126. For example, when Dr. Bottrill approached Dr. Teague in July 1995 for a comparison of his results with the national average to be undertaken, Dr. Teague passed the request on to the NCSP as he did not have access to the results of individual laboratories.  After several months, when no response had been received, Dr. Teague contacted the NCSP, but at that stage was told that actioning this request would delay work on inputting of data for the whole programme (Teague, para 26.1).  Again, an opportunity that would have led to disclosure of Dr. Bottrill’s under-reporting in 1995 was lost, due to the NCSP having inadequate resources to carry out the monitoring and evaluation function entailed in this comparative exercise.

127. It is submitted that lack of clarity in regard to the advisory committees for the NCSP also resulted in misunderstandings about who was taking action or responsibility for specific aspects of the programme, with the result that all involved could claim, with conviction and complete honesty, that they thought action was being taken, when in fact it was not.

128. An example of this was the failure to forward the Standards for Laboratories that were developed by CSLAC in 1995 to TELARC.  While the NCSP was within the MOH, it had the responsibility to publish and send out the recommendations of CALC, including the Standards for Laboratories, which should have been sent directly to TELARC (Glackin, A177/15-19).  This did not happen (Walker affidavit dated 7 August 2000).  It is possible to see that there may have been confusion about who was going to undertake to send the Standards to TELARC.  The National Co-ordinator may well have thought CALC would do so, while CALC assumed that the National Co-ordinator would, given that CALC had no day-to-day responsibilities for the programme.

129. Similarly, it is conceivable that this also occurred in relation to monitoring accreditation of laboratories.  The National Co-ordinators relied on the advice of CALC that laboratories were moving towards accreditation and it was therefore not going to be a problem (Grew and Dahl, B4134).  CALC, however, probably assumed that the National Co-ordinator would actually confirm this information through TELARC.  Again, there was no bad faith or incompetence on the part of anyone - merely confusion about who was responsible for taking the necessary action. 
130. Where accountabilities are split in this way there is a serious risk of dysfunction, and significant issues fail to be addressed.  In such a system of divided responsibilities and functions, it is essential that each player is well aware of not only its roles, but also the roles of the other players, and that there are effective channels of communication (Glackin, A245/11-17).  It is submitted that this was lacking between the MOH, PHC and Midland RHA during 1993 to 1996.  There was considerable confusion and uncertainty over the roles each was to play in relation to the NCSP (JMG/MOH/68; JMG/MOH/28/40; JMG/MOH/42/37; JMG/MOH/86; JMG/MOH/39/13-15).

131. In 1996 the MOH formed the view that this split in accountabilities was dysfunctional for the NCSP, and it therefore undertook an internal review of accountabilities, which culminated in a recommendation that the entire NCSP be passed over to the 4 RHAs (Glackin, A273/21-23; A283/14-16).  This recommendation, while initially being approved by the Minister of Health, was overturned after the Minister received considerable expressions of concern at the way the review had been conducted from CSAC, the National Co-ordinator and the programme managers.  The MOH believed that, under the accountability arrangements that then existed, it would have been difficult for it to take any greater interventionist action than undertaking the review of accountabilities (Glackin, A351/9-14).  

132. During 1993 to 1996, however, the MOH did have the power to initiate changes to legislation, by making recommendations to the Minister of Health, as well as being able to require that provisions be included in the annual Funding Agreements with the RHAs (Glackin, A338/1-6; Lambie, paras 21 and 22).

133. A major downfall in the negotiation of the Funding Agreements between the Crown and the RHAS, it is submitted, was the way the service obligations for the NCSP were written into the Funding Agreements, which caused ambiguity relating to responsibilities for accreditation.  The Funding Agreements for 1994/95, 1995/96 and 1996/97 required the RHAs to purchase services for the NCSP consistent with the 1991 National Policy (CM/RHA/34, 35 and 36).  Under the 1991 Policy, however, the MOH retained responsibility under clause 4.1.3 for confirming that laboratories carrying out cytology screening for the NCSP met the requirements in clause 4.1.4 relating to standards for accreditation (CM/RHA/31 and 32).  

134. A person reading the 1991 Policy would form the clear view that the MOH was responsible for ensuring laboratories were TELARC accredited (Cox, B2574).   As a result of the wording in the 1991 Policy with regard to accreditation, and the fact that the MOH still retained responsibility for national monitoring and evaluation of the NCSP, Midland RHA believed that the MOH was responsible for laboratory quality for the NCSP (Mules, paras 124 and 142).  In addition, it was the MOH that had access to the information on the register, which was key to monitoring the performance of laboratories involved in the programme.  Midland RHA did not routinely receive information from the NCSP register (Mules, para 124).  

135. While Midland RHA was responsible under the Funding Agreement for monitoring and evaluating smear reading quality, unless they received a specific complaint they had no mechanism for identifying quality issues in the absence of contracts with the laboratories requiring specific information or standards (Mules, para 126).  Midland RHA therefore treated the laboratory performance component of the NCSP service requirements as a low priority in the belief that the MOH was responsible for this aspect of the programme (Mules, para 127).

136. The MOH’s view was that they had no ability to impose accreditation or any other standards on the laboratories, and were not in a position to carry out the requirements contained in the 1991 and 1993 Policies, due to the changes introduced by the 1993 health reforms, and that this responsibility had been placed on the RHAs.  

137. It is submitted that clearly the split accountabilities, brought about by the restructuring, was detrimental to the NCSP, and in particular, to the women of the Tairawhiti region.  In good faith, both the MOH and the Midland RHA believed the other was responsible for enforcing standards, such as accreditation, and monitoring and evaluating the performance of the laboratories providing services to the NCSP in line with the 1991 and 1993 Policies.  The NCSP therefore “slipped through the cracks” generated by these split accountabilities during the years 1993 to 1996.  As a result, Dr. Bottrill was able to continue practicing during that period without being required to have any internal quality control, without having to participate to a satisfactory level in external quality assurance or inter-laboratory proficiency testing, was not required to be accredited with TELARC or an equivalent agency, and was not required to participate in ongoing professional development or training.  He was also permitted to continue to read smears for the NCSP, despite reading only 5,000 smears per annum.

138. While it is understandable that the NCSP is not of major importance in the overall scheme of health service delivery, dealing as it does with essentially “well women”, it is unfortunate that it did not warrant a greater degree of care when negotiating the Funding Agreements to ensure that the ambiguities in responsibilities between the MOH and the RHA were recognised and taken account of, rather than being perpetuated in each of the Funding Agreements between 1994/95 and 1996/97.  It is surprising, and it is submitted, unacceptable, that it escaped the MOH’s notice for the entire period of 1993 to 1996, but neither did the RHAs ever raise this issue with the MOH (Lambie, B3921/9-18).  It certainly had tragic consequences for some of the women enrolled in the Tairawhiti region.

139. The explanation appears to be that the negotiations of the Funding Agreements were difficult and protracted, and that ultimately it involved negotiation on specific points which may not have fitted what the MOH was actually seeking from a policy perspective, or even consistent with the MOH’s Policy Guidelines (Glackin, A470/20-27; Lambie, para 46).  Further, there was considerable pressure to settle the Funding Agreements (Glackin, A471/7-9).

140. It is submitted that this explanation may well have been considered acceptable for the first round of negotiations, when everyone was finding their way through the expectations of the newly introduced health structure, but does not provide an adequate justification for the fact that each of the Funding Agreements from 1994/95 through to 1996/97 contain reference to the 1991 NCSP Policy, when there was an update in 1993 and a new policy in 1996, and also the fact that accreditation continued to have status as only requiring “reasonable endeavours” on the part of the RHAs.  As time went by, this should have rapidly become an absolute requirement, particularly given that laboratories had agreed that it could be achieved by the end of 1993.  It would appear, however, that the reality was that the Funding Agreement negotiations did not descend to this level of detail.

141. It is submitted, therefore, that the continual reforms experienced in the health sector throughout 1993 to 1996 played a major role in the failure to detect the under-reporting of Dr. Bottrill’s laboratory.  The health reforms led to:

141.1 Lack of stability in the location of the NCSP, 

141.2 High turn-over of National Co-ordinators and the line managers that person reported to;

141.3 Loss of institutional knowledge which resulted in repeated “reinventing of wheels” such as standards for laboratories;

141.4 Laboratories not being required to implement internal or external quality assurance procedures, including accreditation, until the end of 1996 at the earliest when the first contracts with RHAs came into effect;

141.5 Split accountabilities between the MOH, PHC, and RHAs, which meant that no one organization “owned” the NCSP and could effectively manage and monitor it;

141.6 No fail-safe channel of communication or conduit for information about laboratory performance or concerns about the programme that would enable evaluation of the information and follow-up investigation, if required; and

141.7 Statutory requirements to consult that meant nothing could happen quickly, unless a party was prepared to take the risk of protracted litigation.

142. There was also the problem that due to this lack of stability, brought about by the constant restructuring between 1990 and 1996, there was no possibility of sustainable planning and no period of consolidation for the programme that would have allowed continuity of initiatives.  It is submitted that this has clearly set the NCSP back considerably in comparison to where the programme would now be if it had been implemented in accordance with the WHO guidelines and expert recommendations and if it had experienced stability throughout the 1990s.

143. There are striking parallels with the findings relating to the impact of Government health reforms in the “Review of cervical screening services at Kent and Canterbury Hospitals NHS Trust” (EM/CA/11).  In particular, the following comments are noted:

143.1 “… in 1993 the national guidance for operating the NHS Cervical Screening Programme was updated in the light of the changes in the organization of the NHS.  In the new “internal market”, responsibility for the various elements of the screening programme became more fragmented.  Health authorities as “purchasers” became responsible for contracting for the laboratory screening component from NHS trusts.  No separate cytology screening contracts were introduced either by the Canterbury and Thanet DHA or its successor, East Kent Health Authority.  Instead cytology laboratory services formed part of the block contract for a wide range of hospital services, and there were therefore no specific contractual quality measures or standards for cytology screening which the Health Authority could use to monitor performance.” (p 33, para 6.2.1.4)

143.2 “Following the introduction of the internal market, the sole responsibility for the screening programme by the health authority was dispersed.  The health authority was to manage the laboratory screening part of the programme through contracts although in East Kent there were no specific quality measures or standards to monitor performance. …” (p 33-34, para 6.2.1.7)

143.3 “It is vital that there are clear specifications and contracts (or service agreements) for the different components including laboratory services, training and quality assurance.  There were largely absent in East Kent during the period under review.” (p 39, para 6.2.4.4).

143.4 In the introduction to the Review, Sir William Wells stated: “I have been forcibly struck during our review by the different ways in which the introduction of the internal market in this particular set of circumstances exacerbated an already inherently weak situation.  The overall lack of clear accountability for the National Programme and the Trust’s drive to be competitive further increased the isolation of the hospital and its lack of involvement in the NHS as a whole in East Kent.  Many of the decisions which had an adverse effect on the cytology department, were made (or not as the case may be) because of the perceived need to be free standing and competitive in the newly created market.” 

It is submitted that this fairly accurately reflects the impact of the health reforms on the New Zealand national cervical screening programme during the period being reviewed by this Inquiry.

50.1.1.1.1.1.1.1.1 Lack of adequate funding for the NCSP and control of NCSP-targeted funding 

144. In 1986, before the implementation of a national cervical screening programme, it was recognised that it was important for quality control that adequate payments be made to laboratories for cervical smear reading so that it “pays its way” and in order that investment in the service was encouraged and maintained (GRB/MOH/8/19).

145. In 1987, the DOH was advised of concerns by the Christchurch Community & Family Health Trust that lack of a national body governing quality control in cytology laboratories could have disastrous consequences for women’s health, and that there were several areas that required immediate assessment by the Department, including the need for adequate payment to laboratories for smears (GRB/MOH/30/78).

146. The response from the DOH in relation to funding was that:

“Thirdly, the Laboratory Services Benefit payment for cervical cytology reporting has been reported by some pathologists in private practice as being insufficient.  This has not deterred any laboratory from providing the service and, contrary to the views sometimes expressed, there are probably some laboratories which are not performing enough cervical cytology screening services to be effective.  Some method may have to be found to prevent them claiming a benefit when and if it is possible to define the cut-off point.”

147. There appears to be no recognition that, without compulsory requirements to comply with standards, such as accreditation, to be eligible for reimbursement, laboratories would continue to be involved in reading cervical smears, but may find other ways of cutting costs, which may be to the detriment of quality and standards.  

148. The DOH/MOH acknowledge that if a provider is under-funded for providing a particular service, such as cervical smear reading, there could be a tendency to cut corners as much as is considered professionally safe by an individual pathologist, such as deciding not to buy a computer system to provide the NCSP with histology results (Boyd, A105/16-29).

149. TELARC/IANZ had started to notice trends related to cost-cutting, in that they observed signs that laboratories were (Walker, paras 75-79):

149.1 Replacing departing pathologists or technologists with more junior, lesser-qualified and lower-cost personnel;

149.2 Restricting funding for attendance at conferences, seminars and on-going professional development courses for all levels of staff;

149.3 Failing to replace out-of-date textbooks and reducing the scientific journals being subscribed to; and

149.4 Reducing participation in inter-laboratory proficiency testing.

150. TELARC/IANZ express the concern that these are similar to the factors observed when they visited Dr. Bottrill’s laboratory in October 1994, and that the consequence of such actions is that over a relatively short period of time, there will be a lowering of standards and consequent reduction of competency which raises questions about the validity of cervical smear test results, and this is of particular concern in anatomical pathology where the consequences of misdiagnosis may be potentially life threatening (Walker, para 80).  

151. Because TELARC/IANZ have been assessing laboratories for many years, they can assess them historically and see changes and deteriorations, such as signals when laboratories are short of funds (Robertson, B839 and following).  They have clearly observed a growing lack of resources available to laboratories over recent years, based on technical evidence rather than any knowledge of whether laboratories are receiving specific amounts of money from the HFA (Robertson, B840/1-14).

152. The response from the DOH in 1987 also recognises the possibility in the future of not contracting with certain laboratories that do not perform sufficient cytology to maintain competence.  While the 1991 Government Policy on NCSP intended that a minimum number of smears be established, which it is assumed would have been contractually imposed on laboratories and therefore excluded some from providing services to the programme, even in the year 2000 this still has not occurred.  Given that the minimum acceptable appears to be 10,000 smears per annum (JMG/MOH/76/2), and Dr. Bottrill’s laboratory read approximately 5,000 smears per year (Bottrill, para 30), had such a minimum number been imposed early in the programme, Dr. Bottrill would have been excluded from reading cervical smears for the NCSP immediately such a requirement was imposed.

153. Despite the recognition that it was necessary to adequately fund laboratories so they would maintain quality and standards, average unit costs of services provided by laboratory communities have increased by 30.6 percent, with the fees reimbursed by the DOH/MOH increasing by only 5 to 8 percent (Beer, para 40).

154. When legislation was passed requiring laboratories to send histology results to the NCSP register in 1994, the laboratories agreed to do so without requiring additional reimbursement for costs (JMG/MOH/11/25).  However, as the laboratories were facing reduced funding as a result, there was a feeling that some may be resistant to requests from the NCSP (JMG/MOH/75/247).  There has clearly been an ongoing issue relating to laboratories providing the histology data electronically in a timely manner (Matcham, paras 95-105).  

155. This continual delay in sending histology data, it is submitted, adversely affected the ability of the NCSP to correlate the histology and cytology results and detect potential under-reporting in a region such as Tairawhiti.  If the funding to laboratories had been at a more realistic level throughout 1990 to 1996, it may well be that laboratories such as Dr. Bottrill’s would have been more inclined to invest money in the necessary technology or staff to ensure histology results were submitted on time.  As long as the NCSP then had sufficient staff resources and expertise to analyse the data, potential under-reporting would have been detected much sooner, and an investigation could have been carried out in the Tairawhiti region earlier.

156. In the 1988 DOH document “Towards a More Effective Cervical Screening Service for Women in NZ”, it was recognised that national funding for the programme would be essential, and could not be left up to the AHBs to develop within their existing priorities and budgets, and with the current emphasis on treatment services (GRB/MOH/10/148).

157. The Ministerial Review Committee in 1989 recommended that all reading of cervical smears should come under the NCSP, and that this could be achieved by transferring the money budgeted under the laboratory benefits scheme to the NCSP (JMG/MOH/1).

158. But, funding has never been placed under the control of the NCSP.  Because the programme had no control over funding, if a laboratory was not performing the NCSP could not refuse to pay (Glackin, A215/22-24).  

159. The major costs of running the NCSP were also never sheeted home to the programme, because negotiations with RHAs would encompass the total earnings laboratories received from Government, not just those for cervical screening.  Money allocated would therefore be paid to the RHAs in a lump sum for and payment for the NCSP would come out of general laboratory payments.  In addition, a woman actually pays for the smear to be taken.  The two most expensive components of the cervical screening programme are therefore not actually separately funded (Boyd, A107/20 and following).

160. In 1991, when the final steps for the implementation of the NCSP were being considered, the view was that continued funding at national level was required to enable national co-ordination and evaluation of the programme, as well as continued funding at AHB level to enable full establishment of the NCSP nationwide (JMG/MOH/12/2).  The Minister of Health, Hon. Helen Clark, however, considered that AHBs should only receive funding once the DOH had ensured that the AHB implementation plans were sufficiently detailed, showing how the money would be spent and how the programmes planned would contribute specifically to the objectives of the NCSP and specifying performance indicators by which the AHB’s programme could be evaluated (JMG/MOH/6/81).

161. Funding of $14 million was allocated in the 1989/90 financial year for the national cervical screening programme, but this was essentially carried forward into the 1990/91 financial year as the implementation of the NCSP was delayed (JMG/MOH/7/96-98).  $4.5 million of this funding was to be allocated to AHBs, with $3 million being for base funding to establish regional programmes and the balance of $1.5 million for funding of priority group services (p99).

162. Funding for each region was determined according to the population of women in the screening target age group of 20 to 69, and the number of priority women, namely Maori, Pacific Island or women aged over 35 years.  Additional funding was provided for the smaller regions, such as Tairawhiti and the West Coast (JMG/MOH/104/I/1).

163. The total expenditure by the regional offices in the 1990/91 financial year was estimated at $1.5 million, which was well below the $4.5 million provided in the funding allocations (JMG/MOH/104/I/5).  The low expenditure in the first establishment year reflects the late start of the programme in many areas and the delayed availability of funding (JMG/MOH/104/III/26).

164. The Tairawhiti region was allocated $100,000, and expended $81,471, or 81.5%, of its funding allocation.  All 1990/91 unspent funds were rolled over in Tairawhiti, and the Tairawhiti Area Health Board provided additional funding to achieve 1990/91 expenditure levels (JMG/MOH/104/II/3).

165. As early as December 1991, the Tairawhiti regional co-ordinator expressed the view at the meeting of Programme Managers, run by the MOH, that the development of the cervical screening programme was seriously inhibited by lack of funds.  Population-based funding had been reduced by 38%, and to maintain services even at the current levels would require an additional $40,000 (JMG/MOH/75/90).

166. Overall, the regional programmes expended 71% of the funding available in the second establishment year (1991/92), compared with 37% in the first year, although this was not the case in Tairawhiti, which spent 100.5% of funding allocated (JMG/MOH/104/II/25-27).

167. While all regions received their designated 1991/92 funding, some regions’ expenditure, particularly the smaller ones such as Tairawhiti, was at the limit of the funding available to them and as a result had to curtail their activities (JMG/MOH/104/II/29).

168. As the NCSP was bulk-funded, the RHAs had the discretion to spend more or less on cervical screening, as they chose (JMG/MOH/75/248).  It was recognised, however, that this variation in funding by RHAs on the regional programmes posed a potential risk to the programme nationally, and may well translate into a risk to women enrolled on the NCSP (JMG/MOH/11/199-200).

169. In 1997, the National Co-ordinator was keen to establish key performance indicators for the NCSP so that, not only would delivery be consistent and measurable, but they would provide evidence for requests for funding increases where delivery was found to be less than optimal (JMH/MOG/11/198).

170. While the Tairawhiti regional co-ordinator was not involved in negotiating annual funding for the regional programme, she repeatedly expressed the opinion that more resources were required, and that the ability of the regional co-ordinator to undertake the programme tasks effectively was affected by lack of funding (Reid, B700/10 and following).  One result of lack of resources was that the co-ordinator spent 80-85 percent of her time keeping the register up to date, and so other aspects of the regional programme were not getting done.  This state of affairs was exacerbated by the failure to replace the local programme educator (JMG/MOH/62/51).

171. There was also a period of one year when there was no replacement for the regional co-ordinator, and the acting co-ordinator was required to take over the position without any training or support.  Funding levels were such that staff were under a degree of pressure with respect to workloads, and while this position was not desirable, the view was expressed that it was inevitable given other pressures on health services (Duncan, B947/4 and following).  Throughout the period 1991 to 1996, there were also several internal restructurings at THL, and increasing staff shortages (JMG/MOH/62/59).  This, despite the THL Board acknowledging in March 1993 that extra staff and support were required (JMH/MOH/75/175).  

172. When the regional co-ordinator recognised, in June 1997, that there were more high grade abnormalities being reported, there was no ability to evaluate them due to staff shortages (JMG/MOH/62/69).  Had the local Tairawhiti cervical screening programme been adequately funded and resourced at this time, and the increased high grades analysed, the under-reporting that had been occurring in Dr. Bottrill’s laboratory from 1990 to his retirement in 1996 might have been discovered two years earlier than it was.  Women would therefore have been able to receive follow-up treatment at least two years earlier, which may have had a significant impact on some of their health outcomes.

173. As a result of the experience of the past 15 months, THL have recognised that to perform the tasks specified in the contract for delivery of the NCSP locally, the programme has been under-resourced (Duncan, B948/4-11).

174. There were also concerns raised about the inadequacy of funding, particularly given the high incidence of cervical cancer and the high Maori population (Reid, B701/27 and following).  These views were expressed both at the NCSP Managers meetings, which were run by the MOH, and also at the local level to the public health management at Tairawhiti Healthcare Limited (“THL”).  None of these expressions of concern or requests resulted in increased funding or resources (Reid, B750/6-17 and following).  Ms Reid indicated that she did not necessarily expect any reaction, because her perception was that all of the other regional programmes had problems of lack of resources, and some had even greater problems than Tairawhiti (Reid, B713/4-17).

175. In the first two establishment years, funding for the AHBs was tagged to the NCSP.  In the third year, funding for the local NCSP programmes was included in the AHBs’ general funding allocations from the DOH, and was not tagged for the NCSP.   Therefore, the amount made available to the regional programme was determined by the AHB after taking into account the needs of the NCSP and the other health service priorities for the region (JMG/MOH/104/III/2).  As a result, the funding for the Tairawhiti regional programme was reduced by 10.72% from the funding expended in the 1991/92 financial year (JMG/MOH/104/III/4).

176. Prior to the health reforms introduced in 1993, it was recognised that ideally funding for the NCSP should come from one source, and that funding should be at the national level, along with monitoring and evaluation (JMG/MOH/11/127).  But, even in 1992, it was still unclear how the NCSP was to be funded (JMG/MOH/18/36).  Included in the key functions of the MOH was health funding management, but the MOH was now a policy branch, rather than an operational unit (JMG/MOH/28/41), so there was an uneasy tension in these roles.

177. In August 1995, CSAC identified the need to have input into RHA funding, and access to negotiating and contracting knowledge, as one of the priorities for the NCSP.  Had this actually occurred, it may have become evident earlier that compulsory accreditation had not been included in the Funding Agreements, and that there was a lack of qualitative performance indicators being monitored by the RHAS and reported to the MOH.  Given CSAC’s concern about resource constraints nationwide (JMG/MOH/11/7), it may also have enabled increased funding, nationally and regionally, for the NCSP.

178. Another issue in relation to funding for the NCSP, which had an adverse impact on laboratory reporting practices, was that of a training course for cytoscreeners.

179. The necessity to have a sufficient number of adequately trained cytoscreeners was recognised as early as 1986 (GRB/MOH/8), and was reinforced by the recommendation in the 1989 Cartwright Report that there should be training established for cytoscreeners and cytopathologists (GRB/MOH/15).

180. It is has been recognised throughout the history of the NCSP that there have not been sufficient numbers of adequately trained cytoscreeners or cytopathologists (GRB/MOH/11/156) and that this problem has not been properly addressed (GRB/MOH/18/144).

181. In 1989, it was established that there needed to be a formal national training course for cytoscreeners (GRB/MOH/18/5), and proposals were received from AIT and CIT the same year (GRB/MOH/18/11).

182. The cytopathology training course at the Wellington CIT was established in 1990 with funding from the DOH Workforce Development Fund (JMG/MOH/69/30; JMG/MOH/87), but this was terminated in 1993, despite strong recommendations from CALC, CSAC and CIT that the course be continued on the basis that the quality of smear reading is integral to the success of the NCSP (JMG/MOH/11/84; JMG/MOH/87).

183. One of the reasons for terminating the funding for the CIT cytopathology training course was that enrolments were low, and although support for the course was increasing it looked as though it would never be self-funding (JMG/MOH/87).  It was, however, unrealistic to expect such a course ever to be self-supporting given the small size of the workforce (GRB/MOH/18/62).  A further reason was that under the new health reforms, education was now a Ministry of Education responsibility, but Education declined to provide specific funding for this course, outside its bulk funding arrangement with CIT.

184. In terminating the funding in 1993, the MOH appear to have relied, in part, on the fact that laboratory assistants without tertiary qualifications received on the job training, and that laboratories take care “to ensure that each smear is read by at least two smear takers and that a third reading is made if any abnormality is suspected”.  Reliance is also placed on the fact that “this year has seen the introduction of compulsory Testing Laboratory Registration Council of New Zealand (TELARC) registration for cytology laboratories that process cervical smears” (see JMG/MOH/87 page 5, “Quality of Smear Reading”, which is from the MOH to the Minister of Health).  

185. Both these premises are clearly not borne out by the evidence before the Inquiry.  No audit was undertaken to ensure that smears were read by at least two people of differing seniority, and TELARC accreditation did not become compulsory until 1997.  Mistaken reliance on factors such as this enabled Dr. Bottrill’s laboratory to continue to provide services to the NCSP throughout 1990 to 1996, to the detriment of women’s health and wellbeing.

186. Following termination of the funding for the CIT course, the Associate Minister of Health directed the MOH to develop training standards for cytopathology laboratory assistants, which were intended to provide the core requirements for providers of training for cytopathology laboratory assistances (GRB/MOH/18/62).  While that process was being undertaken, the National Co-ordinator believed it might be possible to stipulate standards for training for cytopathology laboratory assistants through performance indicators in the RHA Funding Agreements with the Crown, or through TELARC (GRB/MOH/18/62-63).  This did not occur.  While the Funding Agreements required the RHAs to purchase the NCSP in line with the 1991 Policy throughout 1993 to 1996, which required employment of adequate numbers of suitably trained staff and monitoring of the standards for training of cytology laboratory assistants (CM/RHA/31/54-55), as with the requirement for accreditation, this appears to have fallen down between the MOH and the RHA, with each believing the wording in the Policy imposed the responsibility on the other.  After 1996, the MOH did not turn its mind to training, either, and had no direct involvement in training (Glackin, A330/12-23).

187. An additional factor is that with the termination of the funding for the cytopathology training course, the lack of availability of adequately trained cytoscreeners continued, and Dr. Bottrill, who expressed a desire to employ a part-time cytoscreener (Bottrill, para 31), was unable to find anyone suitable in Gisborne throughout 1990 to 1996.

188. At a meeting of CSLAC in July 1995, it was noted that training of technical staff and scientists in cytology had a chequered history, but that there were now three degree programmes for Medical Laboratory Science at Otago, Massey and AIT, but CSLAC expressed considerable doubt about the adequacy of the cytology components, both theoretical and practical (GRB/MOH/18/143).

189. There were suggestions in 1995 by the ACL that a national policy should be developed regarding training of laboratory staff (SS/RHA/10), but this does not appear to have been followed up.

190. While it is recognised that a Government cannot be constrained in its policy-making role, and the DOH/MOH was therefore entitled to terminate the funding for the CIT cytopathology training course in 1993 in a reformed environment that sought to introduce contestability and commercial imperatives, the resulting lack of adequate numbers of suitably trained cytoscreeners throughout the period 1990 to 1996 must have had an impact on the ability of laboratories, such as Dr. Bottrill’s, to employ the required primary screening staff.  This may well have been a contributing factor to the under-reporting in Gisborne.

191. More importantly, however, is the lack of adequate funding for the national and regional cervical screening programmes.  This resulted in a direct contribution to the under-reporting, in that there were not sufficient resources, either in staff numbers or expertise, to be able to adequately carry out the monitoring and evaluation functions required for an effective NCSP.   Analysis of what information was available was therefore not undertaken either at a national or regional level to enable detection of potential under-reporting in laboratories providing services to the programme.  This was clearly illustrated by Sharon Reid, regional co-ordinator for Tairawhiti, who indicated that she did not have time to evaluate the information on the register or to determine what the statistics actually meant; she was busy enough getting on with the day-to-day operation of the programme (Reid, B700/10-22).  She felt she only had a basic understanding of what information was on the register, and what the national co-ordination office wanted done with the data (Reid, B722/10-13).

192. It is also submitted that lack of resources, in combination with lack of clarity of lines of accountability and channels of communication, also contributed to under-reporting, in that disparate concerns about a particular laboratory that came from various sources and were communicated to the programme were not systematically collected at one point and followed-up or investigated.  This point was forcefully demonstrated by the Cancer Society in it’s opening statement, in which it was stated that (Marshall, B2468/4-11):

“Not only has there been no adequate system for identifying failures in the operation of the National Cervical Screening Programme but when local and national Cancer Society officers reported concerns over the misreporting of cytology of one woman in Gisborne, over two years elapsed before there was action to address their concerns.  An opportunity to address the issues earlier was therefore lost.”

193. When inviting well woman to participate in a national screening programme, there is an ethical obligation to ensure that the funding allocated to the programme is sufficient to deliver a high quality, safe and effective service that does not falsely reassure women of their health and wellbeing.

Failure to establish standards and performance indicators for laboratories delivering services to the NCSP

Standards

194. In 1986, before the NCSP was implemented, the NZ Society of Cytology published Guidelines for Standards for Laboratories (GRB/MOH/19/1).  These included recommendations regarding quality control, including participation in external proficiency testing and internal quality assurance requirements.  These were, however, guidelines and there was no mandatory requirement to follow the recommendations.  Further, it was not a compulsory requirement that laboratories become members of the NZ Society of Cytology.

195. At a meeting between the DOH and the Cancer Society in 1986 to consider the present and future needs of cervical screening in NZ, it was recognised that as part of quality control measures, each laboratory should establish its own quality control, which would include each abnormal slide being examined at least twice by two people of differing seniority, and by establishing links with treatment groups so that biopsies could be reviewed by the same laboratory that read the initial cytology.

196. If even these two standards had been implemented at the inception of the NCSP, and if laboratories were sufficiently monitored and evaluated against them, Dr. Bottrill would not have been able to participate in the NCSP without being required to change his practices.  

197. With respect to a national cervical screening programme, it was also recognised as early as 1988 that there was a need to establish a national laboratory quality assurance programme and reporting standard (JMH/MOH/80/33), because some of the laboratories were probably not performing enough cervical cytology to be effective (GRB/MOH/30/75).  If this issue of establishing a minimum number of smears per annum to maintain competence had been addressed immediately the programme was established, Dr. Bottrill is unlikely to ever have participated in reading smears for the NCSP, given that he never read above 5,000 smears per year.  This Inquiry would therefore never have been required.

198. At that stage, also, it was considered by participants in the “Porirua Workshop” that a national monitoring group would be set up that would have responsibility for overseeing quality control and evaluation of the NCSP (GRB/MOH/13).  This, in fact, was the model that was adopted when the national Breast Screening Programme was launched in December 1998 (JMP/HFA/31/2).

199. In September 1996, at a joint meeting of NCSP programme managers and system administrators, it was noted that “at present there appears to be no forum for concerns to be raised on lab issues” (JMG/MOH/75/99).  It is likely that if such an independent monitoring group had been established for the NCSP at its inception, that would have provided a channel for communicating concerns about potential under-reporting of laboratories that clearly did occur over the years (e.g. Rotorua in 1991 and 1993 - GRB/MOH/32/116 and GRB/MOH/32/87; Bay of Plenty in 1992 - GRB/MOH/42; Auckland in 1994 - GRB/MOH/24/31).  It would also have meant that there would have been institutional knowledge about particular laboratories, which may have meant that disparate pieces of information about a particular laboratory would be collated and trigger investigation, whereas with the structure of the NCSP throughout the 1990s, there was no natural repository for such information, and no one body is likely to have received all the pieces of the jigsaw.  For example, if one monitoring body had received all of the information relating to Dr. Bottrill and/or the Gisborne region over the years, it may have caused an earlier investigation because of the cumulative effect, whereas each individual item by itself would not have raised any alarm.  The information revealed includes:

199.1 JMG/MOH/62: Dr. Bottrill would find it unacceptable to have his workload increased from 20 to 30 slides per day.  There were no part-time screeners available in the area (1988).

199.2 GRB/MOH/31/81: a local GP was disturbed that in 3 ½ years he had not had a single abnormal smear result read by Dr. Bottrill’s laboratory (1989).

199.3 JMG/MOH/62/12: the visit by the NCSP Implementation Unit to Dr. Bottrill, where they formed the impression that he was “laid back to the point of falling over”, that he had suffered “recent ill health”, and that he “didn’t want to read more than the current 20 slides per day” (1989).

199.4 GRB/MOH/26/55: Dr. Bottrill’s response to the request by the DOH in 1990 for data on cervical cytology in which Dr. Bottrill was unable to provide information on either the number of women requiring cervical histo-pathology or the percentage of smears being reported as abnormal.

199.5 CM/RHA/22 and 23: response of Dr. Bottrill to Midland RHA resulting from request for information following Dr. Burkinshaw incident in 1994, in which he indicates that he does not participate in external quality control programmes, and which Midland RHA deemed to be “unsatisfactory”.

199.6 GRB/MOH/28/67: Dr. Bottrill’s request in 1995 to Dr. Teague for a comparison of his laboratory results with the national average.

199.7 JMG/MOH/98: Gisborne Herald article (which was known about by NCSP/MOH) in which Dr. Diane Van der Mark raised concern about the incidence of cervical cancer in Gisborne, and suggested they were involved in a “viral epidemic”, with Midland rates being twice the rates of cervical cancer in other parts of NZ.

200. But, unfortunately, these pieces of information were never centrally collected or collated and therefore no “warning bells” ever sounded within the MOH or NCSP, and questions were never raised about Dr. Bottrill’s competence, until the High Court case of Patient 1.  It was accepted that if one could look back and put, particularly, the three 1988 and 1989 documents together, ideally the DOH should have had major concerns (Boyd, A577/22 and following).

201. Also, because there has never been any mandatory standard or policy requiring a historical look-back or review of cervical slides when one laboratory has purchased another laboratory and an abnormal result is diagnosed by the new laboratory, when Medlab Hamilton purchased Gisborne Laboratories Limited in March 1996, the under-reporting of Dr. Bottrill was not discovered at that stage as no historical review was undertaken when a smear was read as abnormal due to the perceived logistical difficulties of moving all the slides to Hamilton and the time that would be involved in undertaking such an exercise (Linehan, B2866/9 and following).  If there had been such a standard or policy requiring a five-year historical look-back on diagnosing an abnormal result after taking over another laboratory, it is likely the under-reporting in Gisborne would have been discovered during 1996.

202. In 1989, the Ministerial Review Committee recommended that guidelines for minimum standards for laboratories should be developed, and that these should be applied uniformly and consistently at a national level.

203. In August 1990, CALC provided recommendations for specific cytology standards to TELARC, which included (GRB/MOH/18/21-23):

203.1 Random re-screening of 10% of negative smears;

203.2 A maximum number of slides to be an average of 60 slides per day (14,400 slides per year) or 3,000 non-gynaecological cases per year;

203.3 All significantly abnormal smears should be checked by a pathologist;

203.4 Home screening should be generally phased out, with full implementation from January 1993 onwards.  Any laboratory employing home screeners after that date would have to obtain specific approval from TELARC, after an assessment evaluation had been carried out; and

203.5 It would be highly desirable for all cytology laboratories to participate in an external quality control programme.  Laboratories should be encouraged to participate in the Royal College of Pathologists of Australia (“RCPA”) quality assurance programme.

204. While it was accepted that there were early problems with the RCPA quality assurance programme, namely that they did not use the same Bethesda coding system as NZ and that results were often not timely (CM/RHA/44), even in 1991 it was still considered to be the only good external quality assurance programme available (JMG/75/115).

205. TELARC informally adopted the CALC recommendations set out above in May 1991 (GRB/MOH/22) and laboratories that were accredited with TELARC were assessed against these guidelines after that date.  The guidelines were, however, not definitive and there was some challenge to the maximum workload recommendations, so some laboratories may still have been accredited without strictly meeting the CALC recommendations (Walker, B545/21-27).

206. Importantly, these guidelines or recommendations for standards would only have been applied to cytology laboratories that were accredited with TELARC, which in 1991 was 16 laboratories, which included both hospital and community laboratories (GDW/IANZ/1).  Laboratories providing services to the NCSP that were not accredited would not have been assessed or monitored against these guidelines by any agency.

207. For example, in 1990 home screening was considered to entail inherent risk and was to be phased out from 1993, but in the study conducted by the HFA, one laboratory was still found to be home screening in 1999/2000 (JD/HFA/1/55).

208. Interestingly, the 1992 Department of Health Annual Report (JMG/MOH/69/21) states that “A document on standards and certification requirements for laboratories involved in cervical screening was completed”.  It is assumed that this refers to the 1990 CALC recommendations made to TELARC.

209. Minutes of a meeting on 10 April 1992 contain draft recommendations on pathologist training and practice (GRB/MOH/4/94), which sets out recommended requirements as being, inter alia:

209.1 A minimum of 2 years special supervised training for those wishing to specialise in cytopathology;

209.2 Pathologists who are registered as having specialist qualifications in anatomical pathology but who lack experience in cytopathology should undertake appropriate training (as detailed in the RCPA requirements) prior to taking responsibility for cytological reporting in NZ laboratories;

209.3 Pathologists already in practice should enhance and maintain their cytopathology expertise by attending short courses in Australia or elsewhere.  As well, they could consider taking the examination of the International Academy of Cytology Fellowship;

209.4 Pathologists handling only small numbers of cytological samples should seriously consider whether the numbers are sufficient to maintain appropriate technical and diagnostic skills.  If not, samples should be referred to other institutions, as this would be in the patients’ best interests.

210. It was considered that it would be possible to stipulate standards for training by way of including indicators in the Funding Agreements with RHAs, or through TELARC accreditation (GRB/MOH/18/59).

211. It does not appear that these draft recommendations were developed any further, or circulated to laboratories in any form, or that training or other standards were included in contracts with RHAs.

212. It appears clear, however, from the 1993 document “Cytopathology Training: Funding After 1 July 1993”, that there is a belief on the part of MOH that normal laboratory practice in cytopathology is that at least two smear readers read each smear, with a third reading being made if any abnormality is suspected (JMG/MOH/87/5).

213. Clearly, if an audit or review of laboratories had been carried out by the MOH in 1993, it would have been found that Dr. Bottrill was primary, secondary and tertiary screener.  This should have raised concerns then, and it could have resulted in his laboratory being required to employ a primary screener or cervical smear slides for the NCSP being referred to another laboratory.  This was certainly considered when an issue arose in relation to a laboratory in Rotorua in 1991.  After investigation, CSAC recommended that if the Rotorua laboratory did not become TELARC accredited, smears should be sent elsewhere after 1993 (JMH/MOH/11/25).  Given that neither the NCSP nor CSAC had any power or authority over smear-taker referrals or laboratories, however, it is difficult to see how this could have been imposed in reality.

214. In September 1993, the computer consultant, Azimuth, produced a “Draft Quality Assurance Process” paper for MOH related to implementation of histology on the register (GRB/MOH/20/13).  This document was to be subject to further discussions and review by CALC, TELARC and MOH.  The draft envisaged a process of monitoring laboratory results and detailing a procedure for dealing with discordant results; namely:

214.1 Laboratories would receive national histology/cytology correlation results, together with their individual correlation reports on a quarterly basis, but with results showing the preceding 12 months’ results.

214.2 TELARC would review the correlation results as part of the accreditation process.

214.3 The NCSP would review the results, and if a laboratory had six continuous months of apparently discordant results when compared with the national average, the laboratory would be approached for an explanation.

214.4 If the results were actually discordant, then the laboratory would be required to correct any problems within six months.

214.5 If the discordant results continued, the National Co-ordinator would refer the matter to CALC and nominate an independent authority to review the laboratory.

215. This draft procedure would appear to be very similar to that described by Dr. McGoogan as occurring in the United Kingdom (McGoogan, A1032 and following).

216. Certainly, the procedure appears sound and would have been invaluable in providing one mechanism of detecting under-reporting, but it appears that the draft never became a formal policy or standard.  This may well have been because it was not possible to produce these correlation reports until after 1997, with histology results not being routinely entered on the register until mid-1996 onwards (Glackin, paras 264-265), and approximately 25 percent of histology results still missing from the register (Matcham, B3574/9-21).

217. It would also have been dependent on the NCSP having adequate staffing and resources, as well as adequate expertise available to it to undertake the necessary review and draw the correct assumptions from the data.  Throughout the 1990s, concerns have been expressed from expert and advisory groups about the lack of adequate staff (both numbers and expertise) and resources within the NCSP (see, for example, JMG/MOH/11/21; JMG/MOH/88/70; JMG/MOH/75; JMH/MOH/91; JMG/11/97).

218. In 1993, TELARC requested CALC to develop minimum standards for cytology for TELARC, which would include standards for quality control.  It was agreed that CALC would work together with the NZ Society of Cytologists and MOH to draft these standards (GRB/MOH/18/63-64).  

219. A deadline of 31 August 1994 was set for drafting the standards (GRB/MOH/18), but it was not until 1995 that the Cervical Screening Laboratory Advisory Committee (“CSLAC”), as it was then known, produced “Standards for Laboratories”, which are sub-titled “Standards for TELARC” at the commencement of the document. (GRB/MOH/25/40)

220.  These 1995 standards were fairly extensive, covering areas such as:

220.1 Staff, including, inter alia:

· Pathologists involved in cytology should be encouraged to gain qualifications which designate particular competence in cytology;

· The pathologist should see 20 abnormal slides per month, either through work coming through the laboratory or by way of supplementary educational material;

· Pathologists whose laboratories are handling only small numbers of cytological samples should seriously consider whether the numbers being seen are sufficient to maintain the appropriate technical and diagnostic skills of staff members.  If not, it is in the patients’ best interests for samples to be referred to institutions where the necessary skills are available.  

· Laboratories must have a current edition of at least one major standard text and at least one principal journal on cytology.

· Continuing education is mandatory.

· Attendance is required at at least one external relevant professional meeting every two years

220.2 Consultation;

220.3 Facilities;

220.4 Health and Safety;

220.5 Specimens;

220.6 Equipment and Instrumentation;

220.7 Methods;

220.8 Quality Control, including inter alia:
· Enrolment and participation in an external quality assurance programme complying with RCPA criteria is mandatory.

· Appropriate corrective action revealed from such participation in EQA is to be taken.

· Laboratories must possess documentation of internal quality control, covering all activities.

220.9 Reporting

220.10 Records relating to patients, results and quality control

221. It is clear from the MOH documents that there is a misunderstanding as to what occurred to these “Standards for TELARC”.  From minutes of a CSLAC meeting dated 15 February 1995, the committee clearly believed that the standards had been circulated and were currently being discussed by TELARC (GRB/MOH/18/110).  In the CSLAC minutes of 19 June 1996, it notes that, while there have been some controversial elements in the “Standards for Laboratories” document, this has now been finalised following consultation.  The minutes then note that the standards will be published by MOH, with the appropriate acknowledgements (GRB/MOH/18/152).  Then, in a draft letter dated 1 August 1996 from Dr. Clint Teague to the Director-General of Health, Dr. Karen Poutasi, Dr. Teague states “Also, the Committee [CSLAC] has made various recommendations to TELARC concerning quality standards in cervical cytology which have, for the most part, been readily accepted and incorporated into TELARC accreditation criteria”. (GRB/MOH/47).  It appears, therefore, that CSLAC believed that the “Standards for Laboratories/Standards for TELARC” had been finalised and adopted by TELARC, and that laboratories that were accredited were being assessed against those standards.

222. The affidavit from TELARC sworn by Graham Walker, dated 7 August 2000, however, indicates that while TELARC were aware these standards were being developed, they were never even sighted, and were not at any stage received by their MTPAC committee for approval.  These 1995 Standards for Laboratories were therefore never adopted, and accredited laboratories have never been assessed against this document, although many of the criteria have been either formally or informally used for auditing laboratories in any event.  TELARC state that they would have been very useful standards for use in assessing medical laboratories involved in cytology.

223. The development of these 1995 standards appears to illustrate the difficulties where there are no clear lines of accountability or responsibility, or transparent channels of communication.  Considerable work went into developing the 1995 standards, CSLAC clearly believed they had been referred to TELARC and had been adopted and were being assessed against, but in fact they were never even sent to TELARC’s committee.  The inference could reasonably be drawn that there was a breakdown in communication between CSLAC and MOH as to who was responsible for taking the necessary action to refer the standards to TELARC after the June 1996 meeting, and the 1995 standards disappeared into the labyrinth as a result.

224. Similarly, the initiative to develop generic national quality standards for all medical laboratories, commenced in June 1995 by the Joint RHA Laboratory Liaison Committee, and co-ordinated by Sylvia Sax, have failed to actually be implemented until 2000, when TELARC took it into their hands to make minor amendments and circulate the standards as a TELARC document for accreditation criteria.  They will therefore only be used for assessing accredited laboratories during 2001 (Graham Walker affidavit, dated 7 August 2000, para 20).

225. The history of the Draft National Quality and Service Standards for Medical Testing Laboratories is set out in the brief of evidence of Sylvia Sax and Graham Walker.  What was believed to be the latest draft developed by the Joint RHA Laboratory Liaison Committee, dated 29 May 1997, is found at SS/RHA/26 and GDW/IANZ/5/12.

226. The modified TELARC National Quality and Service Standards for Medical Testing Laboratories, which laboratories will actually be assessed against, is Exhibit 3 to the affidavit of Graham Walker, dated 7 August 2000.

227. The major amendment made by TELARC was to re-incorporate the requirement for laboratories involved in near patient testing to comply with the same standards as all medical testing laboratories.

228. Development of these draft standards by the RHAs demonstrates the lack of ability to impose standards on laboratories in a short period of time.  It was acknowledged that development of these national laboratory standards were commenced with a sense of urgency and priority (Sax, A1481/12-17), but the length of time taken, from June 1995 to May 1997, was not a cause for concern to someone who knew the industry and the extent of consultation required with so many groups involved (Sax, A1481/20-28 and A1482/1-3).

229. What is of even greater concern, however, is that when the NCSP was transferred to the HFA in 1998, it appears that the HFA did not receive copies of any of the standards developed either for the NCSP or medical laboratories as a whole (Peters, B318/1-3; B359/23-27 and B360/1-3).  

230. In carrying out a review of the NCSP, the HFA concluded that there had been no standards developed for the programme since it had been established in 1990 (JMP/HFA/56/1).

231. It is submitted that this was essentially a correct conclusion by the HFA.  While there were projects to develop various draft standards for laboratories delivering services to the NCSP, for one reason or another they were never actually formally promulgated by the MOH or RHA, and, apart from the 1991 CALC recommendations, none of them managed to become part of TELARC accreditation.  Even if they had, however, it would only have provided a level of confidence about the performance of laboratories that were actually accredited with TELARC during the period 1990 to 1996.  Dr. Bottrill’s laboratory was not accredited.  That is why, it is submitted, a major failing was that mandatory accreditation was not imposed at the earliest possible date.  While accreditation is no guarantee of competence, it would certainly have provided an early-warning device in relation to Tairawhiti.

232. While the 1996 National Policy for the NCSP required laboratories to:

· be accredited to be eligible for reimbursement for reading smears;

· have policies and practices which assured the quality of smear reading;

· have quality control systems which can identify potential sources of error in the laboratory’s operation and implement controls to detect and minimise errors;

· to minimise the incidence of false negative and false positive results;

· participate to a satisfactory standard in an external quality assurance programme such as the RCPA QAP;

· have internal quality controls; and

· meet the National Quality and Services Standards for Medical Testing Laboratories (under development)

the Funding Agreements between the Crown and the RHAs did not require the 1996 Policy to be complied with until the 1997/98 financial year.  Further, the National Quality and Services Standards, as outlined previously, still appear to not have been formally promulgated by the MOH or HFA, despite their inclusion in the variation of contracts with laboratories in April 1999 (TM/HFA/89).

233. Once the NCSP was transferred to the HFA in 1998, the HFA immediately set about developing draft Policy and Quality Standards for the National Cervical Screening Programme.  The first draft is found at JMP/HFA/20, while the second draft is at JMP/HFA/40.

234. The draft standards at JMP/HFA/40 became contractually binding on laboratories in April 2000 (Peters, B236/12 and following), although in reality they cannot be enforced as they are not yet finalised.  One of the major issues still to be determined is the minimum number of smears that a laboratory will be required to read to be eligible to provide services to the NCSP.  This is a matter of some debate (JMP/HFA/41), with figures varying between 10,000 and 20,000 per annum (BC/CS/41; Cox, B2543-44).

235. There is also a legal difficulty.  These standards are referred to in the variation of contract with the laboratories as “Draft Cytology Standards 2000”, whereas in the Policy and Quality Standards Manual for the NCSP it is “Chapter 5: Providing a Laboratory Service”.  There is therefore ambiguity as to what the laboratories are actually legally bound to comply with.  It appears that in the same variation of contract with laboratories (TM/HFA/89), laboratories are also obligated to comply with the “National Quality Standards for Medical Laboratories 1997”, but there is no clear identification of which draft of the standards is intended by this description, as there was evidence of a draft after the 29 May 1997 draft, namely one dated 10 June 1997 (Graham Walker affidavit, dated 7 August 2000, Exhibit 2).

236. Given that consultation on the standards is expected to take up until at least September 2000, even without any delays resulting from the changes to the health sector and the re-integration of the HFA into the MOH, it appears that there will be at least a further year before laboratories will actually be monitored against either of these standards.  The end result is that a period of 10-12 years will have elapsed since the inception of the NCSP without laboratories being required to comply with any formal standards.  

237. It is submitted that this is an unacceptable state of affairs for a national screening programme.  The Breast Screening Programme, which was only launched in December 1998 has quality standards mandated in contracts and providers are monitored and audited against those standards by an independent monitoring group (Peters, 1st brief of evidence, para 133).  If the necessary time required to fully plan and prepare the NCSP had been taken at the outset, there is no reason why similar standards could not have been developed and enforced by way of contract, and then monitored and audited.  If that had been the case, the under-reporting in Tairawhiti would almost certainly have been discovered very much sooner.  Lives could have been saved (Skegg, B2403/5-18).

238. Further, if the standards that were developed in the early 1990s had been implemented and laboratories monitored against them, it would have been discovered very early on that Dr. Bottrill’s practice did not comply in significant areas.  This would then have led to a requirement that he either change his practices to comply with the standards, or cease participating in cytology for the NCSP.  There would therefore have been far less chance of a long period of under-reporting between 1990 and 1996. 

Performance Indicators

239. In 1991, the DOH issued a “Service Statement for Area Health Boards: Cervical Screening”, which included contract-related indicators and health policy indicators (JMH/MOH/16/27-28).  These, however, related to quantitative performance indicators, such as enrolments, colposcopy waiting times, and numbers of women who progress to invasive cervical cancer, rather than requiring reporting on any qualitative performance indicators.

240. A meeting of CSAC on 3 April 1992 notes that the DOH do not want to make any major changes to performance indicators in the transition year when AHBs were being phased out, but that there would be a chance to get new performance indicators in the following year when contracts were entered into with the RHAs (JMG/MOH/11/43).

241. Minutes of CSAC on 6 November 1992 then indicate that performance indicators are “an area which will need to be addressed as an integral part of contract specifications”.  

242. From the performance indicators that were eventually included in the Funding Agreements with the RHAs from 1993/94 onwards, these still essentially related to quantitative indicators, as listed above, rather than qualitative indicators.  This meant that not only were there no meaningful qualitative indicators being monitored on a regular basis, by either the RHA or the MOH, but there was also a lack of quantitative indicators, such as the number of false negative or abnormal smears for the laboratory, that may have raised concern about a region such as Tairawhiti at a much earlier juncture when considered in light of the incidence of cervical cancer in the region.

243. Between 1993 and 1996, RHAs were required to provide quarterly, and annual, reports to the MOH under the Funding Agreement.  These did not, however, contain information relating to laboratory safety or quality standards, and there was no direct monitoring of the quality of laboratories.  It was only when complaints came to light, or there was perceived to be inadequate service for the funding, that action was taken by MOH (Boyd, A89/4-12; see Glackin, A297/28 and following for example of Auckland problem).  The MOH focused entirely on the performance indicators identified in the Funding Agreements and issues that came to the attention of the NCSP or MOH (Glackin, A245/24-27).  These were, however, things such as colposcopy waiting times, the Auckland backlog of enrolments and issues around electronic data entry of histology results on the register (Glackin, paras 307-308).

244. Even had there been meaningful performance indicators, such as those now being proposed by the HFA (JMP/HFA/42), it is clear from the evidence that there was no real knowledge of the incidence of cervical cancer by region.  Apart from data up to 1987, which shows that Tairawhiti had the highest number of deaths from cervical cancer between 1983 and 1987 (JMG/MOH/62/37-38), it was only as a result of this Inquiry that data showing incidence by region was documented and available for comparative purposes (Peters, B3370/3-12; DuRose/Murray, B2210/19-22; TM/HFA/92; JD/HFA/6/86-86).

245. Therefore, until the HFA review carried out by Mr DuRose, it would not appear to have been possible to consider factors such as demographics of the screened population, socio-economic status, ethnicity, and incidence rates and compare them to the actual number of abnormal smear results or total number of abnormalities being reported by a laboratory in that region to determine whether there was cause for concern related to under-reporting and therefore requiring further investigation.  It is submitted that this was a significant factor leading to lack of detection of under-reporting in the Tairawhiti region between 1990 and 1996.

246. Further, until the 1997/98 Funding Agreements, RHAs were not required to monitor whether laboratories were participating in internal or external quality assurance, or whether they were actually accredited with TELARC or an equivalent organization, despite this being required by the Government NCSP Policies of 1991, 1993 and 1996.

247. It appears from a memorandum from Paul Howard of the DOH to Sue Dahl, National Co-ordinator of the NCSP in May 1993 (JMG/MOH/102) that an indicator that was proposed was that RHAs would report on the “number of laboratories contracted by RHAs for cervical screening services which are TELARC accredited/total number of laboratories”.  This indicator obviously did not reach the Funding Agreements.  Even if it had, however, the way it is phrased does not necessarily mean that a laboratory that was not accredited would actually be identified and followed-up to ensure that it was shortly to become accredited.  All that would be relayed by way of monitoring of this indicator would be the number of laboratories that were accredited as a percentage of the total number of laboratories, which would not necessarily be meaningful information in terms of ensuring individual laboratory competence.

248. It is submitted, however, that had Midland RHA followed up the “unacceptable response” of Dr. Bottrill in 1994, or referred the matter to the MOH for investigation, the lack of acceptable practices (e.g. no accreditation, no participation in EQA, lack of IQA, no primary screener, etc.) would have come to light much earlier.

249. There appears to have been little development or expansion of the performance indicators required under the Funding Contracts with the RHAS.  When the NCSP was transferred to the HFA in 1998, however, another priority was to establish performance indicators as part of the Evaluation and Monitoring for the NCSP (JMP/HFA/42/15-19).  Specific indicators proposed for community laboratories included, inter alia:

· Not more than 96% of smears to be reported as negative;

· Not less than 0.5% of smears to be reported as HSIL;

· Not more than 14% of smears to be reported as abnormal

· Not less than 90% of smears must be reported within 5 working days of receipt by the laboratory;

· Between 0.5% and 5% of all smears can be reported as unsatisfactory

· Correlation of HSIL cytology with histology should be not less than 65%;

· There should be not more than 20% false negative smears

It must be recognised that these are not rules or standards, but merely benchmarks.  If monitoring by the programme reveals that a laboratory’s performance is unacceptably far from one of these benchmarks, it will be approached for an explanation (Peters, B383/15-25; B3378/6-9; B3466/3-8).

250. If information had been gathered from community laboratories for similar performance indicators during the period 1990 to 1996, it is clear from the results of the Sydney re-reading exercise that Dr. Bottrill’s performance would have been called into question very much earlier, particularly the indicators relating to the number of smears reported as HSIL; the correlation between histology and cytology and the number of false negatives.  The lack of such performance indicators, and the lack of monitoring against such performance indicators, clearly contributed significantly to the under-reporting that occurred in the Tairawhiti region between 1990 and 1996.

Failure to ensure accreditation became mandatory by 1993 as outlined in the 1991 National Policy for the Cervical Screening Programme, and failure to ensure that accreditation was a mandatory requirement in contracts with RHAs between 1993 and 1997

251. Compulsory accreditation through TELARC registration as a means of ensuring quality control of smear reading was proposed as early as 1988 at the Porirua Workshop (GRB/MOH/13/84).  It was then endorsed by the Ministerial Review, the Expert Group, the Straton Report and the various advisory groups to the NCSP.  The Straton Group went so far as to recommend that laboratories should not receive reimbursement for cervical smears unless they were accredited (JMG/MOH/4/257-258).  

252. It was not unheard of for a regulatory body, or government department, to require mandatory accreditation.  As early as 1985 the DOH had passed regulations requiring accreditation in the area of food testing, and the DSIR, as it was then known, was effectively told “get accredited or lose the work” (Robertson, B832/3-7).

253. In 1991, the NZ Society of Cytologists made recommendations that its members become TELARC registered (JMG/MOH/11/25).  Dr. Bottrill was a member of the NZ Society of Cytologists from approximately 1961 until his retirement in March 1996 (Bottrill, para 12), and would therefore no doubt have been aware of this recommendation.

254. In 1993, the Association of Community Laboratories (“ACL”) circulated its Ethical Rules to all members, of which Dr. Bottrill had been one from 1991 until his retirement in 1996 (Beer, para 9).  The Ethical Rules required that members of ACL maintain their professional competence and be accredited with either TELARC, or some other ACL approved accreditation organization (Beer, para 12.6).  The requirement that members be accredited was adopted by ACL with the consent of all of its members (Beer, para 13), obviously including Dr. Bottrill.  It was therefore reinforced to Dr. Bottrill that accreditation was going to be both a mandatory and an ethical requirement in the very near future.  ACL, however, is only able to censure or expel a member for a breach of the Ethical Rules (Beer, para 14).

255. It was recommended by the Expert Group that laboratories servicing the NCSP should have applied for registration with TELARC by 1991, and accreditation should have been achieved by December 1993.  The only exceptions would be if TELARC was unable to meet the deadline, or if a laboratory was newly set up (JMG/MOH/57).

256. As a result of the Expert Group’s recommendations, the 1991 Government Policy for National Cervical Screening stated at clause 4.1.2:

“All cytology laboratories servicing the National Cervical Screening Programme should be registered with the Testing Laboratory Registration Council of new Zealand (TELARC) or other recognised authority.  It is expected that laboratories not so registered will apply and gain such registration.  A reasonable period of time will be allowed for laboratories to obtain registration.  This may take up to two years.”
257. The DOH set as one of its priorities for 1991/92 that it should “Monitor that all laboratories have applied to TELARC for registration by 1991 and are TELARC registered by 1993” (JMG/MOH/101).

258. While TELARC has a contractual relationship with its laboratories that requires an obligation of confidentiality, obtaining information about whether a laboratory is, or is not, accredited is simply a matter of a telephone call, letter or facsimile to TELARC (Walker, B491/1-15).  It would appear that the DOH/MOH was aware of this method of confirming the accreditation status of laboratories, as evidenced by TELARC’s response to a request from Paul Howard of the DOH on 27 April 1993, producing a list of registered hospital laboratories (JMG/MOH/102/2-3).  On request from counsel assisting the Inquiry, TELARC also produced a list of accredited laboratories and the dates of accreditation, including the date cytology accreditation was obtained (GDW/IANZ/1).

259. It would therefore have been a very quick process for the National Co-ordinator or the DOH, who had responsibility for confirming that laboratories met the requirements for accreditation (JMG/MOH/15/16, para 4.1.3).

260. Instead of ensuring accurate information from TELARC, however, this responsibility appears to have been discharged by the National Co-ordinators being reassured by CALC that laboratories were moving towards accreditation, and reliance being placed on these assurances, without further inquiry (Grew and Dahl, B4125/19 and following).

261. Dr. Teague, on behalf of CALC, advised the NCS Programme Managers at a meeting on 4-5 December 1991 that while accreditation had never been compulsory in NZ, half of the laboratories were registered, and that 80% of those were registered with TELARC (JMG/MOH/75/115).  No doubt it seemed entirely feasible to both the National Co-ordinator and the DOH that a period of two years would be sufficient to enable the other 50 percent of laboratories to achieve accreditation. 

262. Not only were the National Co-ordinators reassured by CALC that they did not need to pursue accreditation for laboratories, they were also advised that it was far more important to ensure that the statistics and information got on the NCSP register as a mechanism for quality control (Grew, B4136/7-13).  The priorities were very definitely seen as being to move to an opt-off system and to ensure histology results were entered on the register so cytology and histology results could be correlated (Grew, B4124/13-19).

263. Accreditation was an important part of the NCSP from a policy perspective.  It was seen as an example of the optimum regulatory model, where the Government set the standards in consultation with the industry, and then the industry contracts with the appropriate auditors to provide the assurance that they are in fact meeting those standards and have the systems in place to continue to meet the standards (Boyd, A657/1-15).  It was clearly the view of all concerned within the DOH that the issue of accreditation of laboratories was now being dealt with by the Government Policy, and that it was not required to be actively pursued by the NCSP (JMG/MOH/11/14).  

264. While the DOH believed that it had pushed for compulsory accreditation as a means of quality assurance for laboratories, this did not happen until after 1996, and was clearly a failing on the part of the NCSP (Boyd, A98/10 and following).

265. It was clear from the minutes of a meeting of private and public laboratories in November 1992 that laboratories were fully aware that accreditation would be compulsory by the end of 1993 (GRB/MOH/4/124).  Dr. Bottrill was in attendance at this meeting of the private and public laboratories, and therefore was aware that his laboratory would be required to be accredited by 1993.

266. Almost a year earlier, at a meeting of CSAC on 12 December 1991, it was noted that the laboratories had actually accepted that there would be compulsory accreditation by 1993, and felt that they had been given sufficient time to achieve it.  Dr. Clint Teague had assured CSAC that he therefore did not believe there would be any problems enforcing compulsory accreditation (HMG/MOH/11/25-26).

267. There were, however, avenues open to the DOH to ensure that accreditation occurred within the two-year timeframe set by the 1991 Policy, apart from relying on the goodwill of the laboratories.  Regulation 6(2) of the Social Security Laboratory Diagnostic Services Regulations provides that the Minister may recognise pathologists for the purposes of the benefit scheme, subject to conditions “not inconsistent with the regulations as the Minister may think fit to impose”.  Under the next clause, the Minister may also revoke any recognitions or alter any conditions on not less than one month’s notice in writing (Boyd, A540/12 and following).  The DOH could have utilised this legal avenue to seek a condition to be imposed on cytology departments only of laboratories providing services to the NCSP, but no such condition was ever sought or imposed (Boyd, A541/25-28 and A542/1-4).

268. Alternatively, the DOH could have contracted for NCSP services with laboratories that were only accredited, even if that had taken a period of consultation.  It is submitted that if such consultation had commenced at the inception of the programme, a period of two years for such consultation could have occurred and the appropriate exclusive contracts could have been in place by the end of 1993.  From that time forwards, therefore, laboratories would have either voluntarily achieved accreditation as foreshadowed by the 1991 Policy, and have been able to continue to participate in the NCSP, or they would have lost the opportunity.  Such a financial incentive would, no doubt, have ensured a high degree of compliance with the Policy, without any coercion on the part of DOH.  

269. When the Norton Report, “NCSP Review of Laboratory Services” was published in June 1993, TELARC advised that nine community laboratories and five hospital laboratories were registered with them for cytology testing (JMG/MOH/25/178).  This information, however, does not appear to be consistent with the information provided by TELARC at a CALC meeting on 17 November 1993, where it was indicated that there were 22 registered laboratories, with 16 laboratories left in NZ that did not yet have accreditation (GRB/MOH/18/63).  

270. It was proposed in 1986 that the DOH payment schedule should be made out only to approved laboratories that were “TELARC assessed” and that were “staffed adequately by cytology qualified staff, both technical and medical, then cervical smears could be more efficiently done in four main centres, eg. Dunedin, Christchurch, Wellington and Auckland.  This would help recruitment and make a significant improvement in the false negative rate”.  (EAM/CS/9/2)

271. Again, expert advice went unheeded.  The DOH made the decision to retain the status quo of using all the laboratories (Boyd, B4167/10-20).  Regardless, however, of how many laboratories were actually registered with TELARC in 1993, there were certainly more than the four recommended in 1986.  Had this recommendation been adopted by the DOH, there would have been no issue in Tairawhiti.  Dr. Bottrill would not have been reading cervical smears between 1990 and 1996.  Also, there was ample time between 1986 and the implementation of the NCSP for the Government to have carried out the necessary consultation and made the necessary amendments to the Social Security Laboratory Diagnostic Services Regulations payment schedule.  

272. The DOH did, in fact, seek legal advice in February 1992 as to whether they could compel the laboratories to be accredited.  The DOH believed that while most laboratories would accept accreditation voluntarily, it was expected that some might not.  In a very brief, two-page internal legal opinion, the NCSP was advised that there was doubt whether the DOH could force TELARC registration of laboratories that process cervical smear tests.  The opinion stated that the only lever the DOH would have to compel a laboratory to become TELARC registered would be the Social Security legislation and benefit payment regime, but that this was not an option (GRB/MOH/41).  It was accepted in evidence that no Crown Law opinion had been sought, and that this legal opinion was not extensive, and it might have been expected that whoever received it should possibly have gone back to the legal department for a more exhaustive opinion (Glackin, B4133/1-17).

273. Given that the health sector was moving towards a commercial model, a cost-effective method of ensuring minimum standards of quality and accreditation for laboratories providing services to the NCSP would have been for the DOH to fund the cost of accreditation.  The approximate cost of accreditation for the cytology department of a laboratory in 1993 was $2,000, and approximately 60 percent of laboratories were accredited at that stage (JMG/MOH/100; Walker, para 9; GDW/IANZ/1).  Even allowing for reimbursement for those who had voluntarily obtained accreditation, given that community laboratories carry out the majority of smear reading for the NCSP, and there were 19 community laboratories in 1993 (JMG/MOH/25/170), this would have cost only $38,000.  If all laboratories had been funded for accreditation for cytology, that is, the 47 hospital laboratories as well, this would have cost only $132,000.  This option, however, was never considered by the DOH (Glackin, A468/9 and following).

274. Irrespective of the whys and wherefores, all laboratories providing services to the NCSP were not accredited by the end of 1993 as envisaged by the 1991 Policy.  In anticipation of the health reforms, the Policy was updated in October 1993, although it was not reviewed at that time (Dahl, B4126/4-17).

275. The 1993 Government Policy contained a fundamental change in the wording of clause 4.1.2.  The final sentence was amended to read “A reasonable period of time will be allowed for laboratories to obtain registration” (JMG/MOH/27/35), rather than re-stating the 1991 policy which stated that “This may take up to two years” (JMG/MOH/15/16).  This fundamental amendment was included despite the fact that the two years envisaged in the 1991 Policy had already expired.

276. The explanation given by the NCSP for this amendment was that it was not intended to make the requirement more lukewarm, but was based on advice that the laboratories were moving towards accreditation, many were already there and it was not necessary to put in something stipulating two years.  There were other ways of making it occur, and in any event, it was expected that it would all have been completed within several months (Dahl, B4126/4-17).  This view was reinforced by the DOH, which was not resistant to regulation but expected that accreditation would occur during 1992/93 and would become a fact for all laboratories involved in the NCSP (Boyd, A656/1-12).  

277. Essentially, the 1991 Policy wording was changed to reflect the changed responsibilities and change of organisational names resulting from the proposed health reforms.  The intention then was that the Policy would be reviewed in 1994, but in fact that review was not completed until mid-1996, which meant that the 1991/93 Policy remained in force longer than it was ever intended to (Glackin, A479/1-9).

278. Clearly, everyone involved was operating under a misapprehension.  It was only in February 1996 that all laboratories involved in the NCSP were accredited for cytology (DuRose, B2162/19-24; GDW/IANZ/1).

279. The result was that between 1990 and 1993 there were no contractual or statutory requirements between the DOH and the laboratories requiring TELARC accreditation, and there were no contractual or statutory requirements for regular quality control as a condition of payment to laboratories (Glackin, A210/14-18).

280. Between 1990 and 1993, there was also the difficulty that the Government Policy was not actually enforceable.  It was therefore no more than a guideline, and the only leverage the DOH had over laboratories was influence and persuasion, as the DOH believed it could not mandate TELARC registration (Glackin, A479/1-9).  Payments for smear reading for the NCSP were made under the Social Security legislation benefit payment scheme.  There was no “tag” attached to payments requiring laboratories to comply either with quality standards or accreditation (Glackin, A214/7-8).  The NCSP had absolutely no control over funding for laboratory services.  If a laboratory was not performing, there was no mechanism for refusing payment (Glackin, A215/22-24).
281. Under the health reforms introduced in 1993, which introduced the “funder/purchaser/provider split” (Lambie, para 14), the only way that the DOH could ensure laboratories complied with the NCSP National Policy was by ensuring that the requirements for standards or accreditation were included in the Funding Agreements with the RHAs (Glackin, A408/20 and following).

282. This required the Policy Branch of the MOH to first identify key issues or initiatives, such as accreditation, for inclusion in the Funding Agreements.  These would then be relayed to the Performance Monitoring Branch of the MOH, who were responsible for negotiating with the RHAs about the inclusion of these key issues in the Funding Agreement, taking account of the Government’s priorities and what could realistically be delivered and/or measured (Lambie, para 22).

283. Prior to the health reforms taking effect in 1993, the NCSP National Co-ordinator expressed an interest in including a stipulation in Funding Agreements between the Crown and the RHAs that cervical screening laboratory services be purchased only from TELARC registered laboratories.  This view was supported by CALC, although it noted that a reasonable period of time needed to be given for “new” laboratories, and that this might mean that some laboratories would “go out of business” (GRB/MOH/18/63).

284. It is all the more disturbing that accreditation was not then made a mandatory requirement under the Funding Agreements between the Crown and RHA, because it was recognised in November 1993 that the laboratories that were not then accredited were not reading a large volume of cervical cytology (GRB/MOH/18/63).  Given the knowledge that a minimum number of around 10,000 smears per annum was required to maintain competency in cervical cytology, this would have been an effective way of excluding laboratories that were unlikely to have the level of competence deemed desirable for the NCSP.  Certainly, Dr. Bottrill’s laboratory would not have been eligible to continue to read cytology smears from 1993 if that had been the case, given that he read a maximum of 5,000 per annum (Bottrill, para 30).

285. Despite the commitment to accreditation contained in the NCSP Policy documents, expressed by the National Co-ordinator and affirmed by CALC, however, the Performance Monitoring Branch was not advised that accreditation was of significant importance to the Policy Branch (Lambie, B3940/21-26).  It therefore did not become an “absolute requirement” in the Funding Agreements.

286. Almost identical wording is contained in the Funding Agreements from 1994/95 through to 1996/97 (CM/RHA/34, 35 and 36), namely, inter alia, that the RHAS must purchase cervical screening services that were consistent with section 74A of the Health Act and the Government’s 1991 policy for national cervical screening.  The RHAS were also required to use “reasonable endeavours” to ensure that all laboratories providing laboratory services for cervical cytology were registered with TELARC or an equivalent accreditation programme.

287. One explanation for the use of “reasonable endeavours” rather than an absolute requirement for accreditation, or even the other category of “best endeavours”, was that the MOH was aware of the tense relationship between the RHAs and the Association of Community Laboratories, and that to have increased the obligation to something higher than “reasonable endeavours” may have created further litigation (Lambie, B3934-5).  Also, it was felt that the precise wording did not actually make any difference: “Reasonable endeavours was already trying hard” (Lambie, B3935/6-8).  

288. Also, the Performance Monitoring Group was never approached by the Policy Branch during this period to increase the priority status of accreditation in the Funding Agreements (Lambie, B3935/9-13).  It therefore remained “reasonable endeavours” until the 1997/98 Funding Agreements, when it became a mandatory requirement.  By then, however, all laboratories providing services to the NCSP were accredited in any event.

289. The evidence demonstrates that the requirements in the Funding Agreements contained some ambiguity or blurred lines of accountability.  The Midland RHA believed that the MOH was responsible for monitoring and evaluating the laboratory component of the NCSP Policy, particularly clauses 4.1.2 to 4.1.4, and believed that the MOH was aware of this view (Mules, paras 127 and 142; Lambie, B3917-3918), so did not undertake those investigations or inquiries.  The MOH believed that they had placed the responsibility squarely with the RHAs under the terms of the Funding Agreement (Lambie, B3917/1-18; B3919/23-25), and given it was now a policy ministry with no operational role, it could not perform the role required by the Policy.  It had also received advice from CALC that the MOH did not have the expertise, nor was it an appropriate function for the MOH, to confirm that laboratories were meeting the detailed requirements related to TELARC accreditation in 4.1.4.  What was envisaged was that the MOH would be responsible only for confirming that laboratories carrying out cytology screening were accredited by TELARC or another registration authority (JMG/MOH/71/32).

290. It is certainly possible to see how ambiguity may have arisen.  The 1991 and 1993 Policies clearly state at 4.1.3 that the DOH/MOH will be responsible for confirming that those laboratories carrying out cytology screening for the National Cervical Screening Programme meet the requirements set out in 4.1.4. (JMG/MOH/15/16 and JMG/MOH/27/35).

291. The Policy branch of the MOH accepts that there was no real ambiguity.  In its view, there was nothing ambiguous about the wording of the Ministry’s responsibilities under 4.1.3.  Anyone reading the Funding Agreements for 1994/95 and 1995/96 would conclude the Ministry was responsible for confirming that laboratories met the requirements in 4.1.4 (Glackin, A340/26 and following2).  The problem was, however, that there was no apparent way that this responsibility could be discharged.  As the MOH did not have any direct relationship or influence over laboratories, it could not discharge the responsibility that it had under 4.1.3 of the Policy (Glackin, A340/26 and following).  This lack of ability was compounded by the delay in the review of the 1991 Policy, which did not occur in 1994 as planned, but took until 1996 (Glackin, A342/1-10).

292. In contrast, the Performance Monitoring branch of the MOH also believes that there was no ambiguity, but that in its view the RHAs clearly understood their obligations, and that it was their responsibility (Lambie, B3917/19-28; B3918).  They accepted the wording in the Funding Agreements related to accreditation.  The MOH viewed the RHAs as having the “levers of control” over contracting (Lambie, B 3919/27-28).

293. From the MOH’s point of view, if the RHAs did not believe they were responsible for TELARC accreditation, and they did not raise it with the MOH when they signed up to the Funding Agreements that incorporated that responsibility (Lambie, B3920/1-3; B3921/13-18).

294. It is submitted that the view of the Policy branch is the correct interpretation of the clause.  What does appear to have occurred is that there was a failure to clearly outline the importance of compulsory accreditation to the Performance Monitoring Branch throughout 1993 to 1996, and it was therefore not included as being an absolute requirement.  Further, this state of affairs continued without alteration until the 1997/98 Funding Agreement reflected the change to include the 1996 Policy.

295. The major problem, therefore, was that accreditation of laboratories involved in the NCSP was not mandatory throughout the period 1993 to 1996; it was only strongly “encouraged” (Glackin, A208/23-24).  This is despite the 1996 Policy stating that laboratories are required to be accredited with TELARC or an equivalent accreditation authority to be eligible for reimbursement for reading smears (GRB/MOH/1/28).

296. Further, it appears that the contracts between the RHAs and the providers were not readily available to the MOH during 1993 to 1996, so it was difficult for the MOH to judge whether or not the RHAs were properly performing their service obligations under the Funding Agreements (Glackin, A209/15-26).

297. After the introduction of the Health and Disability Services Act 1993, apart from being able to make accreditation an absolute requirement in the Funding Agreements, and monitoring the performance of the RHAs against that requirement, the Minister could have issued a section 25 notice, thereby bypassing the requirement for legislation.  This power, however, has rarely been used as Minister’s are reluctant to appear to override accountability arrangements, and it has certainly has not been used in relation to the NCSP (Glackin, A479/10 and following).

298. A further area of ambiguity in the Funding Agreements is that reference to the NCSP Policy consistently refers to the 1991 Policy, despite it being updated in 1993 and a new Policy published in 1996.  It was only in the 1997/98 Funding Agreement that reference was finally made to purchasing consistent with the 1996 NCSP Policy (DGL/MOH/7/32).  It appears that the updating of the Policy in 1993 and 1996 was overlooked and it was not communicated to the Performance Monitoring Branch, and the Funding Agreements were therefore not amended (Lambie, B3936/4-14).

299. It was recognised by the MOH that, where there is no finite period for achievement of a particular requirement, such as accreditation, it would be very difficult to monitor whether achievement of that indicator was moving slowly or quickly, and it also made it more difficult to be critical of laboratories that had not become accredited if no timeframe had been stipulated (Lambie, B3896/5-18).

300. Again, the end result of decisions taken by the MOH was that a mandatory requirement that laboratories providing services to the NCSP between 1993 and 1996 be accredited with TELARC, or an equivalent organization, did not find its way into the Funding Agreements between the Crown and the RHAs.  There was therefore no monitoring or evaluation of laboratories that did not voluntarily become accredited, such as Dr. Bottrill’s, against the TELARC assessment criteria throughout that period.

301. It is not claimed that accreditation is an absolute guarantee of competence (Walker, para 49).  However, a laboratory that was accredited between 1990 and 1996 would have initially been required to undergo a rigorous assessment by a team of expert assessors, including a cytopathologist.  There would then be a yearly audit by TELARC personnel, with a full re-assessment every four years by a team of independent expert assessors (briefs of evidence of Robertson, Walker, Linehan, Beer).  Once accredited, the laboratory would be required to participate in inter-laboratory proficiency testing, such as the RCPA QAP programme, produce evidence of internal quality control measures, and show that it had actively followed up the histology results from colposcopies and biopsies.  Accreditation would not be able to pick up a pathologist’s “off day”, but it would pick up cumulative variations in performance, as well as non-performance (Walker, para 49).

302. Accreditation would have picked up a laboratory with practices that were not those generally accepted by the industry at that time.  As TELARC assessed other laboratories, it would have been in the ideal position to know if a laboratory at a particular point in time did not conform to best industry practice.

303. It is submitted that accreditation would have quickly identified Dr. Bottrill’s practice as requiring further investigation.  There were no internal quality control measures in cytology, there was no participation in external quality control programmes, no records of attendance at conferences or seminars, there was no primary cytoscreener, and few or no up-to-date manuals or journals available (Walker, paras 22, 26, 28 and 33).  Further, examination of any records that may have been available relating to correlation of cytology and histology results would also have raised issues for follow-up by way of corrective action requests, and the laboratory would have been required to take remedial action within a specified time period.  If there is not an adequate response by way of remedial action, TELARC has the power to suspend the laboratory’s accreditation (Robertson, para 39).

304. An example of the power of accreditation to compel a change of procedure was evidenced when a Northland laboratory went through the accreditation process and was told that it must improve its procedures in relation to the NCSP (JMG/MOH/75/253).

305. Further, TELARC would be able to launch an investigation or audit into a laboratory very quickly on receipt of some substantiated indicator of non-performance.  It was indicated that sufficient substantiation would be where one woman had a slide read by a laboratory as normal, and then had that same slide re-read by another laboratory as showing an abnormality (Walker, B491/23-28).

306. On this basis, if accreditation had been mandatory between 1990 and 1996, Dr. Bottrill’s laboratory would have been audited by TELARC at the latest in 1995 when Patient One lodged a complaint with the Medical Disciplinary Tribunal, if not before, if other patients had evidence of apparent under-reporting.

307. It is submitted that accreditation should have been viewed as a minimum quality standard for all laboratories involved in the NCSP from its inception, while specific standards and performance indicators were developed for the programme.  

308. Reliance by the MOH on laboratories obtaining accreditation, without legislation being enacted that made it a mandatory requirement for laboratories participating in the NCSP, or without reimbursement being tied to accreditation, or without it being an explicit contractual term in the Funding Agreements from 1992/93 until 1997/98 with RHAs, was not acceptable, and had far-reaching consequences, as the under-reporting that has now been disclosed by Dr. Bottrill’s laboratory was able to continue for a far longer period than should have been the case.

309. Inherent in accreditation are the aspects of quality management procedures, internal quality assurance and quality control, external quality assurance, adequate training, on-going professional development, attendance at relevant cytology conferences, and access to up-to-date texts and journals on cytology (see briefs of evidence of Robertson, Walker, Linehan and Beer).

310. The Government policies of 1991, 1993 and 1996 engendered a belief in all concerned that laboratories providing services to the NCSP were accredited (or were on the way to it and would achieve it soon), and therefore gave a false sense of reassurance to all involved that certain standards were being met, and there was no cause for concern.  This was clearly incorrect.  The minimum standards required by accreditation were not being met by Dr. Bottrill’s laboratory between 1990 and 1996 (Bottrill, B3079/18-28 and B3080/1-18), and women have suffered adverse health outcomes as a result.

311. In was accepted that, in hindsight, perhaps the DOH/MOH placed too great reliance on the professional ability of pathologists to work competently, and in compliance with their ethical obligations, in the absence of mandatory standards or compulsory accreditation (Boyd, B4167/21-26).

Failure to specify and implement routine monitoring and evaluation of the NCSP from its inception

312. As early as 1988, the DOH recognised that there were potential problems with laboratories providing cytological services.  In the DOH document “Towards a More Effective Cervical Screening Service for Women in New Zealand”, it identified problems as being (GRB/MOH/10/143):

312.1 Pathologists operating private laboratories, which do the majority of cytological testing, claiming they had little incentive to invest resources in upgrading cytological services while the benefit remained low;

312.2 Very limited quality assurance procedures in NZ;

312.3 No requirement for compulsory accreditation;

312.4 While the NZ Society of Cytology had received recommendations for cytology standards, it was not known how widely they had been adopted by laboratories;

312.5 Laboratory cytology services had become stretched in some areas;

312.6 There was little time for cytology staff to thoroughly train or supervise new laboratory assistants;

312.7 A practical training course for cytology laboratory assistants was an urgent requirement;

312.8 A review of laboratory services for cervical cytology was required.  It should include development of quality control measures to ensure that cytological services in laboratories maintained a consistently high standard.

313. The Porirua Workshop, held in 1988, recommended that a national monitoring group should be set up that would oversee evaluation, in conjunction with the regional and national co-ordinators.  It was anticipated that evaluation of smear reading would encompass laboratory standards being introduced and enforced through compulsory accreditation, and through evaluation of sensitivity and specificity of laboratory reporting by means of correlation of cytology and histology results (GRB/MOH/13/84).

314. As outlined above, accreditation was not compulsory until 1997/98, and it was not possible to correlate cytology and histology results until after mid-1996, when histology results began to be routinely entered on the register.  In addition, the reconfiguration of the register was not completed until March 1997, so these correlations of histology and cytology results would not have been possible until then for the laboratories located in the later reconfigured regions.

315. As a result, for the entire period being considered by the Inquiry, it was not possible for the NCSP regional or national co-ordinators to monitor or evaluate the sensitivity or specificity of laboratory reporting.

316. While the results from women referred for colposcopies following the re-reading of Dr. Bottrill’s smears by Douglas Hanly Moir in Sydney are not yet complete, the comparisons that can be made now clearly demonstrate that monitoring and evaluation of sensitivity and specificity of Dr. Bottrill’s laboratory between 1990 and 1996 would have raised questions.  While the confirmation by biopsy of a smear called high grade or cancer was essentially the same for both Dr. Bottrill’s laboratory and Sydney (51.3% and 50.7% respectively) (Farnsworth, B1846/17-24 and B1848/1-16), Sydney detected 3.5 times more biopsies confirmed as high grade disease than Dr. Bottrill’s laboratory (Farnsworth, B1850/25-28).  Dr. Bottrill’s sensitivity was also considered to be unacceptably low.  A benchmark for this type of exercise would be over 80 percent (Cox, B2597/1-6).  Dr. Bottrill’s sensitivity was calculated as being 35.9 percent, while the Sydney laboratory’s sensitivity was 95% (Cox, B2557/9-25).  

317. The inability to monitor and evaluate criteria such as sensitivity and specificity of laboratory reporting between 1990 and 1996 therefore clearly contributed to the under-reporting disclosed for Dr. Bottrill’s laboratory by the HFA re-reading exercise, as these performance indicators would certainly have required further investigation immediately they were discovered, and appropriate action taken.

318. The importance of routine, regular monitoring and evaluation was recognised by all of the expert and advisory groups, including the Porirua Workshop, the Ministerial Review Committee, the Expert Group, and the Straton Review.

319. In an article in the NZ Medical Journal by Dr. Charlotte Paul et al, “1991 Cervical Cancer Screening Recommendations: a working group report” (JMG/MOH/10140), it states:

“Quality control of all aspects of cervical screening should be a major emphasis of the national cervical screening programme.  To provide proper quality control there should be formal evaluation of all the components of the screening process from recruitment and recall of women to management of women with abnormal smears.  A national register is the essential management tool to allow this and should be expanded to include the relevant histology results ensuring correlation and evaluation of cytology findings.”  [Emphasis added]

320. It was recognised in January 1991 that the NCSP’s principal focus from that time forward should be on implementation, and monitoring and evaluation (JMG/MOH/105).

321. In June 1991, Dr. Brian Cox completed a paper titled “An Outline of Areas of Evaluation for the National Cervical Screening Programme” (JMG/MOH/13/4).  He considered that there were three important areas of evaluation, namely acceptability, accessibility and effectiveness, with effectiveness being separated into process measurements (e.g. quality of smear taking, smear reading and follow-up and treatment of women) and outcomes (e.g. cancer incidence in mortality), which would include a review of the screening history of women who have developed invasive cervical cancer.

322. Minutes of the CSAC meeting held on 13 September 1991 note the view that the national evaluation proposal is “too big to be achieved”.  The consensus at that time was that the evaluation should deal with (JMG/MOH/11/21):

· What information is currently being collected;

· What else should be collected;

· What is available without any modifications;

· What information should be routinely collected; and

· What information should be periodically collected.

323. CSAC also considered the 1986, WHO paper, “Control of Cancer of the Cervix Uteri”, and agreed that the guidelines for evaluation recommended by WHO would be a good starting point, which included:

323.1 The time elapsed from the taking of smears until the notification of findings;

323.2 Quality control in cytology laboratories (e.g. proportion of unsatisfactory smears, proportion of false negative reports, etc.);

323.3 Proportion of patients with abnormal cytology who have been followed through to diagnosis and treatment;

323.4 Effect achieved on the rate of advanced-stage diagnosis;

323.5 Effect achieved on the incidence of invasive cancer;

323.6 Screening history of the cases of symptomatic invasive cancer of the cervix; and

323.7
Effect achieved on mortality from invasive cancer.

324.
It was therefore recognised at the outset of the NCSP that there was a need to monitor laboratory performance, including the proportion of false negatives, and the screening histories of women who had been screened but went on to develop invasive cancer of the cervix.

325. If the proportion of false negatives had been monitored from the inception of the NCSP, it must be assumed that the under-reporting that has come to light as a result of the HFA re-reading exercise would have been discovered in the early 1990’s, rather than in 1999.  The false negative rate for Dr. Bottrill’s laboratory during 1990 to 1996 was 67% (TM/HFA/87/51, table 5.5a), which is well above the internationally accepted false negative rate of 20%.

326. Further, the importance of carrying out regular, if not annual, audits or reviews of women who had been screened but had developed invasive cervical cancer, to ensure quality and effectiveness of the NCSP, was constantly and consistently emphasised from 1991 onwards (see for example Cox, paras 58 - 1991; 124 - 1994; 195 - 1995).  Such an audit was considered to be the “gold standard”, but those involved in recommending such audits felt that the DOH/MOH was very slow to respond and placed a low priority on this type of evaluation (Cox, B2666/18-23).

327. An issue related to the ability to carry out a regular audit of women on the NCSP who have developed invasive cervical cancer is the ability to link the Cancer Registry and the NCSP register.  The Cancer Registry has been in existence since 1948, although reporting cancers to this Registry did not become compulsory until the Cancer Registry Act was passed in 1994 (Glackin, A207/14-27 and A208/6-9).

328. In 1990, the Expert Group reported to the Minister of Health that as a matter of urgency, the Cancer Registry must be resourced with equipment, staff and the legislative framework to provide up-to-date statistical information on cancer incidence in NZ (Marshall, para 77).  Further, unless the Cancer Registry was adequately resourced, it would be impossible for the Expert Group to adequately perform its task (EAM/CS/19/1-2; EAM/CS/30).  

329. While there have been calls since the inception of the NCSP for a link to be established between the Cancer Registry and the NCSP (e.g. JMG/MOH/11/96), this has not yet occurred electronically, although the information is now readily available on request from the Cancer Registry, with a charge being payable for customised information being released (affidavit of Paul Cohen, NZHIS).

330. It was recognised by CSAC in 1995 that a proposal to compare women who develop cervical cancer who are on the NCSP and women who are not on the NCSR who develop cancer was an evaluation and monitoring audit, not a research proposal (JMG/MOH/11/131).  However, CSAC were of the view that this type of proposal still required Ethics Committee approval and an arrangement with the Cancer Registry.

331. The problem with carrying out such an audit, however, has been identified as lying with s 74A of the Health Act 1956, which is discussed in greater detail in (g) below.

332. A major concern is why it has taken since the amendment was passed in 1993 for it to be discovered that s 74A of that Act is an effective bar to carrying out such an important evaluation project of the NCSP, which is a vital component of quality assurance and ensuring delivery of an effective service to the women of NZ.

333. Had the DOH/MOH, who was been responsible for national monitoring and evaluation throughout the period 1990 to 1996 (JMG/MOH/15/18; JMG/MOH/27/36; GRB/MOH/1/34-35), implemented the annual audit of women as recommended, the legal barriers erected by s 74A would have been discovered much sooner, and amending legislation or regulations could have been enacted.  While it is recognised that the MOH shared the responsibility for monitoring and evaluation from 1993 until the PHC was re-integrated into the MOH on 1 July 1995, it was the MOH that held the ultimate responsibility (JMH/MOH/11/6; JMG/MOH/80).  As such, it was considered necessary that the MOH have someone whose responsibility it was to collect, oversee and analyse the regular quarterly information provided by the local programmes (JMG/MOH/11/6), as well as the quarterly and annual information provided by the RHAs, as a means of monitoring and evaluating the NCSP nationally.  It appears that there was no-one with sufficient time or expertise to carry out this analysis of information at either regional or national level (Boyd, A629/630).

334. Most importantly, if the annual audit of women with cervical cancer had been part of the NCSP monitoring and evaluation from the inception of the programme, questions would undoubtedly have arisen earlier as a result of the high number of registrations of cervical cancer in the Tairawhiti region, despite it being a widely screened population (see TM/HFA/92; JMP/HFA/47/9; and Tairawhiti Regional Co-ordinator reports in JMG/MOH/62; eg 75.5% enrolled to November 1996 (65)).  Given that Dr. Bottrill’s laboratory processed 90-95 percent of all the cytology in the area (Bottrill, para 29), an investigation should have been triggered as a result of such information coming to light.

335. The HFA appears to have recognised the importance of annual audits of women who develop cervical cancer as part of quality assurance of the programme (Peters, B314/1-3).  There also appears to be recognition that legislation to enable the yearly audits to be carried out without requiring Ethics Committee approval each year, as part or routine monitoring and evaluation of the effectiveness and quality of the NCSP, would be desirable (Peters/ B322/13-18).  Because of the concern that such an audit had not occurred over the lifetime of the NCSP, the HFA also sought a legal opinion, independently of the Evaluation Plan, to ascertain how such an audit could be undertaken given the complications engendered by s 74A of the Health Act 1956 (Peters, B315/24-27 and B316/1-4).  This final legal opinion had not yet been finalised by 5 July 2000, but was expected very shortly.  The HFA had initiated dialogue with the MOH to consider how regulations could be enacted under s 74A(7) to get over the hurdle represented by s 74A (Peters, B319/8-19).  We submit that it should be recommended that either a legislative amendment or regulations be passed as a matter of urgency so that the audit of women contemplated by the Cox/Richardson Evaluation Plan will actually be able to be undertaken before too much more time passes.

336. The critical value of carrying out such an audit is demonstrated by the evidence of Professor Skegg, who holds the view that this type of audit could have identified a laboratory with a major tendency to report false negatives, and thus Gisborne would have been detected much earlier (Skegg No. 2 brief, para 20).  Further, if the NCSP had been monitored in the way the Europeans monitor their national programmes, it would not be unreasonable to estimate that at least 100 women would not have died in the last 10 years of cervical cancer (Skegg, B2403/4-18).

337. It was also pointed out to the DOH in 1991 that with the changes to the health care system due to come into effect in 1993, the future delivery of the NCSP would be unpredictable, because providing an integrated service through “a web of contracts and sub-contracts” may be difficult.  The recommendation therefore was that the national information system and monitoring provided through the national screening register was even more urgently required if resources were not to be wasted (JMG/MOH/14/7).

338. There have also been concerns expressed since the inception of the NCSP about the lack of adequate resources for the national co-ordinating unit, which impacted on the ability of those with responsibility to fulfil the monitoring and evaluation functions (JMH/MOH/11/93).  There was also an ongoing view that there was insufficient expertise within the programme to fulfil the monitoring and evaluation roles (Cox, para 217).  It was recognised early on that the NCSP required expertise, such as an epidemiologist, but in the year 2000 this is still not available within the programme (Cox, B2658; Peters affidavit, para 6).

339. In addition to resourcing issues, there was also a concern that funding for monitoring and evaluation was under threat.  The minutes of a CSAC meeting on 3 April 1992 state that if evaluation is defined broadly, then funding would “need to be fought for”.  But that if evaluation was defined in terms of audit or quality control, it would be more readily funded as an integral part of the programme.  It was therefore felt that auditing or quality control should be built into contracts (JMG/MOH/11/43).

340. This sense of the MOH being unwilling to fund monitoring and evaluation did not abate over the years.  People involved in the NCSP strongly felt there was a lack of priority given to monitoring and evaluation, despite it being an integral part of quality control and quality assurance (Cox, B2608), and that there was little will by the MOH to unbundle funding to enable contracts for monitoring and evaluation (Cox, paras 20-22, 69, 120 and 142; Cox, B2670).

341. In October 1994, CSAC released a report “Monitoring and Evaluation of the National Cervical Screening Programme: The First Three Establishment Years” (JMH/MOH/35/28).  At page 30/57, it notes that “Monitoring and evaluation are key functions of the national coordination unit.  It is important that the unit has the appropriate capability and expertise to support these functions, or can access it in a cost-effective manner”.  One of the barriers CSAC identified to effective monitoring and evaluation was difficulty in recruiting and retaining permanent staff with the appropriate expertise, such as in the fields of public health and epidemiology (p13/40).  The specific recommendations of CSAC arising out of this report are found on p2/29, and include:

341.1 The need for good operational leadership with a public health perspective on a full-time basis;

341.2 Paid staff with expertise from several disciplines to be able to address the multifaceted aspects of the programme (e.g. listed on p31/58: medicine, epidemiology, cytopathology, health promotion, economics, statistics, computing, and systems analysis);

341.3 A separate operational unit for the programme within the MOH, rather than having the co-ordinating staff within the policy section of the Ministry;

341.4 A shift towards routine monitoring, rather than evaluation being undertaken as “projects”.  Routine monitoring should include:

· annual statistical reports

· regular feedback to smeartakers and laboratories regarding quality

· routine monitoring of waiting time for colposcopy

· annual expenditure report.

341.5 Identification of health promotion strategies to ensure screening coverage was maximised, and measures as to how they could best be pursued and developed.

342. At appendix three of this document (p19/46), CSAC took the unusual step of listing all the documents and recommendations regarding programme monitoring and evaluation from June 1991 until June 1994, as well as CSAC’s submissions regarding the NCSP (p23/50) from August 1991 through to June 1993.  This summary was included due to CSAC’s frustration with the lack of progress and the unacceptable delays within the DOH/MOH regarding both the NCSP and, in particular, the fact that monitoring and evaluation had not been given the priority it should have, and that it was viewed with either resistance or inertia (JMG/MOH/39; Marshall, B2467/13-20; Cox, B2536/26-28).  Those involved believed that monitoring and evaluation should have occurred by 1993 (Cox, B2537).  The situation developed to a point where members of the committee became increasing uncomfortable with the lack of progress on monitoring and evaluation of the NCSP, that they felt “professionally unsafe”, and there was concern that cervical screening failures such as had occurred overseas may well occur in NZ (Cox, B2537/1-13).

343. There were, in fact, three “wake-up” calls in relation to national cervical screening programmes, with failures being publicised in Australia and the United Kingdom in 1993 and 1994.  CSAC brought these screening failures to the attention of the National Co-ordinator of the NCSP and MOH, and they were even publicised in the NCSP Newsletters (Cox, B2668/21-22; Dahl, B4195/12-28 and B4196/1-19; BC/CS/22/3; BC/CS/29/6).  It was expected that as a result of this information, the MOH would, as a matter of urgency, institute a review of laboratory practices and processes to reduce the chances of a similar event occurring in NZ (Cox, B2669/8-10).  However, this information appeared to be received with a degree of complacency (Cox, B2668/25-26), and no review was undertaken.

344. This lack of response by the MOH is even more startling in light of the fact that there was a failure in pathology services in NZ at exactly the same time, namely June 1994.  This involved the matter of Dr. Burkinshaw at Goodhealth Wanganui, who was found to have misread biopsy specimens.  Dr. Burkinshaw was 62 years of age, and had been diagnosed with Parkinson’s disease in late 1993.  It was found that Dr. Burkinshaw did not participate in quality assurance activities and did not keep up with continuing medical education, and was considered to be “isolated”, which may have impaired his work as a pathologist (GRB/MOH/45/4-5).

345. Given the information that was available on the causes of the screening failures in Australia and the United Kingdom, and the findings from the investigation into Dr. Burkinshaw’s practices, it is submitted that the failure of the MOH to carry out even a cursory inquiry into whether there were any other laboratories in NZ that may exhibit similar practices or indicators was not acceptable, particularly given the delays in being able to carry out any effective monitoring and evaluation resulting from decisions in relation to opt-on and the 14 regional registers, which meant it was impossible to correlate histology and cytology results, thereby precluding the MOH being able to satisfy itself at that time about laboratory reporting practices through statistical measures.

346. It appears likely that the lack of action occurred as a result of the blurred lines of accountability and responsibility that arose from the health reforms introduced in 1993, discussed at (b) above.

347. In any event, the MOH did not take any action itself at this time (Boyd, A587/588).  The Midland RHA did follow the matter up, sending a letter dated 17 August 1994 to all of their laboratory providers, including Gisborne Laboratories Limited (CM/RHA/19 and 20).

348. Dr. Bottrill responded on 23 August 1994, indicating that the laboratory had applied for TELARC accreditation in histopathology and cytology.  He further indicated that he did not participate in any external quality control programmes, but did attend at least one national or international conference or course every year.  He also indicated that recent moves to competition had blunted his relationship with the Gisborne Hospital laboratory, but had not affected his relationship professionally with their pathologist as yet.  He then concluded that “there is little likelihood of a major mis-diagnosis of the type you refer to in your letter” (CM/RHA/21).

349. Midland RHA judged the response from Gisborne Laboratories to be unsatisfactory, and it was referred to Chris Mules, the Chief Executive of Midland RHA, to determine what action, if any, should be taken (CM/RHA/22).

350. Mr Mules looked at clause 3 of the Section 51 Notice, and concluded there was nothing in the response from Dr. Bottrill that would allow the RHA to withdraw the s 51 Notice (Mules, A1319/18-19).  As Dr. Bottrill was not breaching any of the terms of the s 51 Notice, there were no sanctions the RHA could apply (Mules, A1333/24-26).  It was his belief that there was very limited scope with the s 51 Notices, the service qualities were defined in a very limited way, and they could therefore not take any action based on the s 51 Notice (Mules, A1449/5-8).  Further, at that time, they were directing their energies to developing substantive contracts to be signed by the laboratories (Mules, A1327/23-28).  Other factors were that, in hindsight, the Midland RHA placed too much weight on Dr. Bottrill’s statement that his laboratory had applied for TELARC accreditation, and that there were no adverse comments regarding Dr. Bottrill’s competence from people in Tairawhiti (Mules, A1319 and following and A1454/19-21).

351. The end results was that no further action was taken as a result of Dr. Bottrill’s unsatisfactory response, and no investigation was conducted into his laboratory’s practices or processes either by Midland RHA or the MOH.  An opportunity was therefore missed to discover that his laboratory exhibited very similar characteristics to the practices of Dr. Burkinshaw, as well as the fact that the laboratory had not taken any further steps towards accreditation, apart from making the application in June 1994 and then having an initial TELARC assessment visit (Walker, paras 13, 16 and 40).  

352. If a laboratory visit had occurred, the Midland RHA may have discovered, as did TELARC, that accreditation appeared to be being pursued begrudgingly and that the laboratory showed signs of lack of capital investment and of being wound down (Walker, paras 20, 23 and 37).

353. The opportunity to uncover the possibility of under-reporting by Dr. Bottrill’s laboratory in 1994 was missed, and it continued until his retirement in March 1996, with the consequence that many more women had their smears mis-reported and did not receive the follow-up treatment that they should have.

354. While there may have been legitimate reasons for initiating the implementation of the NCSP without adequate monitoring and evaluation procedures that should, according to the WHO guidelines and other expert advice, have been established at the outset, the ongoing failure to institute adequate monitoring and evaluation is not acceptable.

355. When the NCSP was transferred to the HFA in 1998, the assessment made by the HFA was that there had been very little monitoring and evaluation of the NCSP since 1990 (JMP/HFA/56/1).

356. The DOH, in its annual report for the year ending 30 June 1991, stated that “Monitoring and evaluation of the cervical screening programme consisted of 2 reviews by experts, the establishment of an advisory committee to advise on the programme’s evaluation, the work of the Cytology Liaison Committee, evaluations of the community pilot projects, the development of performance indicators for area health boards, and quarterly monitoring of colposcopy data” (JMG/MOH/69/26).  The annual report to the year ended 30 June 1994 refers to the review to determine the appropriate location of the NCSP (JMH/MOH/69/8).  In the annual report to 30 June 1997, the reconfiguration of the NCSP register was noted as having been completed in March 1997, with the removal of duplicate data significantly improving the quality of the register data (JMG/MOH/69/4).  Apart from these references, there are no further reports of monitoring and evaluation activities or projects in the DOH/MOH annual reports.

357. This is despite the Associate Minister of Health, Hon. Katherine O’Regan, in 1994, agreeing that routine monitoring was essential, and that evaluation would have a higher priority now that the health reforms were over (JMG/MOH/88/68).  Also, in 1995, the PHC agreed that in order to provide proper quality control of the NCSP, there should be formal evaluation of all components of the programme, from recruitment to management of women with abnormal smears, and stated that the PHC was committed to ensuring appropriate evaluation (JMH/MOH/11/158).

358. It appears that there was a project to send out evaluation questionnaires to smear takers, laboratories, systems administrators and women’s groups, which were due for completion in October 1994, after which the MOH would collate the results, with a report due back to the NCSP programme managers in December (JMH/MOH/75/244).  This particular evaluation project does not appear to be mentioned again, so it is assumed that it did not proceed.

359. If the intended questionnaire had been along the lines of the review carried out on laboratory practices by the HFA in 1999/2000, it may well have disclosed information that may have led to an investigation of Dr. Bottrill’s reporting or quality processes in late 1994.  Again, this may have resulted in many women not having their smears mis-reported during 1995 and early 1996.  While the view has been expressed that a review such as that of the HFA into laboratory practices should have occurred at the outset when the NCSP was implemented (Cox, B2637), it would have been better to have occurred in 1994 than 1999.

360. The proposal to carry out a full evaluation of the NCSP was first raised at the end of 1995, with the intention being that it would proceed in 1996 (Glackin, B4172).  In September 1996 the MOH sent out requests for proposals, and a contract was signed in January 1997 with the University of Otago to undertake a scoping study.  The first draft of the scoping study estimated a cost of $746,000 (Glackin, B4173).  

361. In 1997, it was considered a key task that the NCSP be fully evaluated, and this was estimated to take two years (JMH/MOH/11/193; Handiside, para 25).  At this stage, it had already been in the pipeline for at least 12 months.

362. A Draft Evaluation Plan was submitted by Dr. Brian Cox and Dr. Ann Richardson, dated 9 June 1997 (JMH/MOH/47).  It included 17 areas for evaluation (p3), namely:

362.1
Does the NCSP provide adequate and appropriate data for evaluating the national cervical screening programme?

362.2

Coverage of the eligible population

362.3 Appropriateness of follow-up and treatment for women with abnormal smears

362.4 Screening frequency

362.5 Sensitivity of screening

362.6 Specificity of screening

362.7 Incidence of invasive cervical cancer

362.8 Stage distribution

362.9 Cervical cancer mortality

362.10 Audit of screening histories and management of women with invasive cervical cancer

362.11 Evaluation of colposcopy and other services

362.12 Assessment of the organization of the national programme and its regional components

362.13 Assessment of recruitment strategies

362.14 Economic analysis (efficiency and cost-effectiveness)

362.15 Specific evaluation issues for Maori women

362.16 Specific evaluation issues for Pacific Islands women

362.17 Timeframes for the evaluation of the NCSP

363. This was to be the first thorough evaluation of the NCSP (Cox, B2482/1-4).  It was therefore considered that all aspects of the Evaluation Plan were essential, particularly given that there had been no evaluation of the programme in its 10-year history (Cox, B2484/9-24; B2485/14-15).  

364. The Draft Evaluation Plan was welcomed by CSLAC.  While it was felt that the evaluation may prove that the data then collected did not allow effective analysis, it was also felt that it might demonstrate the areas that needed to be corrected, and may be the catalyst for putting in place ongoing evaluation (JMG/MOH/11/205).

365. The process of consultation required before the evaluation could take place resulted in submissions being received from Maori and non-Maori, which were then submitted to the researchers in December 1997, which resulted in the MOH receiving advice in April 1998 that the estimate for evaluation of the whole NCSP was now $1.8 million (Glackin, B4175).  While it was recognised that the estimate of $1.8 million was a substantial figure, this was a legacy of the fact that the NCSP had not been evaluated in a staged manner throughout the earlier years, and therefore any full evaluation was going to be costly as a result (Cox, B2485/20-26).

366. Given that the NCSP was in the process of being transferred to the HFA at this time, discussions were held with the HFA as to whether they would take over responsibility for the national evaluation.  The HFA declined (JMP/HFA/7), and in September 1998 it was resolved that the MOH would retain responsibility (Glackin, B4175).  As the MOH had only budgeted $500,000, not $1.8 million, for the evaluation, it was necessary to establish priorities.

367. An amended evaluation plan was submitted by Dr. Cox and Dr. Richardson, in which three areas were targeted for evaluation, namely:

367.1 Does the NCSP provide adequate and appropriate data for evaluating the NCSP?

367.2 Appropriateness of follow-up and treatment for women with abnormal smears; and

367.3 An audit of screening histories and management of women with invasive cervical cancer.

368. A contract to undertake these aspects of the evaluation was signed in May 1999 (Glackin, B4172).  The first element has been completed, the second only received Ethics Committee approval in July 2000, and the third cannot proceed due to difficulties in accessing data from the NCSP register, and the view taken by the Ethics Committees on the privacy legislation and the Cancer Registry Act, and the consequent conditions that were imposed by the Ethics Committees on the release of information from the Cancer Registry.

369. The second aspect of the evaluation is expected to take one year, with the audit anticipated to take two years (JMP/HFA/23/10), if it can ever begin at all.

370. The end result will be that an evaluation that was first proposed in late 1995, and which resulted in a very “pared-down” version rather than a complete evaluation as would be expected given that no evaluation has occurred in the 10 years of the NCSP, will not be completed until 2002 at the very earliest.  This will be 7 years from the first proposal for a full evaluation, or 12 years since the inception of the programme.  In any terms, this must be viewed as being unacceptable.

371. While there may have been a process of small, ad hoc, regional evaluations and small monitoring reports, as indicated by Ms Dahl, (Dahl, B4169/17-24), there was little evidence of those ad hoc evaluations before the Inquiry.  Further, the statistical reports that were released, and any data obtained in relation to laboratories, have proven to be of limited value in the monitoring or evaluation of laboratory performance (Grew, B4159/8 and B4160/12-15).  It is submitted that there was therefore no systematic, routine, expert monitoring and evaluation of the programme, either nationally or regionally, throughout the period 1990 to 1996 (Peters, B3426/1-4).  If this fundamental aspect of a national programme was not in place, there was very little likelihood that under-reporting would be detected in Dr. Bottrill’s laboratory, or any other laboratory in NZ throughout that time.  The lack of routine monitoring and evaluation of the NCSP contributed substantially to the under-reporting in the Tairawhiti region, as there was nobody, and no way, to detect that under-reporting in the absence of either mandatory TELARC accreditation or effective, on-going monitoring and evaluation by either the MOH or the RHA.

372. Experts have voiced concern about the ethics of a national cervical programme.  If women are invited to participate in the NCSP, there is a responsibility to ensure high quality delivery in all parts of the screening programme, including laboratory performance.  If that high quality delivery cannot be assured, then the Government should consider abandoning the programme (Cox, para 36; Skegg, para 26).

Lack of meaningful or timely data for analysis

373. One of the most obvious lessons that has emerged from the evidence is that it is essential for the effective operation of the screening programme to have meaningful and timely data on which to analyse performance.

374. The point is illustrated by the way in which the Royal College of Pathologists reacted in respect of concerns raised in early 1999 about reporting in Gisborne.  The College (see the letter from Dr. Tie of 21 April 1999 at TM/HFA/7) referred to data that compared the rates at which different laboratories around the country had reported abnormalities.  It was pointed out that the GLL rate was not significantly different from the national average, and that GLL had not had the lowest reporting rate.  The College went so far as to say: “[Dr. Bottrill] exceeded the performance of almost 1/5 Australian laboratories, judged by today’s standards (TM/HFA/7/2).

375. At that time the College did not see the need for a re-read.  Its New Zealand president reported to members that:

“… What has surprised me is the number of people who seem to have swallowed the media noise and jumped to the conclusion that Dr. Bottrill was incompetent.  My view of the HFA response is that they have gone for overkill in reviewing …” (“The Tie Line”, p 1 at ABT/RCPA/1)

376. It is now clear that the information was falsely reassuring (see, e.g. Teague, B1376 – 1384; Tie, B 1117 and 1130).  Amongst other things:

376.1 It was out of date.  The data covered a period to the end of 1994, but was released in 1996, at a time that was after Dr. Bottrill had retired.  

376.2 The reliability of the data was undoubtedly affected by the fact that before 1993 the programme was opt on, and enrolments were unlikely to have been representative of the population as a whole (see, e.g. Teague, B 1378).  By their very nature the figures took no account of ethnicity or other demographic (Teague, B 1378/28) or socio-economic factors that might have been relevant to a consideration of the effectiveness of the programme generally, or the performance of the laboratory specifically.  Indeed in a comparatively deprived population with a high number of Maori women one would not have expected the reporting of high grade abnormalities to be at or below the national average.  

376.3 The figures themselves take no account of the incidence of the disease being screened for.

376.4 There was no assessment of how the reporting rate was made up, i.e. what the information meant in terms of the women being screened rather than the absolute number of smears.

376.5 The information offered no guide to the issue of how the abnormality rate was made up in the sense that it said nothing about whether the right slides had been called abnormal – i.e., says nothing about the sensitivity/specificity of the test in the area. 

376.6 Conclusions drawn from the information inevitably depend on an assumption that the national average rate for reporting abnormalities is in itself an appropriate benchmark (for example, if all New Zealand laboratories have been under-reporting to a greater or lesser degree, then the national average might in itself be falsely re-assuring).

377. During the examination of RCPA witnesses – Dr. Teague in particular – a good deal of time was spent discussing the possibility that there may have been a failure of ‘internal morality’ by the pathologists involved at different times.  It is submitted that for all the questioning there is no basis to conclude that there was any deliberate or even inadvertent breach of any ethical duty.  There is no reason to suppose that any of the pathologists or any of the other health professionals would not have acted differently if they had believed that there were real grounds to suspect a public health risk of the sort that is now known to have existed (Teague at B 1332 and following: ‘I assure you that if I had believed there was a systemic problem I would have moved heaven and earth to get a review’ – B 1334/3).

378. On the other hand, it does seem surprising that the limitations of laboratory reporting rates as a measure of performance were not recognised.  At the time the possibility of a re-read was being considered the laboratory reporting rates information may have been thought to be the best data available (see e.g. Teague B 1384/3).   Even so there is room for concern that data of that sort was ever held up as a reliable or sufficient measure of laboratory performance.  Perhaps there is an element of ‘wisdom after the event’ in this submission, but the criticisms of the laboratory reporting rates that have been identified during the Inquiry do now seem to be reasonably obvious.

379. One of the most significant exhibits received by the Inquiry was the regional analysis of the incidence of cervical cancer presented by the HFA/MOH through Ms. Mellor:  TM/HFA/92 – subsequently updated with TM/HFA/92A.  Mr. Fraser from the Cancer Registry gave evidence that the preparation of that data was a rather unusual request (B 3606/7) and that he could not think of anyone else who had recently requested data of that sort (B 3604/8 and following).  

380. What the incidence information makes immediately clear is that despite a high enrolment of women in the programme in Tairawhiti, there has nevertheless also been a very high incidence of the disease in the region.  The information is consistent with observations made by people such as Dr. Van der Mark who said that she was concerned about what seemed to her to be an inexplicably high incidence of cervical cancer.  In the hands of a public health specialist interested in following up that sort of observation the data would almost certainly have raised concerns about the effectiveness of the programme in Tairawhiti.  And yet it does not seem that anyone involved in the programme ever sought to obtain this type of information before it was required for this Inquiry.

381. It is therefore necessary to consider:

381.1 What information relevant to the delivery of the programme has been available?

381.2 To what extent has the information been meaningful or reliable?

381.3 What information should be available to ensure that the programme is performing effectively?

382.  Prior to the Inquiry information relevant to the screening programme included:

382.1 The statistical reports published by the MOH from time to time;

382.2 Limited data about laboratory reporting rates collected by the programme;

382.3 Some data from 1989, which that can best be described as being of historical interest;

382.4 Various published data ;

382.5 Information on the Cancer register;

382.6 Information on the Screening Register.

383. We deal with each in turn.

The Statistical reports

384. There have been a total of four official statistical reports published by the MOH since the inception of the programme: three general reports which are at JMG/MOH/26 (Vol 6), JMG/MOH/37 (Vol 7) and JMG/MOH/51 (Vol 9), and the Maori Statistical report which is at LRE/MOH/4.

385. A number of criticisms were made in respect of these reports.  Dealing with each:

385.1 First Statistical Report:  Contains information about coverage rates, some laboratory reporting profiles (especially comparing hospital and community laboratories); showed a wide variation in reporting (Cox, B 2491) but limited enrolments because of the opt off system (see Teague, B 1491 to 1492 and Cox, B 2491); issues about fragmentation amongst the 14 Area Health Boards (Teague, B 1430 – also see 1437 and 1440/10); excluded Wellington data because the local ethics committee declined access to the aggregated non- identifiable data required for the report (p 4 of the Report and see Cox, B 2489); reported by numbers of smears rather than women (Cox, B 2492/12 - but note that it was thought that to include the data would act as a catalyst for discussion); after the first statistical report it became possible to do inter–laboratory comparisons of laboratory performance but that required data to come from separate registers and be collated - not done (Cox, B 2505/1); published at August 1993 with data current as at May 1992 (page 3 of the report).  Of this report Dr. McGoogan said that most people would understand the limitations of delivering data at that time (A 1079/2).

385.2 Second Statistical Report:  No advance on the first report (Teague, B 1493/21 and see comment to the same effect by Dr. Cox at B 2495/15 especially in relation to the variation in laboratory reporting); could not have been used to identify the possibility of under-reporting (Teague, B 1494/3); unavailability of data from Auckland (Teague, 1496/4); only covers 42% of New Zealand women which severely limits the data (Teague B 1496 and page 92 of the report): data is cumulative which means one can’t look at how things have changed over time (Cox, B 2493), published in October 1995 with data current to 30 June 1994 (which Dr. McGoogan described as ‘drifting out from what is being helpful’ (A 1079/8).  

385.3 Third Statistical Report:  Fundamentally the same sort of data as the previous reports which does not allow one to evaluate the programme (Teague, B 1498/4); still reported by smears not women – a fundamental flaw (Cox, B 2591 and McGoogan, A 1075/8); use of different population denominators (McGoogan A 1075/24;Teague B 1499/25; Cox 2591 and following); peppered with words like approximate and estimated (McGoogan, A1075/10; Teague, B 1500); data published in June 1998 but only current to 31 December 1995 - outdated – in the meantime incidence figures could have changed significantly (Teague, B 1499/14; Cox, 2587); overall the third statistical report was described as ‘very unhelpful’ (McGoogan, A1079/23; Teague, B 1500/21) and it was a contributing factor in the decision Dr. Cox made to resign from CSAC: Cox, B 2591.

385.4 Maori Statistical Report:  Many of the above criticisms apply to the Maori report as well.  However by far the most obvious problem with the Maori report is that it was published in November 1999 with data to the end of December 1995 – almost exactly four years late.  The reason for the delay appears to have involved the need to obtain approval for the release of data from the National Kaitiaki Group, a subject discussed in more detail below.  It suffices here to say that, insofar as the Report in its foreword indicates that it is intended to provide a baseline for future assessment of Maori women’s participation in the NCSP, it can have been no use in the period while it was being prepared and is of little use when published so long after the information it contains was current: See generally cross-examination of Ria Earp at A 840 and following, Sharon Reid at B 763 and following and Te Miringa Huriwai at B 3852 and following.

386. A criticism which applies to all the reports is that none of them contain up to date or regionalised information about the incidence of, and mortality from, cancer of the cervix.  Generalised statements suggesting that the overall national rates appear to have been falling may well have been just another example of falsely reassuring information when the matter is viewed from the perspective of a region such as Tairawhiti.

387. Another criticism of all the reporting by the programme generally is that reports should be done on a regular annual basis.  In fact the reports have been irregular and infrequent.  This would have been a more significant criticism if the reports had contained information that might reasonably have been expected to reveal under-reporting.  Since they did not, it is not clear that regular reports would have avoided or ameliorated what has happened in Gisborne.  

388. For completeness it should be noted that a fourth general report is presently in draft form – JMP/HFA/47.  It covers a period from 1996 to 1998, and so will also be somewhat out of date by the time it is published.  Reference can also be made to the remarks by Dr. Cox at B 2588 and following; at B 2591 he concluded that there is not much in the draft report that would help calculate sensitivity or identify under-reporting. 

389. If statistical reports are to be a worthwhile contribution to ensuring that the programme is operating effectively, then:

389.1 They should be up to date;

389.2 They should contain information which is meaningful for the purpose of assessing performance of the programme (including but not limited to laboratory performance);

389.3 They should include information about incidence and mortality on a regional basis – even if that means using provisional data from Cancer registrations;

389.4 They should be published regularly, probably at least annually;

389.5 They should set out data in such a way as to enable the reader to assess changes over time.

390. A model for reporting in a cervical screening programme is provided in the European Guidelines (JMG/MOH/Vol 7 at page 59).  Several witnesses were asked to comment on these – see, e.g., Cox at B 2506 and following; especially at 2509 where he comments on the value of the various tables suggested in the guidelines; Skegg, B 2389 to 2393 and Peters B 3437 and following.  When Dr. Medley gave evidence she said that in Victoria data is reported in a similar (but not identical) way to the European Guidelines (B 2733/23).  She described the Guidelines as complex, and said that in fact European countries do not follow them in all respects.

391. Nevertheless it is clear from the evidence that the Guidelines provide a good template from which meaningful reports could (and should) be developed by the programme.

Laboratory Reporting Information

392. The reporting profiles of all laboratories in New Zealand were first distributed in 1996 – GRB/MOH/29.  The first set appears at GRB/MOH/48.  The evidence was that since March 1997 when the register was reconfigured laboratories have been able to get reports showing their reporting against the national average (Teague, B 1445/21).  As an example Dr. Teague thought that his laboratory received the information about 6 monthly – he said there had been about 3 or 4 reports since the first one (Teague 1445/21 and 1488/11).  Dr. Beer said that he has been getting such reports for 2 to 3 years (B 1063/11).

393. In the final analysis these reports have if anything proved to be worse than having no report at all.  In the case of GLL they provided false comfort about how the laboratory was performing. 

50.1.1.1.1.1.1.1.2 1989 Information

394. Exhibit JMG/MOH/62 (Vol. 11) page 37 contains some information about the incidence of cervical cancer in Tairawhiti.  It showed that in 1983 – 1987 Tairawhiti was top of the scale for deaths from the disease in New Zealand, with a rate second only to Brazil.  

395. The fact that mortality from the disease was high in Tairawhiti appears to have been generally accepted.  For example when Dr. Duncan came to Tairawhiti in 1997 he became aware of the figures (Duncan, B 880 and following).  A high incidence (and therefore mortality) is what one would intuitively expect having regard to the population in the region.  

396. The difficulty with the data is that it predates the screening programme.  By the time that Tairawhiti had increased its enrolment of women to the high coverage that had been achieved by 1996, for example, there was no data to inform anyone about what had happened to the incidence of the disease.  The statistical reports indicated a national reduction in the incidence of and mortality from the disease.  Reading the evidence of witnesses such as Drs. Beer, Duncan, Teague and Tie gives an impression that it was expected that the reduction was effective across the country.  The reality is that no-one knew what was happening in Tairawhiti.

397. In fairness, it is far from clear that even if up to date information had been obtained it would have alerted anyone to an under-reporting problem.  The fact is that registration of 17 new cases of cervical cancer appears to have come to light only after the Inquiry started.  These new registrations are consistent with the position as it appeared to Dr. Van der Mark who was ‘at the coalface’.  

398. Perhaps the most that can be said of the 1989 data is that it demonstrated that Tairawhiti was a problem area.  It is not at all clear what weight could have been put on it after, say, 6 years of organised screening.  What is clear is that for the programme to operate effectively it is necessary to know what is happening to cervical cancer rates by region and in a timely fashion. 

Other publications

399. Professor Skegg produced a list of various publications which contain cancer data: DCS/CA/28.  This identifies the extent to which regional data has been available, and the time periods covered by the publications.  There have been some publications with some regional data, including the Midland Health publication of August 1997 (CM/HFA/41).  In all cases, it appears that there is a significant delay between the date of publication and the currency of the information.

400. In addition, in the absence of any centralised executive for the programme, there has been no-one with responsibility to keep an eye on the information.  It might have been thought to be part of the task of the National and regional co-ordinators to collect and monitor this sort of information.  For example, although Dr Duncan got information about malignancy and pre-malignancy in Tairawhiti, one of the consequences of having a programme was to lead him to believe that responsibility for dealing with it lay with people other than himself (B 966/24: see also Reid, B 696/10-22 and B 718/17; Duncan, B 899/21-27 and B 900/1-11).

401. Apart from the obvious conclusion that someone in the programme should have clear responsibility for collecting, collating and then dealing with this sort of data, it is also clear that whoever has that role must be equipped with the expertise to understand what the information means.

Cancer Register

402. An obvious source of information about cervical cancer is the Cancer Register.  Details of the way in which information is gathered and how it is recorded were given in the evidence of Ms. Sheldon and Mr. Fraser (see the affidavit of Mr. Paul Cohen and the transcript at B 3594 and following).  

403. Issues relating to the information on the Cancer Register include the following:

403.1 The data prior to the enactment of compulsory registration of cancers in 1993 is not robust.

403.2 Information is available on a website.  Although it includes provisional information that is reasonably up to date, it covers all cancers and does not go to the detail of, for example, giving regional figures for a particular type of cancer.

403.3 Detailed information on a regional basis can be obtained if applied for, but in the current ‘user pays’ environment there is a cost in asking for it.  In the case of the information in TM/HFA/92, the cost would have been in the order of $3,000 to $4,000
(Fraser, B 3605).

403.4 The Cancer Registry does produce detailed summary publications in respect of new cancer registrations and deaths, but because of the wide variety of cancers involved and the need to check provisional data, publication typically follows several years after the information to which it relates.

404. The Cancer Registry is a critically important source of information as far as the screening programme is concerned.  The accuracy of the data it has can be expected to improve as time passes following the coming into force of the compulsory registration provisions of the Cancer Registry Act.  Perhaps the availability of the information on the Register needs to be better understood.  Certainly it will be important  for those responsible for the programme in future to continue to obtain the sort of detailed regional data from the register that was made available to the Inquiry at Professor Duggan’s request (TM/HFA/92). 

The National Cervical Screening Register

405. It hardly needs to be said that there is a great deal of information on the Screening Register itself.  

406. With the introduction of the histology/cytology correlation data it is to be hoped that the screening register will become an increasingly useful tool for monitoring the effectiveness of the programme.  Consideration should be given to the need for collection on to the Register of all data that would enable the programme to report in the manner suggested by the European Guidelines.

407. The real issue with respect to the Screening Register concerns section 74A of the Health Act 1956 and the restrictions it contains on the release of data.  As events surrounding the proposed Skegg study of cases of cervical cancer in Tairawhiti has demonstrated, the present position is that no regulations have been passed to enable an audit of the sort he proposes.  Accordingly, while he is able to obtain named information from the Cancer Register, that cannot be correlated with the information on the Screening Register.  

408. Since there have been and will be separate submissions in respect of the legal, ethical and privacy issues raised by both the Skegg Study and the Cox/Richardson National evaluation we do not include detailed argument here.  What is clear, in our submission, is that :

408.1 The sort of studies proposed by Professor Skegg in Tairawhiti and Drs. Cox and Richardson are (or should be) an essential part of the screening programme.  All the experts agreed that retrospective audit is the ‘gold standard’ by which the effectiveness of a programme should be judged;

408.2 It is surprising and unacceptable that the proposed national evaluation has not been able to proceed; 

408.3 Whatever the result of further legal submissions to be made in respect of the issues, the Committee should in its report recommend that all obstacles to such a study be removed, including by the enactment of whatever statutory or regulatory measures are required to achieve that. 

TERM OF REFERENCE 3:  

If you determine that there has been an unacceptable level of under-reporting, to satisfy yourselves whether or not this was an isolated case rather than evidence of a systematic issue for the National Cervical Screening Programme
409. The focus of the evidence in the Inquiry has been about what has happened in the Tairawhiti region.  There is not enough detail about the delivery of the programme in other regions of New Zealand to support a positive conclusion that there has been a similarly unacceptable level of under-reporting anywhere else.  But this falls a long way short of providing assurance that the Tairawhiti experience was ‘an isolated case’.  The reality is that it is not possible to say that.  

410. To the contrary, the concern is that many of the factors identified in respect of Term of Reference 2 apply anywhere in New Zealand.  The evidence taken by the Inquiry has revealed a number of systemic issues in the National Cervical Screening programme.  These are identified in the discussion about the factors leading to Gisborne.  In summary:

410.1 The matters raised in connection with the implementation of the programme apply throughout New Zealand;

410.2
With respect to lack of meaningful statistical information and analysis of data, again the issues raised under Term of Reference 2 apply anywhere in New Zealand.  It is to be noted that the request for the detailed analysis of regional incidence figures that were presented to the Inquiry as TM/HFA/92 was, as far as Mr Fraser of the Cancer Registry was concerned, an unusual event (B 3604/14).  He could not think of any other such request recently (B 3604/11).

410.2 Failure to establish meaningful standards and performance indicators for laboratories providing services to the programme are in the same category.  Indeed, as discussed under Term of Reference 1, the absence of such standards makes it difficult to judge past laboratory performance in any quantitative way, and probably impossible without the sort of extensive re-reading exercise (and comparison with histology) that was done for GLL.  

410.3 The issue of TELARC accreditation does not apply to all laboratories, since many were accredited throughout the 1990’s.  TELARC accreditation provides some real measure of assurance that the laboratories have been practising in an acceptable way, but that does not of course constitute a guarantee that they have not been under-reporting at significant or even unacceptable levels.

410.4 The failure to monitor the programme or evaluate it in any meaningful way is something that applies to the programme throughout New Zealand.  Of all the concerns about the programme, it may be that this is the most serious.  It is unacceptable that, after all the effort and cost that has been put into the programme, there has been no systematic study of its effectiveness.

410.5 The politically unsettled state of New Zealand’s health services over the decade of the programme’s existence is also germane to all areas of the country.  There is no reason to suppose that this instability has impacted on Tairawhiti any more significantly than anywhere else in New Zealand.

411. In the absence of any persuasive evidence to reassure the Committee that the experience in Tairawhiti was unique, in our submission the only available conclusion in respect of Term of Reference 3 would have to be that:

· There is no basis on which to be ‘satisfied’ that the level of under-reporting in Tairawhiti was (or is) an isolated case, and

· The evidence has established a number of significant systematic issues for the National Cervical Screening Programme.

412. The only evidence to suggest that the issues in Tairawhiti are limited to Tairawhiti is that which was offered by Mr. duRose of the HFA.  As a result it is necessary to consider the review of laboratory practices that he co-ordinated from late 1999.  The outcome of the review is his report produced as JD/HFA/1.  

413. The stated objective of the practice review was to ‘…gather enough evidence to establish whether community laboratories in New Zealand were practising within acceptable standards in their reporting of cervical cytology during the period 1990- 1999’. (JD/HFA/1 at page 4).  

414. The practice review was prompted by the initial re-read results from Sydney (duRose, B 2079).  Mr. duRose had lead responsibility for the review (B 2072/15).  He formulated the question for the review and designed the study (duRose, B 2072/24).  Mr. duRose set out his qualifications and experience at para’s 2 to 4 of his brief and the subject was discussed at pages B 2066/16 to 2067/7.  Professor Skegg later described the review as having been ‘planned on the run’ (B 2308/22) in almost an atmosphere of secrecy.  With more advice at the outset it could (and almost certainly would) have been done differently: see also Skegg at B 2371/23.

415. Before dealing with a number of specific issues raised by the review, it is worth noting that there are difficulties even in the statement of its basic objective.  What, for example, is intended by the reference to ‘acceptable standards’ in a situation in which there simply were no objective or quantifiable standards in existence?  (See e.g., Skegg comment at B 2360/15)

416. In addition, it is to be noted that early in his examination in answer to questions from Professor Duggan, Mr duRose described the study as being to ‘…gain assurance..’ about practices over the period under review (B 2072/20).  At page 6 of the report of the review Mr. duRose offered the conclusion that ‘…the advisory group has gained the necessary assurance that, based on the available evidence, there are no major concerns with respect to any laboratory’s practice.’  (JD/HFA/1 at page 6).  In fact the evidence was that the report had not been accepted by the advisory group (see, e.g., Coney, B 2757 and especially at 2758/8), and – for reasons discussed below – the data and materials attached to the report do not support the conclusion offered.  

417. The way in which the review was set up, the way in which the various advisers were brought in and then dispensed with, and Mr duRose’ description of what the study achieved (when plainly it did nothing of the sort) tend to confirm the observation made by Professor Skegg that:

‘It looks as if the exercise was designed to provide reassurance rather than to identify any problems that might exist and to try to deal with them’ (B 2363/ 9 – 11; see also his other comments remarks at B 2363/1 to 28).

418. It may also be noted at the outset that the study was to review laboratory practice.  Although the questionnaires did include some indicators of performance, there was no attempt to keep the two concepts separate in any sort of scientific way – see evidence of Professor Skegg at B 2361/18.  Nor is it clear to what extent the indicators of good practice (e.g., TELARC accreditation) were or should have been relied on in any given case to influence decisions about adequacy of performance.

419. Mr. duRose was asked about a number of matters which are cause for concern if his practice review is to be relied on to (in the wording of Term of Reference 3) satisfy the Committee that Gisborne was not an isolated case: 

419.1 It is not at all clear where the benchmark for reporting high grade abnormalities (i.e., 0.5%) came from, or how it could be justified as a reliable measure of the performance of individual laboratories in different parts of New Zealand with different demographics: see e.g. B 2115 to 2117.  Mr. duRose began by saying that was not set from the Australian standard, but after some discussion then said that it did reflect other benchmarks used in Australia: B 2116/15;

419.2 The study relied on the laboratories to fill in the questionnaires accurately and honestly (B 1228); but no audit of the information was done and in some cases staff would have changed (B 1227/24); also the information may not have been complete (B 2121/3);  

419.3 After some discussion, Mr duRose accepted that he could not exclude the possibility that in the period 1990 to 1996 there might have been another pathologist in New Zealand doing primary screening (B 2123);

419.4 There was a long debate (B 2130 and following) about certain coding errors which emerged as a result of the laboratory review, especially laboratories a,E (see B 2136/9; inappropriate use of code for glandular dysplasia) c,L (see B 2138/14; coding errors for high grade data) and i,M (B 2132/1).  Amongst the concerns about this evidence is the question as to whether the errors would ever have been discovered were it not for the practice review (see eg, B 2261) – which itself was no more than a reaction to the Sydney re-read.  

419.5 In at least one case (Laboratory g,G)where an issue had been identified because of a low rate of reporting before 1996 the HFA was content to leave it to the same laboratory to review the 1733 slides in question (B 2144/47).  Apparently the HFA took the view that since the laboratory had later put adequate quality control in place and there was not a question of competence at issue that was an appropriate way to proceed – but there was no evidence what the outcome of the review had been (there is a long discussion about Laboratory g,G at B 2144/47 to 2154 and following).

419.6 No benchmark was set for the correlation between cytology and histology (in the periods when histology data was available).  This was so despite the apparent inconsistency of setting a benchmark for high grade reporting but not for the histology/cytology correlation (B 2172 to 2177), and notwithstanding that such a standard is used in Australia and is mentioned in the draft standards for New Zealand (B 2180/11).  If that benchmark had been used 10 out of the 17 labs reviewed would have fallen below the benchmark (B 2180/27, although note that this lead to a debate about how far from a benchmark a laboratory could fall without it being a significant departure (B 2182);

419.7 It is not at all clear from Mr. DuRose’s evidence whether, how or to what extent the available histology/cytology correlation data was used in the assessment of individual laboratories.  He was asked, for example (B 2215/6), if it were possible that in a case where a laboratory reported an adequate number of high grades but the histology/cytology correlation was low that might suggest the laboratory was calling the wrong slides – his answer was inconclusive, since he said that he did not recall every discussion on the subject but at B 2218/23 he said that ‘none of it was identified in that manner’ and at B 2220/4 he said that he believed the matter had been considered but (we submit) he plainly did not know.  He said that Dr. Medley should be asked.

419.8 The review does not appear to have considered the laboratory data against local incidence data of the sort produced in TM/HFA/92 (B 2266/8) – Mr. duRose did not think that data was readily obtainable.  Of course to a greater or lesser extent the reporting data in particular regions may be confounded by the practice of sending slides to be read at a distant laboratory (or, vice versa, because a laboratory is reading smears from outside its region).  Even so, one of the most obvious lessons to be learned from the Gisborne experience is that reporting rates on their own can be quite misleading in the absence of data about the incidence of the disease in the region being serviced by a laboratory (also see the discussion at B 2212 to 2216)

419.9 Another possibility discussed with Mr. duRose was that a laboratory in an area of low incidence might appear to be performing badly since it should have a low rate of reporting, while a laboratory in an area of high incidence could be under-reporting even if reporting at a rate equal to the national average (B 2221).  It was suggested that to rely on high grade reporting was therefore a weakness in the review (B 2221/24).  Mr. duRose’s response was to say that he believed that the review had been able to factor in the indicators appropriately, but in doing so he acknowledged that there were a lot of variables, a lot of potential weaknesses, and that it is not easy to try and pull all the information together and draw conclusions from it ‘…there are a lot of unknowns.’  (B 2221/27).

419.10 One significant variable was the fact that the review focussed on the number of smears being reported rather than looking at the number of women involved.  To use smear numbers complicates the exercise because the data will be dependant to some unknown degree on the medical practice in different areas.  Where, for example, it is practice to take smears at or after a diagnosis of cervical cancer there will inevitably be a higher reporting rate.  Professor Skegg (B 2309/1) identified this as a particular weakness of the study.  

419.11 In order to address an issue about the different demographics in different areas – specifically, to try and adjust the data for the Maori population in different areas - Mr. duRose referred to the deprivation index.  It was never adequately explained why he did not use the ethnicity data which is on the register: B 2222.  Mr. duRose said it was not really an issue about restrictions that might have been placed on the release of the data by the Kaitiaki Group.  He said that it was hard to recollect the discussions, but that there were those types of discussion (B 2225/19): in the end he seemed to be relying on the desire to keep the study confidential as the reason why the HFA took the more cumbersome route of using the deprivation index: B 2226/3.

419.12 There was a debate about the reliability of the national average for reporting high grade abnormalities, and its reliability: see B 2239 and following.  It has to be accepted that if laboratories across New Zealand are under-reporting in a systematic way then the national average is not a good point against which to reference laboratory performance.  The best way to find out if there is any evidence of generalised under-reporting would be to complete the national evaluation suggested by Drs. Cox and Richardson (referred to in more detail elsewhere in this submission).

419.13 The fact of the duRose review of laboratory practice is that out of 17 laboratories, the advisory group expressed sufficient concern about 6 of them to require follow up and more information.  The details of the issues with each laboratory were discussed with Mr. duRose at B 2248 and following.  It would be tedious to repeat all the material here.  It suffices to note that there was incomplete evidence as to whether the things identified as issues or requiring corrective action had all been attended to adequately.  Perhaps more importantly, it emerged as a general summary that out of the 6 laboratories identified (even on the questionable benchmarks and data used in the duRose study) as requiring follow up, 3 had had substandard rates of reporting in the past, 1 had both past and present substandard rates of reporting and 2 presently had substandard rates of reporting: B 2264/13.  

419.14 Finally, and importantly, had GLL been a laboratory taking part in the review then it was far from clear that it would have been identified by the review as requiring any follow up.  The discussion is at B 2226/6 and following.  For 1991 to 1993 GLL would have shown a reporting of high grade abnormalities at 0.67% which is above the benchmark of 0.5%.  For 1994 and 1995 its rate was 0.49%.  This lead to a debate about the significance between 0.49% and 0.5%, and what would happen if the figure were rounded to one decimal place (B 2229, e.g.).  Certainly GLL would not have emerged on the data as an obvious outlier, and would not have been the worst of the laboratories considered.  Since the whole point of the review was in effect to see if there are any other laboratories like GLL in New Zealand this is a very significant shortcoming indeed.

420 As it happened, Professor Skegg was at the hearing when Mr duRose was giving evidence on Monday, 24 July.  In addition he had familiarised himself with Mr. duRose’s brief of evidence and his report.  Professor Skegg’s substantial criticisms of, and concerns about, the duRose review are to be found in two passages of the transcript, namely at B 2307/16 and following (in chief) and B 2349 and following (cross-examination by Mr. Murray).  Amongst other things his evidence was:

420.1 He questioned how reliable the national average for reporting abnormalities (0.8%) is as a reference point.  There is no assurance that there is not systematic under-reporting; if the Sydney re-read is all there is to go on then the possibility must be taken seriously (B 2306/24 – in fairness this was not a criticism made of the duRose study so much as an expression of concern about what the available data says.  See also B 2321);

420.2 Study planned on the run (B 2308/22); no protocol developed in advance; almost in an atmosphere of secrecy; more advice at the outset might have seen it done differently;

420.3 Based on the number of smears not women (B 2309/4) – given that the register exists it is odd that the study used smears not women – B 2309/20;

420.4 Not at all clear that GLL would have emerged as an outlier – no explicit rules in the study as to what would constitute an outlier; considerable emphasis placed on proportion of smears read as high grade, but 4 laboratories in the study had a lower proportion of high grade reporting, and GLL would have been within the range of other laboratories if judged by the histology/cytology correlation (B 2310 and also refer 2319);

420.5 No adjustment for age profile or socio–economic factors/ethnicity; no allowance for the fact that smears can be sent from one area to another;

420.6 Despite all the various experts assisting in the study, none seem to have been involved from start to finish, and they cannot be said to have ‘authored’ the final report presented to the Inquiry (B 2349 and following).  No consensus statement from the multi-disciplinary group that they have concluded that under-reporting in Gisborne is not replicated elsewhere – B 2368/26.  

420.7 The duRose summary was written by him – no evidence the experts wrote it – would be surprised if they had in view of its content.  The summary is at odds with the information in the report (B 2370/15); no suggestion in the minute of the meetings of the multi-disciplinary group that they ever saw or considered the draft of the duRose report (B 2439/2);

420.8 The ‘protocol’ (such as it was) was written after a lot of the information had been collected (B 2371/26); the study does not meet minimal standards for research design or evaluation design (B 2372/5); the study would not even get a bronze medal (B 2374/5);

420.9 Not one laboratory in New Zealand met the Sydney review reporting rate of 2.5% high grade abnormalities (B 2376/5).  For further discussion about why the possibility of generalised under-reporting throughout New Zealand needs to be seriously considered see B 2357/1 – 2358/11;

420.10 The study itself at page 5 says it does not represent a thorough assessment and evaluation of the quality of cervical cytology services (B 2376/23); nor does it exclude the possibility of systematic issues, but tends to show a lack of monitoring over a considerable period – for example, why have coding errors from Laboratory a,E gone unnoticed for so long? (B 2354)  Also one matter said to have been done to rectify problems with the laboratory is that staff should attend conferences – no different than what Dr. Bottrill did.  What about the smears read by Laboratory a,E before 1996 – even if performance has improved, what has been done about the earlier period? (B 2356).

420.11 What is the appropriateness of using the benchmark of 0.5% high grade reporting (see generally B 2432 and following)?  As a benchmark taken from overseas it may reflect a different incidence of the disease.  

421. Dr. Cox was also critical of the duRose study:

421.1 He, like Professor Skegg, had read the duRose study and considered it before giving evidence.  He was present when Professor Skegg gave evidence about the study (B 2594) and heard what he had said.  He agreed with the thrust of the comments made by Professor Skegg (B 2596/17);

421.2 The 0.5% benchmark is not useful (B 2626); although note this was directed towards comment on the proposed standard in the Peters evidence; the topic is dealt with in more detail at para’s 236 to 243 of Dr. Cox’s brief;

421.3 The duRose study was not sufficiently robust to answer Term of Reference 3 (B 2631/18):

· There is an issue about how far this can be done retrospectively in any event – some laboratories will have lost their institutional memory;  the opt off change is a major confounding factor in understanding the data;  smears can be and are read at a distance;

· The study relies too much on the percentage of high grade abnormalities reported (B 2633/1).  Also, how is the benchmark applied?  If there is a laboratory that was under that figure but is not now, what is to be done?;

· Given the lack of data it is very difficult to design a study of this sort now that will answer Term of Reference 3.  One can specify for the future what information laboratories should keep, but hard to do that retrospectively – B 2637/1 to 6.
422. One of the experts engaged by the HFA in connection with the review was Dr. Gabrielle Medley from Victoria, Australia.  These various concerns were discussed with her.  Amongst the comments she made were these:

422.1 ‘We have enough information to satisfy ourselves that in the laboratories that were identified there were causes for concern.  I think any review of this kind is not able to fulfil your question 3 because I don’t think we can be certain of the data, one can’t be certain.’  (B 2710/18 to 21; this in the context of a discussion about the 0.5% benchmark);

422.2 After a discussion about using women rather than smear numbers; coding errors; demographic complications; lack of consistency in evaluation questionnaires; the reliability/appropriateness of the 0.5% benchmark; lack of data about specific laboratories and issues related to specific laboratories):  ‘..precisely why I am saying that I don’t believe we can reassure this group that the practice between 1991 and currently or at least perhaps 1999 was free of systemic error because I don’t – this is what we’re really saying’ (B 2727/18 to 21)… ‘I am unable to say to you that there is no possibility that in any of these laboratories there may have been a systemic error causing systemic under-reporting and I think it would be inappropriate of me to say otherwise because other systems, for example the British system have shown that despite the most rigorous attempts to identify errors of practice, they still crop up in an unexpected way in that context’  (B 2727/26 to 2728/4)… ‘Q:  You can’t use the study to exclude there being a systemic error in under-reporting?  A:  ‘It can’t exclude it completely, no’ (B 2728/14 to 16).

423. We submit that despite the duRose review of laboratory practices, the correct conclusion on the evidence is that there is nothing sufficient to satisfy the Committee that what happened in Gisborne was an isolated case.  To the contrary, the evidence establishes that there are a number of factors that lead to the under-reporting in Gisborne which apply throughout New Zealand.

424. With respect, the obvious recommendation arising out of this is that the National Evaluation of the programme known as the Cox and Richardson study should be completed without delay.  All experts were agreed that such an audit and evaluation is the best way to assess the effectiveness of the programme.  To the extent that there are obstacles in the way of such an audit they should be removed.

Part II of the submissions dealing with Terms of Reference 4 to 8 will be filed as soon as practicable.

DATED this 7th day of September 2000.

………………………………………….

Royden Hindle/Hanne Janes

Counsel Assisting
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