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1.9 Conclusion

1.9.1 I believe on the basis of the audit activities of the paediatric cardiac surgical team,
that I was a competent surgeon who achieved acceptable results. This seems to be borne out
by the finding of the CCNR, that the conduct of 97% of the operations achieved a score of 3

or 4, and thus is beyond any real criticism.

1.9.2 In assessing the results of my operations for C-AVSD, due weight should be given to
documented additional risk factors which are part of the reality of those patients. I believe
that robust risk stratification must be part of any assessment of surgical work. One reason for

this is in order to protect the access of high-risk patients to surgical treatment.

1.9.3 Paediatric cardiac surgery is a team activity and each individual member of the team

shares in the responsibility for the results.
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APPENDIX 2

The Inquiry’s Statistical Analysis

2.1 THE ANALYSIS - INTRODUCTION

The statistical experts of the Inquiry are seeking to compare the Bristol results with the other
paediatric centres in the United Kingdom. They have embarked on a four stage programme
which after a review and planning stage proceeds to a preliminary analysis, a confirmatory

stage and finally an explanatory stage.

2.2  FINDINGS OF PRELIMINARY ANALYSIS.

The main findings seem to be of excess deaths in some sub-groups in the under ones, which
when aggregated indicate an important number of excess deaths for the under ones as a group

in the epoch 1991-1995 and to a lesser extent 1988-1990.

That there are excess deaths in the neonatal switch operations and C-AVSD operations in
1991-1995 is not in dispute. These seem to be the most important contributors to the total
number of excess deaths. In January 1996, Marc de Leval stated that apart from these two
sub-groups the results in Bristol, including those under one year of age, matched the rest of
the UK for the period 1992-1995. Is this correct? In other words, are the other sub-groups in
the under one year of age, within an acceptable range either individually or when aggregated?
If they are, then it is still necessary to find an explanation of the high mortality in the
neonatal switch operations and in the correction of C-AVSDs by me. Disappointing findings

for C-AVSD are to be found in my series of patients, whereas Mr Dhasmana’s results for this

22

CAWINDOWS\DESKTOP\summing2.doc 26/01/00




SUB 0009 0023

condition are in line with the national performance. It is clearly and objectively documented
that there were significant additional risk factors in eleven of the fifteen patients in whom I
operated in this series. It is my belief that consideration of these factors would bring my

results of C-AVSDs within an acceptable range.

However, the reason why robust methods of risk stratification must be included in any
assessment of surgical perfomance is that this is the only way to protect the access of high
risk patients to the surgical treatment which they need. Without such robust methods of risk
stratification, surgeons will feel themselves under irresistible pressure to find reasons not to

operate on high risk patients.

2.3 THE RELIABILITY OF THESE FINDINGS

The reliability of these findings may be briefly reviewed under the following headings:

2.3.1 The Bristol Data
The experts have found this to be of high quality in most respects and it has been re-
processed by the Inquiries own clinical coders. With reference to Bristol Prof. Murray

pointed out that, ‘to be meticulous one is penalised’ (day 70 page 56 para 141 lines 11-14).

2.3.2 Comparator Data

Although Dr Spiegelhalter feels it is unlikely that Bristol has produced good quality data
whilst other centres have produced unreliable data, serious doubt on the reliability of the data
from the other centres has been expressed by a number of experts. The other data is of two

types; first, Hospital Episode Statistics (HES) which was collected for administrative

purposes and not for the clinical purposes for which it is now being used, and secondly, the

United Kingdom Cardiac Surgical Register (UKCSR), the shortcomings of which have been

repeatedly rehearsed. The reliability of the UKCSR is most dramatically questioned by the
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observation that of twelve centres reporting their results for 1988-1991 both to the UKCSR
and to a Working Party of the Supra Regional Services Advisory Group of the Department of
Health, only one returned the same figures to both — and that one was Bristol. Other

questions about the comparator data are:
e There is thought to be under-reporting of death.

e There are believed to be variations in the definition of death which have been used by

different centres and surgeons.
e Survival status is not known in some HES and some UKCSR data.

Unless there is a high degree of confidence in the data both from Bristol and from elsewhere,

there cannot be confidence in the comparison.

2.3.3 The Statistical Methods

I am not a statistical expert and can only raise ‘common sense’ questions about the methods.

Some of these are:

2.3.3.1 The effect of coding and grouping.

This seems to distort some figures. It is clearly the case for Transposition of the Great
Arteries (TGA) but also has had unexpected consequences when the patients in my own
Surgeons Log are processed this way, (see Inquiry 12/0041, table 5.4 and table 5 in my
review dated December 1999). Dr Spieglhalter points out that data from the Surgeon’s Log
has not been used in the analysis; but if one set of data is deformed by the process, it suggests

at least the possibility that other data might also be deformed.

2.3.3.2 Missing outcomes in HES and UKCSR
I believe that the arbitrary method of handling this problem may well have contributed to the

apparent excess mortality, particularly in the neonates and the children under one mn 1991-
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1995 where the excess mortality seems to be greatest. I accept Dr Spiegelhalter’s reassurance

that it can only be a small contribution.

2.3.3.3 Aggregation and Pooling of data

It is clear that in the analyses, some techniques have been reported which involve pooling of
data and others have been reported which aggregate differences between relatively
homogenous sub-groups. The validity of using pooled data for comparison raises many
questions. To enable a clear understanding to be reached we would ask for analyses which

involve pooling of data to be identified.

2.3.3.4 Discrepancies between the Inquiry’s Data and the Surgeon’s Data

In Inquiry 15/0004 the table indicates:

e That there were five deaths out of 90 operations for Atrial Septal Defects in 1991-1995.

Mr Dhasmana and I believe there were no deaths out of 102 operations.

e That there were five deaths out of 50 operations for aortic or pulmonary valve surgery.

Mr Dhasmana and I believe that there was one death out of 35 operations.

e That there were three deaths out of 23 operations for mitral valve surgery. Mr Dhasmana

and I believe that there was one death out of eleven operations.

e The handling of data for Transposition of the Great Arteries with or without Ventricular

Septal Defect needs to be radically revised.

e I believe that the estimate of excess deaths based on HES data is substantially wrong and
is likely to be a significant over-estimate of the number of excess deaths for a number of

reasons which are set out above.
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24  THE STATISTICAL POSITION IN JANUARY, 2000.

2.4.1 There seem to be important questions outstanding in relation to the reliability of
comparator data, the use of analyses involving pooled data, and some figures given for

Bristol which seem to be at odds with the surgeons’ own data.

2.4.2 Some unconvincing arguments have been advanced to support the idea that

confirmation of the preliminary data is not needed. First it 1s suggested that if two
independent sets of unreliable data indicate similar findings then they may be accepted and
regarded as reliable. It is unclear to me why this should be so. Secondly, it is suggested that
if an unreliable technique (comparisons using pooled data) yields similar results to a reliable
technique (aggregation) it may be regarded as reliable. Equally might not one contend that

the reliable method should be regarded as unreliable?

2.4.3 The present state of the statistical analysis is exploratory — it 1s not either confirmed
or explained. Some of the questions raised need to be answered as part of the confirmation
stage. If this is accomplished the explanatory stage should seek to understand the findings, in
particular 1ssues of nisk stratification need to be considered among other possible
explanations. To do this much more detailed and reliable comparator data will be needed,
otherwise assumptions will be made about the frequency of additional risk factors in HES
and UKCSR data. If the stages of confirmation and explanation are not achieved, should the
Inquiry not acknowledge that the uncertainties inherent in the preliminary data render them

unreliable as the basis for any judgement?

2.4.4 The CCNR has underlined emphatically the fact that paediatric cardiac surgery is a

team activity, and that its results are determined by the work all of members of the team.

2.4.5 The Inquiry may feel that some media handling of the preliminary data may have

added inappropriately to the pain of many parents. Appreciating how sensitive the Inquiry

has been to the position of individual parents, I wonder whether the Inquiry’s report should
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be formulated in a fashion which does not add yet further to the parents’ pain. It may even be
possible to alleviate some of that pain, at least in part, by emphasising the many aspects of

care and outcome in Bristol which seem to have been good and acceptable.
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APPENDIX 3

My Consenting Procedures

3.1 INTRODUCTION

I have always believed that respect for other human beings is the essential basis not only for
personal, but also for professional and everyday relationships. In my relationships with
patients and their families I sought to provide thorough and complete information in advising

them and seeking their consent for the proposed operation.

3.2 ESTIMATION OF THE RISKS FOR THE INDIVIDUAL CHILD.

It was my practice to provide a full explanation of the abnormality, its effect if untreated,

the proposed treatment and any alternatives and the risks attached to that treatment for that
individual child. The figure given for risk was based on my experience with the condition in
question but was adjusted to take into account the individual characteristics of the particular
child. Opportunities for discussion and questions were provided, together with the offer of
further consultation, if needed, before the parents felt able to decide whether or not to accept
the advice. That this is how it was done has been witnessed to by many parents in their
written and oral evidence. The advice given to parents reflected the view of the whole team

and was cautious, considered and comprehensive.
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3.3 THE RISKS IN C-AVSD.

[ have been criticised for the advice given to some parents at the end of my C-AVSD series.
It has been stated that the figure which I gave did not reflect my own experience when
operating on this condition. It is said that I had quoted a risk of 20-25% when my experience
at that time was of a mortality in the region of 50%. Mr Langstaff (day 92 page 25 para 61
line 17 et seq) pointed out that the actual mortality was double the figure quoted to parents
for the whole series. I understood that the high mortality reflected my results in a group of
patients of whom only a few had isolated C-AVSD (and had a lower risk) and most of whom
had C-AVSD with significant additional abnormalities (and had a higher risk.). Please
remember that my practice was to quote a risk which took account of all the known facts
about each individual child. So when the available information indicated that the patient
under consideration appeared to be free of additional abnormalities, I quoted a figure for risk
for a child with isolated C-AVSD, namely 20-25%. This I considered to be appropriate, and
it reflected my experience of children with 1solated C-AVSD, although it is a little higher that

the national figure at the time.

3.4 ESTIMATE OF THE RISKS AND INCOMPLETE DIAGNOSIS.

During examination I was asked on day 92 (page 24 para 59 line 12) whether in view of the
high frequency of the unexpected findings of additional abnormalities in this series, I should
not have given a higher figure to take account of that feature of my recent experience, and
presumably the possibility that it may continue. However if there is an intrinsically low
likelihood of an undiagnosed additional abnormality occurring, the fact that there has been an
unusually high incidence in recent patients does not alter the fact that the probability of such
a finding occurring in the next patient remains low. The only circumstances in which this
would not be correct is if there was a systematic failure of pre-operative diagnosis. I did not
believe that there was such a systematic failure. There was for example no such experience 1n

the work in general or in Mr Dhasmana’s AVSDs.
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3.5 CONCLUSION

3.5.1 In giving information to parents, I did so fully and honestly, and in a way that was

tailored to the circumstances of each individual patient.
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APPENDIX 4

Managerial Issues

4.1 INTRODUCTION

My managerial responsibility came from being a cardiac surgeon, Associate Clinical Director
of Cardiac Surgery from 1990 to 1992 and Medical Director of the Trust from 1992 to 1997.
It is my belief that I performed these duties competently and that I continued to enjoy the

confidence of my colleagues through all the vissicitudes of 1995 and thereafter.

42  AUDIT

Within the Cardiac Surgical Unit, development and use of audit techniques throughout the
period of the review was an important part of the team’s work. An account of this is given in
Appendix 1 and need not be repeated save to point out that at all times we sought to adhere to
the guidelines for audit of the Royal College of Surgeons, to be thorough and complete and to

be open to all those who wished to participate.

The development and cohesion of the team was assisted by fostering attitudes of partnership
through meetings and discussion and by such tangible contributions as the comprehensive
guidelines which I wrote, and on a number of occasions revised, for the care of the cardiac

surgical patient.
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4.3 THE DEVELOPMENT OF THE UNIT.

My surgical colleagues and I were continually working for the development of the cardiac
surgical unit. The position in the early 80s was of a small unit, with its provision for the
cardiac surgical patients of the South West being the poorest in the United Kingdom. Despite
this extreme position, development came slowly and I often wondered why it took so much

time and effort to achieve each step forward.

The re-development and expansion of the department in 1987/88 was an important step
forward which enabled over 700 operations per year to be carried out. It also enabled the
team to consider further important developments. The first of these was the establishment of
the University Department of Cardiac Surgery with the help of the British Heart Foundation,
which enhanced the academic aspects of the work of the department. It also created an
opportunity to recruit as professor a dedicated paediatric cardiac surgeon, who would have
contributed to our paediatric work. Although a sustained effort was made to achieve this
goal we were unable to attract a paediatric cardiac surgeon. Among the reasons, was our
inability to obtain a commitment to resolve the split site by moving the children’s work to the
children’s hospital, which was the second development which we sought around 1989-91.
This failed at that time, because, although everyone accepted the argument, the financial
resources were not available. The matter remained under active debate and was eventually
successfully achieved in 1994-95. Mr Pawade was appointed in September 1994 and took up
his post in May 1995; the contract for the necessary building work in the children’s hospital

was signed in November 1994 and the new unit was open for work in October 1995.

During the period 1984-1995 the NHS was continually under severe financial constraint.
During this period the facilities for cardiac surgery in Bristol for the South West were the
least adequate in the United Kingdom. Despite this it took a long time and a sustained effort
to achieve any expansion. The development of 1987-88 took five to six years to achieve.

Had it been achieved sooner the issue of the split site could have been addressed sooner.
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Progress on that issue too was held up for three to four years specifically because of lack of
finance. One can only speculate on what might have happened, and what might not have
happened, had the children’s work gone to the Children’s hospital around 1990-91, as we had

hoped.

44 RESPONDING TO EXPRESSIONS OF CONCERN.

As Associate Clinical Director for Cardiac Surgery, as Medical Director of the Trust, as
Senior Cardiac Surgeon from 1991 onwards, I was the person who should have responded to
any concerns about the work. Prior to January 1995 no one ever expressed to me the view
that the work as a whole, or in part, or by either surgeon was of an unacceptable standard.
Specifically, such a view was never stated to me by Dr Bolsin or any of his associates, nor
was I aware until Feb 1995 that Dr Bolsin had carried out an audit of the results of paediatric
cardiac surgery. Some of the contents of that audit were placed in the public arena in the

Spring of 1995 but the errors in it were not identified until much later.

If it was felt by anyone with such a concern that they could not bring it to me because I was
too involved with paediatric cardiac surgery or for any other reason, were there other
pathways for the expression of concern? It is my view that there were many other pathways.
These included the Clinical Directors of Anaesthesia, Surgery, Cardiac Services or
Children’s Services, the Chairman of the Trust Audit Committee (of which Drs Bolsin and
Black were members from 1994 onwards), any of the ‘three wise men’ other than me, the
Chief Executive or the Chairman of the Trust, the Regional Medical Officer or a variety of

other National bodies.

It has been suggested that I blocked the transmission of concern using the influence of my
various appointments to do so. I wish to state categorically that I did not and would never
have done so. No expression of concern was ever made, that I have knowledge of, to any

Trust committee or group prior to January 1995. There was nothing for me to block.
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45 THE JOSHUA LOVEDAY OPERATION.

In January 1995 Prof. Angelini, on behalf of Dr Bolsin and himself, spoke to me in my role
as Medical Director of the Trust. He expressed the view that the proposed operation on
Joshua Loveday, planned for six days later, should not be carried out. After a conversation
with Dr Bolsin, I responded by arranging for all the paediatric practitioners, including Dr
Bolsin, to meet and review the decision and to do so with the assistance of agreed figures on
the results of all the Switch operations. At that meeting there was unanimous agreement, Dr
Bolsin included, that on clinical grounds it was appropriate for the operation to proceed. Dr
Bolsin did object for non-clinical or political reasons, which he was unable to explain to the
group, and he remained in a minority of one objecting to the operation. I believe that this was

a full, open and appropriate response to the questions which had been raised.

It is my recollection that the decision to have an External Inquiry was made prior to that
meeting. In my judgement it was right that the decision of the meeting should be made only
in Joshua Loveday’s best interest, and should not be complicated by this issue, nor should the
pressure on Mr Dhasmana as the surgeon be increased by knowledge of it. Whether that was

a sound or a wrong judgement is for the panel to decide.

4.6 SOME GENERAL ISSUES IN THE MANAGERIAL CONTEXT.

4.6.1 In 1992 my work as Medical Director had no identifiable additional responsibilities
to those which I accepted as Chairman of the Hospital Medical Committee. As the post
evolved, this changed rapidly, so that by 1994 it was felt that one person could no longer do
both jobs. I believe that I worked hard and effectively for the Trust, and for my colleagues, as
Medical Director. The fact that I was invited to continue as Medical Director by Dr
Roylance in 1994 and again by Mr Ross in 1996, and that I had the support of my consultant

colleagues in doing so, I took as an expression of confidence in my work.
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