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be stopped or curtailed until the changes had been implemented. It is inconceivable that
he would have stood by and let serious concerns that there were or might be avoidable
deaths pass unchallenged and uninvestigated: to have done that would not have been in

his nature.

The following circumstances support the view that his evidence about his own state of
awareness or understanding is likely to be true, whatever was the actual state of mind of

various clinicians:

a. in an environment where improvement is constantly being sought without there
being any implication for the safety of patients, management is not likely to be
made aware of any “concern” unless it is made quite explicit;

b. doctors have a professional responsibility to report to management their
knowledge of any matters prejudicing patients, where management action is

necessary;
C. they must exercise such responsibility clearly and explicitly;
d. management will expect that, particularly where management decisions and

authority are being delegated to the clinical professionals in the front line.

AUDIT

Summary
9. The process of audit was introduced in Bristol in accordance with national guidance and

direction. The challenge facing management was that the profession were suspicious of
the process and saw it as a potential threat to their clinical independence. Accordingly
audit had to be introduced slowly, with complete control in the hands of the profession,
to encourage their acceptance of the process as a valuable adjunct to the provision of care
to patients. It was, theretfore, very difficult for management to do more than provide the
necessary resources and to react to reports and requests from the profession. The
challenges in this respect faced at Bristol were no different from those in the rest of the
country.

National and other guidance
[t was consistently emphasised throughout the period that medical or clinical audit and
review was the responsibility of the practitioners providing the care, rather than
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management, whose role was to provide resources to enable this to happen, and to act on

recommendations made by the profession:

a. Annex B of the Regional Health Authority 1989 paper on audit made this very
clear [WIT 108/59-63]:

“Medical audit is a systematic approach to peer review of medical care in order to identify
opportunities for improvement and to provide a mechanism for bringing them about. It complements
and ultimately overlaps financial audit, utilisation review and resource management but it differs in
that its purpose is primarily clinical rather than managerial, its focus is the process and results of

medical care rather than the resources, and it is the business primarily of doctors rather than

managers.” WIT 108/59

“Health authorities and managers are held responsible for the overall running of the hospital
service, but they are not competent to make judgements on the technical quality of medical care.
They must therefore entrust this function to the medical staff, with an agreed level of feed-back and

assurance that the professional self review does exist and is effective in improving patient care.

As a bridge between the individual doctor and the health authority, the medical staff should accept
a share of corporate responsibility for the quality of medical care both within their own speciality

and the hospital as a whole” WIT 108/60

See also WIT 108/61-31

“The medical staff corporately accept responsibility for the quality of medical care within the
hospital....

The governing board and management receive a regular summary of the process and the outcome
of audit from the medical staff.”

b. 1991 DoH circular HC(91)2 [WIT 108/71-74]
Even by 1991 the Department of Health was leaving the process in the hands of
the profession, and it was believed that such a system would be an adequate

safeguard:

Dr Doyle [Day 67.50]

This directly referred to the audit circular, HC(91)2, which set out the duties locally of clinicians to
audit themselves. If that mechanism had been up in place and working, then it should have been able
to answer the questions. That circular clearly stated that audit remained at that stage, a professional
matter. It was for the Trust to give the professional the tools with which to do the job.
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The attitude of the profession
The evolution was described by Dr Walshe [Day 62.16]:

“Q. Ithink if we looked at the Inquiry paper again, we would see a whole string of factors mentioned,
all of which culminate perhaps in the initiative in 1989. If a bystander had come along and said, "Well,
is this initiative going to guarantee safe clinical practice across the United Kingdom?" would those
behind the reforms have said, "Well, yes", or would they have said, "That is not quite what we are
hoping to achieve", or "It is too early to hope to achieve that"?

A. We were asked to evaluate the development of medical and clinical audit in, I think, 1992, three
years after the process had been put in place. I remember engaging in some sort of post hoc attempts
to work out what the objectives had been at the time. It was difficult to discern those objectives. 1
think the purpose in 1989 was much more about putting a process and systems in place than
necessarily about delivering either huge improvements in the quality of care or necessarily ensuring that
significant problems could not happen or would be less likely to happen in the future. The objective
was, | think, more modest. It was to engage the professions, particularly the medical profession in a
system or a process for quality improvement that would lead in the future to those sorts of objectives
and ends, but I do not believe the policy makers at that time thought that the introduction of medical
audit was going to be something that would bring short-term gains and would deliver those sorts of
improvements straightaway. I think they recognised that it was a long-term issue involving cultural
change in the service that would take time to work through.”

Mr Dean-Hart said in his statement, at WIT 93/10, that there was a lot of

resistance to audit in 1991:

“Doctors had fears about having to change their practices and having their shortcomings exposed to

their colleagues.”

WIT 93/11, para 28

“It was thought by many of my medical colleagues that this could be used by management to alter

working practices.”

WIT 93/15, para 42

“In 1990 there would, I believe, have been little disagreement between those in the medical profession,
that if you kept yourselfupdated concerning current medical practice and conscientiously strived todo
the best you could for a patient or a group of patients, then this was all that could be expected of you.
In 1990-92 there were few units and few hospitals in the UK where meaningful audit was being carried
out. The data for comparison of activities between units, or between one surgeon and another, was
sparse and unlikely to be helpful in management terms.”

Bristol’s implementation consistent with regional and national guidance

It is submitted that the setting up of the Audit Committee and the provision of resources
for it were in reality all that the management were asked to do in respect of audit. There
is no evidence that it was suggested to Dr Roylance there was anything specific in relation
to the provision or administration of audit which he should be doing. He supported the
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concept of audit and was keen to see it developed, but recognized that progress would be

slow.

MANAGEMENT ACTION ON SPLIT SITE AND NEW APPOINTMENT

10.  There is no doubt that a considerable time elapsed between the view being formed that
these steps were desirable and their implementation. There is, however, no evidence that
Dr Roylance or other managers obstructed the development of plans for these
improvements to be achieved. The slow progress in these matters has to be viewed

against the background of:
a. competing demands for other developments;
b. at times a less than united view in child services as to the merit of the proposed

amalgamation, as against other projects desired by those caring for children;
C. the difficulty in finding resources for expensive projects such as this;

d. the inherent difficulty in investing a very large sum in the old children’s hospital
which it was known was to have a very limited life.

THE EXPRESSION AND COMMUNICATION OF CONCERNS TO DR ROYLANCE

11.  The striking fact is not that it is now alleged by certain witnesses that they communicated
concerns to the Chief Executive, but that if there was actually a seriously held belief on
the part of consultant clinicians that avoidable adverse outcomes were being ignored,
there were not a very much larger number of such communications by a wider range of
people, individually and collectively, persisted in until satisfactory action was taken. The
paucity of even claimed communications over the period 1989 to 1995 is eloquent
testimony that the vast majority of clinicians were either unaware that there were serious
concerns, or rejected the credibility of them. It is therefore hardly surpnsing that a non-
specialist Chief Executive, in constant receipt of reassuring information from the Medical
Director and Clinical Directors, remained completely unaware of any suggestion that

avoidable deaths were occurring.

a. Potential sources of knowledge

i. Medical Director
Whenever Dr Roylance sought information about quality issues in
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paediatric cardiac surgery from Mr Wisheart he received reassuring
information. Given that it would undoubtedly be a serious matter for a
non-specialist Chief Executive to doubt the advice of the Medical Director
in relation to a matter within his own specialty, it would have required
specific evidence that the advice should be checked in some way. It was
never suggested to Dr Roylance that he ought to doubt the Medical
Director’s advice, and it 1s submitted that he was in fact never given

reason to do so.

ii. Corridor conversations

In the absence of direct evidence that Dr Roylance was told of particular
conversations, evidence of what was taking place within the departments
of anaesthesia or surgery should be disregarded. There are, in any event,
particular dangers in this case in relying on vague evidence of this nature
when it is common ground that Dr Bolsin was keeping his audit activities
and results secret from the paediatric surgeons and the majority of the
paediatric cardiologists, and both he and Professor Angelini were talking
outside the hospital without informing the paediatric surgeons or
cardiologists. Therefore it is very probable that different people in
different parts of the hospital would have had different information,
perceptions and understanding of the position.

iii. The Bolsin/Black audit
This was deliberately conducted in secret and therefore was not accessible
to Dr Roylance. As demonstrated below, the evidence does not support
any contention to the effect that Dr Roylance was alerted to the existence
of figures which might show that avoidable deaths were occurring. The
audit figures could have been, but were not, sent to Dr Roylance with a
formal request for investigation and action.

iv. Clinical Director’s meetings
These were attended on a regular basis by Dr Roylance: there is no
suggestion that concerns about outcomes in paediatric cardiac surgery
were ever raised at such meetings.

V. Informal meetings with individual Clinical Directors, consultants and

others
The evidence suggests that Dr Roylance was a frequent visitor to all parts
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of the hospital and was always available to any member of staff who
wished to raise a genuine matter of concern. Save for the incidents which
are considered below there 1s no evidence that he was approached with

concerns about avoidable deaths.

Audit Committee

While the activity of audit was not a matter in which management would
have become involved at the time (see above), if the Committee had
become concerned that the process was not occurring appropriately it
could have requested management action from the Chief Executive. Dr
Bolsin and Dr Black were members of this Committee.

Hospital Medical Committee and its Chairmen, past, present and future
While, by definition, this committee was a professional rather than a
managerial forum, matters of serious professional concern could
undoubtedly be raised through its meetings and structure.

Royal Colleges

The relevant Royal Colleges could have been expected to become aware
of any matters of serious concern from inspections and informal
communications and, where it was thought management action was
required, to contact the Chief Executive. (See below paragraphs dealing
specifically with the actions of the Royal Colleges in this instance.)

Supra-regional Advisory Committee
This could have been expected to monitor the performance of units funded
by the Committte and to communicate concerns to management,

Department of Health

As it shown by the evidence, officials at the Department are the recipients
of much informal information, including expressions of concern about
performance. A Chief Executive might be forgiven for believing that if the
Department came into possession of information which suggested to it a
need for specific management action they would communicate that
information directly to the Chief Executive rather than to a clinician not
known to be part of the management structure.

Dr Roylance’s understanding of the needs of paediatric cardiac surgery
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. Dr Roylance was aware of a desire for improvements in paediatric cardiac
surgery when he became DGM in 1985. In the late 1980's and early
1990's there was an evolving increasing pressure [Day 88.16.20].

1. He knew in the run-up to the appointment of Ash Pawade that neonatal
switches had been stopped because of poor results, because it was
important to recruit someone who would be able to recommence that

programme [Day 88.23.14].

iil. He first became aware that Dr Bolsin had been collecting data after the
Hunter/de Leval visit [Day 88.24.9].

1v. He did not know that Bristol had a low through-put, had been identified
as having less good results and that it was therefore being recommended
that referral to Bristol be increased. He finds that view very strange and
would have wanted to ask questions about it if he had known [Day
88.62.15-66.15].

V. He became aware of Martin Elliott’s concern that the split site was
potentially dangerous probably during the work up for the appointment of
Ash Pawade. On inquiry, nobody could identify any one child who had
suffered as a result [Day 88.94-96].

Vi. If he had been told that the service was or might be unacceptable he would
have sought advice from the Royal Colleges [Day 88.33.18-35.20]. He
understood that in such circumstances it would be his responsibility to
bring in appropriate people to advise him as to whether the assertion was
well-founded but “having responsible professional advice that it was
unacceptable would be the basis for my action.” [Day 88.36.14-15]

vii.  Not having received such advice at any stage he understood that the
problem to be addressed was one of seeking to improve standards in a
service which was performing within an acceptable range, but was not one
of the best.

The Bolsin letter of 1990 [UBHT 118/8]
The context of the letter is clearly a concern about the accuracy and effect of the
application for Trust status, rather than a report to the Chief Executive of a fear
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that there were unnecessary deaths occurring. The letter requests no specific
action and certainly does not claim that the service ought to be suspended. Dr
Roylance’s reaction was to telephone Dr Bolsin and to put him in touch with
relevant professionals. It is submitted that his reaction was a perfectly reasonable
and responsible one in the circumstances, and without the benefit of hindsight.

1. Trevor Thomas [Day 62.143-146] stated that the letter was primarily
about the application for Trust status, which is why he advised that it
should be addressed to Dr Roylance. He said [WIT 323/94] that the unit
was trying to negotiate a move of paediatric cardiac surgery to the
Children’s Hospital and the letter presented reasons to the DGM “for
increased resource to be given to Paediatric Cardiac Surgery services to
improve the service and make its mortality rate amongst the lowest in the
country.” It is suggested that this clearly demonstrates the way in which
the letter was intended to be understood.

il. Dr Bolsin in his evidence to the GMC largely agreed with this
interpretation of the letter, although he sought to go beyond it when that
evidence was put to him in this Inquiry [Day 80.100-101].

iil. The way in which Dr Roylance understood the letter was clear to Dr
Bolsin from his telephone conversation with him [Day 80.119-120], but
he did nothing to suggest to him that the letter had some other meaning or
required a different response.

v, If, through whatever channel, the letter was drawn to the attention of the
Chairman of the District Health Authority, the Chairman of HMC, the
Chairman of Dr Bolsin’s own Division and possibly (on Dr Bolsin’s
account) the senior surgeon of the service in question, there was nothing
further for the Chief Executive to do, unless asked subsequently to do so.

V. If he had considered it to be as important as it is now claimed to be, Dr
Bolsin would have followed it up, alternatively he had a responsibility to
do so; he did not follow it up.

Vi Dr Bolsin said that the letter was written with the assistance of Dr
Thomas, who was at the time the Chairman of the Audit Committee and
past Chairman of HMC. Dr Thomas did not raise any concern about
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mortality and morbidity in paediatric cardiac surgery with Dr Roylance.

Private Eye
Along with almost all other clinicians and officials Dr Roylance ignored the

reports in Private Eye in the sense of wondering whether they contained any
reliable information which should be acted upon. One report (SLD 2/3 “killing
fields, refusal to publish mortality stats etc) was brought to his notice, probably
by Mr Wisheart (and possibly others), in the context of the possibility of bringing
legal action; the obvious implication is that the report was false. The same article
talks about the orthopaedic waiting list, an issue with which Dr Roylance was
familiar, and he knew that what was said about that issue was false [Day 88.125-
126.] He did not know that the effect of the Private Eye articles was to inhibit
audit [Day 88.135.20], as described by Dr Monk [Day 73.56].

Dr Roylance’s treatment of this publication was the same as a wide range of
professionals: see for example Sir Terence English [Day 18.136], Dr Underwood
[Day 75.111].

Binding correspondence 1992 [JDW 3/134]

On receipt of the letter from Mrs Binding of the NHSME, Dr Roylance referred
it to Mr Wisheart, who spoke with Dr Joffe and the parents concerned. He
produced figures for Dr Roylance to send to the NHSME [ JDW 3/157] and, 1n
effect, reassured him that each item in the Private Eye 8" May article had been
addressed. The results for children in general in the late 1980's and Fallot’s
Tetralogy in particular, appeared to be acceptable. The figures included outcomes
in Bristol in relation to outcomes in UK as a whole. The overall results for the
Fontan, the operation the child was to undergo, were, for the last 5 years,
comparable to the UK results and had been particularly good in the last 18
months. There was an explanation for the Fallot figures being less good, namely
that there had been excess deaths in 1990, and an assertion that figures for some
procedures were better than the national average. Dr Roylance understood that
they had reviewed the reasons for the “excess deaths” in 1990 [Day 88.134].

In these circumstances it is entirely understandable that he did not feel there was
any cause for concern. There were certainly no contrary indication from the
Department in response to his letter.

Professor Prys-Roberts
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