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Why were Concerns about Quality Ignored ?

2.7.1.

2.7.2.

2.7.3.

2.74.

Many of the observations made under "External Audit" also apply here. In
particular, there were problems with obtaining and interpreting reliable
figures and a general reluctance to take responsibility for overseeing the

success or failure of surgical outcomes.

Another striking point is that, as with other managing bodies, the
S.R.S.A.G. imposed a high burden of proof on those who sought to
persuade them that Bristol required investigation. Dr. Halliday exemplified

this.

Dr. Halliday agreed that the umit at Bristol needed to be kept "...under
review..." because of concemns about its throughput and outcomes (day 13,
page 49). He also agreed that for some time, the S.R.S.A.G. had been aware
that Bristol was potentially weak. At page 46, lines 17 {f., the evidence was

as follows : -

Q So the Advisory Group were in a position in the [980s to identify an
under-performing unit?

Yes.

Did they do so in respect of Bristol?

Bristol was always a worry. It was a particular worry to me, but it was a worry
in a sense that I could not understand why referrals were not increasing, and 1
made many visits to Bristol, to the Welsh Office, and met many people in the
South West, clinicians I mean mainly, but also managers, to try and identify

what the problem was. [t never became clear.

Having identified that "Bristol was always a worry", neither Dr. Halliday
nor anyone else associated with the S.R.S.A.G. took effective action to
improve it or de-designate. On the contrary, the refusal to act in the absence
of corroborative evidence was as intransigent as ever. On day 89, page 125,
lines 17 to 19 (dealing with Henderson's concerns which he had received via

Professor Crompton), Halliday insisted that : -

"I am sorry, but you receive information, you do not necessarily take action, but

you do not dismiss it;, you retain the information and if something else comes
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along to complement what you have just been told, they you might well take

action".

2.8.  What would have been the Effect of De-Designation ?

2.8.1. The B.H.C.A.G. submit that if Bristol had been properly investigated by the
S.R.S.A.G., the overwhelming likelihood is that de-designation would have
followed. Certainly on the statistical and case note review evidence
produced by and for this Inquiry, it is difficult to see how any other

conclusion could properly have been reached.

2.8.2. If Bristol had been de-designated, paediatric cardiac surgery would have
stopped there. Quite apart from the issue of funding, the implications for
the quality of care would almost certainly have halted referrals. Catherine
Hawkins (Regional General Manager from 1984 to 1992) told the Inquiry
that she would have suspended paediatric cardiac surgery at Bristol if she
had even known that Sir Terence English was contemplating de-designation

(day 56, page 11, lines4 to 11).

2.8.3. The B.H.C.A.G. therefore submits that those responsible for administering
the S.R.S.A.G. failed in their duty to the patients whose interests,

ultimately, they were charged with protecting.

11




1.

SUB 0013 0123

L. EXTERNAL AUDIT

PRINCIPAL POINTS

1.1.

1.2.

By “external audit”, we refer to the process by which those bodies outside the
management of the B.R.I. ought to have appreciated that the paediatric cardiac
surgery was dangerously flawed and should be stopped, pending (at the very least)

substantial reorganisation.
The B.H.C.A.G. submits that : -

1.2.1. For a variety of reasons there was no proper information about outcomes for
the whole of the period from 1984 to 1995. This was true throughout the
National Health Service and meant that such bodies as the Royal Colleges
and the Department of Health acted largely in ignorance of the quality of

care being provided.

1.2.2. Dafficulties with obtaining and interpreting information were always more
difficult where the centre in question had figures which suggested
substandard care. Unsurprisingly, therefore, Bristol was particularly unco-
operative and reluctant to give details about the performance in paediatric

cardiac surgery to any (potential) monitor.

1.2.3. Notwithstanding this, there were a number of warnings which the
authorities 1gnored for reasons of mismanagement and misappreciation of

risk.
1.2.4. Key factors in the failure to respond to the warnings were : -

1.2.4.1. A lack of any clear sense of responsibility in those organisations
(the Department of Health, the Regional Health Authority, SRSAG,

the Royal Colleges) which might have been in a position to act.

1.2.4.2. Application of an excessive burden of proof which meant that
administrators reacted tardily (if at all) to the evidence that they

were given.
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1.2.4.3. A failure of the managing organisations to liaise and thereby

appreciate that there was a major problem.

1.2.5. Had the warnings not been ignored, Bristol would have been investigated
and (probably) de-designated. Also, Dr. Bolsin’s concerns would have been

vindicated at a much earlier stage.

1.2.6. The administrative failure to tackle Bristol’s obvious weakness was as

culpable as the surgeons’ refusal to recognise their own inadequacies.

1.2.7. Experience at Bristol shows that it is a mistake to rely either on self-
regulation by the medical profession or on the “caveat emptor” principle. It
is all too easy for mediocre care to be camouflaged by superficial,
insignificant attractions. Only independent audit will give the patient

protection against substandard care.
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2. DETAILED SUBMISSIONS

2.1. The Absence of Information

2.2, What was the Problem ?

2.2.1. Information obtained about the quality of health care was patchy and often
unreliable between 1984 and 1995. The Griffiths report (which dated from
1983 and 1984) had concluded that, generally in the NHS, there was no
proper means of evaluating the quality of care. Sir Graham Hart (day 52,
page 35, line 17 to page 36, line 3) agreed that Griffiths was right. Sir
Terence English felt (day 18, pages 109, line 25 ff.) that the data was not
available in the way “it needed to be in terms of detail and risk
stratification”. Even at regional level, Ms. Hawkins (day 56, page 57, lines
2 to 6 was forced to agree with the conclusion that "...in 1989 there simply
was no reliable information that one could have at regional level as to how

a hospital was performing in terms of the results for the patient"

2.2.2. As Mr. Barry Jackson (day 28, page 27) put it, there is no doubt that
standards of audit were significantly lower between 1984 and 1995 than
they are now. He also pointed out that the widespread use of computers
after about 1989 made the task significantly easier (page 47). Also, Dr.
Roylance observed that even as late as 1995, there were no agreed

standards of audit (day 25, page 22, lines 11 to 24).

2.3. Why was there a Problem ?

2.3.1. The lack of proper national audit had four main causes : -
2.3.1.1. Lack of political will.

2.3.1.2. Difficulty in obtaining information.
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Hostility to audit in the medical profession.

Difficulty in interpreting information.

2.3.2. Lack of Political Will

2.3.1.3.

2.3.14.

23.2.1.
_,M'

2.3.2.2.

2.3.2.3.

23.24.

The Griffiths report (ref. HOME 3/12) concluded that there was no
system of evaluating care in the early 1980s. Sir Graham Hart (day
52, page 35, line 17 to page 36, line 3), agreed that this was a

problem, although he denied that there was "no system".

It should be noted that one advantage of facilities of this kind is that
they are comparatively easy to quantify. Conversely, statistical
analysis of mortality and morbidity requires very sophisticated
techniques that are difficult to apply and interpret. A key difficulty
was probably that the emphasis of health care policy in the late
1980s (post-Griffiths report) was directed at those things that would
be most apparent to the patients. Documents such as the 1989 White
Paper entitled "Working for Patients" (HA/A 0165/0145) tend to
highlight the needs and requirements of patients, stipulating that a
premium should be placed on the quality of those aspects of care
which the patient can easily appreciate. (eg. "... quiet waiting
areas...clear information leaflets about the facilities
available...clear and sensitive explanations of what is happening" -

page 156).

The RCS response to the White Paper "Working for Patients" was
entitled "Guidelines to Clinical Audit in Surgical Practice" (1989 -
WIT 0048/0116).

This does not mention mandatory topics of audit
(mortality/morbidity) in regard to comparing different centres,
inspection or national standards of any sort. It does not suggest any
sort of audit at any level higher than that of the hospital at which

treatment s provided.
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2.3.3. Difficulty with Obtaining Information Generally

2.3.3.1. The difficulty with this was that hospitals (and later Trusts)
appreciated that it was not in their immediate interests to disclose
disappointing figures. The B.H.C.A.G. submits that this was (and
probably remains) a key weakness with any system of audit that
depends primarily on institutions being responsible for monitoring
and disclosing information about their own work. In the case of
Bristol we deal with the point in greater detail under “Internal
Audit” and in the discussion of the reception given to the statistics

of Dr. Bolsin and others.

2.3.3.2. Where results were good, clinicians were happy to offer evidence of
their success. For example, the Southampton unit did offer figures
for the consideration of referring paediatricians (evidence of Dr.
Trevor Jones, REF 0001 0077). Unfortunately, the reverse was also
the case. Many centres other than Bristol were reluctant to give
information, especially if they thought that the results were bad

(evidence of Dr. Ian Baker, day 36, page 96, lines 2 to 14).

2.3.3.3. As Dr. Bruce Keogh put it (day 38, page 107, lines 11 and 12) when

dealing with the Cardiac Surgical Register "...considerable

4

diplomacy was required to attract this data..."  Moreover,

"...reassurances had to be given that the units would not be

identified.."

2.3.3.4. That general problem does not, of course excuse Bristol’s failure to
provide figures for audit - even after 1993 when the DOH set
standards (see, for instance, UBHT 66/332). It is apparent from the
evidence of Sir Graham Hart (day 52, especially at pages 82 and 83)
that Bristol did not give answers to the key questions. But Sir
Graham did not even know what the response rate to those

questions was and accepted that "...obviously if there were a lot of
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units that behaved in the same way, that would very much reduce

the utility of the report..."

2.3.4. Hostility to Audit in the Medical Profession

2.3.4.1. Dr. Baker commented that there was a suspicion of audit throughout
the medical establishment which extended to 1995 (day 36, page
102, lines 12 ff.). This was indirectly confirmed by Ms. Hawkins
who said this (day 56, page 64, lines 1 to 11) : -

Did you or your RMO try to get the figures from the BRI? I would have
to say no, because I would not have had the evidence to go in and
demand such figures. A reluctance on the part of districts who were
very content to refer out of region and not to the BRI, without being
able to identify what they meant -- what did they mean by
unsatisfactory outcomes -- was not a reason to put in two or three
people to try and identify and collate statistics by hand, which is what

it would be

2.3.5. Difficulty with Interpreting Data

2.3.5.1. The statistical evidence given to this Inquiry shows clearly the need
to be careful about extrapolating too much from very small samples.
It is always too easy to assume that a centre is much better or worse
than it “really” 1s because of a particular “run” of cases. As Dr.

Paul Aylin (day 70, page 84, lines 3) ff. put it:-

When you are talking about very small numbers of cases of admissions,
perhaps less than 5, certainly, it is very difficult to make inferences
from these figures because we are talking about very, very small

numbers, and one death might make a lot of difference to the mortality.

2.3.5.2. In the context of national audit, Dr. Jane Ashwell agreed that if the

results at any small centre were poor, it would always be impossible




SUB 0013 0129

to substantiate concerns about care because the numbers would be
too small to be statistically significant (day 67, page 194, lines 13
ff.).

2.3.5.3. Yet another problem was a sense that because of the complexities
of what was involved, it was impossible for anyone other than the
clinicians in a particular field to comment on the quality of the work
(see, for instance, Halliday, day 13, page 124, lines 8 and 9). In one
sense, this is only indirectly linked to audit per se. However, it does
highlight the problem that the technical demands of paediatric
cardiac surgery meant that it was hard to monitor the figures
accurately and produce a reliable result. Characteristically, this was
always a key part of Dr. Roylance's view of the situation at Bristol.
He insisted (day 24, page 16, lines 13 to 19) that only clinicians

know if their performance 1s weak.

2.3.6. However, pausing here, the B.H.C.A.G. submut that :

2.3.6.1. As the work of Dr. Spiegelhalter and other distinguished colleagues
shows, it is possible to set up reliable and useful statistical analysis
if the political and financial means are made available to achieve

that.

2.3.6.2. While it is clearly true that only another specialist clinician will be
able to evaluate fully all aspects of another doctor’s work, that 1s
not (in itself) a reason to avoid instituting a system of proper

external audit.

2.4. Special Difficulties with Obtaining Information from Bristol
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2.4.1. Although in certain respects, record-keeping at Bristol was good', in general
those involved in paediatric cardiac surgery did their best to avoid the
implications of poor results and deflected enquiries from administrators

expressing concern.

2.4.2. For instance, Ms. Hawkins had been told that paediatric cardiac surgery at
Bristol was poor and therefore wrote to Dr. Roylance on November 20 1991
(letter ref. UBHT 38/430). Roylance's reply, largely drafted by Mr.
Wisheart (UBHT 0038 0430 and UBHT 0036 0432) suggested that the
problem was contracting, not quality, which Hawkins described in evidence
as " a clever sidestep" (page 97, line 4). Ultimately, however, at pages 104
and 105, Hawkins accepted assurances from Dr. Roylance and Mr. Wisheart

that things were acceptable and that audit would follow.

2.4.3. Another example of "fobbing off" was Dr. Roylance's letter to Doyle of 12
September 1994, DOH 1/14, following Dr. Doyle's concerns about
paediatric cardiac surgery after speaking to Bolsin earlier in the year. When

giving evidence, Dr. Doyle emphasised the effect of Dr. Roylance's letter
(day 67, page 74, lines 23 {f.) : -

"Nobody, the Secretary of State, could not have asked for better and clearer
reassurance from the Chief Executive that the Trust had analysed, understood
the problem, taken effective management action and set in train all the changes

needed to resolve it".

2.4.4. Moreover, in January 1995, Doyle accepted Roylance's decision to abide by
the result of the case conference on Joshua Loveday in January 1995 (day

67, page 18, lines 17 to 22).

2.4.5. Mr. Owen described similar experiences. During his evidence, he was
asked about DOH 4/45 which was a document from the Department, noting
that Bristol had not submitted any quarterly data for activity during
1991/1992 and referring to a meeting between Mr. Owen and Mr. Wisheart

' In particular, the P.A.S. system, of which all witnesses who expressed a view, spoke

favourably.
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at Bristol. At day 12, page 110, lines 16 ff., he described the way in which

his concerns were met : -

I certainly had a whinge about the fact that he had failed to submit any activity
data. In all fairness to the unit, that was not a problem that was particular to
Bristol in the early days of contracting. That sort of sense of discipline was not
altogether there, and it took me some time to try and install that. So we talked
about that and the impact it would have for the future. [ recall that they put
together a presentation using overhead slides, where they demonstrated their
activity and various other data. I remember specifically asking, in fact, about
their 30 day mortality data, because I think it was presented in the way that
their data was, say the UK average was 20 per cent and those were the figures
there, and it seemed to me -- I simply asked why that was so. I think you have to
understand, also, that this meeting had occurred sort of three weeks after 1
arrived in the Advisory Group, so I was kind of winging it. I remember quite
clearly that Mr. Wisheart or —- I think it was Mr. Wisheart -- was saying that
tragically, he had had a number of difficult cases where the patient had died
and as a consequence of that, where you were dealing with terribly small
numbers anyway, you only needed one or two to go wrong -- I apologise for the
callousness of this -- to have a disproportionate effect on the mortality figure.
That seemed to me a reasonable explanation at the time, but what I did
following that, and it is not recorded here, but it was a standard procedure,
basically, was that when I got back to London, I would give Dr Halliday a copy
of any of the slides that had been used, and I did -- I actually remember pointing
out that I had raised this issue about the 30 day mortality figure, and basically,
Dr Halliday confirmed the impact of what Mr. Wisheart had said. Basically, he
said "Okay, I have the slides now, I will go away and think about that and see if

there is anything for me, thank you very much"

2.4.6. Dr. Halliday in fact took no further steps of any kind. This was, then,
another example of the authorities being presented with clear evidence
(from the Bristol surgeons themselves) of excess mortality; having received
that, they then accepted the explanation given and asked no further

questions.

2.4.7. This episode therefore illustrates both Bristol’s initially unhelpful attitude
to providing information - and the unsatisfactory response of those in

authority, based on a view that in the absence of the most compelling
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evidence, the best course was to do nothing. For the reasons set out above,
it is (up to a point) understandable that Dr. Halliday should have reacted
with caution to figures based on a statistically tiny sample for very complex
procedures; nonetheless, this was a part of a wider picture which should

have alerted those in positions of responsibility.

2.5, What Evidence Existed of Bristol’s Weakness in Paediatric Cardiac Surgery ?

2.5.1. Notwithstanding the difficulties with conducting a useable audit nationally
(in general) and at Bristol (in particular), the B.H.C.A.G. submits that there
was evidence that could and should have alerted the authorities to the
disastrous performance of paediatric cardiac surgery at Bristol even before
it became a designated centre’. The pre-designation material is referred to in
the “Designation” submissions, but the essence of it is that there were clear
concerns expressed by people in a position to weigh their views carefully
and knowledgeably (such as Professor Henderson). Expressions of anxiety

continued after Bristol was designated.

2.5.2. For example, in January 1988, the Department of Health approached Sir
Keith Ross (the President of the Society of Cardiothoracic Surgeons) asking
for a survey affirming the Department's policy for infant and neonatal
surgery. The working party drew up a report (DOH 0002 0223 - 37). An
analysis of the statistics at the end of the report does not reflect well on
Bristol's performance. Mr. Langstaff cited these when he questioned Mr.
Angilley (day 11, pages 45 to 47). Mr. Angilley had been an assistant
secretary to the SRSAG from 1987 to 1992.

2.5.3. At page 47, line 8, Mr. Angilley agreed with Mr. Langstaff's proposition

that reviewing the report’s chief conclusions, "In three out of four of the

2 The Chronology prepared on behalf of the B.H.C.A.G. lists all of the principal expressions of

concern in the period covered by the Inquiry.
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performance charts...Bristol had performed worse than any other centre for

which there was data".

2.5.4. The report was discussed at an S.R.S.A.G. meeting on September 28 1989
(see DOH 0002/0213 - 220). Dr. Halliday is there recorded as having said
that the report "supported the need to rationalise provision". Since Bristol
was operating suboptimally both in terms of quantity and quality, there
was, presumably, every need to de-designate. Sir Terence English accepted
(day 17, page 123, lines 5 to 11) that "...if I had been involved with
commissioning the report... [ would have wanted to know more about it, and
I think probably, that as a member of the Advisory Group, I should have
taken more account of this". Notwithstanding these points nothing was
done. Not only did Bristol remain designated, no investigation was set in

train and no steps were taken to institute any sort of audit.

2.5.5. We quote the above at length because it shows that as early as 1989, there
was clear, objective evidence of difficulties at Bristol - commissioned by
people who subsequently said to the Inquiry that there was insufficient hard

evidence to enable them to act when further concerns surfaced in the 1990s.

2.5.6. When giving evidence, most witnesses who had been associated with
organisations that should have had a supervisory role, took the line that
Bristol was not outstanding, but acceptable. For instance, Dr. Halliday said
that (day 13, page 28, line 1) Bristol did not "...shine as a star..." It 1s
difficult to see how even this evaluation could have been made if there was
no reliable audit information. The uneasy suspicion remains that there was
indeed a realisation that Bristol was poor, coupled with a reluctance to take

effective action of any kind.

2.5.7. Also, increasingly, there was other (albeit anecdotal) evidence of trouble at
Bristol (see more comment about this in the "Referrals” submission). The
most obvious example was the series of Private Eye articles (written by Dr.
Hammond). The B.H.C.A.G. submit that i1t 1s instructive to look at the
comments made about Private Eye by various witness. Again, the striking
thing is that none of them conceded that they should have reacted with
alarm. The B.H.C.A.G. notes with regret that none of the witnesses
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