           1                                     Wednesday, 9 November 2011

           2   (10.00 am)

           3   MR MACAULAY:  Good morning, my Lord.  The next witness

           4       I would like to call is Mary Harrington.

           5               DR MARY GABRIELLE HARRINGTON (sworn)

           6                    Examination by MR MACAULAY

           7   MR MACAULAY:  Are you Mary Gabrielle Harrington?

           8   A.  I am.

           9   Q.  Could you tell the Inquiry what position you hold at

          10       present?

          11   A.  At the present, I'm working as a consultant geriatrician

          12       at Trafford General Hospital in Manchester.

          13   Q.  Perhaps I can put your CV on the screen and carry on

          14       from there -- INQ02780001.

          15   A.  I have submitted an updated version.

          16   Q.  Indeed.  I think the particular change we see is your

          17       change in the position you held when this CV was

          18       prepared, because, as we look at the appointment you

          19       previously held, it was that you were consultant

          20       geriatrician at Royal Bolton Hospital; is that correct?

          21   A.  That's correct.

          22   Q.  I think we can see from your CV that that was a position

          23       you took up in -- was it 2010?

          24   A.  I started working at Bolton in January, and I finished

          25       working there in October.
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           1           It was a fixed-term appointment covering

           2       a particular circumstance.  I'm now working at

           3       Trafford General on a similar basis.

           4   Q.  As you told us a moment ago, that is in Manchester?

           5   A.  Yes.

           6   Q.  If we just look at your CV, can we see, looking to your

           7       academic qualifications, that you have a BA in

           8       Physiological Sciences from Oxford in 1973?  Is that

           9       correct?

          10   A.  That's correct.

          11   Q.  Then your medical degree, MB BS, London 1976?

          12   A.  That's right.

          13   Q.  You then have, we see, an MA in 1977; you are a member

          14       of the Royal College of Physicians in 1980 and a fellow

          15       of the Royal College of Physicians in 1992?

          16   A.  That's correct.

          17   Q.  If we look at your previous appointments, the first is

          18       that we notice you were a senior lecturer in

          19       King's College School of Medicine and Dentistry from

          20       1986 to 1993; is that right?

          21   A.  That's right.

          22   Q.  Was that a full-time teaching post, or did you combine

          23       that with practice?

          24   A.  That's combined.  The majority of the work was clinical

          25       work.  I've elided two things together there.
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           1       I actually formally had the senior lecturer post for the

           2       first three years there and then I became an honorary

           3       senior lecturer and a full-time NHS consultant.

           4   Q.  I think leading up to that you had been an honorary

           5       consultant at the Maudsley Hospital from 1987 to 1993;

           6       is that right?

           7   A.  That honorary consultant post was to allow me to work at

           8       that hospital in an outreach style from King's, which

           9       was just across the road, but they were separately

          10       managed, so a separate contract was required.  So those

          11       things ran together.

          12   Q.  Just looking to your position before you worked at the

          13       Royal Bolton Hospital, I think you tell us that you were

          14       a consultant geriatrician with the Airedale NHS Trust

          15       from 1993 to 2010?

          16   A.  That's right.

          17   Q.  What hospitals were you associated with?

          18   A.  The principal hospital is Airedale General Hospital,

          19       which is between the major centres of population of

          20       Keighley, Skipton and Ilkley; it serves those areas.

          21       But I also worked at a community hospital up in the

          22       Dales and did outreach -- rural clinics.

          23   Q.  What size of hospital was the main hospital, then, that

          24       you worked in?

          25   A.  The main hospital started off with about 650 beds, but
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           1       that varied.

           2   Q.  The hospital in Manchester, the Trafford General

           3       Hospital, you are now working in, is that a large

           4       hospital?

           5   A.  No, that is a small hospital.  It is in the process of

           6       merging with Manchester Royal Infirmary.

           7   Q.  The number of beds, can you give us a feel for that?

           8   A.  I think there's about 400 beds.

           9   Q.  But looking to your position as a consultant

          10       geriatrician with Airedale NHS Trust, and you held that

          11       for seven years, and indeed your present position, can

          12       you give us a feel for the nature of your work?

          13   A.  Right.  I was actually at Airedale for about 17 years.

          14   Q.  You are quite right.

          15   A.  My work essentially was the care in an acute hospital

          16       setting of elderly patients.  Those people would be

          17       admitted usually via A&E or by referral in by their

          18       general practitioner.

          19           The way that elderly care was defined was everybody

          20       over the age of 78 with medical-style problems would

          21       come in to the department of medicine for the elderly

          22       and then another group of patients with complex multiple

          23       needs, particularly frail persons, even though they

          24       might be under 78, would be taken over by discussion

          25       with the other firms, for example, from other medical
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           1       firms, orthopaedic firms, general surgical firms.

           2           So I would rarely see anybody under the age of 65,

           3       but the sky was the limit as far as age was concerned,

           4       and it would be everybody with all sorts of disorders.

           5   Q.  Your present position as a consultant geriatrician with

           6       Trafford General Hospital, can you tell me about your

           7       duties there?

           8   A.  What I'm doing there is taking part in unselected

           9       medical take -- that means all ages -- plus looking

          10       after elderly and complex acutely admitted patients,

          11       plus looking after a group of patients on

          12       a rehabilitation ward, and then there are outpatients

          13       and a certain appoint of community geriatric work,

          14       visiting people in nursing homes, and so on.

          15   Q.  You give us some indication on the CV we have on the

          16       screen -- if we can just take off what is there -- of

          17       your areas of special interest, and we can read that for

          18       ourselves, but then you summarise your clinical

          19       experience.  I think you have broadly covered the points

          20       that you set out in that first paragraph that we see in

          21       the CV.  In particular, you say you have extensive

          22       experience in acute and rehabilitation services for

          23       elderly patients, including the trends in use of day

          24       hospitals and intermediate care.

          25           In the next paragraph you tell us that you have been
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           1       invited to conduct independent clinical reviews as part

           2       of the NHS complaints procedures.  Can you just

           3       elaborate upon that?  What did that involve?

           4   A.  Another hospital trust might ask for somebody in

           5       a relevant specialty to come in and look at how

           6       a particular case was handled.  That would usually be

           7       two people doing case notes review, looking at the

           8       relevant policy documents and staff structures at the

           9       time and then offering an opinion to that trust on the

          10       issues in question, usually issues raised by a family.

          11   Q.  So it was essentially carrying out an independent review

          12       of a particular issue in that hospital?

          13   A.  That's right.

          14   Q.  The next point you make:

          15           "I have served for over 10 years on the hospital

          16       Mortality Review Committee which scrutinises the care of

          17       all patients who die in hospital."

          18           Can you give us some understanding on that?

          19   A.  This is when I was at Airedale, and the essence of

          20       the Mortality Review Committee is that a group of

          21       experienced clinicians peer review each set of notes for

          22       a patient who dies in hospital or shortly after

          23       discharge.  So you would peer review, but in another

          24       specialty.  So you wouldn't look at your own work, and

          25       I might review surgical, orthopaedic, medical cases.
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           1           If I was handed a set of documents where I had had

           2       a significant input, because often the patients would be

           3       quite complex, I would either note that or pass it over

           4       to somebody else, if I thought that the principles of

           5       peer review could not be upheld.

           6           If any member of the committee felt that

           7       a particular case had points from which the rest of

           8       the hospital could learn, either as individuals,

           9       departments or as whole hospital, a whole system,

          10       improvement could be made.  That would then be discussed

          11       in the monthly committee meeting and a consensus on what

          12       the issues that needed addressing were would be arrived

          13       at, and then that would be taken forward, perhaps by

          14       a study day, perhaps by taking it back to the management

          15       of the department to look at how a particular aspect of

          16       that department's functioning could be improved, or

          17       perhaps at the level of an individual.

          18           As an example for an individual, somebody was using

          19       an old protocol for cardiopulmonary resuscitation and

          20       was asked to update their qualification on that matter.

          21   Q.  That is something you did for ten years?

          22   A.  More than ten years, yes.

          23   Q.  Do I take it from what you have told us already that you

          24       have had extensive teaching experience with teaching

          25       undergraduates and also in hospital as well?
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           1   A.  Yes.  I have always enjoyed teaching.  I enjoy bedside

           2       teaching.  I have been trained as a mentor for junior

           3       doctors.  I am a recognised educational supervisor and

           4       clinical supervisor for junior doctors, but I also teach

           5       other health staff, particularly on my area of interest

           6       of elder abuse.  I do a lot of training for different

           7       batches of staff on the problem of elder abuse

           8       recognition and management within the hospital

           9       protocols.

          10   Q.  If we turn to the second page of your CV, which is on

          11       the screen, can I take you quickly through this?  You

          12       have a heading "Medico-legal experience".  Do you set

          13       out there that experience?  We can read this for

          14       ourselves, but you have been acting as an expert witness

          15       in a number of different fields; is that correct?

          16   A.  That's correct.

          17   Q.  Can I then move on to consider what you have done in

          18       connection with this Inquiry, Dr Harrington?  Is it the

          19       case that you have looked at the records of 12 patients,

          20       who --

          21   A.  I think it is ten.

          22   Q.  I'm sorry, ten patients, you are quite right, ten

          23       patients, who were patients in the

          24       Vale of Leven Hospital?

          25   A.  That's right.
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           1   Q.  You have prepared reports in relation to each of these

           2       ten patients?

           3   A.  That's right.

           4   Q.  I think you have also prepared an overview report?

           5   A.  That's what I was requested to do, yes.

           6   Q.  Can I just understand this: was it your brief that your

           7       focus was to be on the medical records of these patients

           8       and that your reports were to be based on what you were

           9       able to ascertain from the medical records?

          10   A.  Yes.  Those were the only sources of information, other

          11       than some files of policy documents, that were provided

          12       by the Inquiry team.

          13   Q.  In relation to the policy documents, did you have regard

          14       in particular to documentation relating to what might be

          15       policies in relation to prescribing of antibiotics in

          16       particular?

          17   A.  Yes.  A number of documents from 2007 and 2008, various

          18       editions were made available.

          19   Q.  I think we can take it from your CV that you have never

          20       worked in the Vale of Leven Hospital?

          21   A.  No, I haven't.

          22   Q.  Were you provided with an instructive booklet that would

          23       give you some background as to the nature of

          24       the hospital?

          25   A.  I have seen a booklet that I believe was given to junior
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           1       doctors on their arrival, and I have been nosey and

           2       looked on websites.

           3   Q.  If we look at the booklet, it is at GGC21720001.  Can

           4       you see this is the booklet that you were provided with

           5       to give you some general instruction to the hospital?

           6   A.  Yes.

           7   Q.  We can see that --

           8   A.  That looks familiar.

           9   Q.  -- we are told there are approximately 180 beds onsite

          10       and we are given some information as to the services

          11       that the hospital provides; is that correct?

          12   A.  Yes.

          13   Q.  If we turn on to page 3 of the document, under the

          14       heading "Consultants", do you see there some of

          15       the names that you may have come across in the records

          16       you have looked at?

          17   A.  I don't recognise Dr Forbat's name.  I think

          18       Dr Winkler's name appears in the edition that I was

          19       given.

          20   Q.  I see.  But Dr Carmichael, Dr McCruden, Dr Al-Shamma,

          21       Dr Akhter, Dr Johnson, are these names that appeared?

          22   A.  Yes, indeed.

          23   Q.  Looking to the policy, some of the policy, that you were

          24       given, if you could look at GGC18270001, you will see

          25       this is described as the Greater Glasgow and Clyde
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           1       formulary for August 2007.  Was this something you had

           2       when you came to prepare your reports?

           3   A.  Yes, I have a copy of that.

           4   Q.  Another document, if I could ask you to look at, is

           5       GGC21790001.  Does this look familiar to you?  I think

           6       this is -- well, it doesn't tell us -- the Argyll and

           7       Clyde drug formulary for 2006.  Did you have this?

           8   A.  I would have to check against my file, but I think the

           9       answer is going to be yes.

          10   Q.  I think it was sent to you.  I think, if you could also

          11       look at GGC21760001, what about that?  I think this is

          12       the North Glasgow formulary.  Do you remember seeing

          13       this document?

          14   A.  Yes.

          15   Q.  The final document I want you to look at for the moment

          16       is INQ01310001.  You will see this is headed

          17       "Vale of Leven District General Hospital.  Guide to

          18       first-line antimicrobial prescribing".  What about this

          19       document?  Do you remember having sight of this?

          20   A.  I think so, yes.

          21   Q.  The documentation we have looked at does give guidance,

          22       I think, to doctors in relation to what antibiotics in

          23       particular should be prescribed for various infections;

          24       is that correct?

          25   A.  Yes.
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           1   Q.  If a doctor is faced with a patient who may be diagnosed

           2       as having a urinary tract infection, then would the

           3       doctor have to decide what antibiotic treatment to give

           4       to that patient?

           5   A.  Yes, prescribing is a medical responsibility, and so, if

           6       the clinical diagnosis was a urinary tract infection and

           7       it was thought important to start treatment immediately,

           8       then that is what should be done.

           9   Q.  The documentation that you have had a look at would

          10       provide guidance to the doctor?

          11   A.  Yes.

          12   Q.  The British National Formulary, would that be something

          13       that would be used in hospital to provide guidance to

          14       a prescription policy?

          15   A.  I think the BNF is used more as a portable guide for

          16       doses, checking on side effects, seeing whether

          17       alternative formulations might be available, identifying

          18       things that patients brought in and perhaps had

          19       different names, using trade names.  It isn't a guide in

          20       the sense of that is what should be used in a local

          21       hospital; it's a guide to the drugs.

          22   Q.  Is it important, if you are looking at a local

          23       situation, to have regard to local policies?

          24   A.  Absolutely.  Absolutely.  Particularly for antibiotics.

          25       There are very good reasons for that, which I'm sure you
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           1       have realised before I arrived.

           2   Q.  In particular, on a local basis, there might be

           3       a resistance to a particular antibiotic and, therefore,

           4       you have to have regard to the local situation?

           5   A.  Absolutely.

           6   Q.  Now, in relation to diagnosing something like a urinary

           7       tract infection in an elderly person, is the clinical

           8       examination relevant?

           9   A.  The clinical presentation, which would be the history,

          10       the examination and some basic bedside tests, would be

          11       very important, yes.  Elderly people have less clearly

          12       defined symptoms for many illnesses.  They tend to have

          13       a single common pathway of presentation for many, many

          14       diagnoses.  So somebody may come and say that they have

          15       symptoms relating to the bladder, but they may not; they

          16       may come with an acute confusional state or with falls.

          17           It is a very complex clinical presentation, so you

          18       are more likely to be presented with somebody who has

          19       a clinical picture rather than somebody who is saying,

          20       "I have a urinary tract infection".

          21   Q.  What reliance do you place on the results of a urine

          22       sample, if it has been to the lab and it shows that

          23       there is an infection?  How does that come into the

          24       analysis?

          25   A.  If we take it as read that that would be a specimen with
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           1       a significant number of white cells in and a single

           2       bacterial culture, then I would be nudged towards

           3       thinking that that patient had a significant urinary

           4       tract infection, but, if the patient was not unwell,

           5       I would have to review the clinical presentation in the

           6       light of that finding.

           7   Q.  Would that be something you would do before you decided

           8       to prescribe an antibiotic to the patient?

           9   A.  If I hadn't already started an antibiotic because there

          10       was clinical imperative to do so, then, yes, I would

          11       want to re-evaluate the clinical situation before

          12       deciding to prescribe, even with the laboratory result

          13       and the sensitivities, and so on, being available.

          14   Q.  If you had prescribed an antibiotic, and you got

          15       a particular result, would you then review the

          16       prescription?

          17   A.  That should always be done, because of this issue of

          18       resistance.

          19   Q.  Are you able to tell us what the state of knowledge was

          20       in relation to the impact of broad-spectrum antibiotics

          21       in relation to C. diff in 2007?

          22   A.  It's always difficult, looking back, to think, "Well,

          23       was it that year or was it the year before that I became

          24       aware of a development?", but in preparing for this,

          25       I have a clear recollection of being asked, when I was
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           1       on the HOPE Scholarship in France, about the

           2       Clostridium difficile problem in the UK.  I was away in

           3       France in spring of 2008.

           4           So, in preparing my answers for the clinicians that

           5       I was working with then, because they were very

           6       interested because the situation was very different,

           7       I think I have a fixed point at which I can say that was

           8       the state of my knowledge at that time.

           9           So early 2008, I would be able to say that it was

          10       well established that there was a link between almost

          11       all broad-spectrum antibiotics and Clostridium difficile

          12       diarrhoea, particularly in elderly people, particularly

          13       in healthcare settings, and I remember talking to my

          14       French colleagues about the control of infection, the

          15       Health Protection Agency, the Stoke Mandeville Inquiry

          16       and the Maidstone Inquiry, trying to explain how we were

          17       dealing with the issue.

          18   Q.  In relation to these inquiries, do you know when the

          19       reports in connection with these inquiries were

          20       published?

          21   A.  I think Stoke Mandeville -- it might have been the end

          22       of 2003 or 2004 that Ian Kennedy reported; and 2007 for

          23       the Maidstone Tunbridge Wells one.

          24   Q.  At that time, did you have some discussion about the

          25       findings of these reports?
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           1   A.  Yes.  I also discussed with one of the members of

           2       the Maidstone Inquiry team, just asking her about her

           3       experience, her findings.  I had a personal discussion

           4       with one of the members of the Maidstone team.

           5   Q.  Can I ask you one or two points about what interaction

           6       there might be between medical staff and nursing staff

           7       in connection with a given patient?  If we look at

           8       something like fluid balance charts, this is something

           9       you do focus on in your reports, I think.

          10           To what extent would the doctor have regard to the

          11       fluid balance charting that was being carried out by the

          12       nursing staff in connection with a patient the doctor

          13       might be reviewing?

          14   A.  For an inpatient who was unwell, either recently

          15       admitted and unwell or unstable, it would be a basic

          16       daily part of reviewing the patient to look at the fluid

          17       balance.  I would expect that of all my junior staff and

          18       I would expect to do that myself on my rounds.

          19   Q.  If you came across a fluid balance chart that didn't

          20       provide you with a picture of what the fluid intake or

          21       output might have been, what would you do?

          22   A.  Well, if there simply wasn't a fluid balance chart being

          23       kept, I would ask for one to be started, if it was

          24       clinically indicated.  For example, a patient with

          25       urinary tract infection, one would want to see a very
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           1       good oral intake in order to produce a good urine flow

           2       and clean out the bladder and, if that couldn't be

           3       achieved, I would need that information in order to

           4       decide about giving intravenous or subcutaneous fluids.

           5       So I might ask for a chart to be started.

           6           If there was a chart and it seemed to be well

           7       completed but indicated that the patient was not

           8       drinking well, for whatever reason -- neurological

           9       difficulties in swallowing, nausea, whatever reason --

          10       then I would need to know that and make alternative

          11       fluids available to the patient.

          12   Q.  But would you raise it with somebody?  If you came

          13       across a chart that wasn't, in your opinion, properly

          14       completed, would you raise that with the nursing staff

          15       or --

          16   A.  I would ask for the nurses looking after the patient

          17       that day to do it assiduously and, if I thought that

          18       there was an issue on a ward or in a particular bay of

          19       patients where all of the patients who should be having

          20       their fluids recorded were not having their fluids

          21       recorded, then I would speak to the ward manager.

          22   Q.  The other aspect of nursing care we have looked at in

          23       this Inquiry is the use of stool charts.  In connection

          24       with diarrhoea, C. diff, do you see stool charts as

          25       a relevant part of care?
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           1   A.  In the context of Clostridium difficile diarrhoea,

           2       absolutely essential for assessing severity, response to

           3       treatment, need for additional treatment, such as

           4       additional fluids.  It is a sine qua non.

           5   MR KINROY:  My Lord, I wonder if we could be quite clear if

           6       that was the position for this doctor in the period

           7       1 January 2007 to June 2008, or is it a more recent

           8       development?

           9   LORD MACLEAN:  Yes.  I think, could you tie that down to

          10       a period, if it is possible?

          11   MR MACAULAY:  Yes.  Perhaps I should just put this to you:

          12       we are always concerned in this Inquiry with the period

          13       from January 2007, in particular, through to June 2008.

          14       So that is the period we are focusing upon.

          15           In relation, then, to that period, and looking to

          16       the use of stool charts, can you help us with that?

          17   A.  I would say that the Bristol stool chart, for example,

          18       had been in widespread use for perhaps four or five

          19       years before that time.  The classification would be

          20       widely understood.  So, yes, in the period 2007 to 2008,

          21       stool charts would be a basic part of the management of

          22       a patient with diarrhoea.

          23   MR KINROY:  My Lord, I wonder if we might have

          24       a geographical area, because, if I am not mistaken, some

          25       of the nursing experts gave different evidence, and
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           1       there may be a difference of geography about the

           2       practice.  But fundamentally, the question is the basis

           3       on which this witness is able to say if this was the

           4       practice.

           5   LORD MACLEAN:  My recollection is that just across the

           6       Clyde, in the RAH, they were using stool charts.  Am

           7       I wrong?

           8   MR KINROY:  My Lord, I think there is a mixed picture.

           9   LORD MACLEAN:  Sorry?

          10   MR KINROY:  I think there is a mixed picture from the

          11       witnesses.

          12   LORD MACLEAN:  Is there?

          13   MR KINROY:  I may be wrong.

          14   LORD MACLEAN:  Not just stool charts.  We are talking about

          15       the Bristol stool chart, of course, really,

          16       fundamentally.

          17   MR KINROY:  Yes.

          18   LORD MACLEAN:  There is no harm in asking that.

          19   MR MACAULAY:  No.  The evidence you have just been giving

          20       about the use of stool charts, are you looking to your

          21       experience south of the border or what is the relevant

          22       context of that experience?

          23   A.  Clearly, the greater part of my experience at that time

          24       would relate to the district general hospital in which

          25       I was working.  If I look back to the period when I was
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           1       working in London, in the early 1990s, I would not say

           2       that that was a routine part of care.  But from, say,

           3       2003/2004 onwards, I would say that that was a standard

           4       part of monitoring a patient with diarrhoea of whatever

           5       kind, whether it was rotavirus, norovirus outbreak,

           6       whatever was going on, and where I have had the

           7       opportunity to look at individual case notes from other

           8       hospitals, in the context of the medico-legal work that

           9       you identified in my CV, I would say that it was

          10       commonplace -- perhaps not universal, but I don't have

          11       a representative sample of records from all those

          12       hospitals, only the ones that I was offered to review.

          13   LORD MACLEAN:  When you mentioned the district general

          14       hospital, was that the Airedale Hospital?

          15   A.  Yes.

          16   LORD MACLEAN:  Thank you.

          17   MR MACAULAY:  Looking at it from the perspective of the

          18       management of care, do you see the use of a stool chart,

          19       such as the Bristol stool chart, then, an important

          20       tool?

          21   A.  Absolutely essential to know the frequency, the type,

          22       whether it is getting worse, getting better.  It is the

          23       principal symptom on which one would base an assessment

          24       of the severity.

          25   Q.  Can I ask you a little bit about the extent of medical
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           1       review?  Let's look at the medical review generally

           2       expected of a consultant, just looking to your own

           3       experience.

           4           If you have a patient in a rehabilitation ward who

           5       is not unwell and being prepared for discharge, what

           6       would you say would you expect the regularity of

           7       consultant review to be for such a patient?

           8   A.  I think I would expect a minimum of twice-weekly ward

           9       rounds on a rehabilitation unit.  That is not to say

          10       that every patient would be seen in great detail on each

          11       of those rounds by that consultant, but there would be

          12       a consultant present on the ward liaising with members

          13       of the multidisciplinary team, but principally the

          14       nursing staff, and involved in monitoring progress,

          15       addressing issues that were clearly medical, as opposed

          16       to things for the physios or things for the occupational

          17       therapists to address, and generally pulling together

          18       the inputs of all the professions involved, and there

          19       might be a focus in a particular week on two or three

          20       patients in detail because they were at a critical

          21       stage -- planning to go home, a decision that a change

          22       of residence might be necessary.

          23           So a consultant would be available twice a week, but

          24       not necessarily see all the patients in detail with that

          25       frequency.
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           1   Q.  What about the junior staff, then?  Again, the same

           2       situation: would you expect the junior staff to have

           3       more regular contact with that sort of patient?

           4   A.  Well, I would distinguish between a rehabilitation unit

           5       that was based in a community hospital away from

           6       a district general hospital and a rehabilitation unit

           7       that was on the main hospital site.

           8           For those that were offsite, it is often the general

           9       practitioners for the area who provide the day-to-day

          10       medical cover.  Whilst I would expect them to have

          11       a fixed time when they would be available for the nurses

          12       to address problems with, they would be called in,

          13       rather than be there all the time.  That is a different

          14       situation from an onsite rehabilitation unit with

          15       allocated junior staff, whom I would expect to be

          16       present on the ward for part of the day every day.

          17       I would presume that they would have other duties as

          18       well, either in rotation or part-time on one ward,

          19       part-time on another ward, but I would expect a daily

          20       presence of a junior member of the medical team.

          21   Q.  If a patient becomes unwell -- and let's take an elderly

          22       patient who contracts C. diff -- what impact, if any,

          23       would that have on your view as to what the regularity

          24       of consultant review might be of such a patient?

          25   A.  If this was a new diagnosis of Clostridium difficile for
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           1       that ward, for that unit, I would expect to go there

           2       myself, to assess the patient myself, make sure that the

           3       junior staff had a fair understanding of the principles

           4       of treatment, ensure that liaison with the laboratory

           5       was taking place, and check with the nursing staff that

           6       they felt that they were adequately supported by the

           7       control of infection team, their line managers, in

           8       dealing with this situation.

           9   Q.  Would that have been your approach in the period we are

          10       concerned with, namely --

          11   A.  Yes.  This would be the first case on a ward.

          12   Q.  Just to take any case, let's take any case, of a patient

          13       in relation to whom you are the consultant, any patient

          14       who has C. diff, whether it is the second or third

          15       patient on the ward, would you --

          16   A.  If there were multiple new cases in a short period of

          17       time, then I would want to meet with nursing staff,

          18       control of infection management laboratory staff to work

          19       out a plan --

          20   Q.  That is looking at the infection control aspect of it --

          21   A.  Yes.

          22   Q.  -- but if you are dealing with another patient who has

          23       C. diff, would you, as the consultant, see that patient

          24       and review the patient?

          25   A.  I would expect the junior staff to ring me to inform me,

                                            23

           1       and I would check that the standard management was being

           2       offered to that patient, and then I would ask them to

           3       give me updates before my next visit if they felt there

           4       was a change in the situation.  If that junior doctor

           5       expressed concern about the severity, then I would have

           6       to go and see the patient myself.

           7   Q.  Do I take it from that that you, as the consultant,

           8       would not necessarily go and see the patient and

           9       medically review the patient?

          10   A.  Not on the day of diagnosis, unless the junior staff

          11       said that they thought the patient was severely

          12       affected.  I would want to make myself comfortable in

          13       the knowledge that the appropriate management was taking

          14       place, and then I would see them at the next planned

          15       round.

          16   Q.  If you were satisfied in relation to this patient once

          17       the diagnosis was known that the appropriate management

          18       was in place, how regularly would you expect that

          19       patient to be seen by a doctor?

          20   A.  During the period of diarrhoea, I would expect them to

          21       be seen every day, because of the issues around fluid

          22       balance, nutrition and electrolyte disturbances.  So

          23       I would expect that patient to be seen every day.

          24   Q.  Against that background, can I then start to look at

          25       some of the individual patients that you have looked at
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           1       with you?

           2           The first patient I want to look at is

           3       Alexander McDonald.  I will put your report on the

           4       screen, although I think you, yourself, have your own

           5       copy?

           6   A.  I do, but that has notes, margin notes, and so on.

           7   Q.  You are working off a laptop, I think; is that correct?

           8       I think I can see that from here?

           9   A.  I will put mine up, my one with the margin notes up, but

          10       I will work from your copy.

          11   Q.  You have the option of having a hard copy, if that would

          12       be preferable.  I will put this copy onto the screen:

          13       EXP01440001.

          14           Can we see here that Mr McDonald you have noted was

          15       born on 6 June 1940; is that correct?

          16   A.  I would have taken that from the notes, yes.

          17   Q.  If we turn to page 4 of your report, am I right in

          18       thinking, just looking at the position broadly, that

          19       Mr McDonald had, I think, two particular admissions that

          20       you focus upon in your report?  Is that right?  He was

          21       admitted to the Vale of Leven on 29 September 2007, and

          22       I think you tell us that at paragraph 3.5 on page 4 of

          23       the report?

          24   A.  Yes, he was admitted on 29/9/2007 and a working

          25       diagnosis was community-acquired pneumonia, but over the
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           1       next three days that was clarified, after a CT scan had

           2       been performed, to suggest that he had a subhepatic

           3       collection, an abscess, and for that he was transferred

           4       to the Royal Alexandra.

           5   Q.  I think you tell us that, on page 5 of your report, he

           6       was transferred to the Royal Alexandra Hospital -- this

           7       is paragraph 3.7 -- on 3 October 2007 and, after

           8       treatment there, was he back to the Vale of Leven on

           9       10 October 2007?

          10   A.  That's right.

          11   Q.  I think he was subsequently discharged --

          12   A.  He was initially on ward 5, and then, on the 25th, was

          13       moved to ward 15, but made sufficient progress that he

          14       was able to return home on 12/11, is my summary.

          15   Q.  He was back for a couple of days, effectively, and then

          16       he was discharged home?

          17   A.  He was back for --

          18   Q.  A month?

          19   A.  -- two weeks on ward 15 and perhaps a total of nearly

          20       four weeks in that hospital.  Yes.

          21   Q.  We will look at this later, but I think both in the

          22       initial visit in the Vale of Leven and also in the

          23       Royal Alexandra Hospital he was prescribed with

          24       antibiotics; is that correct?  Without looking at the

          25       details of it at the moment.
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           1   A.  He had several antibiotics, which included vancomycin,

           2       cefuroxime and metronidazole.

           3   Q.  If we turn to page 7 of your report, at paragraph 3.18

           4       do you say that, after discharge, Mr McDonald was

           5       supposed to attend the day hospital under the care of

           6       Dr Johnston?

           7   A.  Yes.  He had already been attending the day hospital for

           8       stroke rehabilitation before this episode.

           9   Q.  Have you noted he was unable to attend for the majority

          10       of the planned dates because he was suffering from

          11       diarrhoea?

          12   A.  That's what the day hospital notes record.

          13   Q.  You say that, when he did attend, the blood tests taken

          14       showed that there were abnormalities; is that correct?

          15   A.  Yes.

          16   Q.  Was he eventually readmitted to the Vale of Leven on

          17       11 December 2007?

          18   A.  That's my understanding from the notes, yes.

          19   Q.  I think, if you look at paragraph 3.19, if I can just

          20       read that, you say:

          21           "Eventually, Mr McDonald was readmitted to hospital,

          22       to the medical assessment unit at the Vale of Leven

          23       Hospital.  On 11 December, the notes record that he had

          24       had diarrhoea on and off since discharge, and on two

          25       occasions this had been bloody."
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           1           So that was the presentation, was it, at this time?

           2   A.  Yes.

           3   Q.  At that time, was a sample taken and tested for C. diff?

           4   A.  That's my understanding.

           5   Q.  I will put the report on the screen.  It is the

           6       microbiology report, GGC --

           7   A.  On the 11th, the SHO had a conversation with the

           8       microbiologist concerning other possible diagnoses, but

           9       by the end of the day on the 11th, very promptly,

          10       a stool positive for Clostridium difficile was reported

          11       by the microbiologist.

          12   Q.  I will put the report on the screen, just to get the

          13       dates.  It is at GGC26500001.

          14           Can we see that the specimen was collected from

          15       Mr McDonald on the date of admission, that's

          16       11 December 2007.  Do you see that on the screen?

          17   A.  Yes.

          18   Q.  Received by the lab on 13 December, and can we see that

          19       it is a positive result?

          20   A.  I think we need to go back to the medical notes, because

          21       there must be another specimen.  This one says collected

          22       11/12 at 2200 hours, but I think there is an earlier

          23       specimen because the SHO's notes -- let me just check

          24       these dates -- relate to the 11th.  The SHO's

          25       handwritten notes relate to the 11th, and a telephone
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           1       result was available at that time.  So that can't be

           2       that specimen.  There must be an earlier one.

           3   Q.  Or there might be some confusion over the dates.  In any

           4       event, does it appear to be the case that a specimen was

           5       promptly taken from Mr McDonald when he was admitted and

           6       there was a prompt response from the lab?

           7   A.  Yes, and an equally prompt response by the clinical

           8       team.

           9   Q.  We will look at the treatment he received for the

          10       C. diff shortly, but is it the case that he did improve

          11       and he was discharged home on 21 December 2007?  You

          12       tell us that on page 9 at paragraph 3.28?

          13   A.  Yes.

          14   Q.  Is that right?

          15   A.  Yes.

          16   Q.  If we turn to page 11 of your report, Dr Harrington, you

          17       have there a section dealing with the review of this

          18       antibiotic prescribing for conditions other than

          19       C. diff.  I think you did observe a few moments ago that

          20       he did receive antibiotics at the time of his initial

          21       admission to the Vale of Leven; is that correct?

          22   A.  He started an antibiotic for presumed community-acquired

          23       pneumonia.

          24   Q.  I think you tell us that, if you go back to

          25       paragraphs 3.6 and 3.7 of your report.  What antibiotics

                                            29

           1       was he given at that time?

           2   A.  If we look a little further down, I think I have

           3       a summary chart.  My recollection is that it might have

           4       been co-amoxiclav.

           5   Q.  If we go back to your report, I think we can take it

           6       from there, at 3.6 on page 4 of your report, do we see

           7       that he was given intravenous co-amoxiclav and

           8       clarithromycin?

           9   A.  Yes.

          10   Q.  When he was transferred -- if you look at

          11       paragraph 3.7 -- to the Royal Alexandra Hospital at that

          12       time, did the transfer letter indicate that he was

          13       receiving levofloxacin and also metronidazole?

          14   A.  That's right, as a result of discussions with the

          15       microbiologist and the SHO concerned.

          16   Q.  In relation to the antibiotics that he received for his

          17       condition at that time, what views did you come to as to

          18       the appropriateness, then, of these antibiotics?

          19   A.  I thought that those were reasonable choices for

          20       a complex and not easily diagnosed or treated condition.

          21   Q.  If we then look at his antibiotic prescribing for

          22       C. diff, if we go to page 11 of your report, at 4.2.1

          23       you say:

          24           "When the diagnosis was made by clinical suspicion

          25       and laboratory testing the antibiotic prescribed,
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           1       metronidazole, was given promptly and in conventional

           2       doses."

           3           Is that correct?

           4   A.  Yes.

           5   Q.  That was an appropriate response; is that right?

           6   A.  Yes, that is what would be expected in terms of

           7       antibiotic prescribing, yes.

           8   Q.  The point you make at 4.2.2, is that a point you are

           9       making because, when he was seen in the day hospital,

          10       his blood results were abnormal at that time?

          11   A.  When he came to the day hospital, he had had blood

          12       taken, and those showed that there was an inflammatory

          13       process going on.  The notes made principally by the

          14       nurses at the day hospital about his non-attendance give

          15       the reason for his non-attendance as diarrhoea, that his

          16       wife phoned the hospital, the day hospital, to say he

          17       couldn't come, because Mr McDonald himself had some

          18       communication difficulties as a result of his previous

          19       stroke.

          20           So the staff in the day hospital had sight of

          21       the blood results, knew that he wasn't coming and knew

          22       that he had diarrhoea.

          23   Q.  At that time, of course, he wasn't admitted to the

          24       hospital?

          25   A.  No, but he was under the care of Dr Johnston, as a day
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           1       patient at the day hospital.

           2   Q.  Do you consider that there could have been some response

           3       to the markers in the blood results that might have

           4       brought him into hospital --

           5   A.  What was the point of taking blood if you didn't want to

           6       know the answers?

           7   Q.  So you're envisaging that there could have been some

           8       response that, what, would have resulted in him being

           9       brought into hospital sooner than he was?

          10   A.  I think there should have been a question posed: why

          11       were this gentleman's inflammatory markers raised?  Why

          12       was he not attending the day hospital?  The answer to

          13       that was then that it was diarrhoea, that he had

          14       diarrhoea.  The people in possession of that information

          15       did nothing with it, but, in my view, should have done

          16       something with that information.

          17   Q.  How would that work in practice?  Would you expect

          18       somebody from the hospital, what, to contact the GP or

          19       to contact Mr McDonald direct?  How would you envisage

          20       that happening?

          21   A.  What I would expect is that the results would be put in

          22       front of the consultant, that there would be a number of

          23       ways in which those blood results could become known to

          24       the consultant.  The consultant should review those

          25       results and either arrange to see the patient or, if the
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           1       patient was unable to come to the day hospital, to pick

           2       up the phone, speak to the GP, say, "I'm concerned about

           3       these blood results.  He appears not to be well.  He

           4       appears to have diarrhoea.  What do you know about the

           5       situation?  How can we take this forward?"

           6   Q.  As it happened, when he was admitted, you say he was

           7       treated appropriately and improved quite quickly,

           8       I think, and was discharged, what, about ten days or so

           9       after his admission?

          10   A.  I believe so.  I have subsequently heard from another

          11       witness statement that, after the second discharge, the

          12       diarrhoea persisted.

          13   Q.  I see.  So you have taken that from something you have

          14       seen after you prepared your report?

          15   A.  Yes.

          16   Q.  But if we look at the position as at December, during

          17       the time in hospital, he did improve and he was

          18       discharged, on the face of it?

          19   A.  He did.  He did.  It is the period between the two

          20       admissions, where he was a sitting duck for C. diff

          21       diarrhoea, because he'd had this extensive exposure to

          22       multiple antibiotics during his first admission.

          23   Q.  On that, do you see --

          24   A.  And if it wasn't that, it may have been something else

          25       to do with whatever had caused the subhepatic collection
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           1       in the first instance, a bowel disorder.

           2   Q.  Do you see a connection between the antibiotics that we

           3       have focused upon for this patient and his subsequent

           4       development of C. diff?

           5   A.  Yes, I do.

           6   Q.  The connection is what?

           7   A.  He had seven -- clarithromycin, co-amoxiclav,

           8       levofloxacin, metronidazole, clindamycin -- sorry,

           9       vancomycin and -- he had at least five antibiotics

          10       during that period when he was admitted first to the

          11       Vale of Leven, then went to the Royal Alexandra and then

          12       came back to the Vale of Leven.  So he had multiple

          13       antibiotic exposure plus hospital admission.  So he was

          14       at high risk.

          15   Q.  If we move on, then, to the section dealing with medical

          16       management in your report at page 12, at 5.1 I think you

          17       rehearse the point you made about his attendance at the

          18       day hospital.  Then, at 5.3, you, I think, touch upon

          19       the fluid balance charts that were kept for Mr McDonald.

          20       I think you consider that they were poor.

          21           We have already touched upon this, as to why fluid

          22       balance charts may be relevant.  There were fluid

          23       balance charts kept in connection with Mr McDonald, both

          24       in the Vale of Leven and in the Royal Alexandra

          25       Hospital, and if I could just pick up with you the
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           1       position in the Vale of Leven, because it may be that

           2       you have overstated the position there, but if you look

           3       at the Vale of Leven records at GGC00400079, we are now

           4       looking at a fluid balance chart from the Vale of Leven

           5       for 15 December 2007.  Do you have that on the screen?

           6   A.  Yes.

           7   Q.  We can see that there is very little entered on this

           8       particular chart; is that right?

           9   A.  That's right.  There are two input entries.

          10   Q.  Looking to your description of a poor chart, would that

          11       come into that category?

          12   A.  Yes.  I'm sorry, did you say you thought I'd overstated

          13       the case?

          14   Q.  I'm about to put something else to you as well.  That is

          15       one chart, which certainly I think would fit into your

          16       description of poorly kept.  But if you look at page 82,

          17       here we have a chart, I think for the previous day,

          18       14 to 15 December, where, in contrast to the previous

          19       chart, we have quite a number of entries and totals.

          20       This is clearly a better example.

          21   A.  That is probably the best that I have seen in the whole

          22       of this.

          23   Q.  That may be, but it is an example of a --

          24   A.  Yes.

          25   Q.  -- much better chart?
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           1   A.  Yes, it is what you would like to see.

           2   Q.  There were fluid balance charts kept in the

           3       Royal Alexandra Hospital, and it may be you are

           4       partially influenced by these.  We are not looking at

           5       the Royal Alexandra Hospital in any detail in this

           6       Inquiry, but if we look at page 66 -- I'm sorry, it is

           7       in a different folder.

           8           It is GGC27050066.  This comes out of

           9       the Royal Alexandra records, and I think this is

          10       a different style of fluid balance chart, but does

          11       that -- would that come into the description of being

          12       well kept or not so well kept?

          13   A.  The bit that I can see on the screen doesn't look like

          14       a whole page.  Have you got -- thank you.

          15           No, that is not well kept.

          16   Q.  What we are trying to do here is focus on the

          17       Vale of Leven.  Can I take it from you that the comment

          18       you made at 5.3, looking to what I have taken you to so

          19       far, may in fact be an overstatement so far as the

          20       Vale of Leven is concerned, for this particular patient?

          21   A.  Well, you have shown me one good one and one bad one,

          22       but, remember, he was in for several days, so I think

          23       you would need to show me the whole series of them for

          24       me to want to review that.

          25   Q.  Go back to GGC00400082.  We looked at that.  Then go to
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           1       page 83.  We have, I think, a chart for the previous

           2       day.

           3   A.  That is the previous day, yes.

           4   Q.  Again, it looks reasonably well kept.

           5   A.  Yes.

           6   Q.  The only point I want, in fairness, to take from you is

           7       that, whatever may be the position in other cases,

           8       Dr Harrington, for the Vale of Leven, for this

           9       particular patient, the fluid balance charting in fact

          10       may not have been as bad as you have indicated in your

          11       report?

          12   A.  Okay.  I will accept that.  It was very variable,

          13       though.

          14   Q.  Indeed.  We will look at other cases where I think you

          15       have other points to make.

          16   MR KINROY:  Before we leave this passage, the witness said

          17       in regard to all this question of the accuracy of fluid

          18       balance charts, she was giving a specific example:

          19           "That was probably the best I have seen in the whole

          20       of this."

          21           I wonder if she could just clarify through my

          22       learned friend what she means by "the whole of this"?

          23   A.  The ten cases that I have reviewed.

          24   MR KINROY:  I'm obliged.

          25   A.  I have very little recollection of the hourly
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           1       intravenous rate that was set by pump -- the one from

           2       the 14th, if we could go to that, I presume it would be

           3       number 80 -- end in 84.

           4   MR MACAULAY:  Sorry?  I lost you there.

           5   A.  The fluid balance chart from the 18th --

           6   Q.  The one we have on the screen, page 83?

           7   A.  No, the next day.

           8   Q.  The 13th, yes.  You want to look at page 82, yes?  Go

           9       back to page 82, please.

          10   A.  That one.  It appears that an intravenous infusion pump

          11       is being used there and 83mls per hour has been

          12       programmed into the pump and, every hour, somebody has

          13       filled that in.  That doesn't mean to say it was filled

          14       in hourly, but for the duration of the use of the pump,

          15       somebody has gone along and filled in those hourly

          16       values.

          17   Q.  But to pick up the point you've enounced to my learned

          18       friend, you are contrasting this to examples you have

          19       seen -- well, indeed, one of the examples we have looked

          20       at in this case, but also that you have seen in other

          21       cases.

          22   LORD MACLEAN:  For what it is worth, Mr Kinroy, I think this

          23       fluid balance chart is about the best I have ever seen

          24       in the course of this Inquiry.

          25   MR KINROY:  Well, I can see my Lord has become very familiar
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           1       with fluid balance chart keeping.

           2   MR MACAULAY:  If we move on to page 13, then, of this

           3       report, at 5.4 you indicate that -- what you say is:

           4           "As in other cases reviewed, there is no bowel chart

           5       and no use of a standardised stool chart."

           6           There, are you commenting on one of the points you

           7       have made earlier when we discussed this, that -- well,

           8       first of all, there was no stool chart that you could

           9       see in the records for this particular patient, and you

          10       consider there should have been a stool chart, for the

          11       reasons I think you gave earlier; is that right?

          12   A.  That's correct.

          13   Q.  The point at 5.5, what you say is:

          14           "The astute SHO who reassessed Mr McDonald on

          15       12 December 2007 should be congratulated on rethinking

          16       not just accepting the established diagnosis."

          17           What do you mean by that?

          18   A.  I can't name the SHO because his signature wasn't easily

          19       legible, but this doctor looked at the whole situation

          20       and considered the possibility that Mr McDonald had an

          21       infection of the heart valves based on his previous

          22       infection causing bacteria to be carried in the

          23       bloodstream to the heart valves and, under those

          24       circumstances, you would have a very severe illness,

          25       life-threatening illness, and the SHO considered
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           1       a number of possibilities that would fit the clinical

           2       presentation and arranged investigations and spoke to

           3       the microbiology department about his concerns.

           4   Q.  So that is good practice?

           5   A.  I thought this SHO was jolly good, yes.

           6   Q.  If we then look at page 14 and paragraph 5.10, what you

           7       tell us is that:

           8           "As in other cases reviewed, the role of ward 15 is

           9       not clear.  For a rehabilitation ward, twice-weekly ward

          10       rounds may be sufficient, but when a patient still has

          11       medical problems, such as episodic fever, closer

          12       surveillance may be needed."

          13           What did you consider in relation to Mr McDonald?

          14       Did you consider that, once he had C. diff in

          15       particular, the medical review was or was not

          16       appropriate?

          17   A.  No, I'm sorry, those comments refer to the

          18       period October and November, which is when he's

          19       recovering from the subhepatic collection.

          20   Q.  I see.  So is that the point you are making here?

          21   A.  Yes.  At that time, he was on ward 15 and he was

          22       regularly spiking a fever, and that was not further

          23       addressed.

          24   Q.  So it is not a point you are making, just to be clear,

          25       in relation to the time at which he had C. diff?
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           1   A.  No, but the period earlier.

           2   Q.  If we could just quickly look at your conclusions, then,

           3       for this particular patient, do I take it that the point

           4       you make at 8.3 is a point you are making in relation to

           5       review at the time of the earlier admission rather than

           6       the C. diff admission?  Is that right?

           7   A.  Sorry, at 8.2?

           8   Q.  8.3.

           9   A.  8.3.  Yes, that refers to the period on ward 15

          10       in October 2007.

          11   Q.  At 8.4 you are dealing with the point you made about the

          12       day hospital, but at 8.6, I think you reiterate the

          13       point you made, that the management of Mr McDonald's

          14       C. diff was satisfactory?

          15   A.  Yes.

          16   MR MACAULAY:  That then concludes our examination of that

          17       particular case.  That, my Lord, might be an appropriate

          18       point to have a break.

          19   LORD MACLEAN:  Yes, I agree.  We will have a short

          20       adjournment.

          21   (11.15 am)

          22                         (A short break)

          23   (11.40 am)

          24   MR MACAULAY:  Dr Harrington, the next case I want to look at

          25       with you is that of William McKenzie.  Your report, if
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           1       we can have that put on the screen, is at EXP01200001.

           2       Can we see that you have noted on the front page of your

           3       report that Mr McKenzie's date of birth was 28 May 1932?

           4       Do you see that?

           5   A.  Yes.

           6   Q.  His date of death was 4 February 2008?

           7   A.  Yes.

           8   Q.  If we look at the death certificate -- we will perhaps

           9       look at that first of all.  I will put that on the

          10       screen.  It is at SPF00280001.  Can we see that

          11       Mr McKenzie was 75 years of age when he died on

          12       4 February 2008?

          13   A.  Yes.

          14   Q.  He died at Willox Park Home in Dumbarton.  We see that

          15       has been noted?

          16   A.  Yes.

          17   Q.  Under reference to the cause of death, I think there are

          18       a number of points made there, but there is no reference

          19       to C. diff in the death certificate?

          20   A.  That's so.

          21   Q.  If we look then to your report, and if we turn to

          22       page 4, you give us some insight into his background

          23       and, in particular, his previous medical history.

          24       I think you tell us something about that at

          25       paragraph 3.2.
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           1           If we turn to the reasons for the first admission to

           2       hospital, do you tell us on page 5, at 3.7, that on

           3       26 November Mr McKenzie was admitted to the

           4       Royal Alexandra Hospital following a fall?

           5   A.  Yes.

           6   Q.  He had a fracture of the right neck of his femur; is

           7       that correct?

           8   A.  That's my understanding, yes.

           9   Q.  In connection with the surgical procedure, did he

          10       receive the antibiotic cefuroxime post-operatively?

          11   A.  That's what the notes say, two doses of intravenous

          12       cefuroxime, yes.

          13   Q.  Was he subsequently transferred to the

          14       Vale of Leven Hospital, that was on 4 December 2007?

          15       I think you tell us that in paragraph 3.9; is that

          16       right?

          17   A.  Yes.

          18   Q.  That was under the care of Dr Johnston?

          19   A.  On ward 15.

          20   Q.  I think there was a sample taken for C. diff testing at

          21       the time of this admission, if we look at GGC00460093.

          22           Can we see there was a specimen taken shortly after

          23       his admission to the Vale of Leven on 6 December 2007,

          24       received by the lab on the same date, but that was

          25       a negative result?
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           1   A.  That I believe is the third specimen that was taken

           2       during that admission to the Vale of Leven.  There was

           3       the 1st, the 4th and the 6th that I found in the notes.

           4   Q.  Yes.  The other two were probably taken in the --

           5       certainly the one on the 1st would have been taken in

           6       the Royal Alexandra Hospital; would that be correct?

           7   A.  Yes, I'm sorry, you are right, because he transferred on

           8       the 4th.

           9   Q.  Yes.  But certainly it would appear, as we can see from

          10       the document, that the specimen is described as being

          11       liquid, that he was suffering from diarrhoea at about

          12       this time?

          13   A.  Indeed, but without any evidence of an infective cause

          14       from this result.

          15   Q.  In the Vale of Leven at this time, as you tell us,

          16       I think, in paragraph 3.16, did he have a wound

          17       infection that was treated with antibiotics?

          18   A.  He appears to have had a wound infection, from the

          19       microbiology results and from the prescribing, yes.

          20   Q.  The particular antibiotic that he was given at this time

          21       was flucloxacillin; is that --

          22   A.  He was given flucloxacillin when the result of the swab

          23       came back and showed that it was a Staph aureus, which

          24       was -- sorry, that is an abbreviation, Staphylococcus

          25       aureus, Staph aureus, that was sensitive to this drug.
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           1       But he had been given benzyl penicillin, flucloxacillin,

           2       while waiting for the result.  Those are very

           3       conventional and appropriate drugs.

           4   Q.  Do you tell us that Mr McKenzie improved and he was able

           5       to be discharged back to Willox Park on

           6       27 December 2007?

           7   A.  Yes.

           8   Q.  Was he, however, back at the Vale of Leven on

           9       14 January 2008?

          10   A.  He was.  We have some information, but limited

          11       information, about what his state of health was in the

          12       interim period from his GP's referral.

          13   Q.  Is there a GP letter?

          14   A.  Yes.

          15   Q.  Perhaps it would be convenient to look at that.  If we

          16       could look at GGC00460075.  We are looking then at

          17       a letter that is dated 14 January 2008.  If we look at

          18       the text, can we read that:

          19           "This man was discharged on 27 December following

          20       a fracture of the femur.  He was commenced on

          21       co-amoxiclav on 4 January for a chest infection.  He

          22       developed diarrhoea on 6 January and a stool culture

          23       from 8 January, which we have received today, shows

          24       C. difficile."

          25           So the doctor was telling the hospital that, in
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           1       fact, he had tested positive for C. diff in respect of

           2       a sample taken on 8 January?

           3   A.  Yes.  That is the letter that I have transcribed in

           4       paragraph 3.22.

           5   Q.  I think the doctor goes on to say, as you have set out

           6       in paragraph 3.22, that his main problem is dehydration

           7       with poor oral intake and poor urine output; is that

           8       correct?

           9   A.  Yes.

          10   Q.  Was there some information given as to what the position

          11       was with being prescribed antibiotics for the C. diff,

          12       although it is not apparent, is it?

          13   A.  I'm sorry, can you --

          14   Q.  Yes.?

          15   A.  -- rephrase that, please?

          16   Q.  Was there any information available as to whether he had

          17       been prescribed antibiotics by the GP for C. diff?

          18   A.  There doesn't appear to have been a prescription for

          19       metronidazole or for another antibiotic for C. diff

          20       referred to in that letter.

          21   Q.  No, but if we look at page 8 of your report -- before we

          22       look at this, if we look at paragraph 3.4, do you

          23       suggest there that --

          24   A.  Sorry, paragraph 3.24?

          25   Q.  Sorry, 3.24.
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           1   A.  Yes.

           2   Q.  You say there that he was admitted to the medical

           3       assessment unit and then to ward 3 from the 15th.  So

           4       he's admitted on the 14th and he goes, on the 15th, to

           5       ward 3 under the care of Dr Al-Shamma; is that right?

           6   A.  That's my understanding, yes.

           7   Q.  But in relation to what antibiotics he was receiving for

           8       the C. diff, if you look at paragraph 3.26, have you

           9       noted from the records that metronidazole was started

          10       six days later, on 14 April --

          11   A.  Wait a minute.

          12   Q.  -- the day before admission.

          13   A.  There must be an error there, because we jump from

          14       January to April in the course of six days.  That can't

          15       be right.

          16   Q.  14 January, I think.

          17   A.  I think that is 14 January.  I apologise for that.

          18   Q.  It is.  But I think the point you are making is that

          19       metronidazole had been started by the GP; is that

          20       correct?  Was that your understanding?

          21   A.  Yes, that fits with the dates.

          22   LORD MACLEAN:  That must be so, mustn't it?

          23   A.  Yes, that fits with the dates.

          24   MR MACAULAY:  It may not matter.  In any event, he was

          25       prescribed and started on metronidazole to deal with his
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           1       C. Diff diarrhoea.

           2   A.  Yes.  The GP knew the results on the day before

           3       admission and started metronidazole, but nonetheless

           4       arranged his admission because of the issues of

           5       dehydration; yes.

           6   Q.  If we turn to page 9 of your report, at paragraph 3.29

           7       you make a point about his nutritional status.  What is

           8       the thrust of the point you are making there?

           9   A.  This gentleman was clearly not eating well.  The

          10       documentation by the nurses at every mealtime indicated

          11       that never ate a whole meal, that he was not eating

          12       adequately, and there was clearly concern about that.

          13   Q.  You have focused here on fluid balance charts, which you

          14       consider were not total, except on the day of admission.

          15       That was in the MAU?

          16   A.  That's my understanding, yes.  So he's neither eating

          17       well, nor do we know that he's drinking adequately for

          18       his needs, given that his needs were increased by the

          19       presence of diarrhoea.

          20   Q.  Does it appear, in any event, that he was discharged

          21       from hospital, following upon this admission on

          22       21 January 2008?

          23   A.  Yes, but, unfortunately, there is very little

          24       information in the medical record about the progress

          25       that he'd made, the plans that were in place for him or
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           1       what was expected at that point.

           2   Q.  But does it also appear that, in fact, he was readmitted

           3       to the Vale of Leven --

           4   A.  Within a week.

           5   Q.  -- about a week later, on 28 January?

           6   A.  Yes.

           7   Q.  What was the purpose behind this admission?

           8   A.  The GP felt that Mr McKenzie was both oedematous and

           9       dehydrated; the fluid was in the tissues, but not in the

          10       intravascular compartment, not within the bloodstream.

          11       I presume that he's referring to a dry mouth and low

          12       blood pressure, and so on, but puffy lower limbs,

          13       possibly puffy around the buttocks and sacrum, depending

          14       on his position.

          15           He was also noted by the paramedics and the medical

          16       staff -- sorry, the staff at the assessment unit to have

          17       a low blood glucose, which it appears the GP did not

          18       know about.  There would be no reason for the GP to have

          19       checked his blood glucose at home under those

          20       circumstances.

          21   Q.  If we move to page 11 of your report, and we are looking

          22       at the period that he is in hospital, at paragraph 3.41,

          23       again you focus, I think, on the fluid balance charts.

          24       You say:

          25           "Mr McKenzie was supposed to have his input and
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           1       output monitored on fluid balance charts daily, but for

           2       the most part these are incomplete."

           3           Is that right?

           4   A.  Yes, and, indeed, on the 28th and 29th, he appears not

           5       to have passed any urine at all, so that side of

           6       the balance is zero.

           7   Q.  If that is accurate, what does it tell you?

           8   A.  If that is accurate, there are a number of

           9       possibilities.  One is that he's in retention of urine,

          10       that his kidneys are still producing urine but he can't

          11       pee, not an uncommon finding in elderly gentlemen, but

          12       if that is not the case -- and you would only know

          13       whether there was urine in the bladder by scanning it or

          14       putting a catheter in -- then he has got severe oliguric

          15       renal impairment, acute kidney damage.

          16           It is more likely that it just wasn't recorded, but

          17       that is a statement of probability rather than anything

          18       more firm.

          19   Q.  But you do say, at paragraph 3.44 that Mr McKenzie's

          20       nutritional state was assessed.  Was that using

          21       a standard tool, a nutritional screening tool?

          22   A.  Yes.  There are a number of standards -- a number of

          23       scoring systems, but the one that was adopted for this

          24       hospital, yes.

          25   Q.  You say his risk of malnutrition was estimated as high,
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           1       although you think the score might have been

           2       underestimated.  But you say he was referred to the

           3       dietician and food charts were supposed to be kept.

           4           I think you looked to see if they were and you

           5       considered they were incomplete; is that right?

           6   A.  Indeed, and I think the dietician also, at some stage,

           7       writes pleading notes to say, "Please keep the food

           8       charts more accurately".

           9   Q.  At 3.47, you say that the mainstay of the medical

          10       management plan over the next three days was

          11       rehydration.  Was that the thrust of what the medical

          12       management was?

          13   A.  It appears so, particularly as there were entries about

          14       not giving antibiotics and not giving cardiopulmonary

          15       resuscitation in the event of a cardiac or respiratory

          16       arrest.

          17   Q.  So far as what tests were carried out are concerned, did

          18       they support the indication that he was dehydrated?

          19   A.  The tests suggest that his albumin was very low as

          20       a result of chronic disease and that there was therefore

          21       a problem in maintaining the balance of fluid in the

          22       tissue versus fluids in the blood system, in the

          23       vascular system.

          24           So a problem of maldistribution of fluids made it

          25       difficult to assess his state of hydration, but, yes,
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           1       overall, he was, on balance, clinically dehydrated.

           2   Q.  If we then look to page 13 of your report, have you

           3       noted at 3.53 that Mr McKenzie was discharged on

           4       1 February 2008?

           5   A.  He went back to his residential home, Willox Park.

           6   Q.  Did you take from the records that he was keen, really,

           7       to get back and he had, in fact, expressed a wish to

           8       die?

           9   A.  His behaviour also supported that.  Not wanting to eat,

          10       not wanting to drink would be consistent with what he

          11       had stated.

          12   Q.  If we turn to the section in your report -- and, indeed,

          13       he died just --

          14   A.  He died four days after discharge, and we have seen the

          15       death certificate, which is left ventricular failure.

          16   Q.  Yes, as we looked earlier, he died on 4 February 2008.

          17       I think that was the date.

          18   A.  Yes -- I have got the 5th written down for some reason.

          19       Let me just check that.

          20   Q.  I think it is the 4th.  If we move on, then, to the

          21       review of antibiotic treatment, and we focus on the

          22       position in the Vale of Leven, insofar as that is

          23       concerned, focusing upon C. diff, was the metronidazole

          24       treatment appropriate for that condition?

          25   A.  Yes, that is the first-line antibiotic therapy for
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           1       Clostridium difficile diarrhoea, yes.

           2   Q.  As far as the other antibiotics he received in the

           3       Vale of Leven were concerned, again, were they

           4       appropriate for the conditions for which they were

           5       diagnosed?

           6   A.  Well, the co-amoxiclav --

           7   Q.  That was the GP, of course, I think, who gave the

           8       co-amoxiclav; is that right?

           9   A.  That's correct.

          10   Q.  If we leave that aside for the moment and focus on the

          11       Vale of Leven, where he was given the flucloxacillin and

          12       also the benzyl penicillin --

          13   A.  At the earlier stage when he was given benzyl

          14       penicillin, flucloxacillin for the wound infection,

          15       those were reasonable drugs to give.  Perhaps the benzyl

          16       penicillin was gilding the lily a little, and certainly

          17       it is not clear why it should be given intravenously,

          18       but flucloxacillin was an entirely appropriate drug for

          19       a staphylococcal wound infection.

          20   MR KINROY:  My Lord, I wonder if I am right to consider

          21       there may be merit in looking at what the GP did?  The

          22       appropriateness of the co-amoxiclav prescription might

          23       have a causal significance to what happened later.

          24       Might there be some merit in considering whether that

          25       co-amoxiclav prescription was justified?
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           1   LORD MACLEAN:  I think Mr MacAulay is hesitant because, of

           2       course, it is something that occurs outside the

           3       hospital.  I see your point.

           4   MR MACAULAY:  I'm quite happy to take the causation point on

           5       board and, indeed, I propose to do that, but not take it

           6       beyond that, if that would satisfy my learned friend.

           7       We are not under the remit -- we can't go beyond the

           8       remit, which is focusing essentially on the

           9       Vale of Leven.

          10   LORD MACLEAN:  I appreciate that, but on the other hand,

          11       there is a reason why he had C. diff when admitted to

          12       the hospital, and this may be the reason.

          13   MR MACAULAY:  Absolutely, my Lord.  I'm quite happy with

          14       that.

          15           It is the case that he was prescribed co-amoxiclav

          16       by the GP; is that correct?

          17   A.  That's what we have the written evidence for, yes.

          18   Q.  I think what you tell us at paragraph 4.3 of your report

          19       is that Mr McKenzie's GP prescribed co-amoxiclav from

          20       4 January for ten days for a chest infection; is that

          21       correct?

          22   A.  Yes.

          23   Q.  If one is looking to a connection with C. diff, would

          24       co-amoxiclav be one of those antibiotics that would make

          25       a person susceptible to contracting C. difficile?
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           1   A.  All broad-spectrum antibiotics have that possibility.

           2       Co-amoxiclav is associated, but we have -- we have

           3       talked before about the necessity to look at the

           4       standard at 2007/2008, rather than what we might know at

           5       a later point.

           6           I can say that, at this stage, yes, that looks as

           7       though it was the cause, but at the time that this

           8       prescription was given, because there were the

           9       possibilities of both hospital- and community-acquired

          10       pneumonia, that would be a reasonable choice and not one

          11       which would be immediately associated in one's mind with

          12       the thought of Clostridium difficile diarrhoea to the

          13       point you say, "Well, I think I will choose another

          14       antibiotic".

          15   Q.  If you are looking at the antibiotics that Mr McKenzie

          16       was prescribed within this case -- the benzyl penicillin

          17       and the flucloxacillin and also the co-amoxiclav -- are

          18       you able to identify any particular antibiotic that

          19       might be more linked?

          20   A.  Co-amoxiclav is the culprit antibiotic of that group,

          21       both by its broad-spectrum nature and the timing.

          22   Q.  Then, if we look at the next section of your report,

          23       under the heading "Medical Management", you I think go

          24       back and repeat what you said about nutrition at 5.4,

          25       and you also mention, I think, fluid balance at 5.6.
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           1   A.  Yes.

           2   Q.  On page 17, at 5.10, you suggest that during the final

           3       admission there appears to have been no consultant

           4       review, except on the day of admission.  This is the

           5       admission on 28 January 2008 that you are focusing upon;

           6       is that right?

           7   A.  That's right, and until 1 February.

           8   Q.  Yes.

           9   A.  The short admission.

          10   Q.  Indeed.  If we look at the clinical notes, just to see

          11       what we have on this particular point, if we turn to

          12       GGC00460004, we have here the medical assessment unit

          13       admission documentation.  We have on the next page,

          14       page 5, some more information taken, and then, on the

          15       next page, page 6, we have a fairly detailed entry down

          16       to page 7.

          17   A.  The admission clerking, yes.

          18   Q.  If we then go on to page 9, we have an entry on

          19       30 January and also on page 10 we have an entry on

          20       31 January, and I think, as we know, Mr McKenzie was

          21       discharged on 1 February.  Is it this period you're

          22       looking to where you consider that there wasn't

          23       consultant review?

          24   A.  Those entries are attributed to Dr Khan, whom

          25       I understand to be a trainee.
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           1   Q.  That is the basis upon which you are making the

           2       observation you make?

           3   A.  Yes.  The notes that Dr Khan has made do not say, "On

           4       Dr X's ward round", written by Dr Khan, it just says,

           5       "Seen by Dr Khan".

           6   Q.  If we move on to page 18 of your report, you make some

           7       comments about the DNAR order there.  I think you

           8       consider that a DNAR order was an appropriate course of

           9       action here?

          10   A.  I do.  I do.  Do you want me to expand on why that is?

          11   Q.  No, I think we can read that for ourselves in your

          12       report.

          13           In relation to the death certificate, and I should

          14       perhaps put this back on the screen, SPF00280001.  The

          15       cause of death in the death certificate, section 10, is

          16       said to be I(a) left ventricular failure and, II,

          17       non-insulin dependent diabetes; dementia.

          18           I think you do take issue with that; is that right?

          19   A.  I have explained in an earlier part of the report the

          20       clinical presentation of left ventricular failure and

          21       found no correlate with that in the hospital notes.

          22           I do not know what the GP saw in the four days after

          23       discharge, but --

          24   Q.  Just to clarify that, that is the discharge that

          25       occurred on 1 February, is it?
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           1   A.  Yes.

           2   Q.  Leading up to the death on 4 February?

           3   A.  I have not seen the notes to know what happened when

           4       Mr McKenzie returned to Willox Park and was under the

           5       care of the staff there and under the care of his GP.

           6       I don't know whether he was seen, whether he was not

           7       seen.  I don't know.  But it seems to me that for him to

           8       have suddenly gone into left ventricular failure, when

           9       the issues in hospital had been dehydration, is

          10       intrinsically implausible.

          11           I would also be concerned that the issue of

          12       malnutrition -- his body weight was so low and his BMI

          13       was 14, I think, and his albumin was in the mid-teens.

          14       He was clearly extremely malnourished and extremely

          15       cachectic.  For that not to appear on the death

          16       certificate in some part of it, doesn't reflect the

          17       information that was gathered about him by clinical and

          18       laboratory assessment when he was in hospital.

          19   Q.  If we turn to page 19 of your report, then, and this is

          20       subject to the caveat that we would have to see what the

          21       position was in the three days or so after he was

          22       discharged from the Vale of Leven leading up to his

          23       death, your suggestion for the correct form of

          24       certification, I think you say, is I(a) dehydration;

          25       I(b) Clostridium difficile diarrhoea; and II
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           1       malnutrition, osteoporosis and type 2 diabetes?

           2   A.  Yes.

           3   Q.  If we then look at the conclusions that you set out in

           4       the next section of your report, you make some point

           5       about the medical records themselves in relation to

           6       labelling, and you think that that was poor, both for

           7       nursing and medical entries; is that right?

           8   A.  Yes.  Every page should have a proper identification on

           9       it and, because of the photocopying process, it is

          10       difficult to judge, but it doesn't look as though every

          11       page does.

          12   Q.  You had some difficulty, also, I think, with

          13       illegibility of signatures and who the signatories were?

          14   A.  Yes.

          15   Q.  Insofar as the C. diff was concerned, and I think we

          16       have already touched upon this, your view is that the

          17       C. diff diarrhoea was caused by the co-amoxiclav?

          18   A.  Yes.

          19   Q.  So far as the management --

          20   A.  Plus he must have been exposed to a source of

          21       the organism, but then it was precipitated, it became

          22       diarrhoea, when he was then given the antibiotics.

          23   Q.  In relation to the management of the C. diff diarrhoea,

          24       I think, although you say there is a positive

          25       documentation, you do, I think, say that the treatment
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           1       by way of metronidazole was the appropriate treatment to

           2       give to Mr McKenzie?

           3   A.  What was prescribed was an appropriate starting

           4       treatment, yes.  He didn't take all of the doses that he

           5       was offered, and alternatives -- either alternative

           6       routes, alternative medication -- do not seem to have

           7       been attempted.

           8   Q.  But he didn't take some of the doses because, I think,

           9       he didn't want to, in that he had, I think, expressed

          10       the wish that he really wished to die; is that the

          11       reason behind it?

          12   A.  That is difficult, to attribute his refusal to take

          13       medication purely to his wish to die.  I don't know that

          14       that is sufficiently evidenced in the notes as the only

          15       reason.  There could be other reasons.  He could have

          16       had swallowing difficulties generally, the form of

          17       metronidazole may not have been easy enough for him to

          18       take, he may not have understood -- there is some

          19       evidence that he had dementia, he may not have

          20       understood what was being required of him.  There are

          21       lots of possibilities.

          22   Q.  There are other options, then, you can take if a patient

          23       won't take a medication orally?  You could look at other

          24       alternatives?

          25   A.  Well, given that this man was so malnourished and not
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           1       able to take the medication to treat his diarrhoea and

           2       prevent the possibility of cross-infection by ridding

           3       him of the diarrhoea, a nasogastric tube could have been

           4       considered.  That was not discussed at any stage in the

           5       notes.

           6   MR KINROY:  Can we be quite clear, my Lord, that the witness

           7       appears to be saying that, because of the risk of

           8       cross-infection, nasogastric metronidazole might have

           9       been given, or should have been given?

          10   A.  No, I am saying that that is one of the benefits of

          11       treatment and, for this gentleman, a nasogastric route

          12       could have been considered.

          13   LORD MACLEAN:  But it is not, as Mr Kinroy identified in his

          14       question, because of the risk of cross-infection, is it?

          15   A.  To rid him of the diarrhoea would reduce the risk of

          16       cross-infection.  That was my point.

          17   MR MACAULAY:  Yes, I think that is the point you are trying

          18       to make.  If you deal with somebody's diarrhoea, that

          19       reduces the risk of contamination because you have got

          20       rid of the diarrhoea; is that right?

          21   MR KINROY:  My Lord, that does not appear to be the evidence

          22       the witness gave.  Perhaps we should clarify this.  She

          23       said:

          24           "Answer:  Well, given that this man was so

          25       malnourished and not able to take the medication to
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           1       treat his diarrhoea and prevent the possibility of

           2       cross-infection by ridding him of the diarrhoea,

           3       a nasogastric tube could have been considered ..."

           4           That, to my mind, appears to suggest that risk of

           5       cross-infection was a reason to give --

           6   A.  Well, I'm sorry if I have added that phrase into that

           7       sentence to give it more weight than I intended.  It

           8       should be the other way around, that it would be

           9       a benefit --

          10   LORD MACLEAN:  A nasogastric tube is to feed him; is that

          11       right?

          12   A.  To feed and to give medication, and then there would be

          13       the spinoff of improved risk to other people, but it is

          14       principally about this gentleman.

          15           Having said that, I think this gentleman,

          16       probably -- had there been a multidisciplinary

          17       discussion with my input, I would not have thought it

          18       appropriate to force this gentleman to have nasogastric

          19       feeding, because I would have taken the view that good

          20       palliative care was more appropriate than trying to

          21       refeed him, but that discussion didn't -- that

          22       discussion isn't evidenced in the notes.

          23   MR MACAULAY:  If a patient such as Mr McKenzie isn't taking

          24       the oral medication, then the only other way would be,

          25       what, either intravenously or with a nasogastric tube?
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           1   A.  Metronidazole can be given via a nasogastric tube or

           2       intravenously, other treatments for

           3       Clostridium difficile diarrhoea, similarly.

           4   Q.  Then, finally, if we turn to page 20 of your report, the

           5       point at 8.4, in relation to ward 15, can you just

           6       elaborate on what you mean there, where you say:

           7           "Ward 15 is described as a rehabilitation ward, but

           8       did not function as such, particularly in relation to

           9       nutrition, continence and psychological features of

          10       chronic illness."

          11           I'm focusing in particular on the time when

          12       Mr McKenzie had C. diff?

          13   A.  For somebody to be rehabilitated, to regain function and

          14       regain strength, regain abilities, nutrition is a key

          15       part of that, and the evidence that I have been

          16       presented with is that no alternative strategies for

          17       improving Mr McKenzie's nutrition were discussed or

          18       attempted.

          19           The dietician was involved at an earlier stage, and

          20       her advice was not followed, according to the

          21       documentation.

          22           Promotion of continence would be another part of

          23       a rehabilitation ward's function, so that somebody who

          24       in the phase -- in the acute phase of an illness has

          25       lost continence would be assisted in attempts to regain
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           1       continence by nursing, medical and physiotherapy input.

           2           There was no evidence that there was a care plan for

           3       continence for Mr McKenzie, and active nursing care

           4       towards that end, and in terms of his psychological

           5       features, there is nothing in the record which says that

           6       his response to illness was considered, and perhaps the

           7       opportunity to express himself, given the use of

           8       antidepressants, there just isn't any evidence that

           9       those components of rehabilitation were available to

          10       him.

          11   Q.  Thank you for that.  I think that then concludes our

          12       examination of Mr McKenzie's case.

          13           The next case I want to look at with you is that of

          14       Janet Fitzsimmons.  If we look at your report, if we

          15       have it on the screen, EXP01550001, do you set out on

          16       the first page of the report that Mrs Fitzsimmons' date

          17       of birth was 1 July 1939?

          18   A.  Yes.

          19   Q.  Have you also noted that her date of death was

          20       9 August 2008?

          21   A.  Yes.

          22   Q.  If we look at the death certificate, at SPF00140001, can

          23       we see that Mrs Fitzsimmons was 69 at her date of death,

          24       on 9 August 2008?

          25   A.  Yes.
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           1   Q.  She did die in the Vale of Leven Hospital, and the cause

           2       of death section is I(a) sepsis, and at II we have

           3       reference to a fractured neck of femur and right heart

           4       failure?

           5   A.  Yes.

           6   Q.  If we then look at your report, and taking it as shortly

           7       as one can, is it the case that Mrs Fitzsimmons had

           8       a number of hospital admissions, including an admission

           9       to the Royal Alexandra Hospital, from the period from

          10       17 December 2007 up until the date of her death in the

          11       Vale of Leven?

          12   A.  Yes, she had two earlier admissions to the

          13       Vale of Leven.  She then went to the Royal Alexandra

          14       very shortly after her second discharge, because she had

          15       fractured her femur and required the orthopaedic

          16       services that were available there, and then, on

          17       4 August, she returned to ward 14 at the Vale of Leven.

          18   Q.  In the course of the admission she had from 17 December

          19       through to 11 February 2008, when she was discharged

          20       home, did she have loose stools in that period?

          21   A.  She was repeatedly recorded as being incontinent of

          22       faeces.  Now, there is -- we need to distinguish between

          23       faecal incontinence, whatever the texture, the form of

          24       the stool, is, and diarrhoea, and this is not easily

          25       teased out in these notes.
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           1           She was consistently faecally incontinent, but it

           2       isn't always clear -- in fact, it is rarely clear --

           3       whether this was because she had diarrhoea and that

           4       there were other times when she might be continent

           5       because she was better able to cope with a more formed

           6       stool.  This is not easy to find out.

           7   Q.  If we look at page 7 of your report, and I will just

           8       take this from the report itself, do you note at 3.1.20:

           9           "During the first week in January 2008 ..."

          10           At that time, I think Mrs Fitzsimmons was in the

          11       Vale of Leven, and there was a stool specimen taken to

          12       test for C. diff and that was a negative result; you

          13       have noted that?

          14   A.  Yes.

          15   Q.  If you look at page 8, at 3.1.26, have you also noted

          16       that in the last week of January 2008 there is

          17       a reference, Dr Akhter's entry, to "developed diarrhoea"

          18       and there is also a suggestion that a further laboratory

          19       test was negative at that time?

          20   A.  Yes.  But it still doesn't answer the question: what

          21       were the stools like the rest of the time?

          22   Q.  But the position seems to be that there was no positive

          23       diagnosis of C. difficile at the time of that admission,

          24       albeit there's evidence of specimens being sent with

          25       negative results?
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           1   A.  That's true.  That's true.

           2   Q.  If we turn to page 11, then, and focus on the second

           3       admission, on 27 March 2008, have you noted that

           4       Mrs Fitzsimmons was referred back to hospital because of

           5       dehydration, poor oral intake and hyperglycemia?

           6   A.  That's what was written in the referral letter from her

           7       GP's trainee.

           8   Q.  At 3.3.3, have you noted that the following day she was

           9       noted to be cachectic and dehydrated, and you make some

          10       points about fluid balance; is that correct?

          11   A.  Yes, she was cachectic, meaning that she had a very low

          12       muscle and subcutaneous fat covering.  She was

          13       dehydrated and, yet, at the same time, other parts of

          14       the body were oedematous.

          15           So, again, we have the issue about the

          16       intravascular, the blood volume, being depleted, and

          17       fluids being in the tissues, usually following

          18       a gravitational pattern, so if you're sitting out in

          19       a chair, around the ankles.

          20   MR KINROY:  My Lord, I wonder if there might be some

          21       benefit -- I don't want to throw my learned friend off

          22       his stride -- this appears to be the territory of

          23       treatment in which I think in some cases we have seen

          24       simultaneous hydration and administration of diuretics;

          25       that is, a patient who is dehydrated and oedematous.
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           1       Might it be useful to explore that with this witness at

           2       this stage?  I'm entirely in my learned friend's hands,

           3       of course.

           4   LORD MACLEAN:  Mr MacAulay, do you want to go down that

           5       track?  Is it important?

           6   MR MACAULAY:  I'm inclined to leave that at the moment,

           7       my Lord, unless my learned friend really sees that this

           8       is a relevant point to discuss it.

           9   LORD MACLEAN:  I can't see that it is.

          10   MR KINROY:  I'm happy to come back to this later.

          11   LORD MACLEAN:  Yes.

          12   MR MACAULAY:  I think so.

          13           I think I had taken you to paragraph 3.3 where that

          14       point was made.  If we move on to page 12 of your

          15       report, you I think indicate that Mrs Fitzsimmons was

          16       prescribed some antibiotics on 31 March, and we will

          17       come back to that.  But at 3.3.12, again, do you make

          18       some comments about fluid balance charts continuing to

          19       be unreliable.

          20   A.  I do, and I offer an explanation that perhaps the reason

          21       it was difficult was that, if she was repeatedly

          22       incontinent of faeces at the same time as trying to pass

          23       water, it would be very difficult to produce accurate

          24       records.  However, that wasn't what was stated.  Instead

          25       of writing "contaminated" or an explanation like that,
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           1       there was no explanation of why the fluid charts, as far

           2       as the urine output was concerned, were not kept.

           3   Q.  But do you also point out there that there were stool

           4       specimens sent to the lab, but the results at this time

           5       were negative results?

           6   A.  Yes.  If the laboratory suggests that there is no

           7       infective cause for diarrhoea, in a lady with pancreatic

           8       insufficiency, diabetes with the possibility of an

           9       autonomic neuropathy, other causes of diarrhoea should

          10       be considered, particularly malnutrition -- sorry,

          11       malabsorption of fats related to the pancreatic

          12       insufficiency; that will cause diarrhoea.  Diabetes

          13       leads to damage to the nervous system, the peripheral

          14       nervous system, which may be manifest as a change in the

          15       motility of the bowel, so that there would be episodes

          16       of uncontrolled diarrhoea often happening at night.

          17   Q.  If we move on to page 14 of your report, I think you

          18       note at paragraph 3.3.22 that, on 22 April,

          19       Mrs Fitzsimmons was transferred to ward 14.  I think up

          20       until that point she had been in ward 6; is that

          21       correct?

          22   A.  I would have to check.  I can check that.  I have

          23       another record which would tell me.  I'm sure you will

          24       have researched this before asking me that question.

          25   Q.  Yes.  I think you can take it from me that that is where
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           1       she was.

           2   A.  Yes.

           3   Q.  As you have pointed out in your report on page 14, she

           4       was transferred, on the 22nd, to ward 14.  Was it

           5       shortly after that that she did test positive for

           6       C. diff?

           7   A.  Yes, two days after the transfer there is an entry in

           8       the nursing notes to say that the stool had tested

           9       positive for Clostridium difficile and that

          10       metronidazole had been started at that point.

          11   Q.  Then, if we look at the relevant microbiology report, at

          12       GGC00190531, can we observe here that the specimen was

          13       collected on 24 April and received by the lab on

          14       24 April, addressed to ward 14, as we see at the top

          15       right, and it is a positive result?

          16   A.  Yes.  And that is the printed version, which was sent

          17       out a few days later, but there was confirmation of

          18       a telephoned report.

          19   Q.  You have noted from the nursing notes that the ward were

          20       aware on the 24th itself that the result was positive.

          21   A.  Yes.

          22   Q.  Do you note in your report that, at that time,

          23       metronidazole was started?

          24   A.  That's from the nursing notes, yes.

          25   Q.  I think you say there was no infection control team
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           1       involved and documented; is that correct?

           2   A.  I have not found any documentation of that.

           3   Q.  I think this is a case where we don't seem to have an

           4       infection control card.  I think in some other cases you

           5       looked at, you were supplied with infection control

           6       cards for the cases?

           7   A.  Yes.

           8   Q.  If we turn to page 15, you say at 3.3.25:

           9           "Over the next 4 days the usual problems of

          10       incomplete fluid balance charts continued ..."

          11           Is that correct?

          12   A.  Yes, I'm afraid so.  There are other sections of

          13       the nursing notes that refer to vomiting and loose

          14       stool, but that is not entered in the fluid balance

          15       charts.

          16   Q.  You note at 3.3.26 that, on 28 April, Mrs Fitzsimmons is

          17       seen by Dr Akhter; is that correct?

          18   A.  That's in the notes, yes.

          19   Q.  What is the point?  You say towards the end:

          20           "No comment about diarrhoea or C. difficile

          21       positivity was made."

          22           Would you have expected Dr Akhter to have made such

          23       a comment at that time?

          24   A.  Yes.  I would expect that an evaluation of the severity

          25       of the illness would be made at onset, and that it would
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           1       be regularly reviewed to see whether treatment was

           2       succeeding or whether the situation was not improving,

           3       even deteriorating.  So I would expect there to be

           4       a comment on the severity of the illness, response to

           5       treatment and a plan for the situation as currently

           6       evaluated.

           7   Q.  Let's then look at the notes in relation to this

           8       particular point to see what we have there.  If we could

           9       look at GGC00190333, the first note on that page is

          10       a ward round by the SHO, and that date I think is

          11       24 April, and I think the first --

          12   A.  That would be the date that the diagnosis was made and

          13       the metronidazole commenced.

          14   Q.  I'm sorry?

          15   A.  That would be the date that the metronidazole was

          16       commenced.

          17   Q.  The note begins, "Diarrhoea last night".  The plan is to

          18       encourage oral intake and the dietician is to review,

          19       I think is what we see there.

          20   A.  That is at just before 11.00 in the morning and the SHO

          21       is obviously thinking that the nasogastric feed may be

          22       contributing to the diarrhoea.

          23   Q.  I see.

          24   A.  Sometimes the feed is not well absorbed and provokes --

          25       it just rushes straight through.  So the thing to do,
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           1       under those circumstances, is to stop the feed and

           2       restart it at a lower level or use a different

           3       proprietary mix to see what might be tolerated by the

           4       patient.  So that is before the CDD positivity is known.

           5   Q.  We then see on the 24th there is a dietician review,

           6       and, similarly, if you turn to page 334 of the records,

           7       can we also see on the 25th there is a dietician review?

           8   A.  Yes.

           9   Q.  Then the next entry -- and I think this may be the one

          10       that you focus upon in your report -- is the one for

          11       what looks like the 28th, "Ward round.  Dr Akhter.

          12       Ward 14".  Do you see that?

          13   A.  At 9.25 in the morning, yes.

          14   Q.  What you have said in your report is that there was no

          15       comment about diarrhoea or C. difficile positivity.  It

          16       is very difficult to read, but the third line says:

          17           "On bed most of the time."

          18           Then "Stools" - is that "soft"?  Then "Aim for off

          19       NG tube at some period.  More mobile".  Is that correct?

          20       Is that how you read that?

          21   A.  I think it says something about the NG feed, and I'm not

          22       sure what the first word on that line is.  "On bed most

          23       of the time.  Stools" -- I don't know.  Could be "soft",

          24       but it doesn't say, "Stools CDD positive" or "Stools

          25       type 7" or "Abdomen examined.  Not distended", or any of
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           1       the things that would be part of the assessment of

           2       the severity of a patient's infection response to

           3       Clostridium difficile diarrhoea.  It is not the focus of

           4       that consultation.

           5   Q.  Can we see -- we have looked at the previous page --

           6       that the last review was on 24 April, and the last

           7       medical review was 24 April and this medical review was

           8       on the 28th, some four days later, and in between there

           9       has been the diagnosis of C. difficile?

          10   A.  That's right.  That's right.

          11   Q.  Would you have expected there to have been a medical

          12       review at the time the diagnosis was made?

          13   A.  Absolutely.  Absolutely.  This lady had been incontinent

          14       of faeces for months, and then there is another

          15       development.  She's had repeated negative pathology

          16       results, her stool has been tested on several occasions

          17       before.  Suddenly, she's positive.  She's known to be

          18       incontinent of faeces, and the issues around

          19       transmissibility -- transmission of this illness go hand

          20       in hand with incontinence.

          21           So we have got a lady who is now positive, she's

          22       known to be incontinent of faeces, she's already

          23       malnourished, there are issues around her fluid balance

          24       that have been known about, and those have been

          25       difficult to manage, for some considerable time, but
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           1       there is no entry in the notes to say that the

           2       laboratory result has been received, that

           3       a re-evaluation has taken place, and, therefore, I must

           4       assume that a re-evaluation did not take place.

           5   Q.  Would you have expected the sort of medical review that

           6       you envisage to have taken place on 24 April, the day

           7       upon which the diagnosis appears to have been made?

           8   A.  If the result came through during the 9.00 to 5.00 day

           9       doctor's shift, I would expect the ward's own doctor to

          10       be informed, and that junior doctor to come back to the

          11       ward, or to add a second consultation for this lady as

          12       part of their list of jobs to do for the day.

          13           I would expect the junior doctor, having performed

          14       an evaluation, to then ring the consultant with that

          15       whole picture and agree a plan of management, and, as

          16       I think I said earlier, if I felt, as the consultant,

          17       that that junior doctor was not confident that they were

          18       able to manage this situation, then it would be my

          19       responsibility to go and assist in that evaluation and

          20       assist in that management plan formulation.

          21   Q.  But in any event, when would you have expected the

          22       consultant himself or herself to personally review the

          23       patient if the patient has been tested positive for

          24       C. diff?

          25   A.  At the next consultant ward round, the issues around
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           1       Clostridium difficile should be the focus of

           2       the consultation, or one of the focuses of

           3       the consultation.  Other problems won't have gone away,

           4       but it would add another problem that needed to be

           5       evaluated and the links between the management plans for

           6       each of the problems checked out to see that there were

           7       no conflicts; for example, was she on any other

           8       antibiotics and what should be done about that?

           9           That's not particularly pertinent here, but it's

          10       evaluating that new problem in the light of the other

          11       problems as well.

          12   Q.  In relation to the regularity of the medical review,

          13       after the diagnosis had been made, would you have

          14       expected a daily review by a doctor to have taken place?

          15   A.  I don't know whether this is a weekend.  We would have

          16       to get a calendar out and look and see whether there was

          17       a weekend in between.  It would be acceptable for there

          18       to have been a handover of the clinical situation on

          19       a Friday evening if it had been reviewed -- if the SHO

          20       had seen the patient and decided that the person was not

          21       particularly ill, it would be acceptable for a handover

          22       to be given to the duty people for the weekend to say,

          23       "This is the situation.  This is the management plan.

          24       I think all is fine, but just be aware that you may get

          25       a call from the ward to review this person".
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           1           So it could be acceptable for there not to be

           2       a daily review if the severity had been assessed and the

           3       situation was thought to be mild and a correct

           4       management plan in place.  But that is not what's

           5       written here.

           6   Q.  You postulate a situation at the end.  If this wasn't

           7       the weekend -- and we don't know at the moment -- would

           8       you expect to see a daily review by the doctor?

           9   A.  Yes, I would.  If that SHO was told, when they came onto

          10       the ward on the 25th, "Oh, we had a phone call from the

          11       laboratory last night" --

          12   MR PEOPLES:  My Lord, perhaps I can remove the speculation

          13       or hypothesis.

          14   LORD MACLEAN:  You have consulted the expert?

          15   MR PEOPLES:  I have consulted the expert, who tells me it

          16       was a Thursday, the 24th, for 2008.  That may

          17       short-circuit some of the questions.

          18   A.  Okay, so on the 25th, the Friday, I would expect that

          19       SHO then to have re-evaluated the patient.  Even if the

          20       result had come through the night before and had been

          21       given to the duty doctor to act on, when the SHO came

          22       around on the Friday morning, that was new information

          23       about a patient that that SHO was responsible for, and

          24       what I have said about informing the consultant of

          25       the change in the situation after conducting an
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           1       evaluation would be appropriate, and then, together, you

           2       make a plan for what you are going to do for the next

           3       few days.

           4   Q.  Are you able to say, from the information you have here,

           5       as to how severe Mrs Fitzsimmons' C. difficile infection

           6       was?

           7   A.  No.  In none of the cases that I have looked at is there

           8       any systematic evaluation of severity.

           9   Q.  Is there any information generally under reference to

          10       this particular patient --

          11   A.  No.

          12   Q.  -- that can allow you to come to a view on it?

          13   A.  No, there is nothing that would enable me to

          14       retrospectively use any of the severity scales.

          15   Q.  I think the other point you make on page 15 of your

          16       report, at 3.2.29, is that, so far as the clinical notes

          17       are concerned, the first mention we have of C. diff in

          18       the clinical notes is actually on 8 May; is that

          19       correct?

          20   A.  Yes.  That is the day that the metronidazole was

          21       finished.

          22   Q.  If we turn --

          23   A.  The course was finished.

          24   Q.  If we turn to page 335 of the clinical notes, against

          25       the date for 8 May, do we see the entry which tells us:

                                            78

           1           "C. diff improved.  Metronidazole stopped."

           2           Is that correct?

           3   A.  Yes.

           4   Q.  So that is where you took that from, that particular

           5       observation in your report?

           6   A.  That's right.  It says "ST1".  So it was not the

           7       consultant that made that entry, but somebody in their

           8       first year of specialist training.  I can't read the

           9       rest of it.  But it is an ST1.

          10   Q.  You have mentioned the categorisation of C. diff into

          11       mild, moderate or severe.  Was that an approach that was

          12       relevant at the relevant time that we are looking at,

          13       2007/2008, in assessing C. diff?

          14   A.  It was.  It is referred to in the two healthcare

          15       commission reports that I have already referred to, but

          16       I would say that it was not in -- in a formal way,

          17       universal practice.

          18           The components that would be used to assess severity

          19       would be recorded without then giving a score in most

          20       situations, but in the context of an outbreak, where

          21       there was a plan for management, for a scoring system to

          22       be used for each patient would be part of the response

          23       to an outbreak.

          24   Q.  Do I understand you to be saying that whether or not the

          25       actual scoring system of mild, moderate and severe was
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           1       in place, you would be able to ascertain from what was

           2       written what the nature of the infection was?

           3   A.  I should be able to ascertain how severely affected the

           4       patient was.

           5   LORD MACLEAN:  It is not the nature of the infection, it is

           6       the degree.

           7   MR MACAULAY:  The clinical status.

           8   A.  Yes, I should be able to look at the state of hydration,

           9       the rising creatinine and rising white cell count, the

          10       presence of abdominal distension, absent bowel sounds,

          11       those kinds of things.  They weren't invented when the

          12       scores were invented.  They existed and were then

          13       incorporated into the scoring systems.

          14   Q.  On page 16 of your report, if we go on to that, I think

          15       you point out that there was a further specimen sent for

          16       C. diff analysis on 12 June, but that was a negative

          17       result; is that correct?  That is at paragraph 3.3.33.

          18   A.  Yes.  There is information about whether repeat

          19       specimens should be sent to the laboratory in some of

          20       the policy documents that I have seen, and I'm not sure

          21       that a repeat specimen sent at this time was -- fell

          22       within that guidance.

          23           I think the issue here is that Mrs Fitzsimmons

          24       continued to be troubled with her bowels, that the

          25       faecal incontinence which preceded the diagnosis of
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           1       Clostridium difficile didn't go away when she received

           2       a course of metronidazole, but the only response to the

           3       continued faecal incontinence was to check again for

           4       Clostridium difficile.

           5           Other investigations of why she was faecally

           6       incontinent did not take place, and should have done.

           7   Q.  If we just look at what the picture was, if we turn to

           8       the records and look, perhaps, back a month to May, in

           9       GGC00190528, can we see that there was a specimen

          10       collected on 23 May, received by the lab on 23 May, and

          11       that produced a negative result?

          12   A.  Yes.

          13   Q.  Is that correct?

          14   A.  Yes.

          15   Q.  Then I think the one that you mention in your report at

          16       page 526, can we see the specimen was collected on

          17       12 June, received by the lab on 12 June, and, again, it

          18       is a negative result?

          19   A.  Yes.  Clearly, it is important to make sure that

          20       somebody who has once had an episode of Clostridium

          21       diarrhoea does not -- we can use the word "relapse", but

          22       we may mean "reinfect", that that person has not been

          23       reinfected or relapsed, for whatever reason.

          24           But when you have negatives like this, you don't

          25       have an answer as to why the patient still has
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           1       diarrhoea.

           2   LORD MACLEAN:  I think you have made that point, though,

           3       very clearly.  Other investigations were not attempted.

           4       But you wouldn't -- or would you -- fault them for

           5       continuing to test to see whether C. diff had returned?

           6   A.  If there was a change in the nature of the stool --

           7   LORD MACLEAN:  Yes, I see that.

           8   A.  -- then that is when it would be appropriate to retest.

           9       I am not able to say whether, on each of these

          10       occasions, there was a change in the nature of the stool

          11       or whether it was simply that Mrs Fitzsimmons was still

          12       being incontinent, as she had been for months.

          13   MR MACAULAY:  And that continued to be the position, because

          14       there was at least one more specimen sent at the end

          15       of June which again proved to be a negative result.

          16   A.  Yes.

          17   MR KINROY:  My Lord, I wonder if we might just clarify or

          18       further extend the point your Lordship made, which is,

          19       if there was no change in the nature of the stool and,

          20       yet, despite that, there was testing for C. diff, would

          21       the witness criticise that?

          22   LORD MACLEAN:  Well, of course, that is not what she said.

          23       She said she would have expected that, if the stools

          24       changed, you would test again.

          25   MR KINROY:  Indeed so, my Lord, but on the hypothesis that
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           1       it wasn't, would she criticise the testing?

           2   LORD MACLEAN:  It is put hypothetically to you,

           3       Dr Harrington: if the nature of the stool had not

           4       changed, would you still go on carrying out testing?

           5   A.  No, I'm not critical of what was done, I am critical of

           6       what wasn't done.

           7   MR MACAULAY:  Are you critical of the fact that they were

           8       taking specimens at regular intervals to test for

           9       C. diff?

          10   A.  I'm not in a position to be critical, because I don't

          11       know whether there was a change in the stool.

          12   LORD MACLEAN:  But I get the impression that, if you had

          13       been the consultant in charge, you would have instructed

          14       fresh specimens to be taken only if there was a change

          15       in the stools?

          16   A.  Or another clinical -- some other clinical

          17       deterioration: fever, vomiting, abdominal distension,

          18       a raised white cell count that could not be otherwise

          19       explained.  Yes, if there was a clinical change.

          20   MR KINROY:  My Lord, before we finally leave this, what is

          21       wrong with doing superfluous tests?  That is what

          22       I don't understand.

          23   LORD MACLEAN:  Because they are superfluous; that's why.

          24   A.  Well, because I think they distract from the issue of

          25       what was really going on.  There is a sort of very
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           1       narrow beam of light that is being pointed towards the

           2       faecal incontinence, and that is about

           3       Clostridium difficile and, as soon as the negative

           4       result comes back, it is as though the light is turned

           5       off and nothing else is done.

           6   LORD MACLEAN:  I think we have got that point, actually.

           7       This was an unusual case, wasn't it, in which the

           8       patient suffered from faecal incontinence which was not

           9       necessarily connected with C. diff, and we know it

          10       wasn't, and yet they didn't examine it, investigate it;

          11       is that right?

          12   A.  It preceded --

          13   LORD MACLEAN:  Can we leave it at that?

          14   A.  Yes.

          15   LORD MACLEAN:  Good.  It is lunchtime.

          16   MR MACAULAY:  Very well.

          17   (1.00 pm)

          18                     (The short adjournment)

          19   (1.45 pm)

          20   MR MACAULAY:  Good afternoon, Dr Harrington.  If we go back

          21       to Mrs Fitzsimmons' report -- we have it back on the

          22       screen -- I now want to turn to page 17 of your report.

          23       There I think you indicate that Mrs Fitzsimmons'

          24       situation deteriorated on 11 July.  Is that correct?

          25   A.  Yes.
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           1   Q.  You note that, on two successive days -- that is 12 and

           2       13 July -- there was no urine output recorded; is that

           3       correct?

           4   A.  That's what I found in the notes.

           5   Q.  You consider that wasn't really credible.  Do I take

           6       from that that there would have been urine output, but

           7       it just had not been recorded?

           8   A.  Yes, given the subsequent events.

           9   Q.  Was there then a plan put in place to discharge

          10       Mrs Fitzsimmons and, in due course, did that happen on

          11       30 July 2008?  You tell us that towards the top of

          12       page 18 of your report?

          13   A.  My understanding was that there was a plan to send her

          14       home with the agreement of her family and support from

          15       care at home and some day hospital support, but most of

          16       that never had a chance to happen, because she fell so

          17       quickly after her discharge home.

          18   Q.  So she was discharged on 30 July, but within 24 hours,

          19       because she had a fall, she was readmitted to the

          20       Royal Alexandra Hospital?

          21   A.  Yes.

          22   Q.  Is that right?

          23   A.  Yes.

          24   Q.  She fractured the right neck of her femur, and that

          25       required to be attended to?
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           1   A.  Yes.

           2   Q.  Was she transferred back to the Vale of Leven Hospital

           3       on 4 August 2008?

           4   A.  Yes, for rehabilitation.

           5   Q.  Was it there that she died, as we noted in the death

           6       certificate, on 9 August 2008?

           7   A.  Yes.

           8   Q.  If we turn to page 21 of your report, you have a section

           9       here that you are looking generally at the antibiotic

          10       therapy that Mrs Fitzsimmons was given.

          11           Looking to what you say in paragraphs 3.4 .1 to

          12       3.4.4, do you set out the antibiotics that

          13       Mrs Fitzsimmons was given and do you consider that these

          14       were justifiable?

          15   A.  During her first admission, yes, and they were discussed

          16       with microbiology.

          17   Q.  Co-amoxiclav and the clarithromycin and the subsequent

          18       change to Tazocin and vancomycin and levofloxacin, these

          19       were all appropriately given?

          20   A.  Yes, I believe so.

          21   Q.  In relation to the second admission, you deal with it at

          22       3.4.5, you say that she received co-amoxiclav and,

          23       indeed, you thought that seemed to have been the trigger

          24       for the acquisition of Clostridium difficile?

          25   A.  It seems the most likely.
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           1   Q.  You say that "This course was the least" --

           2   A.  Sorry, I shouldn't have phrased that quite like that.

           3       It should have been the trigger to the development of

           4       symptoms of Clostridium difficile.  She must have

           5       acquired it by the oral route.

           6   Q.  It made her more susceptible to C. diff?

           7   A.  Yes.

           8   Q.  But you go on to say:

           9           "This course was the least well founded in terms of

          10       a clear underlying diagnosis."

          11           Can you tell us why you think that to be the case?

          12   A.  The radiological -- clinical, radiological and

          13       laboratory indices that this lady was infected and

          14       required an appropriate course of antibiotics.  We are

          15       talking about the second admission.

          16   Q.  Yes.

          17   A.  Yes.

          18   Q.  It is just the point you thought that this was the least

          19       well founded in terms of a clear underlying diagnosis.

          20       I take from that that you might consider this not to be

          21       perhaps as appropriate as the other antibiotics?

          22       I wondered what your reasons for that were.

          23   A.  Let me just go back a little bit.  Can we go back --

          24       I have to go back to earlier in the report to be able to

          25       expand on that.
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           1   Q.  I can take you to certain parts of your report where you

           2       discuss this.  If you turn to page 12 of your report --

           3   A.  Looking at paragraph 3.3.4 onwards.

           4   Q.  At 3.3.4 you say the urine specimen grew candida again;

           5       is that right?

           6   A.  Yes.

           7   Q.  Was it following upon that that, on 31 March,

           8       Mrs Fitzsimmons was given co-amoxiclav?

           9   A.  Yes.  The laboratory evidence of candida in the urine,

          10       that would not respond to co-amoxiclav.  It is a yeast,

          11       which would not respond to that type of antibiotic.

          12   Q.  Is that the finding, then, that you base your conclusion

          13       on, that this was possibly the least well-founded of

          14       the antibiotics?

          15   A.  Yes, and it was then appropriately treated with

          16       fluconazole on 1 April, but that was given because there

          17       was evidence of candida oesophagitis, rather than the

          18       fluconazole being prescribed for urinary sepsis, but it

          19       was urinary infection with candida.  So it was probably

          20       a coincidental benefit of the treatment of the candida

          21       oesophagitis that her urine candida may have been

          22       treated as well, but the fluconazole was given for

          23       a completely different reason.

          24   Q.  Can I just understand this myself?  You say in

          25       paragraph 3.4.5 that the co-amoxiclav was given during
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           1       the second admission.  If we just look at page 23 of

           2       your report, where you set out the summary of

           3       the antibiotics received --

           4   A.  Thank you for finding that.  That is what I was looking

           5       for.

           6   Q.  You can see that the co-amoxiclav, first of all, was

           7       given on 31 March to 7 April; is that right?  We can see

           8       that?

           9   A.  That's right.

          10   Q.  The indication, you say, was empirical high white blood

          11       count; is that right?

          12   A.  Yes.  There was laboratory evidence to suggest that she

          13       was infected, in the sense that there was a high white

          14       cell count, but there was no organism identified.

          15   Q.  In those circumstances, would you consider co-amoxiclav,

          16       then, not to be an appropriate antibiotic to give?

          17   A.  For a candida urinary tract infection, it's quite

          18       inappropriate; completely inappropriate.

          19   Q.  Does that then explain your comment in paragraph 3.4.5?

          20   A.  Yes.

          21   Q.  We can note that co-amoxiclav was given again from

          22       9 April to 16 April.  We see that on page 23 of your

          23       report.  Was that given appropriately or not?

          24   A.  Well, I think there was, at that time, concern that

          25       there was an unidentified infection.  Endocarditis was
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           1       what people had in mind, and that was why the

           2       co-amoxiclav was continued.

           3   Q.  If we look at page 21 of your report, then, at

           4       paragraph 3.4.5, do you explain that the second course

           5       of co-amoxiclav during the second admission seems to

           6       have been a trigger to the acquisition of

           7       Clostridium difficile:

           8           "This course was the least well founded ..."

           9           So it is the second course you are looking at, is

          10       it?

          11   A.  That would be 9 April.

          12   Q.  I'm sorry, I may have confused you.  The first course of

          13       co-amoxiclav was given in December.

          14   A.  Yes.

          15   Q.  So the second course was --

          16   A.  The second course of co-amoxiclav -- in the second

          17       admission, there was a stop/start approach to the

          18       co-amoxiclav.

          19   Q.  Yes.

          20   A.  The first section appears -- the first time it was given

          21       in the second admission, 31 March, it appears to have

          22       been given for an infection which turned out to be

          23       candida in the urine.

          24   Q.  Indeed.

          25   A.  It would not be appropriate for that.
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           1   MR KINROY:  My Lord --

           2   A.  Fluconazole was --

           3   MR KINROY:  May I dare to seek some clarification at that

           4       point?  Was it known to the doctors when they prescribed

           5       the co-amoxiclav, on 31 March, that there was a candida

           6       infection in the urine?

           7   A.  It would not be known at the time --

           8   LORD MACLEAN:  Has she not answered that?

           9   MR MACAULAY:  I think she was about to go to answer it.

          10   A.  I'm not sure that I have answered exactly that question.

          11       At the time that it was prescribed, is the question,

          12       I think.  So that would be perhaps before the MSU result

          13       is back.

          14   LORD MACLEAN:  I thought you said that.

          15   A.  Sorry.

          16   LORD MACLEAN:  I thought you had said that, actually.  I may

          17       be wrong, but I understood you to say that it was

          18       prescribed before the result came back and it was not

          19       a drug of choice to treat candida.

          20   A.  That's right.  Therefore, when the result came back, it

          21       should have been discontinued.

          22   LORD MACLEAN:  Correct, yes.

          23   MR MACAULAY:  That is the essential point.

          24   LORD MACLEAN:  That is the point.

          25   MR MACAULAY:  Dr Harrington, that is the essential point, is
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           1       it?

           2   A.  That is the main point that I wish to make, yes.

           3   Q.  If we then move on to that section of your report

           4       dealing with the drug treatment for

           5       Clostridium difficile, and that is on page 24 of your

           6       report, I think you say in the second paragraph,

           7       3.5.2 -- so far as antibiotics are concerned, was the

           8       antibiotic treatment that she was given for the C. diff

           9       appropriate, in the first instance?

          10   A.  The antibiotic metronidazole given for the C. diff

          11       diarrhoea was appropriate, yes.

          12   Q.  One of the points you make, which we have looked at

          13       already, is the medical response in relation to

          14       documentation you consider to be inadequate, which we

          15       looked at earlier this morning.

          16   A.  And the point that, for somebody who has got

          17       Clostridium difficile diarrhoea, metronidazole or

          18       another appropriate antibiotic is only part of

          19       the treatment.  We talked about fluids, we talked about

          20       nutrition, we talked about a clinical reassessment,

          21       including discontinuing antibiotics, and this applies in

          22       this situation again.

          23   Q.  On page 26, where you make some comments on medical

          24       management, and I think this is a point you have already

          25       covered, that there were other possible causes of
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           1       diarrhoea and you say at 4.1.2 that these possibilities

           2       were not discussed, so far as the notes that you have

           3       looked at disclose; is that right?

           4   A.  Yes.  I have listed a few of the possibilities there,

           5       and there is no evidence in the notes that these were

           6       really considered, other than that single mention of

           7       "Stop the NG feeding".

           8   Q.  Then, on the next page, page 27, you make some comments

           9       about fluid balance, and I think we have covered that,

          10       but you were critical of the fluid balance management

          11       insofar as the charts disclosed?

          12   A.  I am, yes.

          13   Q.  I think, similarly, in relation to nutrition, you make

          14       a similar criticism on the management of that; is that

          15       correct?

          16   A.  Yes.  Such entries as there are would suggest the

          17       situation was dire, but clearly it wasn't as bad as

          18       that, but nobody recorded the situation as it was.

          19   Q.  If we then turn to page 31 of your report, the heading

          20       "General note keeping standards", I think you make

          21       a number of points here, where you point out there was

          22       no consistent use of identity labels and entries were

          23       not attributable because name, initials, signatures,

          24       were not adequate or legible; is that right?

          25   A.  Yes.  I think I have already made this point in another
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           1       context.

           2   Q.  Now, on page 32, where you are looking at the DNAR

           3       order, I think you do consider that it was appropriate

           4       to have a DNAR order in place?

           5   A.  On the clinical information that's available, yes,

           6       I think cardiopulmonary resuscitation would not have

           7       been successful, and there was clearly no intent to

           8       escalate Mrs Fitzsimmons' treatment to an ITU level,

           9       which would have been necessary following CPR.  So, yes,

          10       I think it was an appropriate, logical response to the

          11       situation.

          12   Q.  Then death certification that you look at, at page 32 of

          13       your report, I think, for present purposes, since our

          14       primary focus is on C. diff, I think you do conclude,

          15       towards the end of paragraph 6.4, that

          16       Clostridium difficile diarrhoea does not seem to have

          17       played a role in Mrs Fitzsimmons' final illness.  Was

          18       that the conclusion you came to?

          19   A.  Not in her final illness, no.  I think there were other

          20       much, much more important factors.

          21   Q.  Looking then, finally, to page 33, where you set out

          22       your final conclusions, and I think, in the main, we can

          23       read these for ourselves, generally speaking, you are

          24       critical, I think, of Mrs Fitzsimmons' care, for the

          25       reasons you set out here and in the body of your report?
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           1   A.  Yes.  I do feel that there were many problems that were

           2       not adequately gone into; that there was a lack of clear

           3       thinking evident in actions.  There was certainly no

           4       record of the clinical reasoning behind doing or not

           5       doing things.

           6   Q.  Can we then leave Mrs Fitzsimmons' case aside and move

           7       on to the next case that I want to discuss with you, and

           8       that is James Thomson.  We will put your report on the

           9       screen, Dr Harrington, that's at EXP01270001.  Can we

          10       see that you have noted that Mr Thomson was born on

          11       26 April 1922?

          12   A.  Yes.

          13   Q.  You have noted his date of death to be 2 March 2008; is

          14       that right?

          15   A.  Yes.

          16   Q.  If we look at the death certificate at SPF00360001, can

          17       we see that Mr Thomson was 85 when he died on

          18       2 March 2008?

          19   A.  Yes.

          20   Q.  He died at the Vale of Leven, as we can see from the

          21       death certificate, and it would appear that the sole

          22       cause of death noted is myocardial infraction?

          23   A.  Infarction.

          24   Q.  Infarction.  I'm obliged to you.

          25   MR KINROY:  My Lord, I don't think I caught that last
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           1       answer, is it infraction or infarction?

           2   LORD MACLEAN:  He said "infection" and misread it; it is

           3       infarction.

           4   A.  It is not "infraction", as in breaching the rules, and

           5       it is not "infection", as we have been talking about; it

           6       is "infarction".

           7   MR MACAULAY:  I think you corrected me on that one,

           8       Dr Harrington, and I'm obliged to you for that.

           9   LORD MACLEAN:  I thought Homer nodded there a bit.

          10   MR MACAULAY:  If you look at your report, Dr Harrington --

          11       sorry, I think I put the wrong report on the screen.

          12       Let me get the right report.  Oh, it is correct.

          13           I want to look at page 4, where you are looking at

          14       the medical history.

          15   A.  Yes.

          16   Q.  You give us some background into Mr Thomson's medical

          17       history and, in particular, you have noted that, in

          18       1992, he had been diagnosed with what you describe as

          19       a --

          20   A.  A transitional cell carcinoma, commonly referred to as

          21       a TCC.

          22   Q.  Of the bladder?

          23   A.  Of the bladder, and that appears to have been in

          24       New Zealand.

          25   Q.  Do you tell us also on page 4 that Mr Thomson was
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           1       admitted to the Vale of Leven Hospital, first of all, on

           2       20 November 2007?

           3   A.  Yes, that's correct.

           4   Q.  I think the position is, if we perhaps take this

           5       shortly, that Mr Thomson had a number of admissions, in

           6       the course of which he received, in some of these

           7       admissions, at least, antibiotics; is that correct?

           8   A.  Yes.  He had at least three -- he'd had two earlier

           9       admissions.  In the first one, he had received

          10       ciprofloxacin for two unproven urinary tract infections,

          11       and he'd been treated also for aortic stenosis and

          12       anaemia during those earlier admissions.

          13   Q.  He had an admission, the one on 20 November 2007, and he

          14       was discharged home from that on 28 November 2007.  He

          15       was then readmitted on 9 January 2008, for about a week

          16       or so, he was home on 11 January 2008.  He had another

          17       short admission on 19 January 2008, for two or three

          18       days, and then, on the fourth admission, that I want to

          19       focus upon, he was admitted to the Vale of Leven on

          20       25 January 2008, and I think you look at that if you

          21       turn to page 7 of your report.

          22   A.  Yes.

          23   Q.  In relation to this admission on 25 January, do you tell

          24       us that he was admitted under Dr Akhter?

          25   A.  Yes.
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           1   Q.  What was the main problem at this point?

           2   A.  He appeared to be unable to swallow, dysphagia.  That

           3       was his presenting symptom.  The working diagnosis on

           4       admission was of a low respiratory tract infection.

           5   Q.  Did that prompt the prescription of co-amoxiclav at that

           6       time?

           7   A.  That's correct.

           8   Q.  If we turn to page 8 of the report -- and I think the

           9       Inquiry have heard about this before -- do you, about

          10       halfway down the page, note that, on 1 February, Dr Khan

          11       had a discussion with Mr Thomson about his diagnosis of

          12       a malignant bladder tumour?

          13   A.  That is what was recorded, yes.

          14   Q.  I think you have taken from the notes that Mr Thomson

          15       was shocked, as he considered his tumour to be

          16       non-malignant.  Is that how you read it?

          17   A.  That is what I understood, that Mr Thomson's belief

          18       about his bladder condition was that it was not

          19       malignant.

          20   Q.  Certainly, as we have seen, his bladder condition was

          21       way back in 1992?

          22   A.  Yes.  It would be usual practice, after the diagnosis of

          23       an early bladder tumour, to perform repeat cystoscopies,

          24       repeat looks into the bladder -- this is a day case --

          25       for monitoring whether the initial treatment had
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           1       succeeded, whether there were any recurrences, and to

           2       continue, if necessary, to treat, at the same time as

           3       the cystoscopy, by diathermy of any additional

           4       malignant-looking areas.

           5           So there should be surveillance for a number of

           6       years after that diagnosis, but what happened, whether

           7       he got lost in surveillance between his move from

           8       New Zealand to Scotland, I have got no information on

           9       what happened.

          10   Q.  If we move on, then, from that point in your report,

          11       shortly after that, did Mr Thomson test positive for

          12       C. diff?

          13   A.  Yes.  He developed abdominal symptoms on 4 February, and

          14       the stools were tested on that day.  The plan on that

          15       day was to test the stool for C. difficile.

          16   Q.  If we look at the report from microbiology, it is at

          17       GGC00550157, do we note here that the specimen was

          18       collected on 4 February, it was received on the same day

          19       and it is a positive result?

          20   A.  Yes.

          21   Q.  I think we see the address, it is addressed to

          22       Dr Akhter, in ward 14 of the hospital.

          23   A.  Yes.

          24   Q.  In relation to that, have you taken from the records

          25       that Dr Khan acted promptly and prescribed oral
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           1       metronidazole in response to the diagnosis of C. diff?

           2   A.  And set up IV fluids, because Mr Thomson was vomiting

           3       and showing signs of quite a severe infection on the day

           4       that it presented.

           5           Of course, before that result was through, Dr Khan

           6       didn't know that that was going to be the diagnosis, so

           7       he took the appropriate general steps for somebody who

           8       had what we would call an acute abdomen.

           9   Q.  So that was good practice?

          10   A.  That was a good start.  It was a good start.

          11   Q.  If we move on to page 10 of your report, I think you

          12       have noted about halfway down that, during the two-week

          13       course of metronidazole, Mr Thomson did undergo an

          14       ultrasound examination of his abdomen and pelvis as part

          15       of the review of his bladder cancer and there were no

          16       significant abnormalities seen?

          17   A.  That's the report that I found in the notes, yes.

          18   Q.  Was Mr Thomson again diagnosed with C. diff?  If I could

          19       put the report on the screen, it is at page 156.  Can we

          20       see here that there was a specimen collected on

          21       19 February, received by the lab on the 29th --

          22   A.  Yes.

          23   Q.  -- and this is again a positive result?

          24   A.  Yes.

          25   Q.  So it would appear that he continued to suffer from
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           1       diarrhoea over this period of time; is that correct?

           2   A.  That's my understanding.

           3   Q.  If we then turn to page 11 of your report --

           4   A.  Sorry, can I just go back to that?  Sister Neill, on

           5       18 February, did make a note that his diarrhoea had

           6       settled.  So perhaps he didn't have diarrhoea all the

           7       time in the interim period, but he certainly seems to

           8       have had ongoing troubles.

           9   Q.  As we have seen, he tested positive again, anyway, on

          10       this second occasion?

          11   A.  Of course, a second positive test in somebody who has

          12       recovered clinically is not an unusual finding.  You

          13       could be better before you have rid yourself of

          14       the organism, or you may never rid yourself of

          15       the organism.  So it is important to look at the

          16       clinical features, not just the laboratory result at

          17       that point.

          18   Q.  But if we go to page 11 of your report, then, do you

          19       note in the second main paragraph that, by 1 March,

          20       there's been a rapid change in the interpretation of

          21       the clinical picture, and now Mr Thomson is suffering

          22       from chest pain; is that correct?

          23   A.  Yes.  Completely different clinical picture.

          24   Q.  Does it appear that, shortly after that, if we look at

          25       the next paragraph, he is in acute renal failure and,
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           1       indeed, on 2 March, was that when he died?

           2   A.  Yes.  The reassessment that took place when he had the

           3       chest pain, which did not have the features of

           4       a myocardial infarction type of pain, the reassessment

           5       included blood tests, as well as chest X-ray, ECG, and

           6       so on, and indicated that he had got acute renal failure

           7       or acute kidney injury, which is a term we prefer to

           8       use.

           9   Q.  On page 12 of your report, you note in the final

          10       paragraph that he died on 2 March.

          11   A.  Yes.

          12   Q.  If we look at your section dealing with the review of

          13       antibiotic treatment, you list in table 1 the

          14       antibiotics that Mr Thomson was prescribed.

          15   A.  Yes.

          16   Q.  The way you describe this is that, in the first main

          17       paragraph:

          18           "None of the antibiotics given breached the local

          19       prescribing guidelines in place at the time, but on two

          20       occasions best practice was not adhered to."

          21           If we can just look at that, the first point you

          22       make is on 23 November, which was the first admission.

          23       You say there was no reason to start with ciprofloxacin,

          24       that the clinical background did not preclude starting

          25       with trimethoprim or even to await the laboratory
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           1       information before commencing any antibiotics.

           2   A.  Yes, that is my view.

           3   Q.  Was trimethoprim the recommended first port of call?

           4   A.  Trimethoprim or nitrofurantoin are the first-line

           5       antibiotics, as I have taken it from the formulary

           6       guidance.

           7   Q.  The second point you make, which I think relates to the

           8       final admission itself, was that, on 25 January -- we

           9       have noted this in passing -- you say the choice of

          10       co-amoxiclav was again a notch up in the hierarchy of

          11       antibiotics effective for exacerbations of COPD.

          12           Again, do you see that as not the first choice,

          13       then, for an exacerbation of a COPD?

          14   A.  I would regard amoxicillin as the first choice if you

          15       are going into that group of antibiotics, not

          16       co-amoxiclav.

          17   Q.  I see.

          18   A.  At that time.

          19   Q.  But you say that none of the courses of antibiotics were

          20       excessive in length?

          21   A.  No, they seem to have been standard, conventional

          22       courses of antibiotics, not excessively long.

          23   Q.  Insofar as Mr Thomson's treatment for C. diff is

          24       concerned, I think you consider that his treatment with

          25       metronidazole was entirely appropriate?
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           1   A.  Yes.  The difficulty was that he wasn't able to take all

           2       the doses.  He had a 14-day course -- the course was

           3       spread over 14 days, rather than 10 days, and some days

           4       he didn't have the full dose, but that, I think, was to

           5       do with his own ability and willingness to take the

           6       medication.

           7   Q.  Turning to page 15 of your report, you say towards the

           8       top:

           9           "It is hard to avoid the conclusion that Mr Thomson

          10       developed CDD because he was exposed to the organism in

          11       hospital and received first ciprofloxacin

          12       in November 2007 and the co-amoxiclav in January 2008

          13       when these drugs could have been substituted by

          14       trimethoprim and amoxicillin."

          15           Does that represent your opinion?

          16   A.  Yes, that is my view, that he was exposed to the

          17       organism.  The fact of developing the

          18       Clostridium difficile diarrhoea was made more likely by

          19       the use of the broader-spectrum antibiotics, the

          20       fluoroquinolone and the co-amoxiclav.

          21   Q.  If we turn to page 16 of your report, the second

          22       paragraph that you mention, that is in connection,

          23       I think, with the final admission, isn't it, the fourth

          24       admission?  You make mention of an episode in

          25       late January.  What is the point you are making there in
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           1       relation to the ECG?

           2   A.  The junior doctor wrote in the notes that the ECG had

           3       not changed from a previous recording, if I recollect

           4       correctly.  That is not a hanging offence for a junior

           5       doctor, but it is the sort of thing that, at the next

           6       consultant ward round, I would have hoped that the

           7       consultant would look at the ECG, reinterpret it and use

           8       it as a learning opportunity to improve the skills in

           9       ECG reading of that particular junior doctor.

          10   Q.  But in relation to the impact on Mr Thomson and his

          11       treatment, did this have any significant impact at the

          12       end of the day?

          13   A.  Well, one would hope that he would have been given

          14       secondary prevention to reduce the probability of

          15       a further episode.  So he didn't benefit from drugs that

          16       we know do reduce the subsequent numbers of heart

          17       attacks.

          18   MR KINROY:  My Lord, before we pursue this, this appears to

          19       be unrelated to the question of the spread of

          20       bacteriological infection, and also, I think, in an

          21       irrelevant way, to the cause of death.  I wonder if,

          22       given the time constraints, it would be opportune to

          23       leave it alone?

          24   MR MACAULAY:  I am only raising this because I want to see

          25       whether or not it is relevant to the cause of death
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           1       and --

           2   A.  The cause of death was given as myocardial infarction.

           3   LORD MACLEAN:  It would be easier if you wait for the

           4       questions, actually.

           5   MR MACAULAY:  I have raised this with you because it appears

           6       to relate to what treatment he may or may not have had

           7       in relation to a heart problem.  Is that what I take

           8       from this?

           9   A.  Yes.

          10   Q.  Is this at all relevant to his cause of death, which you

          11       pointed out to me was myocardial infarction?

          12   A.  One cannot say that preventative therapy given at this

          13       stage would have prevented that myocardial infarction.

          14       I can only talk about the results of large-scale trials

          15       and the probability of a further infarction being

          16       reduced in those large-scale trials by appropriate

          17       secondary preventative medication.

          18   Q.  In the next paragraph, is this problem, if we can call

          19       it a problem, between Mr Thomson and Dr Khan and, in

          20       particular, that Mr Thomson seemed to have taken the

          21       news badly that his tumour might have been malignant,

          22       did that impact --

          23   MR KINROY:  My Lord, I wonder, again, if this has got

          24       anything to do with the terms of reference of

          25       the Inquiry?  It may be explained to me that it does,
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           1       but I don't see it at this stage.

           2   LORD MACLEAN:  This I don't know yet, because I haven't read

           3       this.

           4   MR KINROY:  I wonder if my learned friend would care to

           5       explain the relevance of this to the terms of reference

           6       of the Inquiry?

           7   MR MACAULAY:  I'm about to ask the witness whether this had

           8       any impact on Mr Thomson's deterioration and his

           9       attitude to his treatment, and that might be relevant,

          10       my Lord.

          11   LORD MACLEAN:  Did it?

          12   A.  The nursing notes indicate that Mr Thomson was extremely

          13       distressed and that he, in lay terms, turned his face to

          14       the wall at this point.  We have already said that some

          15       of the medication that he was prescribed for his

          16       Clostridium difficile diarrhoea, he didn't take it as

          17       prescribed.  He was distressed, believed he was dying

          18       and was -- he lost trust in the medical profession to

          19       deal with his current illnesses, is my reading of what

          20       is written in the medical and nursing notes after this

          21       point.  So he did not cooperate fully with subsequent

          22       medical treatment, including the treatment for CDD.

          23   LORD MACLEAN:  Including the metronidazole?

          24   A.  Yes.

          25   MR MACAULAY:  I'm content with that, my Lord.
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           1           If I take you, then, to page 18 of your report, you

           2       make a point in that second paragraph about Mr Thomson

           3       being prescribed with a loop diuretic.  Can you just

           4       explain that?  Because you seem to link that to his

           5       diarrhoea.  Can you just explain what you mean by that?

           6   A.  The diuretic that he was prescribed results in a loss of

           7       potassium.  It would be usual practice to check the

           8       serum potassium from time to time while somebody is

           9       taking this nature of drugs.

          10           Diarrhoea also results in the loss of potassium from

          11       the body.  So there were two reasons why it is important

          12       to know what the serum potassium is in this situation

          13       and supplement it, if necessary.  This is particularly

          14       because the contractility, the ability of the heart

          15       muscle to contract, is potassium regulated.

          16   Q.  Is the point you make that there were no such checks

          17       made between 4 February and the day before his death?

          18   A.  That is my point, yes.  It should have been done and it

          19       was not done.

          20   Q.  You then make a point about --

          21   DAME ELISH:  Could I just ask for clarification, my Lord,

          22       whether or not the serum potassium would have been given

          23       intravenously or otherwise in that hypothesis?

          24   LORD MACLEAN:  Dr Harrington, do you know?

          25   A.  If blood tests had shown a shortage of potassium, then
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           1       a review of the drugs which were causing that

           2       abnormality would be the first thing to do; alongside

           3       that, supplementing potassium, that can be given orally

           4       or intravenously, depending on the clinical situation,

           5       what the patient is able to take, how quickly the

           6       potassium needs to be restored.

           7   LORD MACLEAN:  The fact is, it wasn't given, was it?

           8   A.  Potassium was not given.

           9   LORD MACLEAN:  Which way would it have been given?

          10   A.  Well, I don't know.  Because no blood tests were taken,

          11       I don't know whether his potassium was low or not, but

          12       they should have been --

          13   LORD MACLEAN:  If it had been, the question we asked is,

          14       which way would it have been administered?

          15   A.  For a value above 3, I would have administered it

          16       orally, if he was willing and able to take it orally.

          17       For a value below 3, in a gentleman like this, I would

          18       give it intravenously.  Other people may set that

          19       differently.  They may set it at 3.5.

          20   LORD MACLEAN:  There is your answer.

          21   DAME ELISH:  I'm grateful, my Lord.  I wonder if I could be

          22       indulged further, just on that point: could that then

          23       result in a patient receiving diuretics at the same time

          24       as intravenous fluids?

          25   A.  I did say that the first thing would be to review the
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           1       need for the diuretic and perhaps change the type of

           2       diuretic.  Potassium can only be given at a certain

           3       rate, in a certain concentration, so, yes, intravenous

           4       supplementation would be problematic.  Of course, what

           5       would be better would be to discover the problem before

           6       it got to that point, because you're just making life

           7       difficult for yourself if you don't.

           8   DAME ELISH:  I'm grateful, my Lord.

           9   MR MACAULAY:  If I can move on, then, to the next section of

          10       your report, where you say that on 1 March blood was

          11       taken.  That's the day before he died.  Mr Thomson was

          12       in acute renal failure and you say that must have been

          13       due to dehydration; is that correct?

          14   A.  Yes.  There was no other reason to suspect a cause of

          15       his acute renal failure.

          16   Q.  What you say is, had fluid balance charts been kept to

          17       an acceptable standard, the degree of dehydration might

          18       have been realised whilst the situation was retrievable;

          19       is that your opinion?

          20   A.  Yes.  Of course, the clinical features of dehydration

          21       should have been looked for as well in somebody who is

          22       receiving diuretics and has had diarrhoea.

          23   MR KINROY:  My Lord, I wonder if my learned friend would

          24       care to put to the witness this: this patient was,

          25       I think, declining to take fluids orally, at least, in
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           1       the last days of his life.  Might there not have been

           2       a palliative reason why no more vigorous steps were

           3       taken to rehydrate him?

           4   LORD MACLEAN:  Mr MacAulay?

           5   MR MACAULAY:  I'm just looking at the question, my Lord.

           6           What has been put to you is that this patient was,

           7       I think, declining to take fluids orally, at least in

           8       the last days of his life.  Did you take that from the

           9       records, that he was declining to take fluids orally?

          10   A.  That had been a problem throughout the admission.  He

          11       was admitted with dysphagia, with difficulty swallowing,

          12       and, yes, he did --

          13   LORD MACLEAN:  What is the answer to the question?  It is

          14       a very simple question, and it is this: from the

          15       records, is it the case that he was declining to take

          16       fluids orally towards the end of his life?

          17   A.  Yes.

          18   MR MACAULAY:  Do you relate that to his dysphagia, his

          19       difficulty in swallowing, or any other cause?

          20   A.  There were a number of contributory factors, I think.

          21       I don't think there was a single contributory factor.

          22       I think his psychological state, some of the drugs that

          23       he was taking and the very fact of renal failure, making

          24       him feel nauseated.

          25   Q.  I think what was being suggested was, if a palliative
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           1       approach might suggest no vigorous rehydration programme

           2       would be put in place -- I think that is what my learned

           3       friend was suggesting -- would that be appropriate, if

           4       that was the approach that was being taken?

           5   A.  A palliative approach is appropriate when symptoms need

           6       controlling and there is no expectation that the

           7       underlying cause can be treated.  I don't think, in this

           8       situation, that the underlying causes had been

           9       addressed.

          10   LORD MACLEAN:  In any event, did you ascertain from the

          11       medical records that a palliative approach had been

          12       considered and was being taken?

          13   A.  I didn't find any evidence that that was an active

          14       decision and that active symptom control and the other

          15       components of, for example, the integrated pathway for

          16       the dying were being put in place.

          17   MR MACAULAY:  On page 19, then, if we are moving on, I think

          18       you focus on the degree of medical review in that first

          19       main paragraph, and I think, if you just look at what

          20       you say:

          21           "During the period after Mr Thomson developed

          22       C. diff diarrhoea, the frequency of medical review

          23       diminished rather than increased."

          24           Is that what you took from the records?

          25   A.  Yes.
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           1   Q.  I think you say that this was inappropriate, as there

           2       was no evidence that he was suffering from an

           3       untreatable terminal condition.  That was your opinion;

           4       is that correct?

           5   A.  That was my opinion.  I think I have just said that in

           6       answer to the last question.

           7   Q.  Towards the bottom of page 19, I am going to pick this

           8       point up, you say that three days after the diagnosis of

           9       the C. diff diarrhoea was made, the DNAR order was

          10       signed, making no mention of proven conditions and

          11       featuring multiple conditions for which there was no

          12       evidence.

          13           If we just look at the DNAR order, it is

          14       GGC00550003, we can see that this has been signed by

          15       Dr Khan on 8 February 2008.  Just looking at the reasons

          16       why CPR is unlikely to be successful, I think we see the

          17       first relates to the bladder carcinoma; is that right?

          18   A.  Transitional invasive bladder cancer, I think is what

          19       that says.

          20   Q.  Yes.

          21   A.  Carcinoma of prostate, COPD, anaemia, cachexia, frail,

          22       emaciated.

          23   Q.  What do you mean when you say it featured multiple

          24       conditions for which there is no evidence?

          25   A.  If we take the carcinoma of the prostate, the blood

                                           113

           1       test, the PSA, which might indicate that, was low

           2       when -- on the one occasion that it was taken and is in

           3       the notes.

           4           The ultrasound examination -- was it an ultrasound

           5       or CT? -- of the abdomen was unremarkable.  So there was

           6       no evidence of prostate or bladder cancer on the limited

           7       investigations that were undertaken.

           8   Q.  What about the other, COPD?

           9   A.  The COPD, yes, that was an ongoing issue, but it is not

          10       a -- it was not at a level that would preclude

          11       cardiopulmonary resuscitation.  Cachexia, frailty and

          12       emaciation, yes, they were present, but the top two, the

          13       malignancies, there is no evidence for.

          14   MR KINROY:  My Lord, can we be quite clear about this?  The

          15       position the witness took was -- I'm looking for the

          16       words:

          17           "It featured multiple conditions for which there is

          18       no evidence."

          19           I wonder if that requires to be corrected?  That

          20       appears to be overstating it, because there was,

          21       I think, evidence of COPD.

          22   LORD MACLEAN:  Do you think you overstated it, when you look

          23       at the conditions that are set out on there?

          24   A.  The thing that is missing that is a proven condition is

          25       aortic stenosis, and that was terribly important on the
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           1       deciding of the CPR status.

           2   MR MACAULAY:  So that is not there at all?

           3   A.  That is not there at all.  That is what I mean by

           4       "making no mention of proven conditions".

           5           "Featuring multiple conditions for which there was

           6       no evidence", that is badly phrased.  There are two

           7       conditions there for which there is no evidence.  That

           8       is multiple, but I accept that the COPD, the anaemia,

           9       the cachexia, the frailty and the emaciation are there

          10       and add to the impression there is a multiplicity of

          11       conditions which are not present.

          12   Q.  If we move on to page 20 of your report and, in

          13       particular, if we look at the death certification

          14       section, and we can perhaps put the death certificate

          15       back on the screen when looking at this, SPF00360001,

          16       can we see that there is already observed the cause of

          17       death that's been put in the death certificate?  On

          18       page 20 at section 7 you address this, and I think you

          19       disagree with what's on the death certificate -- is that

          20       correct? -- on the basis of the information you have?

          21   A.  I do.

          22   Q.  So what would your position be if you were to rewrite

          23       the death certificate?

          24   A.  The biochemical evidence gathered when a blood test was

          25       taken in the last 48 hours of life was that there was

                                           115

           1       acute renal failure.  So I would put that down as the

           2       immediate cause of death.

           3   Q.  You have that in your report as I(a)?

           4   A.  Yes, the immediate cause of death.

           5   Q.  You have I(b), dehydration; is that correct?

           6   A.  We have discussed that I found no other reason for the

           7       development of acute renal failure, although the blood

           8       tests that were taken very late in the day do show some

           9       evidence of lactic acidosis.

          10   Q.  Then, at I(c), you put C. diff diarrhoea; is that right?

          11   A.  That seems to have been the trigger from which the

          12       dehydration dated.

          13   Q.  In section II, do you put the aortic stenosis?

          14   A.  Yes.  He had significant aortic stenosis with

          15       a significant gradient across the valve which precluded

          16       the administration of a number of types of drugs, and so

          17       his ability to withstand dehydration, shifts in his

          18       fluid volumes, was severely impaired.

          19   Q.  If we turn to pages 21 and 22 of your report -- page 21

          20       first of all -- where you set out your conclusions, we

          21       can, in large measure, read these for ourselves.

          22           You have covered the position in relation to the

          23       prescription of antibiotics and, on page 22 in

          24       particular, we have discussed your evidence in relation

          25       to dehydration and acute renal failure and your attitude
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           1       to the DNAR order and death certification.

           2           Do you conclude, on the basis of what you have seen

           3       in the records, that nursing input contributed,

           4       particularly through the grossly inadequate fluid

           5       monitoring?  Is that the final comment you make?

           6   A.  Yes.  It wasn't the only failure to address his fluid

           7       needs, but it was a contributing factor, yes.

           8   Q.  Would you expect the doctors to be aware that this

           9       patient was becoming dehydrated?

          10   A.  Yes.  We have spoken before about looking at the fluid

          11       balance records during medical rounds and complementing

          12       those figures with clinical assessment and further with

          13       laboratory assessments, none of which seems to have been

          14       done in terms of the diminishing frequency of review and

          15       the absence of laboratory -- of blood testing for Us&Es

          16       until the last day of life.

          17   Q.  The next case I want to look at with you is that of

          18       Christina Miller.  Your report here is at EXP01120001.

          19           Do we see on the front page of your report that

          20       Mrs Miller was born on 2 July 1919, and she died on

          21       13 April 2008?

          22   A.  Yes.

          23   Q.  If we could look at the death certificate, SPF00290001,

          24       can we see that Mrs Miller was 88 years of age when she

          25       died --
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           1   A.  She was.

           2   Q.  -- on 13 April 2008?  That was in the

           3       Vale of Leven Hospital, we can see that?

           4   A.  Yes.

           5   Q.  The cause of death at I(a) is myocardial infarction, and

           6       (b) ischaemic heart disease; is that what's been noted?

           7   A.  That's noted.

           8   Q.  If we turn to page 4 of your report, did Mrs Miller have

           9       a number of admissions that you discuss in your report?

          10   A.  She did.  She presented in January 2008, after

          11       a collapse, and --

          12   Q.  Perhaps if I can take it quickly, she --

          13   A.  In February again.

          14   Q.  -- is admitted I think on 10 or 11 January 2008.  She's

          15       discharged, I think, on that occasion on

          16       7 February 2008.  She then had a short admission and

          17       then she's subsequently admitted on 19 March 2008, and

          18       it was in the course of that subsequent admission that

          19       she died in April 2008?

          20   A.  Yes.

          21   Q.  Does that summarise the position?

          22   A.  Yes.

          23   Q.  If we turn to page 5 of your report, in the course of

          24       the first admission in January, is she given some

          25       antibiotics in connection with a working diagnosis of
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           1       a urinary tract infection?

           2   A.  She was given intravenous co-amoxiclav initially.

           3   Q.  Then, if we are focusing on the final admission, the one

           4       on 19 March, we can perhaps turn to page 10 of your

           5       report.

           6   A.  It is perhaps relevant that, during the first admission,

           7       the diagnosis was reviewed to right basal pneumonia from

           8       urinary tract infection, so co-amoxiclav was a rather

           9       more relevant antibiotic and, also, during that

          10       admission, she did have one episode of what was

          11       described as a very offensive loose motion, and it was

          12       intended to get a stool specimen from her -- this is

          13       12 January -- but that diarrhoea did not persist.  In

          14       fact, the opposite happened: she became constipated.

          15   Q.  So there wasn't any diagnosis of C. diff, for example?

          16   A.  There was no sustained diarrhoea during that admission.

          17   Q.  I will look at the antibiotic management very shortly,

          18       but if we focus, then, on this admission of 19 March,

          19       what you say on page 10 is that Mrs Miller was admitted

          20       for a third time, on 19 March, and her complaint at this

          21       point in time was?  Can you explain that to us?

          22   A.  She was complaining of breathlessness and chest pain on

          23       coughing, pleuritic chest pain.

          24           The GP letter describes her as having been globally

          25       unwell with poor mobility and poor oral intake and
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           1       persistent diarrhoea since the second admission.

           2   Q.  If we look at the GP letter, that might be the way to

           3       highlight this: GGC00470212.  So we have a letter here

           4       dated 14 March 2008, and it begins by saying:

           5           "Thanks for seeing Mrs Miller, who was discharged

           6       from the Vale on 3/3/08 following a previous failed

           7       discharge on 11/2/08.  She has never picked up since

           8       [something] poor oral intake, constant diarrhoea, poor

           9       mobility.  Today she appeared very cold and shaky."

          10           Was the clear suggestion here that she had been

          11       suffering from diarrhoea at this time?

          12   A.  Clearly, the GP recognised that she'd had diarrhoea in

          13       between the second and the third admission.  If you go

          14       back to look at the medical/nursing records for that

          15       second admission, there isn't anything that says she had

          16       diarrhoea during the admission, so it appears to have

          17       developed after.

          18   Q.  If we then look to see what the position was in the

          19       course of this admission, if you turn to page 11 of your

          20       report, have you noted towards the top that there were

          21       signs of pneumonia at the left lung base, and that an

          22       ECG on 19 March showed atrial fibrillation?  Is that

          23       correct?

          24   A.  Yes.  Importantly, the abdomen was examined.  Given the

          25       description in the GP's letter of "diarrhoea", the
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           1       abdomen was not thought to have any unusual -- it was

           2       unremarkable.

           3   Q.  Would it appear that at some point Dr Johnston

           4       prescribed co-amoxiclav and clarithromycin with IV

           5       fluids?

           6   A.  On the post-take ward round, that would be the day after

           7       Mrs Miller's third admission.

           8   Q.  I think it is the case that, in the course of this

           9       admission, Mrs Miller did develop C. diff diarrhoea?

          10   A.  The first stool specimen was 20 March, but it was

          11       negative.  But it would suggest that she was -- that she

          12       may have had Clostridium difficile diarrhoea as early as

          13       that, and it was just a false negative.

          14   Q.  Then if we look at GGC00470283, do we see here that we

          15       don't have a collection date for the specimen, but it

          16       was received by the lab on 25 March and it is addressed

          17       to ward 6, and this is a positive result?

          18   A.  Yes.  The nursing notes on the day before the specimen

          19       is -- on 22 March -- it doesn't say what date it was

          20       collected.  The nursing records, on 22 March, report the

          21       stools to be frequent but formed, so that she opened her

          22       bowels three times that day at the time she was taking

          23       intravenous co-amoxiclav.

          24   Q.  We don't have a collection date, but does it appear,

          25       certainly by now, she is C. diff positive?  That's
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           1       25 March?

           2   A.  The formed stools had become loose by the 23rd, so

           3       sometime around that time.

           4   Q.  That is on 25 March.  Taking this shortly, if we turn to

           5       page 17 of your report, have you noted in the very last

           6       paragraph that, on 13 April, Mrs Miller was found dead

           7       in bed by the nursing staff?

           8   A.  Yes.

           9   MR MACAULAY:  I now propose to move on to your review of

          10       antibiotic treatment.  If your Lordship were thinking of

          11       having a break this afternoon, this would be an

          12       appropriate time to have it.

          13   LORD MACLEAN:  Very well.

          14   (3.07 pm)

          15                         (A short break)

          16   (3.21 pm)

          17   MR MACAULAY:  Dr Harrington, then, if we can go back to your

          18       report at EXP01120018, page 18, here you present us with

          19       your review of the antibiotic treatment that Mrs Miller

          20       received.  The first point is in relation to the

          21       intravenous co-amoxiclav that she was given

          22       in January 2008.  What was your opinion on the

          23       appropriateness of that?

          24   A.  Well, in the absence of evidence of a urinary tract

          25       infection on the first or the second sample, I think
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           1       that is very hard to justify.

           2   Q.  You say that the second urine specimen was

           3       misinterpreted by a junior doctor.  Is that how you saw

           4       it?

           5   A.  We'd have to go back to the laboratory print-out, but my

           6       recollection is that there are insufficient white cells

           7       in this urine to constitute a urinary tract infection.

           8       An organism may have been identified, but it does not

           9       meet the criteria for positive MSU because there are not

          10       sufficient white cells.

          11   Q.  Perhaps we should look, then, at the result.  It is

          12       GGC00470115 -- no, that is not the result.  That is the

          13       notes.  Is it page 174?  Is that the urine specimen that

          14       you have in mind?

          15   A.  That does fit with dates, and there is no evidence of

          16       a urinary tract infection at all there.  It isn't even

          17       that there is a growth of something without white cells.

          18       Do we have any others at about that time?

          19   Q.  If I can take you to your report, page 5, what you say

          20       in the second paragraph is:

          21           "The working diagnosis was a urinary tract

          22       infection.  Two urine samples were sent to the lab on

          23       the day of admission, taken about 10 hours apart.  The

          24       first did not contain any abnormalities ..."

          25           That's the one we are looking at on the screen:
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           1           "The second grew a pure culture of coliform bacteria

           2       without a significant number of white cells ..."

           3   A.  So there must be a second --

           4   Q.  That's at page 176.

           5   A.  -- printout.

           6   Q.  You say the second result was interpreted as evidence of

           7       a urinary tract infection, and the antibiotics were

           8       continued for a full course.

           9           Are you saying that second result that we have on

          10       the screen was misinterpreted?

          11   A.  Yes.  If we have it up large, you can see that there are

          12       scanty white cells, no red cells, no organisms, no

          13       squames, no casts, et cetera.  There would have to be

          14       a certain number of white cells in that specimen for it

          15       to be correctly interpreted as a urinary tract

          16       infection.

          17           That is a contaminated specimen.  Coliform has got

          18       into the urine, but it is not in the bladder, because,

          19       if there were that many coliform organisms in the

          20       bladder, in all probability, there would be a response

          21       by the bladder wall to produce white cells.  That is how

          22       the diagnosis of a urinary tract infection is supported

          23       by the laboratory findings.

          24   Q.  Do you see any basis at all, then, for antibiotics to be

          25       prescribed and continued with this patient at this
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           1       point?

           2   A.  Not on the basis of urinary infection, no.

           3   Q.  You say that there was some evidence of a chest

           4       infection --

           5   DAME ELISH:  My Lord, I wonder if Mr MacAulay could clarify

           6       regarding that, if the doctor -- Dr Harrington is in

           7       a position to assist us with why, then, certain

           8       antibiotics were listed in response to that specimen?

           9       You will see that the microbiologist has listed

          10       trimethoprim, amoxicillin resistant, et cetera.  Is

          11       that --

          12   LORD MACLEAN:  Mr MacAulay?

          13   MR MACAULAY:  Can you help us with that, Mr Harrington?  You

          14       see there is a list of antibiotics sensitive or

          15       resistant.

          16   A.  Yes.  I think this question would be better directed to

          17       a consultant microbiologist, but why they would offer

          18       those, it may be that they --

          19   Q.  If it were suggested that there may be evidence of

          20       asymptomatic bacteriuria, and it would be for the

          21       clinician to decide how to respond?

          22   A.  Yes, this urine specimen would be compatible with

          23       asymptomatic bacteriuria and, under some circumstances,

          24       that may be relevant, but it is not evidence of urinary

          25       tract infection.

                                           125

           1   Q.  Going to the second paragraph on page 18, you then tell

           2       us that co-amoxiclav was again given, both intravenously

           3       and then orally, for three days, from 11 to 15 February.

           4       You say there was some evidence for a chest infection,

           5       but to choose the same antibiotic without laboratory

           6       evidence of sensitivity is to court criticism.

           7           Are you saying there that the diagnosis was made

           8       simply on clinical grounds without there being

           9       a laboratory analysis?

          10   A.  Well, we have got a six-day -- sorry, are you referring

          11       to the diagnosis of a chest infection or diagnosis --

          12   Q.  Yes.

          13   A.  If we are looking at a chest infection, there was

          14       a chest X-ray done, but the report was not immediately

          15       available.  The chest X-ray report, which I have got as

          16       470126, suggests that there was a right basal pneumonia.

          17   Q.  Does that mean that this was an appropriate or

          18       inappropriate antibiotic?

          19   A.  If there were still concerns that Mrs Miller had

          20       a pneumonia which was not responding after six days,

          21       then to give the same antibiotic all over again was not

          22       appropriate.

          23   Q.  I see.  Just so I can understand, then, having had

          24       co-amoxiclav, you say incorrectly, for a urinary tract

          25       infection, if you were to be giving an antibiotic for
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           1       another infection, you wouldn't use the same antibiotic.

           2       Have I understood that correctly?

           3   A.  I would not use --

           4   MR KINROY:  My Lord, I think I may have the answer, if it

           5       helps: the failure to change the antibiotic, having

           6       proved ineffective once there was known to be an

           7       infection, seems to be the criticism.

           8   MR MACAULAY:  Is that correct?

           9   A.  Yes.  To continue with the same antibiotic when you are

          10       now treating a chest infection suggests that the

          11       infective organism is not susceptible to co-amoxiclav,

          12       and you are, therefore, giving an antibiotic which is

          13       proven to be ineffective.

          14   Q.  I follow that.  So you would then look for another

          15       antibiotic to attack the bug or bugs?

          16   A.  If you thought that the pneumonia had not begun to

          17       settle, yes.

          18   Q.  You then go on to say that there was a plan to give

          19       amoxicillin combined with ciprofloxacin, but that plan

          20       was in fact cancelled; is that right?  I think that is

          21       what you tell us.

          22   A.  Yes.  There is reference to a plan to give both of those

          23       together, but then they do not, from the drug charts,

          24       appear to have been actually administered.

          25   Q.  But then you say that, in late February, Mrs Miller was
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           1       again given intravenous co-amoxiclav and oral

           2       clarithromycin without a clear clinical or radiological

           3       diagnosis of the site of infection?

           4   A.  That is on her second admission.

           5   Q.  Here, then, is this a criticism again of the antibiotic

           6       management?

           7   A.  It is, and particularly to give that combination.  That

           8       combination is used in severe pneumonia, where there is

           9       a possibility of an atypical infective agent, such as

          10       legionella.  For somebody who does not have a severe

          11       pneumonia, then a single agent, perhaps oral

          12       amoxicillin, would be appropriate, but in this

          13       situation, there was no clear evidence that there was

          14       another pneumonia, and there was certainly no clinical

          15       or radiological evidence that it was with an atypical

          16       organism for which clarithromycin would be required.

          17   Q.  Moving on to look at the antibiotic treatment for

          18       C. diff, as you do on page 19, I think you consider that

          19       the approach taken with metronidazole was appropriate?

          20   A.  Yes.  First-line antibiotic management of C. diff would

          21       indeed, as we said before, be metronidazole, but

          22       combined with other --

          23   Q.  If we look at "Medical Management", the next section of

          24       your report, I think in the first section of this you,

          25       I think, repeat the point you made about the antibiotic
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           1       management.  If you turn to page 21, you make some

           2       points about note keeping on ward 14, which you consider

           3       to be lower than in other parts of the hospital; is that

           4       correct?

           5   A.  I think it is ward 15, is it?

           6   Q.  I'm sorry, ward 15, yes, it is.

           7   A.  Yes, I am critical of the extent of the note keeping,

           8       both at the time of admission, where it is an

           9       opportunity to re-examine and review the situation,

          10       establish what her base line is, and I am also critical

          11       about the way that a conclusion can be drawn without

          12       evidence of thorough clinical examination which would

          13       lead to that conclusion, and the example that I have

          14       cited there is about Mrs Miller's gait and balance tests

          15       not having been done, but a plan to mobilise being made.

          16   Q.  On page 22, you look at the DNAR order.  I don't think

          17       any DNAR order was actually put in place for Mrs Miller

          18       before she died; is that correct?

          19   A.  I have not seen one, and the response of the nurses,

          20       when they found Mrs Miller dead in bed, would suggest

          21       that they were unaware of there being one.

          22   Q.  Because I think they put out a cardiac arrest call; is

          23       that right?

          24   A.  Which they would be obliged to do under those

          25       circumstances, yes.
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           1   Q.  Now, death certification you look at on page 23 of your

           2       report, and we can perhaps put the death certificate

           3       back on the screen, it is at SPF00290001.

           4           You, I think, disagree with the death certificate,

           5       is that right, the manner in which it has been framed?

           6   A.  I didn't find any evidence that there had been

           7       a myocardial infarction.  This lady was found dead

           8       suddenly.  In the period that she was in hospital, she

           9       didn't have any ischaemic chest pain, she wasn't being

          10       treated along those lines.  So as a cause of sudden

          11       death, yes, myocardial infarction does happen, but there

          12       wasn't any evidence for this lady that that is what had

          13       been the terminal event.

          14   Q.  How would you then have written the death certificate,

          15       if it were up to you, having regard to the information

          16       you saw in the records?

          17   A.  Well, I was very concerned that this lady had had a fall

          18       within a couple of days of death and had a laceration on

          19       her head, and nobody considered that she might have

          20       a significant head injury with a subdural haematoma.

          21           So if I was in this situation, I would be reluctant

          22       to write a death certificate.  I would want there to be,

          23       in England, a discussion with the coroner, and

          24       consideration of a post-mortem to see if there was

          25       a subdural as a result of the fall in hospital.
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           1   Q.  Subject to that qualification, which I think you set out

           2       in this section of your report, in the absence of that

           3       sort of input, I think you have given some indication as

           4       to how you would have set out the cause of death?

           5   A.  The positive things that I can say were going on at the

           6       time of Mrs Miller's death were that she had been

           7       suffering from diarrhoea, which was a consequence of

           8       the antibiotic therapy which had been given for

           9       a biliary tract infection because she had been shown to

          10       have gallstones, and the ischaemic heart disease seemed

          11       to be in the background, rather than an immediate event.

          12   MR KINROY:  I wonder if my learned friend would care to

          13       clarify whether there might have been evidence to

          14       justify the conclusion that there was a myocardial

          15       infarction which has not been entered into the notes?

          16   A.  How am I supposed to know about that?

          17   LORD MACLEAN:  Just a minute.

          18   MR KINROY:  My Lord, I think I have my answer.

          19   LORD MACLEAN:  Pardon?

          20   MR KINROY:  The witness said, "How am I supposed to know

          21       about that?"  I think that is an answer, as far as I'm

          22       concerned.

          23   LORD MACLEAN:  I take it, Mr Kinroy, you have information

          24       about that, do you?  Or do you?

          25   MR KINROY:  No, my Lord, it is based on the possibility that
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           1       the records are an incomplete account of the (inaudible)

           2       symptoms and other circumstances at the time of death;

           3       the possibility of it.

           4   LORD MACLEAN:  That possibility may always exist, of course,

           5       anyway.  It is not possible for the witness to answer

           6       that, is it?

           7   MR KINROY:  My Lord, admitting the possibility that this may

           8       truly have been a myocardial infarction is something

           9       I think this witness may or may not be able to do as

          10       a matter of medical science.

          11           My point is simply this: how far can we conclude

          12       that there was no basis for the conclusion of

          13       a myocardial infarct, if we do not know the records are

          14       complete?

          15   LORD MACLEAN:  Well, we have to assume that the records are

          16       complete, don't we?

          17   MR KINROY:  My Lord, I think we have seen in other cases

          18       they are, if not incomplete, then telegraphic.

          19   LORD MACLEAN:  That's because the surrounding circumstances

          20       might indicate they are not, but in this case, so far as

          21       the witness is concerned, she hasn't found any evidence

          22       to justify that finding.  You know, it is a positive

          23       finding.  Therefore, you can't infer a positive finding

          24       from something you don't know.  It is just a guess.

          25   MR KINROY:  My Lord, I suppose the doctor certifying the
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           1       death may be the one who can really answer this.

           2   A.  Could I add something?

           3   LORD MACLEAN:  Yes, of course.

           4   A.  In the late 1990s, there was criticism where I was

           5       working at that time of the rate of death in the

           6       hospital from myocardial infarction.  It looked as

           7       though the management of myocardial infarction at

           8       Airedale General Hospital was very poor, and so there

           9       was an audit done of the evidence -- an audit of

          10       the notes to provide evidence for or against that

          11       concern, and the finding was that this was a dust-bin

          12       diagnosis; that anybody who didn't have an alternative,

          13       well-founded diagnosis, but may at some stage have had

          14       some heart problem, was signed out as myocardial

          15       infarction.  If you actually looked at the cases where

          16       there was positive evidence of a myocardial infarction,

          17       the interpretation of the figures then changed very

          18       considerably.  So I think it is a bit -- it can be used

          19       as a dust-bin diagnosis.

          20   LORD MACLEAN:  I suppose it is sufficient for you to say

          21       that, on the records that you examined, you couldn't see

          22       a justification for that?  Is that right?

          23   A.  I'm just going back to the original to see when the last

          24       ECG was done.  If anybody else is any quicker, I have

          25       found two, which are 470156 and 470157, and they are not
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           1       great copies.  One was done -- I'm sorry, I'm trying to

           2       see.  They are not very good copies.  470157 and 470156.

           3       One was done on 11 January and the other was done on

           4       14 January, which is approximately two months before the

           5       date of death.  So they are not sufficient information

           6       for me to be able to comment.

           7   LORD MACLEAN:  It is actually three months.  She died on

           8       13 April.

           9   A.  Three months, I beg your pardon.

          10   LORD MACLEAN:  So what do you conclude from the ECGs?

          11   A.  I can only conclude from these ECGs that, on those

          12       dates, she did not have an acute myocardial infarction.

          13       I can't conclude any more than that, on these dates

          14       in January.

          15   DAME ELISH:  Sorry, my Lord, I wonder if the doctor could

          16       confirm whether or not there was any ischaemic heart

          17       disease shown at this point in these ECGs, even if there

          18       was no sign of infarction?

          19   A.  The one on 11 January shows a rhythm -- is interpreted

          20       as showing a rhythm abnormality on the print-out, and it

          21       does appear to show that.  It also shows some changes

          22       which the machine reports as either inferolateral

          23       ischaemia or a digitalis effect, and I think it is

          24       a digitalis effect.

          25           The one on 14 January appears to have reverted to
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           1       sinus rhythm and does not show any signs of ischaemic

           2       heart disease.

           3           It is a very crude measure.  You would have to have

           4       an exercise test or a coronary angio to add to that if

           5       the clinical situation merited it.

           6   LORD MACLEAN:  Going back to your question, Mr Kinroy, if

           7       this is to be an issue, I suppose the medical

           8       practitioner, who presumably is a junior hospital

           9       doctor, would have to give evidence, would he not?

          10   MR KINROY:  Yes, my Lord, I think that might be the tenor of

          11       all the evidence about the doctors.  I think it is

          12       Dr Sheridan's evidence that the records provide an

          13       incomplete picture and the doctors should be allowed to

          14       comment, and that would apply equally to this situation.

          15       This situation, the certifying doctor, I believe, is

          16       a GP.

          17   LORD MACLEAN:  Who is he?

          18   MR KINROY:  It is Dr Garthwaite.  He covers for Dr Herd.

          19   LORD MACLEAN:  I don't know whether it is an issue or not,

          20       but that is the only way to get to the person who

          21       actually made these findings --

          22   MR KINROY:  Yes.

          23   LORD MACLEAN:  -- and possibly could, of course, have

          24       examined the patient after death and seen signs then,

          25       I suppose.  We don't know that.

                                           135

           1   MR KINROY:  I suppose, my Lord, I confess my grasp of

           2       the medicine is quite limited, but the point seems

           3       simply to be that the best source of this, the reason

           4       for the certification, is the doctor who did it.

           5   LORD MACLEAN:  Yes, indeed.  Yes.

           6   A.  I'm sorry, I have found some more ECGs.  470030 and

           7       470031, which are 1 April and 20 March 2008.  They again

           8       show atrial fibrillation and, again, there appears to be

           9       a digoxin effect or inferior ischaemia on the report,

          10       and I would say this is likely to be a digoxin effect

          11       because it is throughout all the leads.  That is the one

          12       from 1 April, which is the nearest in time to the event.

          13           The one from 20 March again probably shows atrial

          14       fibrillation.  The T-wave pattern is completely

          15       different in the lateral leads, so there is

          16       a deterioration in the T-wave pattern from 20 March to

          17       1 April, which could be ischaemia or could be drugs.

          18       I would have to go back to the drug charts to be

          19       certain.  Sorry, I'm not being very conclusive about

          20       that.

          21   LORD MACLEAN:  No, no, that's very helpful.  Now get us back

          22       on track, would you?

          23   MR MACAULAY:  Yes.  Just to be clear, having looked at these

          24       materials you have looked at, does that in any way alter

          25       your view that you could see no evidence in what you
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           1       looked at to justify the entry in the death certificate

           2       of myocardial infarction?

           3   A.  I cannot, but I can find evidence to write at section II

           4       of the death certificate ischaemic heart disease.

           5   Q.  If we just remind ourselves as to what the position was

           6       when Mrs Miller was found, if we turn to the medical

           7       records at GGC00470226, the first entry at the top of

           8       the page that we have here is for 10 April, where we

           9       have the doctor saying:

          10           "Asked to see patient - fall."

          11           Do you see that?

          12   A.  Yes.

          13   Q.  That's the fall, I think, you mentioned earlier.  Then

          14       the next entry is the one that you indicated that was in

          15       response to the arrest call, and that is some three days

          16       later, on 13 April, so there is nothing between the 10th

          17       and the date of death; is that right?

          18   A.  There is nothing in the medical notes.

          19   Q.  No.

          20   A.  Whether there was chest pain -- we could go back to the

          21       nursing notes and see if they record anything.

          22   Q.  Indeed.  But in the medical notes, there is nothing

          23       there?

          24   A.  There is nothing in the medical notes.

          25   Q.  We see that it is an arrest call:
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           1           "Found by ward staff."

           2           I think that means?

           3   A.  I think it is nursing staff, "N/S "'.

           4   Q.  "Pupils fixed and dilated"?

           5   A.  "Breath sounds absent over ..."

           6           It should say "over praecordium", or something like

           7       that.  "Over 1 minute", I think it is a timescale:

           8           "Breath sounds absent over 1 minute.  Heart sounds

           9       absent over 1 minute.  Death confirmed 0748 hours.  May

          10       she rest in peace."

          11   Q.  That's the end of the entry?

          12   A.  Yes.

          13   Q.  If we then go to your conclusions for Mrs Miller, we've

          14       covered the main points that you've discussed, in

          15       particular, the reference -- the exposure to

          16       co-amoxiclav that you consider wasn't appropriate.

          17           Do you see a connection between the co-amoxiclav in

          18       particular and the contraction of C. diff?

          19   A.  Co-amoxiclav was the only antibiotic that Mrs Miller had

          20       in any quantities.  There is that debate about whether

          21       she was going to get ciprofloxacin, but I think she

          22       probably didn't, so co-amoxiclav does seem to be the

          23       culprit antibiotic.

          24   Q.  That, indeed, is I think what you say in the next

          25       paragraph, and in the final paragraph I think you touch
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           1       upon what we have just been discussing, namely, the

           2       accuracy of the death certificate; is that right?

           3   A.  Yes.

           4   Q.  That then concludes our examination of Mrs Miller's

           5       case.

           6   LORD MACLEAN:  Do you want to make a start with another

           7       case?

           8   MR MACAULAY:  I can do.

           9   LORD MACLEAN:  I think you should.

          10   MR MACAULAY:  The next case I want to look at with you is

          11       Doris Smith.  We have your report for Mrs Smith at

          12       EXP01130001.

          13           Can we note from the first page of your report that

          14       Mrs Smith's date of birth was 8 November 1936?

          15   A.  Yes.

          16   Q.  If we look to the body of the report itself, if we turn

          17       to page 4, do you give us some background into

          18       Mrs Smith, and particularly a reminder -- this is

          19       obviously a case we have seen previously -- that she was

          20       a lady who usually spent the winter in Florida; is that

          21       right?

          22   A.  That's the information that's in the notes, yes.

          23   Q.  If we then look at the admission that we are focusing

          24       upon, do you tell us on page 5 of your report that

          25       Mrs Smith was admitted to the Vale of Leven on

                                           139

           1       9 April 2008?

           2   A.  Yes, I have taken that from the records.

           3   Q.  By the time she had been admitted, had she been started

           4       on ciprofloxacin by her GP?

           5   A.  Yes.  She had had a number of antibiotics, but,

           6       immediately before admission, she had been given

           7       ciprofloxacin in a conventional dose by her GP.

           8   Q.  We can return to that shortly.  But do you tell us on

           9       page 6 of your report, at paragraph 3.13, that Mrs Smith

          10       developed profuse watery diarrhoea on 17 April in the

          11       Vale of Leven?

          12   A.  Yes, she was already in hospital when she developed the

          13       diarrhoea, yes.

          14   Q.  Did you see evidence that there was a suggestion that

          15       a specimen be obtained?  If we go to GGC13080054, can we

          16       see that there was a specimen of semi-formed faeces

          17       obtained on 18 April, received by the lab on 18 April,

          18       and it wasn't tested for C. diff at that time?

          19   A.  That's right.  That's what I say in that paragraph.

          20   Q.  You also, I think, tell us that Mrs Smith had diarrhoea

          21       but she was keen to go home, and that happened but she

          22       was advised to return if the diarrhoea worsened; is that

          23       correct?

          24   A.  That's clearly documented.

          25   Q.  Indeed, was she discharged home on 18 April?
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           1   A.  She went home with her husband, yes.

           2   Q.  As you tell us on page 6 of your report, paragraph 3.17,

           3       was she then readmitted to the Vale of Leven on 28 April

           4       at the request of her GP because she had persistent

           5       diarrhoea?

           6   A.  That is what the notes record.

           7   Q.  If we look at page 55 of the records, GGC13080055, can

           8       we see that a specimen has been collected, clearly, on

           9       admission on 28 April, received by the lab on 28 April,

          10       and that is a positive result?

          11   A.  It was tested for Clostridium difficile toxin and it was

          12       positive for it.

          13   Q.  Did Mrs Smith respond well to her treatment and, indeed,

          14       she was discharged shortly after that, on 2 May 2008?

          15   A.  Yes.  Her treatment was vancomycin, because she was

          16       intolerant of metronidazole, which was, therefore, not

          17       given.

          18   Q.  Yes.

          19   A.  The therapy was tailored to the individual, which is

          20       obviously good practice.

          21   Q.  Which is good practice.  Now, then, if we look at your

          22       review of her antibiotic treatment, in the course of her

          23       first admission -- and we are looking at the position in

          24       the hospital, not the position in the first instance, at

          25       least, before hospital in relation to GP -- at 4.2, the
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           1       reference you make to multiple courses of antibiotics,

           2       the trimethoprim, doxycycline, nitrofurantoin, the

           3       ciprofloxacin and the clarithromycin, were these courses

           4       that were given in the Vale of Leven or by the GP or

           5       a combination of both?

           6   A.  A combination of both.  Trimethoprim, doxycycline,

           7       nitrofurantoin and ciprofloxacin were started by her GP,

           8       or had been given by her GP, prior to her first

           9       admission to hospital for -- when she was symptomatic in

          10       a way which was interpreted as urinary sepsis.

          11   Q.  I think you tell us that the ciprofloxacin, which had

          12       been started by the GP, was continued in the hospital

          13       after her admission?

          14   A.  No, that was -- only two doses of that were given when

          15       the post-take ward round took place, and it was thought

          16       to be an inappropriate antibiotic for the clinical

          17       picture.

          18   Q.  In relation to her antibiotic management in the

          19       Vale of Leven, have you any observations to make?

          20   A.  Well, she continued the course of ciprofloxacin that had

          21       been started by her GP before she came into hospital.

          22       The urine didn't show any evidence of infection.  That

          23       may be because it had been eradicated by the

          24       ciprofloxacin.  But if the patient was still

          25       symptomatic, then a review -- a root and branch review
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           1       of what the diagnosis really was would be more

           2       appropriate.

           3           So ciprofloxacin was being used empirically, and

           4       that is not what the formulary stated.  The opportunity

           5       to stop it and review the situation and find out just

           6       what was the cause of Mrs Smith's symptoms was missed.

           7   Q.  How many doses did she receive after her admission?

           8   A.  I will see if I have got a chart of that.

           9   Q.  If we turn to the drug Kardex at GGC13080094, and if we

          10       remind ourselves that Mrs Smith was admitted to the

          11       hospital on 9 April, the first reference, does that give

          12       us an indication of the doses from 10 April onwards that

          13       Mrs Smith received for the ciprofloxacin?

          14   A.  Yes, it does.  The dose is doubled from the 250mg twice

          15       daily that the GP was giving, and a total of seven days'

          16       more ciprofloxacin is given.  One or two doses are

          17       a little late, but there is a total of 14 doses over

          18       a seven- to eight-day period, a full seven-day course.

          19   Q.  Is the point you make, then -- are you saying the

          20       ciprofloxacin should not have been continued in the

          21       Vale of Leven?

          22   A.  These things are easy to say in retrospect, and probably

          23       now that would not happen because everybody's awareness

          24       is so acute of this problem.  I think there would have

          25       been mixed practice at the time.
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           1           Good practice would have been to discontinue the

           2       ciprofloxacin and look for an alternative explanation

           3       for the patient's symptoms.

           4   Q.  Yes, but, at the time, are you saying it was bad

           5       practice to continue the ciprofloxacin, or you're not

           6       going as far as that?

           7   A.  I'm not going as far as that.

           8   Q.  Just to be clear, you consider treatment for her C. diff

           9       was entirely appropriate?

          10   A.  The fact that she told the doctor she was intolerant of

          11       metronidazole and was given vancomycin is reasonable.

          12       It was given intravenously, which is perhaps not -- can

          13       I just check that?

          14   Q.  I don't think you say it was given intravenously.  It is

          15       towards page 7 of your report.  You say that she was

          16       given intravenous fluids and vancomycin.

          17   A.  I read that line quickly, and elided IV fluids and

          18       vancomycin together.  She was given IV fluids and

          19       vancomycin.

          20   Q.  So that's appropriate?

          21   A.  So it was given appropriately, yes.

          22   Q.  I think we have probably covered the points that you

          23       have made under the heading "Medical Management".

          24           In your conclusions, do you link the development of

          25       Mrs Smith's C. diff to the ciprofloxacin that was given
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           1       to her, first of all, by her GP and then continued in

           2       hospital?

           3   A.  It seems the most likely of the antibiotics that she was

           4       given.  Trimethoprim is less likely, doxycycline is less

           5       likely.  So it seems the most likely, yes.

           6   Q.  You say, at paragraph 8.5, that Mrs Smith did have

           7       diarrhoea before she was discharged home, and you

           8       suggest an opportunity was lost to make an early

           9       diagnosis.  I think we will put this in context, in that

          10       she was clearly keen to get home.

          11   A.  I think the opportunity that was lost was that the

          12       laboratory were not asked to test for, or did not test

          13       for.

          14   Q.  Indeed.

          15   A.  So I'm not saying she shouldn't have gone home, but the

          16       opportunity to test for it and make the diagnosis early

          17       was lost in that way.

          18   LORD MACLEAN:  A moment or two ago you said the trimethoprim

          19       was less likely to have caused her C. diff, but

          20       I thought she was intolerant of trimethoprim.

          21   A.  She had been given trimethoprim by her GP before

          22       admission.

          23   MR MACAULAY:  I think his Lordship's point was whether she

          24       was intolerant.  I thought you said she was intolerant

          25       to metronidazole.  But I have may have picked that up
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           1       wrongly.

           2   A.  I understand this lady had multiple drug intolerances.

           3   LORD MACLEAN:  Yes, she was intolerant of metronidazole.

           4   A.  At 3.4, we have she's recorded as being allergic to

           5       trimethoprim.  Her GP had given her some, but she's also

           6       recorded as being intolerant of it -- allergic to it, so

           7       it was not given in hospital.

           8   MR MACAULAY:  I think that concludes our examination of

           9       Mrs Smith's case.  It is probably one of the quickest we

          10       have actually gone through.

          11           Looking to the hour, my Lord, that might be an

          12       appropriate point to adjourn.

          13   LORD MACLEAN:  Yes.  We will adjourn until tomorrow morning

          14       at 10 o'clock.

          15   (4.07 pm)

          16                 (The hearing was adjourned until

          17             Thursday, 10 November 2011 at 10.00 am)
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           1                            I N D E X

           2

           3   DR MARY GABRIELLE HARRINGTON (sworn) .................1

           4

           5          Examination by MR MACAULAY ....................1
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