           1                                       Monday, 28 November 2011

           2   (10.00 am)

           3   MR MACAULAY:  The first witness this morning is

           4       Professor Kevin Gerard Kerr.

           5               PROFESSOR KEVIN GERARD KERR (sworn)

           6                    Examination by MR MACAULAY

           7   MR MACAULAY:  Are you Kevin Gerard Kerr?

           8   A.  I am.

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

          10       present?

          11   A.  Currently, I'm consultant microbiologist, head of

          12       department of microbiology and director of infection

          13       prevention and control for Harrogate and District NHS

          14       Foundation Trust.

          15   Q.  If I could perhaps put your CV up on the screen, and

          16       this can be found at INQ02800001.  I think, as we look

          17       to the first page of the CV, we can look at your degrees

          18       and professional qualifications, and we can note that

          19       your first degree was in biochemistry, a BSc degree.

          20       Was that from the University of St Andrews?

          21   A.  Correct, yes.

          22   Q.  I think you took your medical degree from the University

          23       of Manchester Medical School; is that right?

          24   A.  That is also correct.

          25   Q.  If we turn to page 2, then, of the CV, you give us
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           1       details there of your current post.  As a consultant

           2       microbiologist, are you engaged in lab duties and in

           3       ward duties?

           4   A.  Yes, that's right.  Consultant microbiologist is my day

           5       job, so I would spend most of my day on both of those

           6       duties, yes.

           7   Q.  As director of infection prevention and control, what

           8       does that involve?

           9   A.  This is overall responsibility for infection prevention

          10       and control in the trust, so there's a whole range of

          11       duties that that would entail, including monitoring of

          12       hospital policies, conducting audits around infection

          13       prevention and control, and reporting directly to the

          14       board of directors.

          15   Q.  I see that the trust is described as Harrogate and

          16       District NHS Foundation Trust.  Is the hospital itself

          17       Harrogate General Hospital?

          18   A.  That's correct.

          19   Q.  Is that where you are based?

          20   A.  Indeed.

          21   Q.  What size of hospital is that?

          22   A.  Roughly 380 beds district general hospital.

          23   Q.  We see you are also an honorary clinical professor of

          24       microbiology attached to Hull York Medical School; is

          25       that right?
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           1   A.  That's correct.

           2   Q.  Do you then have some teaching commitments?

           3   A.  Yes, that is mainly a teaching function.

           4   Q.  I can see you are a visiting professor also at the

           5       University of Bradford; is that right?

           6   A.  That's correct.  That is mainly research.

           7   Q.  If we turn to page 3 of your CV, can we see here listed

           8       your previous posts, and do we note that you have held

           9       your current post, then, since April 2002?

          10   A.  Correct.

          11   Q.  You then give us, on page 4, some details in relation to

          12       aspects of your service development experience and, on

          13       page 5, there is a section dealing with management; is

          14       that right?

          15   A.  That's correct.

          16   Q.  As you have told us, you are head of the department for

          17       the microbiology laboratory?

          18   A.  Correct.

          19   Q.  Then, if we turn to page 6, do you, at section 13 of

          20       the CV, begin to set out chapters of books to which you

          21       have contributed?

          22   A.  Correct.

          23   Q.  I think that goes on to the following page, page 7, and

          24       then do you set out in the next section of your CV,

          25       page 7 onwards, some information about reviews,
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           1       editorials and commentaries that you have been involved

           2       in?

           3   A.  Correct.

           4   Q.  I think we can see there is a lengthy list of

           5       presentations, case reports and, indeed, publications

           6       that you have either contributed to or presented?

           7   A.  Correct.

           8   Q.  In relation to this Inquiry, were you asked to, in

           9       particular, look at the records of a number of patients

          10       who had been patients at the Vale of Leven Hospital?

          11   A.  Yes.  I looked at nine case records.

          12   Q.  Did you prepare a report in relation to each of these

          13       cases?

          14   A.  I did.

          15   Q.  Have you also prepared an overview report, giving some

          16       final observations as well?

          17   A.  That's correct.

          18   Q.  I think your primary focus was on the records, although

          19       I think you have also been provided with other

          20       materials; is that right?

          21   A.  Indeed, yes.

          22   Q.  I don't think you have ever worked in the

          23       Vale of Leven Hospital?

          24   A.  I haven't, no.

          25   Q.  Have you ever been to the Vale of Leven Hospital?
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           1   A.  No, I haven't.

           2   Q.  But were you provided with an introductory booklet that

           3       would provide you with some insight as to what size of

           4       hospital it was and what services it provided?

           5   A.  Yes.  I was given the junior doctors' handbook which

           6       outlined the -- I think it is a 180-bed hospital and

           7       some of the services that the hospital provided.

           8   Q.  Were you also provided with materials that may have been

           9       the prescribing guidelines that were available to the

          10       doctors at the hospital?

          11   A.  That's correct, yes.

          12   Q.  In particular, if you could look at GGC18270001, this is

          13       described as the Greater Glasgow and Clyde formulary

          14       first edition August 2007.  Was this one of

          15       the prescribing policies that you were provided with?

          16   A.  It was, yes.

          17   Q.  Also, if you could look at GGC21790001, although this

          18       doesn't have a title on it, I think it is the Argyll and

          19       Clyde drug formulary for 2006.  Again, is this something

          20       you were given?

          21   A.  Indeed, yes.

          22   Q.  If we perhaps just look at this for a moment or two, and

          23       turn to page 145, do we have here some guidelines that

          24       are provided in relation to, in particular, lower

          25       respiratory tract infections?
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           1   A.  Yes.

           2   Q.  We see that halfway down the page?

           3   A.  Yes.

           4   Q.  Towards the bottom -- we have heard some reference to

           5       this already in evidence -- there is guidance given in

           6       relation to community-acquired pneumonia; do you see

           7       that?

           8   A.  Correct, yes.

           9   Q.  Is there a difference between a community-acquired

          10       pneumonia and a hospital-acquired pneumonia?

          11   A.  There is.  It is not just the setting where the

          12       pneumonia first develops.  The range of micro-organisms

          13       which are associated with community-acquired pneumonia

          14       are, in general, quite different to the ones which are

          15       associated with a hospital infection.

          16   Q.  If we turn to section 5B, which is at page 153, can we

          17       see there is a guidance given here for the treatment for

          18       community-acquired pneumonia and, depending on what

          19       features are present, the prescriber would go down

          20       a particular route; is that how one interprets this?

          21   A.  Correct, yes.  It determines -- the patient's severity

          22       at the time of presentation would determine what

          23       antibiotics they were prescribed.

          24   Q.  For the less-severe case, then, are we going down the

          25       column on the left; is that right?
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           1   A.  Correct.

           2   Q.  Can we see that the first line of treatment proposed

           3       here is amoxicillin, oral amoxicillin, and you should

           4       consider adding clarithromycin as well; is that right?

           5   A.  Correct.

           6   Q.  Then the second line in this particular box is said to

           7       be moxifloxacin; is that how one reads this?

           8   A.  Yes.

           9   Q.  Again, while we have this particular document in front

          10       of us, if we turn to page 156, here we have a list, we

          11       are told what the infection is, the likely pathogens and

          12       the recommended treatment and alternative treatment.

          13           So if we look at something like urinary tract

          14       infections, can we see that the likely pathogens are

          15       described, and then the recommended treatment is

          16       trimethoprim?

          17   A.  Yes.

          18   Q.  Pyelonephritis is a more serious urinary tract

          19       infection?

          20   A.  Yes, this is an infection which involves the kidney and

          21       would be more serious than a lower urinary tract

          22       infection.

          23   Q.  Can we see here the recommended treatment that is first

          24       mentioned is cefotaxime, with the alternative treatment

          25       being ciprofloxacin?
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           1   A.  Yes.

           2   Q.  Perhaps, just to finish, while we have this in front of

           3       us, for C. diff diarrhoea, can we see that the

           4       recommended treatment is metronidazole for a minimum of

           5       ten days, and then, in the alternative treatment, we

           6       have reference to vancomycin?

           7   A.  Yes.

           8   Q.  These are guidelines that are provided to the clinician

           9       to assist in what antibiotics should be prescribed for

          10       different types of infection?

          11   A.  Yes.

          12   Q.  Were you also provided with this document: it is

          13       GGC21760001?  I think this is said to be the

          14       North Glasgow Acute Hospital prescribing handbook for

          15       2007/2008?

          16   A.  Yes.

          17   Q.  In addition to materials written to prescribing

          18       policies, were you also provided with materials that

          19       were contained in the infection control manual?

          20   A.  Yes, I was provided with those.

          21   Q.  Just to focus on two of those, if we look at the C. diff

          22       policy at GGC00780252, I think this is one of

          23       the documents you had sight of?

          24   A.  Indeed, yes.

          25   Q.  Turn to page 258.  Here we have the loose stools policy.
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           1       Again, was this something you had sight of?

           2   A.  Yes.

           3   Q.  Can I then, against that background, look at the reports

           4       that you prepared?  The first case I want to look at is

           5       that of Agnes Burgess.  Your report is at EXP01630001.

           6       As we are looking to the front page of your report, can

           7       we see that Mrs Burgess was born on 11 April 1921, and

           8       you have noted that she died on 31 December 2007?

           9   A.  That's correct.

          10   Q.  If we look at the death certificate -- I will put that

          11       on the screen -- SPF00040001, can we see that

          12       Mrs Burgess was 86 when she died on 31 December 2007,

          13       that she died in the Vale of Leven Hospital, and we note

          14       the matters that have been entered in for the section

          15       dealing with cause of death?

          16   A.  Yes.

          17   Q.  There is no reference there to C. difficile; is that

          18       correct?

          19   A.  There isn't, no.

          20   Q.  If we turn, then, to the report itself, Professor, and

          21       page 3 of the report, where you have a section dealing

          22       with medical history, I think here you are focusing upon

          23       what proved to be Mrs Burgess's final admission to the

          24       Vale of Leven; is that correct?

          25   A.  Correct.
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           1   Q.  This was an admission on 20 December 2007.  But before

           2       that, in the course of 2007, had Mrs Burgess had

           3       a number of admissions to the hospital?

           4   A.  She had, yes.

           5   Q.  We will look at that in a moment.  What about this final

           6       admission?  What was the cause of that admission?

           7   A.  She presented to the Vale of Leven Hospital with

           8       symptoms of chest pain.

           9   Q.  I think, in the course of this admission, she developed

          10       C. diff; is that correct?

          11   A.  She did, yes.

          12   Q.  We will look at that shortly, but, as we noted a moment

          13       ago, she died, as you point out on page 4, on

          14       31 December 2007, so it was a fairly short admission?

          15   A.  Yes.

          16   Q.  Can we then look at page 6 of your report and your

          17       review of Mrs Burgess's antibiotic treatment generally.

          18       I think you have gone back in time to some of

          19       the previous admissions to see what antibiotics she was

          20       prescribed and why; is that right?

          21   A.  Correct.

          22   Q.  If we are looking at the first main paragraph at this

          23       point in your report, here you are looking, I think, at

          24       an admission that had occurred on 28 August 2007.

          25       Insofar as antibiotics were concerned, what did
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           1       Mrs Burgess receive at this point?

           2   A.  She was prescribed cephalexin, a cephalosporin

           3       antibiotic prescribed empirically.  So there was no

           4       microbiological evidence at that stage, she was just

           5       prescribed it empirically, for a urinary tract

           6       infection.

           7   Q.  Was that appropriate in the circumstances?

           8   A.  I have to look further on in my report regarding any

           9       symptoms.  I'm not altogether sure that she had symptoms

          10       at that time.  It may have been prescribed on the basis

          11       of urinalysis.

          12   Q.  I'm looking on page 6 of your report --

          13   A.  Yes.

          14   Q.  -- where you say that you didn't have the medical notes

          15       for this admission, but the nursing notes report this

          16       antibiotic was prescribed empirically for a urinary

          17       tract infection?

          18   A.  Yes.

          19   Q.  You go on to say the prescribing handbook does not list

          20       cephalexin as a recommended drug for a lower urinary

          21       tract infection.  What was the position here?  Do you

          22       consider this was an appropriate drug or not?

          23   A.  Well, she did have symptoms of a urinary tract

          24       infection, and that was a lower urinary tract infection,

          25       or cystitis.  Then a three-day course would have been
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           1       appropriate.  Certainly not to continue for longer than

           2       the three days.

           3   Q.  What happened here, then?

           4   A.  I'm sorry, could you --

           5   Q.  Was the duration longer than three days or not?

           6   A.  Yes, it was longer than three days.

           7   Q.  If we turn to page 7, do you note the length of

           8       the course?

           9   A.  Yes, she was prescribed an initial three-day course, and

          10       then she was given a further three days' worth of

          11       cephalexin on discharge.

          12   Q.  Was that appropriate?

          13   A.  No.  As I say, it is normal to treat uncomplicated lower

          14       urinary tract infection for three days.

          15   Q.  But insofar as the cephalexin itself is concerned,

          16       although you tell us it wasn't a recommended drug, do

          17       you consider that it was still an appropriate choice of

          18       antibiotic?

          19   A.  For first-line therapy of urinary tract infection, one

          20       would normally go with a narrow-spectrum agent, such as

          21       trimethoprim or nitrofurantoin.  One wouldn't

          22       immediately go for cephalexin as first line.

          23   DAME ELISH:  I wonder if Mr MacAulay could clarify with

          24       Professor Kerr the same issue about, if there was

          25       a history given to a clinician of repeated UTI, or
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           1       previous UTIs in an individual, might a course longer

           2       than three days be considered by a clinician and be

           3       appropriate?

           4   LORD MACLEAN:  You are dependent on the nursing notes

           5       because you didn't have any other records; is that

           6       right?

           7   A.  Yes, that's correct.  I'm just going by what is provided

           8       in the nurses' notes.

           9   MR MACAULAY:  You are looking at a hypothetical question,

          10       then, that, if a patient has a history of urinary tract

          11       infections, could a longer course of the cephalexin be

          12       justified?

          13   A.  I wouldn't say so.  If someone had repeated episodes of

          14       lower urinary tract infection or cystitis, the disease

          15       is still the same.  A lower urinary tract infection

          16       should respond to three days' worth of therapy.

          17       Extending the course without good reason in someone who

          18       is prone to recurrent urinary tract infections risks the

          19       possibility of selecting out for resistance, so that

          20       subsequent episodes in someone who is prone to UTI would

          21       be actually more difficult to treat.

          22   Q.  If we move on to page 7 of your report, then, Professor,

          23       you are now looking at an admission that occurred on

          24       22 September 2007.  I think you mention here on page 7

          25       that, again, Mrs Burgess was treated with antibiotics.
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           1       What was the position here?

           2   A.  Well, she's readmitted again and she has a urinalysis

           3       performed on her urine specimen, although she has no

           4       urinary symptoms that were recorded at this time.

           5       A specimen was sent to the laboratory on the basis of

           6       that positive urinalysis.  A coliform was isolated and

           7       the susceptibility results reported.

           8           So what we may be looking at here is an asymptomatic

           9       bacteriuria of the elderly, so it might not be the case

          10       that trimethoprim was prescribed appropriately there.

          11   Q.  But that is what happened: she was prescribed

          12       trimethoprim and that commenced empirically on

          13       23 September?

          14   A.  Yes.

          15   Q.  If it were, in fact, a urinary tract infection, that

          16       would be the appropriate first port of call?

          17   A.  It would, yes.

          18   Q.  Moving on to page 8, and I think this is still within

          19       the context of the same admission, in the main paragraph

          20       beginning, "On 26 September 2007", I think you note

          21       there was some consideration given to a lower

          22       respiratory tract infection; is that right?

          23   A.  Yes, that's correct.

          24   Q.  What happened here?

          25   A.  Well, on examination of the patient's lung, there was
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           1       some evidence to suggest that there was something going

           2       on there, and that, coupled with a raised C-reactive

           3       protein, which is an indication that there might be an

           4       infection going on, I think the view there was that she

           5       could have been developing a chest infection.

           6   Q.  How was this responded to, then?

           7   A.  She was commenced on co-amoxiclav.

           8   Q.  Was that appropriate?

           9   A.  It would not be -- it would be a not unreasonable choice

          10       for a hospital-acquired pneumonia.

          11   Q.  I think you say that the dose, interval and course

          12       length administered were reasonable; is that correct?

          13   A.  Yes.

          14   Q.  Then, towards the bottom of the page, you look at the

          15       subsequent admission, on 26 October, where Mrs Burgess

          16       is readmitted with shortness of breath and retching; is

          17       that right?

          18   A.  Yes.

          19   Q.  Turning to page 9 of the report, what was the response

          20       to her presentation at this time?

          21   A.  She presented with shortness of breath, which could

          22       represent congestive cardiac failure, but I think at

          23       that time they did not feel that it was possible to rule

          24       out a chest infection.  Hence starting antibiotics.

          25   Q.  What was the treatment given here, then?
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           1   A.  They commenced Augmentin, which is a trade name for

           2       co-amoxiclav.

           3   Q.  Was that appropriate?

           4   A.  For a community-acquired pneumonia, that would be

           5       appropriate.

           6   Q.  One point you make is that the dose that was given was

           7       lower than the dose that was prescribed; is that how

           8       I understand that?

           9   A.  Yes, it was a rather low dose for someone who is

          10       presenting with pneumonia.

          11   Q.  Then the next admission you look at is for 4 December.

          12       Again, it is an admission where Mrs Burgess is admitted

          13       with increased shortness of breath.

          14           Once again, what was the hospital response to this

          15       presentation?

          16   A.  Well, again, the possibility here, on the basis of

          17       clinical presentation, it was difficult to distinguish

          18       between cardiac failure, which can produce signs of

          19       breathlessness, or another respiratory tract infection.

          20   Q.  What was the response to the presentation?

          21   A.  Again, Augmentin was prescribed, co-amoxiclav.

          22   Q.  Was that appropriate?

          23   A.  Well, she's had several admissions.  This is another

          24       course of co-amoxiclav.  Co-amoxiclav is associated with

          25       Clostridium difficile infection, so there might have
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           1       been an element of caution exercised here with yet

           2       another course of co-amoxiclav.

           3   Q.  What alternative route could they have taken?

           4   A.  I think it would have been -- as a microbiologist, there

           5       would be a number of options open to you here.  You

           6       could have used clarithromycin, one could have gone for

           7       a tetracycline as an alternative to co-amoxiclav.

           8   Q.  Then, if we move on to the final admission, and this is

           9       the admission of 20 December, you start discussing this

          10       admission on page 10 of your report.  Again, we see that

          11       Mrs Burgess was admitted with chest pain, and I think

          12       you have noted in your report that the differential

          13       diagnoses entertained were acute coronary syndrome,

          14       urinary tract infection, infection and cerebral vascular

          15       disease; is that right?

          16   A.  Yes, there was clearly a wide range of differential

          17       diagnoses considered for this patient with chest pain.

          18   Q.  How did they respond to this presentation, then, at the

          19       hospital?

          20   A.  Again, it was deemed appropriate to start Mrs Burgess on

          21       antibiotics at this time, another course of Augmentin

          22       and clarithromycin.

          23   Q.  Was that a reasonable response to the presentation?

          24   A.  Well, again, if they are considering the possibility of

          25       a community-acquired lower respiratory tract infection,
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           1       that would be a reasonable choice.  However, this is yet

           2       another course of Augmentin for this lady, and the risk

           3       of Clostridium difficile infection would be increasing

           4       with the number of courses of Augmentin she had

           5       received.

           6   MR KINROY:  My Lord, I wonder if we could clarify that?  Can

           7       we know, if there had been a switch to an alternative

           8       antibiotic, if that would have diminished the risk of

           9       the patient contracting C. diff illness?

          10   LORD MACLEAN:  It depends on the antibiotic, of course.  You

          11       have got the question.

          12   A.  Yes, one could have considered an antimicrobial with

          13       less of a risk of Clostridium difficile; for example,

          14       a tetracycline, or a doxycycline, a member of

          15       the tetracycline class.

          16   MR MACAULAY:  Would you give that with clarithromycin or

          17       without?

          18   A.  It would depend on the assessment of the patient's

          19       disease severity.  Augmentin is usually combined with

          20       clarithromycin because the latter agent would provide

          21       cover against so-called atypical organisms which the

          22       Augmentin doesn't cover.  The advantage of

          23       the tetracycline is that it would cover those so-called

          24       atypical pathogens.

          25   DAME ELISH:  My Lord, I wonder if Mr MacAulay, on that
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           1       particular point, could ask Professor Kerr whether or

           2       not the fact that the use of Augmentin had apparently

           3       been successful in treating the previous conditions,

           4       might have influenced the clinician in repeating the

           5       prescription of Augmentin on this occasion?

           6   LORD MACLEAN:  You have got the question.

           7   A.  If it ain't broke, don't fix it.  Why change a winning

           8       streak?  I think that might be a reasonable thing for

           9       the clinicians to consider, but this is yet another

          10       course of Augmentin, and one of the things that one

          11       should take into account, when prescribing a course of

          12       antibiotics, inevitably is, what is the risk of

          13       Clostridium difficile here.

          14   MR MACAULAY:  Just on that --

          15   LORD MACLEAN:  You have already said that, actually, haven't

          16       you, that increased usage increases the risk --

          17   A.  Indeed.

          18   LORD MACLEAN:  -- of C. diff developing; is that right?

          19   A.  Indeed, yes.

          20   LORD MACLEAN:  Before Mr MacAulay asks you, can I ask you

          21       something about tetracycline, because we haven't heard

          22       about that.  My recollection is it has been around

          23       a long time.  Is that true?

          24   A.  It has been around for a very long time, since the 1950s

          25       and 1960s, yes.
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           1   LORD MACLEAN:  Is it commonly prescribed nowadays.

           2   A.  In Harrogate we use it quite a lot.  We know from our

           3       surveys of local resistance patterns against the common

           4       community-acquired pneumonia-causing bacteria that

           5       resistance rates to the antibiotic are very low.

           6   LORD MACLEAN:  It is effective?

           7   A.  It is.

           8   MR KINROY:  My Lord, can we clarify, did I correctly pick up

           9       that clarithromycin is a tetracycline?

          10   A.  Clarithromycin is not a tetracycline.  It belongs to the

          11       macrolide class of antimicrobials.

          12   MR KINROY:  If I might pose another question through Counsel

          13       to the Inquiry, does the apparent preference for

          14       tetracycline vary according to locality or geography,

          15       patterns of local resistance, in other words?

          16   LORD MACLEAN:  Yes.  You find it effective in Harrogate.  It

          17       might not be elsewhere; is that right?

          18   A.  That's correct.  Yes, one should always develop one's

          19       antimicrobial policies depending on local resistance

          20       patterns.

          21   LORD MACLEAN:  Just to be absolutely clear about this,

          22       tetracycline is completely different as a drug from

          23       clarithromycin?

          24   A.  It is a completely different drug.

          25   LORD MACLEAN:  Were you advocating the use of both?
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           1   A.  No.  The tetracycline would do the job of the -- would

           2       perform in the same way as the clarithromycin does.  The

           3       spectrum of activity is very similar.

           4   LORD MACLEAN:  Thank you very much.

           5   MR MACAULAY:  Just to pick up a point.  I think you have

           6       said on more than one occasion -- that is the

           7       relationship between co-amoxiclav and C. diff --

           8       co-amoxiclav is a broad-spectrum antibiotic?

           9   A.  It is.

          10   Q.  Looking at the time we are focusing upon, and that is in

          11       2007, how well known was the relationship between such

          12       antibiotics and the prevalence of C. diff?

          13   A.  There is certainly a relationship between -- with

          14       C. diff and amoxicillin or ampicillin.  Co-amoxiclav is

          15       a combination of amoxicillin and clavulanic acid.  So

          16       the association with amoxicillin was known, and one

          17       would think that, with co-amoxiclav containing

          18       amoxicillin, that there would be a risk there.

          19           The exact nature of the risk I think was probably

          20       still debated at that time.  There is no chart in

          21       a consultant microbiologist's office with risks of

          22       Clostridium difficile in exact order.  We know that

          23       there are agents which are very well associated with

          24       Clostridium difficile.  We know that there are agents

          25       which are very rarely associated with
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           1       Clostridium difficile.  It is that middle ground where

           2       there is a debate.

           3   Q.  If we then go back to your report, Professor, and if we

           4       move on to page 11 of the report, I think you note that

           5       there was a change in the antibiotics, and the change

           6       was to intravenous amoxicillin and clarithromycin; is

           7       that correct?

           8   A.  That's correct, yes.

           9   Q.  What was the reasoning behind that?

          10   A.  There was nothing in the notes to state the reason for

          11       changing.  They are moving from the broader-spectrum

          12       co-amoxiclav to the narrower-spectrum amoxicillin, but

          13       I'm not really sure why they should have gone down that

          14       route.

          15   Q.  But do you note in the next paragraph that, in addition

          16       to the amoxicillin, there was also a dose of

          17       co-amoxiclav given on the same day; is that right?

          18   A.  Yes.

          19   Q.  Did you see what the reasoning behind that was?

          20   A.  I could find no reason for that.  As I mentioned,

          21       co-amoxiclav actually has amoxicillin in it.  So the

          22       patient is getting two doses -- effectively, two doses

          23       of amoxicillin.

          24   Q.  Could you see any logic in that?

          25   A.  No, none.
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           1   LORD MACLEAN:  Could I ask you about the combination of

           2       amoxicillin and clarithromycin?  I thought you said they

           3       were not used in combination.

           4   A.  I'm sorry?

           5   LORD MACLEAN:  There was prescribed intravenous

           6       amoxicillin --

           7   A.  Yes.

           8   LORD MACLEAN:  -- and clarithromycin.

           9   A.  Yes.  Amoxicillin and clarithromycin and co-amoxiclav

          10       and clarithromycin are commonly prescribed together for

          11       severe community-acquired pneumonia.

          12   LORD MACLEAN:  Thank you.

          13   MR MACAULAY:  Can I ask you to explain this for me, it is

          14       the last sentence in that main paragraph on page 11,

          15       where you say:

          16           "Both amoxicillin and co-amoxiclav are usually given

          17       three times daily, but, on 21 December 2007, the

          18       prescribed evening dose of amoxicillin was not given.

          19       An evening dose of co-amoxiclav was also prescribed."

          20           Is this suggesting that possibly the co-amoxiclav

          21       was being given instead of the amoxicillin or not?

          22   A.  That's possible.

          23   Q.  Then, on page 12, you indicate on the 22nd that only one

          24       of the three doses of co-amoxiclav was given, and on the

          25       24th a dose was omitted.  Were you able to work out why
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           1       some doses were not given to the patient?

           2   A.  Towards the end of the prescription chart, there are

           3       a number of codes which should be entered into the chart

           4       should a dose not be given, for whatever reason; for

           5       example, the patient is not taking medication by mouth,

           6       patient was nil by mouth, patient refused.  But with

           7       some of these omitted doses, there is nothing in the

           8       prescription chart to indicate why they might have been

           9       omitted.

          10   Q.  We can look at the chart.  It is at GGC00580249.  Are we

          11       looking at the third entry down for Augmentin for the

          12       co-amoxiclav; is that right?

          13   A.  I don't think that's on screen at the moment.

          14   Q.  It is GGC00580248?

          15   A.  Yes.

          16   Q.  We are looking at what you say about the co-amoxiclav,

          17       which we understand is the Augmentin, which is the third

          18       listed?

          19   A.  Yes.

          20   Q.  I think you say it should have been given three times

          21       a day; is that right?

          22   A.  Yes, the ticks in the boxes under the "Date/month"

          23       column indicate the times when the drug should have been

          24       administered.

          25   Q.  So I think we can see the gaps where they appear then in
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           1       the Kardex?

           2   A.  Yes.

           3   Q.  There is nothing in the box to indicate why the drug

           4       wasn't given?

           5   A.  No.

           6   Q.  Then, if we look at the last main paragraph on page 12,

           7       do you say that amoxicillin or co-amoxiclav combined

           8       with clarithromycin represents appropriate therapy for

           9       community-acquired pneumonia, although this was the

          10       fourth course of amoxicillin, as a single agent or in

          11       combination with clavulanic acid as co-amoxiclav, in

          12       less than three months, and a discussion with

          13       a microbiologist regarding choice of therapy would have

          14       been of value, and is that because of the point you say

          15       about the relationship with C. diff?

          16   A.  Correct, yes.

          17   Q.  You make some point about the recording of the

          18       antimicrobial medication during this admission.  What is

          19       the point you are making there towards the bottom of

          20       page 12?

          21   A.  Well, we have just seen a prescription chart for the

          22       co-amoxiclav with omitted doses.  There were other

          23       instances where the patient would have received

          24       Augmentin and amoxicillin.  If the recording of

          25       the antimicrobial prescriptions had been in accordance
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           1       with prescribing policies, those additional doses might

           2       not have been given.

           3   Q.  Can we then look at that section of your report where

           4       you are looking at your review of the diagnosis and

           5       treatment of C. difficile, and that is on page 13 --

           6   DAME ELISH:  Sorry, my Lord, I wonder if Mr MacAulay, before

           7       he moves on to that section, could just confirm that

           8       Professor Kerr adheres to his view in his report that

           9       the question of the PPIs remains one that is the subject

          10       of scientific debate and is yet to be resolved, insofar

          11       as its contribution to C. diff?

          12   MR MACAULAY:  That is what you say in your report, and that

          13       is the issue as to whether proton pump inhibitors is

          14       still under debate as to whether there is a relationship

          15       between PPIs and C. diff?

          16   A.  Yes.  There are publications in the literature to

          17       suggest that there is an association and others which

          18       don't.  I don't think the matter is settled yet.

          19   Q.  I'm sorry?

          20   A.  I don't think the matter is settled yet.

          21   Q.  If we look then at section 5 of your report on page 13,

          22       I think, as you tell us, although specimens may have

          23       been taken on previous admissions, there was no positive

          24       result until the final admission that occurred

          25       in December 2007; is that correct?
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           1   A.  Correct.

           2   Q.  If we turn, then, to page 14 of your report, do you tell

           3       us that, during this final admission, Mrs Burgess

           4       developed loose stools on 21 December and, indeed,

           5       a sample was sent; is that right?

           6   A.  That's correct, yes.

           7   Q.  Perhaps we can look at the report from the lab,

           8       GGC00580206.  Can we see here the sample -- a specimen

           9       was collected on 22 December, received on 24 December,

          10       and this proved to be a positive result; is that

          11       correct?

          12   A.  That's correct, yes.

          13   Q.  I think you thought, from looking at the notes, that the

          14       specimen was actually taken on 21 December; that's what

          15       you say in your report.  Perhaps I can see if I can

          16       focus on the nursing notes.

          17   A.  Yes.

          18   Q.  GGC00580215.

          19   A.  Yes.

          20   Q.  Is there a note there to say the specimen was taken?

          21   A.  It says at the entry for 8.10, "Stool sample sent.

          22       Loose bowels".

          23   MR PEOPLES:  My Lord, I wonder if that is correct?  There is

          24       a previous entry for 1400 on the 21st, and then an entry

          25       for 2100 and then an entry for 0810.  It may be that the
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           1       date for the 22nd has been omitted, because it seems to

           2       time the collection time on the sample as 0800.

           3   MR MACAULAY:  It may be, if we look at this, that although

           4       the date hasn't been put in, by 0810 that would be the

           5       22nd.

           6   A.  Yes.

           7   Q.  That would fit in with the lab report?

           8   A.  Indeed.

           9   LORD MACLEAN:  Thank you.

          10   MR MACAULAY:  But what we had seen from the lab report was

          11       that the receipt -- if we can go back to the lab report

          12       at page 206, what we had seen is that the specimen

          13       wasn't received by the lab until 24 December and, as we

          14       have seen, that was a positive result.

          15           If we turn to page 217 of the nursing records, can

          16       we see for the 24th, it looks like 1930, the lab is

          17       aware of the positive result, "C. diff positive.  Moved

          18       to single room"; do you see that?

          19   A.  Yes.

          20   Q.  So it would seem, then, that some two days have elapsed

          21       between the taking of the specimen and the report to the

          22       ward?

          23   A.  Yes.

          24   LORD MACLEAN:  Do you have any comment on that?

          25   A.  Clearly, this is the weekend, so this might have
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           1       contributed to the specimen delay in the lab, but it is

           2       a long time for a specimen to arrive in the lab and the

           3       method that the Vale of Leven lab was using at the time,

           4       the ELISA test, is known to be affected by delays in

           5       specimen transport.

           6   Q.  I think you contemplate in your conclusion that there

           7       was a delay -- two days is a delay?

           8   A.  Yes.

           9   Q.  It means treatment doesn't start --

          10   A.  Correct, yes.

          11   Q.  -- until the diagnosis -- in this instance, at least,

          12       until the diagnosis is made?

          13   A.  Yes.

          14   Q.  But, in fact, although a delay can cause degradation,

          15       this was a positive result?

          16   A.  Yes.

          17   Q.  Looking to the following paragraph on page 14 of your

          18       report, and the second section of that, what you say is

          19       that:

          20           "Given this patient's previous admissions and

          21       antimicrobial therapy, and also that the incubation time

          22       for C. difficile infection can be extended to several

          23       weeks, it would be more appropriate to classify this

          24       case as being hospital-acquired with community-onset."

          25           Can you just elaborate on what you mean by that?
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           1   A.  Okay.  This lady had diarrhoea on admission, so the

           2       antibiotics that she was given could not have

           3       contributed or caused the Clostridium difficile.  She

           4       had had previous antibiotics, several courses of

           5       antibiotics, before this final admission.  So although

           6       she presented with symptoms of diarrhoea, I think this

           7       was probably related to her previous admissions.

           8           The definition of -- as I pointed out, there is no

           9       universally accepted definition, but I think most people

          10       would say that, if someone presents with diarrhoea or

          11       develops diarrhoea in a 72-hour period after admission,

          12       that would be classified as community-acquired.

          13   Q.  Are you envisaging there that the spores to which this

          14       lady may have been exposed may very well have been in

          15       the community itself and not in the hospital?

          16   A.  Possibly, yes.

          17   Q.  Or possibly during the previous admission in the

          18       hospital?

          19   A.  Indeed.

          20   Q.  So you just can't say?

          21   A.  Absolutely.

          22   Q.  You do make a connection between the antibiotic

          23       treatment she had previously received and the

          24       development of the C. diff?

          25   A.  Yes.
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           1   DAME ELISH:  My Lord, I wonder if Mr MacAulay could confirm

           2       whether or not there is potentially another variable,

           3       that a significant proportion of those over 65 carry the

           4       C. difficile in their gut?

           5   LORD MACLEAN:  It depends what you mean by "a significant

           6       proportion"?  Because we have been told -- would you

           7       like to elaborate on that?

           8   MR MACAULAY:  I think you heard the question.  The

           9       proposition is that a significant proportion of people

          10       over 65 may very well carry the bacteria in their gut.

          11   A.  They do, but those individuals who are chronic carriers

          12       or long-term carriers are probably less likely to get

          13       C. diff because of the immune response to the toxins.

          14       It is people who don't carry the C. diff spores and then

          15       acquire them who are probably most at risk of

          16       Clostridium difficile infection.

          17   LORD MACLEAN:  But go back to Dame Elish's question: what do

          18       you call a significant proportion?

          19   A.  In patients aged over the age of 65, 20, 25 per cent.

          20       If those individuals are in hospital, the figure

          21       increases, such that, if you are -- well, not just

          22       hospital, but a nursing home, or whatever, a patient may

          23       have a 50 per cent chance of carrying C. diff spores in

          24       those particular settings.  But the long-term carriers

          25       are less at risk of C. diff.  It is people who acquire
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           1       the spores for the first time who are most at risk.

           2   DAME ELISH:  Would the professor accept that those who are

           3       even long-term carriers, if they are on multiple

           4       antibiotics, may lose, to some extent, the immunity they

           5       have acquired over that period?

           6   A.  I wouldn't think that was the case.

           7   LORD MACLEAN:  Sorry?

           8   A.  The question, as I understand it, would be: patients who

           9       are long-term carriers of Clostridium difficile, if they

          10       had repeated courses of antibiotics, would they lose the

          11       immunity?  And I would say no.

          12   MR MACAULAY:  So just to be clear, then, it is those

          13       patients who do not carry the Clostridium difficile

          14       already who really are the patients who are at risk once

          15       exposed to antibiotics and the spores?

          16   A.  Correct.  And that underlines the rationale that some

          17       people are looking at, at the moment: to prevent

          18       Clostridium difficile infection by colonising the

          19       patient with non-toxin-producing strains.

          20   Q.  So that is what is being considered at present, is it?

          21   A.  That is a possible new treatment, yes.

          22   Q.  If we then move on to the next paragraph in your report,

          23       Professor, on page 14, I think you point out, as indeed

          24       I think we probably inferred from the nursing records,

          25       that the patient, Mrs Burgess, did not seem to have been
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           1       isolated until the infection was confirmed.  Is that

           2       your understanding?

           3   A.  Yes, that's right.

           4   Q.  Would that mean that then there would be a risk of

           5       cross-contamination, if she remained in an open ward?

           6   A.  Indeed.

           7   MR KINROY:  My Lord, if we might just raise the possibility

           8       that Mrs Burgess was subject to barrier nursing, might

           9       that be some measure of precaution against

          10       cross-infection, if that happened?

          11   LORD MACLEAN:  Mr Kinroy, "the possibility that"; do you

          12       know?

          13   MR KINROY:  Generally, my Lord, the evidence of the nurses

          14       was that, in cases where there was no isolation or

          15       cohort nursing, that did not mean there were no

          16       precautions at all against cross-infection, and in the

          17       main, or invariably, the precaution was barrier nursing.

          18   LORD MACLEAN:  I may not be following this entirely, but

          19       I think this is the first time that she had C. diff

          20       diagnosed and, as soon as that happened, she was put

          21       into a single room.

          22   MR KINROY:  Well, I think, my Lord, we are concerned with

          23       the antecedent phase of loose stools prior to diagnosis

          24       and that is the period --

          25   LORD MACLEAN:  Are you suggesting in that period -- I'm not
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           1       sure what "barrier nursing" really means, and we will

           2       find out.  Are you suggesting that, in that period, she

           3       was nursed differently?

           4   MR KINROY:  Yes.

           5   LORD MACLEAN:  Right.  By --

           6   MR KINROY:  By barrier nursing, yes.

           7   MR MACAULAY:  I certainly didn't understand the nursing

           8       evidence to say that, invariably, before the diagnosis

           9       was made, there would be -- I don't know whether

          10       "barrier nursing" is the appropriate term, but some form

          11       of isolation, in the sense of protecting other patients

          12       from another patient on the ward.

          13           But I will put this as a hypothesis to the professor

          14       and see what he says.

          15           Let's assume for the moment that this patient,

          16       Mrs Burgess, has loose stools, as we know; that the

          17       specimen has been sent and they are awaiting the result.

          18       Now, in that period she has not been isolated, and

          19       I think we can take that from the records.

          20           If the nurses wanted to protect other patients from

          21       the risk of cross-contamination, were there steps that

          22       they could take to at least minimise that?

          23   A.  Yes.  Both the Clostridium difficile policy and the

          24       loose stools policy state that patients with -- in the

          25       case of loose stools, where the diarrhoea is considered
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           1       possibly to be infective in origin, C. diff policy,

           2       obviously, if that diagnosis is confirmed, they both

           3       state that patients should be isolated in a single room

           4       as a matter of priority.

           5           If that is not possible, then, as often is in the

           6       context of a busy ward with limited side room capacity,

           7       there are many calls on the side room, if it is not

           8       possible, for whatever reason, to isolate a patient,

           9       then both policies state that a risk assessment should

          10       be carried out in conjunction with the infection control

          11       nurses to see what other options are open.

          12           One possibility would be to nurse the patient still

          13       in a bay as long as they had a dedicated commode and the

          14       bed was next to a hand-wash basin and the appropriate

          15       supplies of personal protective equipment, ie, gloves

          16       and gowns, to hand.

          17           So if there is no side room available, there should

          18       be a risk assessment to find out whether it is possible

          19       to find another side room in the hospital, although, in

          20       general, it is not a good idea to move patients with

          21       loose stools around, but the risk assessment should be

          22       undertaken to determine what can be done if there is no

          23       side room available.  But I could find no evidence from

          24       either the nursing notes or the clinical notes of such

          25       a risk assessment.
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           1   Q.  The term that my learned friend used a moment ago was

           2       "barrier nursing".  Is that a term that has meaning

           3       within the context of infection control?

           4   A.  Yes, it's often used.  The other term would be "source

           5       isolation".  So you have a patient who represents an

           6       infection control hazard.  To protect other patients in

           7       the ward, one would undertake these precautions known as

           8       barrier nursing.

           9   Q.  Can you just give us an indication as to what would be

          10       involved in that?  What would that involve?

          11   A.  There are a number of elements to barrier nursing.

          12       Probably the most important one is isolating the patient

          13       in a single room, and also part of barrier nursing would

          14       be the appropriate use of so-called personal protective

          15       equipment, which would be gloves, gowns or aprons and,

          16       depending on the nature of the infectious risk, other

          17       items of personal protective equipment, which wouldn't

          18       really be relevant for Clostridium difficile, and would

          19       also include increased or augmented hand hygiene as

          20       well.

          21           So there are a number of elements to the concept of

          22       barrier nursing, it is not just isolating the patient in

          23       a single room.

          24   Q.  I think what is being postulated here is that you have

          25       a situation where the patient has loose stools, there is
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           1       a suspicion that it might be C. diff, they are waiting

           2       for the result, the patient remains in a bay with other

           3       patients who may not be infected.  Now, how can you

           4       manage that?

           5   A.  If there is no way that -- if there are no side rooms

           6       available, then the patient might have to be nursed in

           7       a bay.  That is not, by any means, an optimal situation

           8       because there is a risk of contamination of

           9       the environment with Clostridium difficile spores and

          10       transmission of the infection to other patients in that

          11       bay.

          12           So, under those circumstances, as I have mentioned,

          13       you try and make the best of a less-than-optimal

          14       situation: you have a commode by the patient's bed if

          15       the patient is unable to use the toilet facilities

          16       themselves.  That commode is dedicated to that patient

          17       and not used by anyone else.  It would be ideal if the

          18       patient's bed were next to a hand-wash basin, because

          19       use of alcohol hand rubs is not appropriate when caring

          20       for a patient with Clostridium difficile because the

          21       alcohol hand rub does not kill the spores.

          22           Then, at the end of the bed would be a supply of

          23       personal protective equipment: gloves and gowns,

          24       et cetera.

          25   Q.  In any event, once the diagnosis came through for
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           1       Mrs Burgess, we understand that she was isolated?

           2   A.  She was, yes.

           3   LORD MACLEAN:  What you have just described, you know, the

           4       dedicated commode, and so on, is that properly described

           5       as barrier nursing?

           6   A.  It would be part of a range of measures that you would

           7       take.  I'm not necessarily sure that you would describe

           8       that in itself as barrier nursing.

           9   LORD MACLEAN:  Thank you.

          10   MR KINROY:  My Lord, I wonder if we had better clarify

          11       terminology.  What, then, would you describe it as?

          12       I wonder if my learned friend would ask that?

          13   A.  I'm sorry, I didn't hear that.

          14   MR MACAULAY:  I think what I am being asked to put to you is

          15       what would you describe it as, what you have described,

          16       namely, the dedicated commode, convenient hand sink, and

          17       so on?

          18   A.  I would describe that as infection control.

          19   MR KINROY:  I wonder if we might try to tighten that up.

          20       Would there be some more specific terminology than just

          21       "infection control", which, of course, is a very wide

          22       term?

          23   LORD MACLEAN:  As they say, Mr Kinroy, with the deepest of

          24       respect, it is you who have introduced the term "barrier

          25       nursing", actually, and I have always been slightly
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           1       bothered about it, because I wasn't quite sure what it

           2       truly amounted to.

           3           It is obvious that, in Professor Kerr's opinion, it

           4       does not amount -- proper barrier nursing is not the

           5       description of the somewhat attenuated infection control

           6       that is put in place.  Do you see what I mean?

           7   MR KINROY:  I see that, my Lord, but he says he is not sure

           8       you would describe it as barrier nursing.  But, of

           9       course, it is the substance that matters, and it is the

          10       substance the nurse has described which has been put to

          11       the witness.  I wonder, if he is not happy with the term

          12       "barrier nursing", how would he describe it?

          13   LORD MACLEAN:  I don't think, with respect, we have had it

          14       clearly part of the evidence what barrier nursing was.

          15   MR KINROY:  My Lord, I think what matters is the substance,

          16       not the label.  The substance was definitely elicited

          17       from the nurses and others, and I just wondered what

          18       label can be applied to that for future convenience?

          19   A.  I think this is why the term "barrier nursing" has now

          20       been superseded by "source isolation".  In effect, you

          21       are trying to prevent the spread of infection -- of an

          22       infected patient to other susceptibles by physical

          23       isolation, not necessarily in the context of a side

          24       room, but I think the term "source isolation" would be

          25       preferred now, rather than "barrier nursing".
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           1   MR MACAULAY:  What is that?  What does "source isolation"

           2       mean as compared to the other type of situation, where

           3       you described the dedicated commode, and so on?

           4   A.  Well, barrier nursing -- I think possibly the reason why

           5       it has been superseded is barrier nursing implies some

           6       kind of physical barrier, where, if you are isolating or

           7       nursing a patient in a bay, there is no physical barrier

           8       of the single room.

           9           Effectively, you are providing a cordon sanitaire

          10       round that patient.  How you do that might not

          11       necessarily involve putting them into a side room.  You

          12       are trying to isolate the source of infection, the index

          13       case, the patient who has the infection, from other

          14       susceptible individuals.

          15   Q.  Is there a term "protective isolation"?

          16   A.  There is a term "protective isolation", but under those

          17       circumstances, the patient to whom it applies does not

          18       have an infection.  They may be surrounded by other

          19       individuals who could pass infection on to them.  So if

          20       you have a patient, for example, and they have a -- they

          21       are vulnerable as a result of chemotherapy for a cancer,

          22       their immune system is extremely weakened, they can

          23       acquire infections from other patients, and those

          24       infections can be much more severe in the

          25       immunocompromised patient.  So to protect that patient,
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           1       you would put them in isolation, and that is sometimes

           2       known as reverse barrier nursing.

           3   Q.  So just to be clear, today, does one then talk about

           4       either "source isolation" or "protective isolation"?

           5   A.  Yes, although the terms "barrier nursing" and "reverse

           6       barrier nursing" are still very, very commonly used.

           7   Q.  But just so I can be clear, so far as you are concerned,

           8       when you talk about "barrier nursing", are you

           9       envisaging, essentially, source isolation: namely, the

          10       patient being isolated --

          11   A.  Correct.

          12   Q.  -- in a room?

          13   A.  Yes.  Ideally, they should be isolated in a room, but

          14       sometimes it is not possible to do so and you are trying

          15       your best to isolate the patient in other settings.

          16   MR KINROY:  My Lord, I don't want to make a meal of it, but

          17       I don't think the witness was saying that barrier

          18       nursing, to him, meant, essentially, isolating a patient

          19       in a single room.  He appeared to consider that the term

          20       had a wider scope, and I think that is just the answer

          21       he has given.  But we don't want to pass on before we

          22       are all satisfied about what he meant.

          23   MR MACAULAY:  Do you want to give us a finer view as to what

          24       you mean, Professor?

          25   A.  The gold standard in barrier nursing a patient or source
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           1       isolation of a patient would be that patient in a single

           2       room.  There are circumstances under which that is not

           3       possible, in which case you have to attempt to achieve

           4       the same end, prevention of spread of infection from the

           5       index case to other susceptibles, through other means.

           6       But, as I say, the gold standard would be isolating the

           7       patient in a single room.

           8   LORD MACLEAN:  You might have to be satisfied with something

           9       less than that if you didn't have a single room

          10       available?

          11   A.  Yes.  A patient with suspected or known

          12       Clostridium difficile really should be first in the

          13       queue for a side room, if there is one available.

          14   LORD MACLEAN:  Why is that?

          15   A.  Because of the potential to release spores into the

          16       environment from a symptomatic patient.  Spores are very

          17       environmentally hardy and may resist normal cleaning

          18       methods and, therefore, that would represent a risk for

          19       other patients.

          20           Other patients with infection you might want to

          21       isolate as well.  So, say, for example, you had

          22       a patient with MRSA on the ward and a patient with

          23       C. diff and there was one remaining side room, two

          24       patients need that side room, that's when you need to

          25       call in the help of the infection control nurse, the
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           1       consultant microbiologist, to make that judgment, who

           2       gets the side room, is it the MRSA patient, is it the

           3       C. diff patient?

           4           So there really needs to be detailed risk

           5       assessments carried out under those circumstances, and

           6       close cooperation between microbiologists, infection

           7       control nursing staff on the ward and the clinicians who

           8       are looking after the patient.

           9   LORD MACLEAN:  You didn't see that in this case, at least?

          10   A.  No.

          11   LORD MACLEAN:  Did you see it in any other cases,

          12       incidentally?  We will come to them, of course.

          13   A.  Yes, I think in the nine cases I reviewed -- I cannot

          14       remember any documentation of a risk assessment.

          15       I think there was one instance where an infection

          16       control nurse wrote in the patient's medical notes and

          17       the nursing notes, but in the other cases, I can't

          18       recall that, no.

          19   DAME ELISH:  My Lord, on that point, before Professor Kerr

          20       moves on, would he also confirm that, in that hierarchy

          21       of need for the single room, or priority, they would

          22       also be competing with those who are immunocompromised

          23       or on chemotherapy and, if in the context where

          24       Professor Kerr suggests moving to another ward had

          25       risks, would those who required the protective isolation
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           1       be ranked above those with C. diff in that context, or

           2       where would they be?

           3   LORD MACLEAN:  Do we need to go there, Mr MacAulay?

           4   MR MACAULAY:  Perhaps this should be the final throw of this

           5       particular dice.

           6   LORD MACLEAN:  I think so.  I thought you indicated,

           7       actually, in an earlier answer that those with C. diff

           8       had first call on such a room.  Am I wrong about that?

           9   A.  Yes, because someone with diarrhoea might have

          10       norovirus.  Norovirus can spread throughout the ward

          11       very, very quickly.  These decisions are not easy, and,

          12       as I say, they require close cooperation between all the

          13       parties concerned, the bed manager as well, to determine

          14       in a situation where you have not enough side rooms and

          15       too many patients, who gets the side room.  So it is not

          16       an easy decision and, for that reason, requires

          17       a discussion with all the interested parties.

          18   LORD MACLEAN:  It is not a question of hierarchy, though, is

          19       it, entirely?

          20   A.  Well, there are all sorts of reasons why patients might

          21       be in side rooms: they might be dying.  So there are

          22       privacy and dignity issues as well.  Under certain

          23       circumstances, other priorities may trump infection

          24       control.  But, in general, one should always endeavour,

          25       wherever possible, to isolate a patient with diarrhoea.
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           1   MR KINROY:  My Lord, I recognise it has been the last throw

           2       of the dice, I'm not asking for another throw yet, but

           3       I wonder if my learned friend is planning to examine in

           4       more detail with this witness, or another, the whole

           5       issue of the availability of side rooms and the

           6       balancing of there being a side room available elsewhere

           7       with the risk that must be posed by transporting the

           8       infectious patient through the hospital?

           9   LORD MACLEAN:  We are going to have a short break soon.  Why

          10       don't you ask him during the interval?

          11   MR KINROY:  I will do that, my Lord.

          12   LORD MACLEAN:  Because it doesn't arise with this witness,

          13       the general question that you want covered.  I'm sure he

          14       will be covering it, but ask him.  He will tell you.

          15   MR MACAULAY:  Just on this aspect, if we turn to the

          16       infection control card itself, then, at SPF00430001, can

          17       we note that the suggestion here is that the patient was

          18       situated in a four-bedded room, and that, on the 24th,

          19       the note is:

          20           "Informed by lab and ward staff.  Asked staff to

          21       isolate in single room."

          22           So that, again, supports the inference that the

          23       isolation which took place, it would appear, once the

          24       information came through, did not happen until the

          25       diagnosis was made?
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           1   A.  Correct, yes.

           2   Q.  Now, then, if we go back to your report at page 14, you

           3       indicate towards the bottom of the page that there was

           4       a stool chart commenced for Mrs Burgess on 22 December,

           5       but there were no entries after 24 December; is that

           6       correct?

           7   A.  Yes.

           8   Q.  On page 15 of the report, you say there are no entries

           9       in the medical notes for the 22nd or the 23rd, and

          10       perhaps we can look at this at GGC00580195.

          11           Do we see that on this page there are entries for

          12       the 21st, and then the next entry after the 21st is for

          13       the 24th, and then I think another entry -- it is not

          14       clear whether that is for the 24th or not, where there

          15       is reference to C. diff; is that right?

          16   A.  Yes.  Also in that annotation it says:

          17           "Stop clarithromycin, Augmentin."

          18           Those antibiotics were actually stopped on the 27th,

          19       so that may refer to the 27th.

          20   Q.  We see the next entry is for the 28th.  If your

          21       inference is right, then would it appear that the

          22       patient wasn't seen by the doctor, on the face of it, at

          23       the time the diagnosis was made?

          24   A.  That's correct, yes.

          25   Q.  Of course, we are looking at the Christmas period here,
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           1       are we not?

           2   A.  Indeed.

           3   Q.  What about the treatment, then, that Mrs Burgess was

           4       given for C. diff?  I think you discuss this in the

           5       third paragraph on page 15 of your report.

           6   A.  Yes, she was commenced on metronidazole, which would be

           7       an appropriate first-line choice for a patient with

           8       a first episode of Clostridium difficile.

           9   Q.  When was she given the first dose of the metronidazole?

          10   A.  This was actually prescribed on the 24th.

          11   Q.  Although I think you tell us she didn't receive the

          12       first dose until the following day, which would be the

          13       25th?

          14   A.  That's correct, prescribed on the 24th but not started

          15       until the 25th.

          16   Q.  Can we see, then, that, with her loose stools -- with

          17       the specimen having been taken on 21 December, which

          18       proved to be positive for C. diff, some four days or so

          19       elapsed between then and the actual medication

          20       beginning?

          21   A.  Yes, there was a delay.

          22   Q.  Can we look at your conclusion for this particular

          23       patient on page 17?  After you have mentioned that she

          24       died on 31 December, you say the documentation of

          25       antimicrobial therapy is below an acceptable standard.
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           1       Is that in relation to the omission in the Kardex of

           2       doses being provided?

           3   A.  Yes.  I think I'm making two points here.  One is that,

           4       when a patient is commenced on antimicrobials, the

           5       decision is made, there should be justification for

           6       that, so what is the indication, why is it being

           7       prescribed, what are you going to prescribe, how long

           8       are you going to prescribe it for, what doses are you

           9       going to give, how frequently are you going to give

          10       those doses.

          11           So many of the antibiotics, when they are

          12       prescribed, there was no such detailing of that in the

          13       patient's notes, and also to the fact that the drug

          14       Kardexes had many omitted doses, sometimes additional

          15       doses given where they were not indicated.

          16   Q.  The next point you make is that microbiological review

          17       would have been of benefit?

          18   A.  Yes, I think so.  This lady, as we mentioned earlier,

          19       had multiple courses of antibiotics for presumed chest

          20       infections, including the Augmentin, which has a risk of

          21       C. diff appropriate -- associated with it.  A discussion

          22       with a microbiologist at that point -- an alternative

          23       agent might have been suggested or the microbiologist

          24       might have thought that, yes, okay, it is appropriate to

          25       proceed with a further course of Augmentin, but I think
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           1       it would have been helpful for a discussion to have

           2       taken place at that point.

           3   Q.  The next point, that we have touched upon already, is

           4       you focus on there being a delay in isolation after the

           5       onset of diarrhoea; is that right?

           6   A.  Yes.

           7   Q.  Similarly, I think you have already mentioned the delay

           8       in the faecal specimen being processed by the

           9       laboratory; is that right?

          10   A.  That's right.

          11   Q.  And the consequent delay in starting the treatment with

          12       the metronidazole?

          13   A.  Yes.  There was a delay in confirming the diagnosis

          14       microbiologically and, once that diagnosis was

          15       confirmed, there was a delay in starting appropriate

          16       treatment for the C. diff.

          17   Q.  Do you think that would have made any significant

          18       difference for this patient?

          19   A.  I think that's difficult to say, but obviously, the

          20       earlier one starts treatment for an infection, the

          21       better for the patient.

          22   MR MACAULAY:  Thank you.  That concludes that particular

          23       report.

          24           My Lord, that might be an appropriate point to have

          25       a break.
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           1   (11.20 am)

           2                         (A short break)

           3   (11.50 am)

           4   MR MACAULAY:  Just one point that I have been asked to raise

           5       with you in connection with Mrs Burgess' case, and that

           6       is that I think we looked at the clinical notes and we

           7       noted that there was no entry at the time when the

           8       diagnosis for C. diff was made.

           9   A.  Correct, yes.

          10   Q.  But I think you be also said in your report that the

          11       prescription of metronidazole was on the 24th?

          12   A.  Yes.

          13   Q.  How could that come about?  That presumably would

          14       involve the doctor to some extent?

          15   A.  Yes.  The doctor would have had to prescribe

          16       metronidazole, and the most likely reason for doing that

          17       would be a diagnosis of Clostridium difficile infection.

          18   Q.  So although there is no note, and one assumes it would

          19       be the nurse who would contact the doctor and the doctor

          20       would then write the prescription --

          21   A.  Yes.

          22   Q.  -- would you expect --

          23   A.  Although the management of Clostridium difficile doesn't

          24       merely extend to prescribing metronidazole.  The patient

          25       would have to be assessed for other features -- severity
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           1       of disease, for example.

           2   Q.  If we move on, then, to the next case, and that is

           3       Margaret Thompson, your report here, Professor, is at

           4       EXP01720001, can we note here that you have noted on the

           5       front page of your report that Mrs Thompson was born on

           6       16 January 1943 and she died on 4 February 2008?

           7   A.  That's correct.

           8   Q.  If we look at the death certificate itself, at

           9       SPF00350001, can we note that Mrs Thompson was 65 when

          10       she died on 4 February 2008 and she died in the

          11       Vale of Leven Hospital, in fact?  Can we also see that,

          12       at part II, Clostridium difficile infection has been

          13       mentioned?

          14   A.  It has, yes.

          15   Q.  Let's then turn to the body of your report, and if we go

          16       to page 4, again, is this a patient who has had a number

          17       of admissions over a fairly short period of time, in

          18       fact, the first being on 8 December 2007?

          19   A.  That's correct, yes.  She was admitted then with an

          20       exacerbation of chronic obstructive pulmonary disease.

          21   Q.  I think you tell us in that first paragraph that she

          22       received treatment and was discharged on 18 December; is

          23       that right?

          24   A.  Correct.

          25   Q.  She is then admitted again, I think you tell us, on
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           1       4 January, with a further acute exacerbation of chronic

           2       obstructive pulmonary disease, but she self-discharged

           3       on 6 January?

           4   A.  She did.

           5   Q.  Then do we have the third and final admission on

           6       15 January?

           7   A.  That's correct.

           8   Q.  What was the reason for this admission?

           9   A.  She was admitted with symptoms of acute chest pain and

          10       was becoming short of breath, and also she was having

          11       difficulty in coping at home.  She'd been bed-bound,

          12       essentially, for the preceding week.

          13   Q.  It was in the course of this admission that she died, on

          14       4 February?

          15   A.  Yes.

          16   Q.  If we then turn to page 6 of your report and your review

          17       of antibiotic treatment, and let's look then, first of

          18       all, to the admission of 8 December, what was the

          19       position here in relation to the prescribing of

          20       antibiotics?

          21   A.  Well, she was thought to have an exacerbation of chronic

          22       obstructive airways or pulmonary disease and she'd be

          23       started on levofloxacin.  This is not an antibiotic

          24       which we'd normally use as first-line treatment for this

          25       indication.  However, the lady did have a record of
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           1       allergies to a number of antibiotics, and this may be

           2       the reason why levofloxacin was chosen.

           3   Q.  Would that be an appropriate approach, then?

           4   A.  Under those circumstances, there would possibly be

           5       alternatives, such as tetracycline, but levofloxacin

           6       would be a recognised choice there.

           7   Q.  In relation, then, to the duration of the course of

           8       levofloxacin, do you make any comments about that?

           9   A.  She was prescribed -- or she received levofloxacin from

          10       8 to 18 December, which is, I think, rather a long time

          11       to treat an episode of chronic obstructive pulmonary

          12       disease exacerbation.

          13   Q.  Are you able to give some idea as to what the

          14       appropriate duration would be?

          15   A.  One would normally prescribe a five-day course.

          16   Q.  What you tell us on page 7, in the second paragraph, is

          17       that:

          18           "Given the patient's improvement, it is not clear

          19       why levofloxacin was extended beyond a seven-day

          20       course."

          21           Did you envisage that a seven-day course might also

          22       be appropriate?

          23   A.  Yes.  The length of a course of antimicrobials, you are

          24       always guided by the patient's clinical response, and

          25       also other features such as laboratory markers of

                                            53

           1       inflammation, such as white blood cell count or

           2       C-reactive protein levels.  So initially, you might want

           3       to start with five or potentially seven, but given that

           4       this lady was improving, I find it difficult to

           5       understand why the course length was prolonged.

           6   Q.  In the context of C. diff, is levofloxacin one of

           7       the antibiotics that is of relevance?

           8   A.  Levofloxacin belongs to the quinolone class of

           9       antimicrobials, which would include drugs such as

          10       ciprofloxacin, and is particularly associated with

          11       Clostridium difficile infection.

          12   Q.  You also tell us, I think, that, in the course of this

          13       admission, the patient was also prescribed vancomycin;

          14       is that correct?

          15   A.  Yes, that's correct.

          16   Q.  What was the thinking behind that?

          17   A.  One of the bacterium which is -- bacteria, sorry, which

          18       is particularly associated with exacerbations of chronic

          19       obstructive pulmonary disease is the pneumococcus, and

          20       although levofloxacin is reputed to have better activity

          21       compared with other members of the fluoroquinolone

          22       class, there have been reports of patients developing

          23       severe disease -- pneumococcal pneumonia, bacteraemic

          24       pneumococcal pneumonia, where the organism gets into the

          25       bloodstream in patients receiving levofloxacin.
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           1           So I think there is a question mark as to exactly

           2       how active levofloxacin is against pneumococci, and

           3       I think, for that reason, the vancomycin was added, to

           4       provide pneumococcal cover, given this lady's allergies

           5       to penicillin and erythromycin.

           6   Q.  Would that be an appropriate course of action?

           7   A.  Yes, it would.

           8   Q.  If we then turn to page 9 of your report, we are now

           9       looking at the short second admission from

          10       4 to 6 January.  Again, I think you indicate that, in

          11       the course of this admission, Mrs Thompson was

          12       prescribed levofloxacin again; is that right?

          13   A.  That's correct.

          14   Q.  This is for a lower respiratory tract infection; is that

          15       right?

          16   A.  Yes, this is a similar situation as to the first

          17       admission.  She had a presumed exacerbation of chronic

          18       obstructive airways disease, and given the background of

          19       allergies to the other agents, she's started again on

          20       levofloxacin.

          21   Q.  Was that appropriate?

          22   A.  Again, given the status of the allergies, it would be

          23       reasonable.  It is the second course of levofloxacin in

          24       a short period of time, but there would be the potential

          25       to consider other alternatives, such as tetracycline,
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           1       but she received levofloxacin.

           2   Q.  If we then come to the third admission, that's the

           3       admission of 15 January, what was the position here in

           4       relation to the prescription of antibiotics?

           5   A.  This time, I think the situation is more complicated.

           6       This gives the appearance of not being a straightforward

           7       exacerbation of chronic obstructive airways disease, and

           8       the suspicion here is that this lady has now developed

           9       a lung abscess, which is a much more serious infection.

          10   Q.  How, then, was that managed?

          11   A.  She was started on a combination of antibiotics --

          12       ceftriaxone and flucloxacillin -- despite the fact that

          13       she was reported to be allergic to penicillins.

          14   Q.  In relation to the treatment, then, was that appropriate

          15       treatment for the presumed lung abscess?

          16   A.  Yes, as empiric therapy for a lung abscess presenting in

          17       this way, I think that represents appropriate therapy.

          18   Q.  If we turn to page 11 of your report, I think they

          19       detected a heavy growth of MRSA on a sputum specimen?

          20       Is that right?  I think you touch on that towards the

          21       top of page 11.

          22   A.  Yes, that's right, two sputum specimens grew MRSA.

          23   Q.  Would the antibiotics that she was receiving be

          24       effective for that or not?

          25   A.  No, neither flucloxacillin nor ceftriaxone have activity
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           1       against MRSA.

           2   Q.  Was any antibiotic prescribed for the MRSA?

           3   A.  No.

           4   Q.  You say in the second paragraph on page 11 that single

           5       doses of the flucloxicillin were omitted and you have

           6       indicated the days.  Was there a reason for the omission

           7       of the flucloxacillin given?

           8   A.  No.  Although there is this record in the medical notes

           9       stating that flucloxacillin wasn't given because of

          10       a possible interaction with metronidazole.  That is not

          11       a recognised complication.  I'm not sure why the fluclox

          12       was omitted.

          13   Q.  In the next paragraph, you note that there was ongoing

          14       infection, notwithstanding the antimicrobial therapy.

          15       Was the therapy not managing the infection?

          16   A.  We have a lady here whom we have grown -- MRSA has been

          17       grown from her sputum on two occasions.  MRSA would

          18       certainly be a possible cause of a lung abscess.  She is

          19       not responding to either of the antibiotics that she's

          20       been put on.  Neither of those agents have activity

          21       against MRSA.  There was a consideration earlier in the

          22       notes to switch to an antimicrobial, either teicoplanin

          23       or a linezolid.  Both of those do have activity against

          24       MRSA.

          25           So they are not making any headway with this lady.
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           1       They are persisting with antimicrobials which aren't

           2       working, which have no acknowledged activity against the

           3       pathogen which has been grown from the sputum.

           4           So I think, at that time, it would have been

           5       reasonable to have discussed the case with

           6       a microbiologist to work out a plan where to go next.

           7   Q.  But if we focus on C. diff -- and we will look at what

           8       you say about that in a moment -- I think that in

           9       relation to a sample being taken for analysis, that

          10       happened on 16 January, the day after Mrs Thompson was

          11       admitted; is that correct?

          12   A.  Yes.

          13   Q.  So she had diarrhoea on admission at the time of this

          14       third admission?

          15   A.  She did.

          16   Q.  If you turn to the bottom of page 11 of your report,

          17       that is, I think, the point you make there, and then, if

          18       one is looking to the C. diff infection itself, I think

          19       you are saying that it is likely that Mrs Thompson had

          20       the infection on admission; is that correct?

          21   A.  Yes, she was symptomatic at that time, yes.

          22   Q.  I think you say that the ceftriaxone and the

          23       flucloxacillin prescribed thereafter would not have

          24       contributed to the C. diff?

          25   A.  No.
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           1   Q.  What antibiotic would we be looking to, then, if we were

           2       looking to a link with the C. diff infection?

           3   A.  I think it would be the previous courses of

           4       the levofloxacin.

           5   Q.  That's in the previous two admissions we have looked at?

           6   A.  Correct.

           7   Q.  I think you do make the point that, standing that

           8       Mrs Thompson had ongoing infection, it would not have

           9       been appropriate to stop the antibiotics she was in

          10       receipt of in connection with that infection?

          11   A.  No.  If a patient develops Clostridium difficile while

          12       they are receiving antibiotics for another infection,

          13       one would always try to (a) stop the inciting

          14       antibiotics; if that is not possible, modify the

          15       antibiotics to choose narrower-spectrum agents.  But in

          16       some situations that is not possible, you have to press

          17       on with the broad-spectrum agents to treat the

          18       underlying infection.

          19   Q.  If we then look at your review of the diagnosis and

          20       treatment for C. diff -- this is on page 12 of your

          21       report -- you, I think, draw attention to what is in the

          22       infection control manual in relation, in particular, to

          23       the taking of loose stools, and you point out that

          24       a stool specimen was received in the laboratory on

          25       16 January and formally reported on 21 January.  If
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           1       I can just look at this aspect of it.

           2           If we look at the microbiology report, and that is

           3       at GGC00540078, do we see here, as you pointed out in

           4       your report, that the specimen was collected on

           5       16 January at an unknown time and received by the lab on

           6       the same day, on the 16th, and this was a positive

           7       result?

           8   A.  Yes.

           9   Q.  In relation to when the ward was aware of the result, if

          10       we look at page 94 of the records, I think, to put this

          11       together, in fact, we have to start at page 96.  On

          12       page 96, do we see that there are entries for

          13       16 January, the last being at 7 pm, beginning "Settled

          14       afternoon".  Do you see that towards the bottom?

          15   A.  Yes.

          16   Q.  The sentence then -- the last couple of lines:

          17           "Complaining of nausea with oral antibiotics.

          18       Referred to ..."

          19           To continue, we have to go back to page 94, if we

          20       can put that on the screen:

          21           "... dietician."

          22           That is how it seems to continue.  Can we then -- if

          23       we look at the times, that is timed at 2345.  Can we

          24       take it from this that the time at 0530 must be for

          25       17 January?
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           1   A.  Yes.

           2   Q.  We see some entries for the 17th, the last being,

           3       I think, 1940.  Do we see the entry for 0040?  That must

           4       be 18 January?

           5   A.  Yes.

           6   Q.  Would you agree with that?

           7   A.  That would seem reasonable, yes.

           8   Q.  If the timings are to be accepted.  Can we see here that

           9       at 1.30 pm, there is a note:

          10           "Stool result C. diff positive."

          11   A.  Yes.

          12   Q.  So it would appear the ward -- this is a rather

          13       protracted route, but it would appear the ward were

          14       aware, as at the 18th, of the positive result.

          15           If we look at the infection control card itself,

          16       SPF00760001, do we also see that, as at 18 January, the

          17       note is:

          18           "Informed by lab staff.  Patient to be nursed in

          19       isolation when single room available."

          20   A.  Yes.

          21   Q.  So, again, it seems then that, although the specimen --

          22       if we go back to the microbiology report, although the

          23       specimen was received by the lab on 16 January, the

          24       infection control nurse and the ward were not aware

          25       until 18 January of the positive result?
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           1   A.  Correct.

           2   Q.  Is this something you pick up on in your report on

           3       page 13?  You say there is an entry in the medical notes

           4       on the Friday that the patient was C. diff positive; is

           5       that right?

           6   A.  Yes, that's correct.

           7   Q.  I think you have assumed that the entry in the nursing

           8       notes was 17 January, but I think we see it was the

           9       18th?

          10   A.  The 18th, yes.

          11   Q.  Do you see there is a delay there between the receipt of

          12       the specimen by the lab and the intimation of

          13       the positive result?

          14   A.  Yes, there is a delay.

          15   Q.  Did that delay impact upon the start of treatment?

          16   A.  Yes.

          17   Q.  When did treatment start?

          18   A.  Treatment started, I think, on the 18th.

          19   Q.  I think that is something you say towards the top of

          20       page 14 of your report.  You say:

          21           "The delay in confirming a microbiological diagnosis

          22       of C. difficile infection resulted in metronidazole

          23       treatment commencing on the evening of 18 January 2008."

          24   A.  Yes.

          25   Q.  If we go back to page 1 of your report, and just to see
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           1       where you say the C. diff infection was acquired, what

           2       you say towards -- in the very last sentence of that

           3       paragraph, towards the top of the page, is that you

           4       would describe this case as being hospital-acquired but

           5       of community-onset?

           6   A.  Yes.

           7   Q.  Can you just again elaborate on your thinking there?

           8   A.  One working definition of "hospital acquired" would be

           9       symptoms which presented 72 hours after the patient has

          10       been admitted to hospital.  Therefore, if a patient is

          11       symptomatic on admission or develops symptoms within

          12       72 hours, that would be classified as

          13       community-acquired.

          14           This lady actually had diarrhoea on admission, so,

          15       technically, one would say community-acquired -- sorry,

          16       community-onset.  However, because of the previous

          17       hospitalisations and treatment with antibiotics with

          18       acknowledged predisposition towards

          19       Clostridium difficile, I think it is better to classify

          20       it as hospital-acquired but community-onset.

          21   MR KINROY:  My Lord, can we just clarify, do we know whether

          22       there was prescribing of antibiotics in the community

          23       after the second discharge from the hospital which might

          24       have been the -- which might have caused the

          25       susceptibility to C. diff illness?
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           1   MR MACAULAY:  Do you know that?

           2   A.  I don't have any documentation.

           3   Q.  But you had the hospital records?

           4   A.  The hospital records, yes.

           5   Q.  Looking, then, to the treatment that Mrs Thompson

           6       received for the C. diff, I think, as we have it

           7       indicated, that was metronidazole.  Was that

           8       appropriate?

           9   A.  Yes, it was.

          10   Q.  I think we saw from the infection control card that the

          11       inference is the patient was not in isolation, at least

          12       before the diagnosis was made?

          13   A.  Correct, yes.

          14   Q.  Again, this is a case where you saw no evidence of

          15       the risk assessment that is envisaged in the policies

          16       being carried out?

          17   A.  Yes.

          18   Q.  Can we then look at your conclusion on page 16?  I think

          19       you pick up, just below the mid-point of that first

          20       paragraph, the time that it took for the diagnosis to be

          21       confirmed by the lab, looking to what we see in the

          22       records; is that right?

          23   A.  Yes.

          24   Q.  That then resulted in a delay of the treatment starting?

          25   A.  That's correct.
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           1   Q.  Would that have made a difference, do you think, if the

           2       treatment had been started sooner, to this lady?

           3   A.  Again, the sooner treatment for any infection can

           4       commence, the better.

           5   Q.  I think the other point you have made is you consider,

           6       standing the fact that she did not appear to be

           7       responding to a prolonged course of broad-spectrum

           8       antibiotics, it might have been useful to have discussed

           9       the case with a microbiologist?

          10   A.  Yes.  As I said, this lady did not appear to be -- she

          11       had a serious infection, lung abscess, she was not

          12       responding to the antibiotics which didn't have activity

          13       against the MRSA which had been isolated from the sputum

          14       and, also, she was being treated with ceftriaxone, which

          15       is an agent particularly associated with

          16       Clostridium difficile, so this could have been

          17       potentially contributing to the Clostridium difficile

          18       problem, so it would have been reasonable to look for an

          19       alternative approach to antimicrobial treatment of

          20       the lung abscess.

          21   Q.  We can leave that case aside and move on to the next

          22       one, which is John Miller.  Your report for Mr Miller is

          23       EXP01710001.  If we look at the front page of your

          24       report -- we now have it on the screen -- have you noted

          25       that Mr Miller's date of birth is 3 October 1936, and he
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           1       died on 24 April 2007?

           2   A.  That's correct.

           3   Q.  If we look at the death certificate, at INQ00750001, can

           4       we see that Mr Miller was 70 years of age when he died

           5       on 24 April 2007, and he, in fact, died in the community

           6       at that time?

           7   A.  He did, yes.

           8   Q.  The cause of death does not include C. diff?

           9   A.  It doesn't.

          10   Q.  If we then turn to page 4 of your report, the first main

          11       paragraph there, you deal with an admission by Mr Miller

          12       to the Royal Alexandra Hospital; is that right, on

          13       1 April 2007?

          14   A.  That's correct.

          15   Q.  What was the basis behind his admission at that time?

          16   A.  Mr Miller had been suffering from lower abdominal pain.

          17       The possibilities here were that this could represent

          18       constipation or, because he'd had radiotherapy for his

          19       underlying prostate cancer, that this could be radiation

          20       colitis.

          21   Q.  Following upon this admission, as you tell us, he was

          22       discharged home on 19 April 2007 and he died a week

          23       later, on 24 April?

          24   A.  Yes.

          25   Q.  It is the previous admission, though, to the
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           1       Vale of Leven that perhaps one should focus upon, and

           2       have you noted that he had previously been admitted to

           3       the Vale of Leven on 2 March 2007?

           4   A.  Yes.

           5   Q.  What was the purpose behind that admission?

           6   A.  Mr Miller had a number of problems at that time.  He

           7       was -- there were concerns about his poor fluid and food

           8       intake, and there were also concerns about a urinary

           9       tract infection.

          10   Q.  If we look, then --

          11   A.  Sorry, a chest infection.

          12   Q.  If we look, then, at your review of his antibiotic

          13       treatment at that time, and this is on page 7 of your

          14       report, what was the treatment that he was given on

          15       admission?

          16   A.  He was commenced on co-amoxiclav or Augmentin.

          17   Q.  Was that for the urinary tract infection?

          18   A.  Yes.  It's difficult to know what was going on here

          19       because they were considering a chest infection,

          20       although there were no signs of a chest infection and

          21       certainly no symptoms from the patient to indicate

          22       a chest infection.

          23           They were also considering the possibility of

          24       a urinary tract infection.  I think that was probably

          25       based on the fact that he had a raised white blood cell
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           1       count.

           2   Q.  Was the prescription of the co-amoxiclav appropriate, in

           3       the circumstances?

           4   A.  I think the rationale here was that, probably until

           5       they'd completed investigations, they wanted to cover

           6       both the possibility of a chest infection and a urinary

           7       tract infection, in which case co-amoxiclav would have

           8       been a reasonable choice.

           9   Q.  Then, if we turn to page 8, you make a point towards the

          10       top of the page that there was to be some repeat blood

          11       cultures obtained; is that right?

          12   A.  Yes.  This was following a review of the patient by an

          13       oncology consultant because the patient had become

          14       confused.  It was unclear as to why that might be.  The

          15       consultant's opinion was that the patient had ongoing

          16       infection and, on the basis of that diagnosis, had

          17       recommended further blood cultures.

          18   Q.  You say here you didn't find a microbiology report to

          19       suggest that these specimens were obtained?

          20   A.  No, I don't -- there's certainly nothing to indicate

          21       from the microbiology records that that recommendation

          22       was followed up.

          23   Q.  Then you draw attention to a note, I think on 12 March,

          24       that indicated that Mr Miller had been receiving the

          25       co-amoxiclav for ten days and this should then stop; is
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           1       that right?

           2   A.  Yes, that's correct.

           3   Q.  Did that stop?

           4   A.  I don't think it did.  I need to refer to my -- sorry,

           5       yes, it did stop, on the 12th.

           6   Q.  So it stopped --

           7   A.  My apologies.

           8   Q.  -- after the ten-day period?

           9   A.  It did.

          10   Q.  I think you indicate that the same note indicates that

          11       the urine was to be recultured, but you couldn't find

          12       a report for that?

          13   A.  Yes.

          14   Q.  Was there any further antibiotics given to Mr Miller,

          15       then, during this admission?

          16   A.  Yes.  He was -- excuse me.

          17   Q.  I'm looking at the final paragraph on page 8, moving

          18       into page 9 of your report.

          19   A.  Yes, the clinicians would have received a report

          20       suggesting -- well, not suggesting, informing them that

          21       the coliform which had been isolated from the urine was,

          22       in actual fact, resistant to co-amoxiclav.  However,

          23       that appears not to have been acted upon, and he

          24       continued to receive co-amoxiclav after that time.

          25   Q.  So just so I can get some understanding, if you turn to
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           1       the medical records, GGC00590078, can we see that the

           2       urinary specimen has been collected on 3 March, received

           3       by the lab on 5 March, and we note that, as you pointed

           4       out, it was resistant to the co-amoxiclav; is that

           5       right?

           6   A.  Yes, that's correct.

           7   Q.  So what, then -- once this had become known, what, then,

           8       should the response be?

           9   A.  Well, clearly the co-amoxiclav is having no effect

          10       against the organism, will not have any effect against

          11       the organism in the urine.  So the decision at that time

          12       would have been to stop the antibiotics altogether, or

          13       change to an antibiotic to which the isolate was

          14       susceptible.

          15   Q.  Are you telling us in your report that the co-amoxiclav

          16       was, in fact, continued for, what, another seven days?

          17   A.  Yes.

          18   Q.  Should that have happened?

          19   A.  No.  Clearly, the organism is resistant to the agent

          20       which has been chosen, so there is no point in

          21       continuing with that antibiotic.

          22   Q.  But, then, was there a change in plan after that?

          23   A.  Yes.  The patient was then commenced on ciprofloxacin.

          24   Q.  Was that an appropriate antibiotic to be given at this

          25       time?
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           1   A.  Well, the microbiology report lists alternative

           2       antibiotics, it lists susceptibility to ciprofloxacin,

           3       so on reading the report, that might have been the

           4       rationale, "Let's go for ciprofloxacin".

           5   Q.  Would ciprofloxacin have been the first choice, having

           6       regard to the guidelines?

           7   A.  It would depend whether they thought the patient had

           8       a upper urinary tract infection, infection of

           9       the kidney, a complicated infection, evidence that the

          10       organism might have gotten into the bloodstream, for

          11       example.  Before you would choose an antibiotic such as

          12       ciprofloxacin, one might want to look at an alternative

          13       agent before going for ciprofloxacin.

          14   Q.  If it was a urinary tract of the more severe type, then

          15       would ciprofloxacin have represented a reasonable

          16       choice?

          17   A.  It would be a reasonable choice.

          18   Q.  Were you able to work out from the records what the

          19       clinical position was?

          20   A.  I think they were clearly concerned about Mr Miller at

          21       this point.  Hence the query "Discuss with the

          22       microbiologist?".  Although there is no indication that

          23       that actually took place.  The patient's condition was

          24       still causing concern and there were clinical suspicions

          25       that the change to ciprofloxacin hadn't really made any
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           1       material difference to the patient's clinical picture.

           2   Q.  Did the patient improve sufficiently to be discharged

           3       home on 26 March 2007?

           4   A.  Yes, he went home.

           5   Q.  Was it shortly after that, on 2 April 2007, that he was

           6       admitted to the Royal Alexandra Hospital?

           7   A.  That's correct, yes.

           8   Q.  We touched briefly on this before.  What was the

           9       position, on admission to the Royal Alexandra Hospital,

          10       particularly with regard to diarrhoea?

          11   A.  Although he'd had a history of constipation in the

          12       preceding two weeks, on the day of admission it was

          13       reported that he actually had been passing loose stools.

          14   Q.  Was a sample then taken from him, I think, at that time?

          15       Is that right?

          16   A.  Yes, a specimen was obtained on 2 April.

          17   Q.  I think that was what tested positive for C. diff?

          18   A.  Correct.

          19   Q.  If we look at GGC26390083, can we see here the specimen

          20       that was collected on admission on 2 April, received by

          21       the lab on the 2nd, and that, as we can see from the top

          22       line, was a positive result?

          23   A.  Yes.

          24   Q.  The point you made about constipation, if you turn to

          25       page 42 of the medical notes, do we see for the medical
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           1       entry about halfway down it mentions "Constipated two

           2       weeks" and then "Passing small amount of watery stool

           3       today"; is that correct?

           4   A.  Yes.

           5   Q.  I think we noted that he had been discharged from the

           6       Vale of Leven Hospital on 26 March, and this is now

           7       1 April that he's attended at the Royal Alexandra

           8       Hospital?

           9   A.  Yes.

          10   Q.  That is the period we are looking at.  In relation to

          11       the antibiotics that he had received in the

          12       Vale of Leven, do you see any link between those

          13       antibiotics and his contraction of C. difficile?

          14   A.  Yes, he'd received co-amoxiclav and also ciprofloxacin,

          15       both of which are associated with Clostridium difficile

          16       infection.

          17   Q.  In relation to the review and diagnosis of the

          18       C. difficile infection itself, I don't propose to spend

          19       much time on that, but, as we have observed, that

          20       diagnosis was only made once he was admitted to the

          21       Royal Alexandra Hospital?

          22   A.  That's correct, yes.

          23   Q.  How, then, would you, turning to pages 10 and 11 of your

          24       report, classify this particular episode of C. diff?

          25   A.  Well, he was diagnosed as having Clostridium difficile
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           1       infection within 72 hours of admission, so, again, that

           2       could be classified as community-acquired, but I think

           3       under these circumstances, the recent admissions to the

           4       Vale of Leven Hospital with the antibiotic therapy which

           5       is associated with Clostridium difficile, I think it's

           6       more appropriate to classify this as hospital-acquired,

           7       but with community-onset.

           8   Q.  When you are looking to the hospital for the acquisition

           9       of it, which hospital are you looking to?

          10   A.  I would say the Vale of Leven.

          11   Q.  If we then look at page 12 of your report, which is your

          12       conclusion, I think we've covered the particular point

          13       you are making about the course of co-amoxiclav, which

          14       I think is the main point you make; is that right?

          15   A.  Yes.  The course of co-amoxiclav was prolonged

          16       unnecessarily.

          17   Q.  The next case I want to look at with you is Allan Lynch.

          18       Your report is EXP01640001.  Here we note from the first

          19       page of your report that Mr Lynch was born on

          20       15 April 1971 and I think he was the youngest of

          21       the patients you looked at?

          22   A.  He was, yes.

          23   Q.  If we turn to page 4 of your report, have you noted here

          24       also that Mr Lynch had a number of admissions over

          25       a period of several months, perhaps beginning on
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           1       11 December 2007 through to 7 April 2008?

           2   A.  Yes.  He had an underlying history of ulcerative colitis

           3       which necessitated frequent admissions to hospital.

           4   Q.  I think the last admission you look at, on page 4, is

           5       one where he had been admitted to the

           6       Vale of Leven Hospital on 3 April, but was transferred

           7       to the Royal Alexandra Hospital for a subtotal

           8       colectomy; is that right?

           9   A.  Yes.

          10   Q.  He seems to have recovered from that and he was

          11       discharged on 16 April 2008.

          12   A.  Yes.

          13   Q.  I think you also note that, on that page, you make

          14       mention of a number of other admissions.  If we can

          15       focus on those that might be relevant to the contraction

          16       of C. diff, and perhaps turn to page 7 and your review

          17       of his antibiotic treatment, you begin by looking at

          18       treatment he received from 22 to 24 February 2008; is

          19       that right?

          20   A.  That's correct.

          21   Q.  I think, at that time, that was in the course of an

          22       admission to the Vale of Leven on 22 February until his

          23       discharge on 25 February.  So he was in hospital for

          24       about three days or so?

          25   A.  Yes.
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           1   Q.  What was the position here, then, as to his antibiotic

           2       treatment?

           3   A.  He presented with diarrhoea, which was presumed to be

           4       infective in origin, although obviously he had an

           5       underlying medical condition, ulcerative colitis, which

           6       can be characterised by diarrhoea.  So it is a difficult

           7       diagnostic situation: is this his underlying disease

           8       flaring up or is this an infection?

           9           Normally, if you were considering a bacterial

          10       gastroenteritis, you would not prescribe antimicrobials

          11       and, indeed, both the prescribing handbook and the

          12       empiric antibiotic therapy guideline say that no

          13       antibiotic is usually required.

          14           However, because Mr Lynch would have been relatively

          15       immunosuppressed by some of the medications he was

          16       taking for his ulcerative colitis, bacterial

          17       gastroenteritis can be more serious under those

          18       circumstances.  I think that, coupled with the fact that

          19       he was recorded as having high temperatures, as high as

          20       39.2, that might have swayed the clinicians towards

          21       prescribing an antibiotic in this case.

          22   Q.  What you tell us is that ciprofloxacin was prescribed;

          23       is that correct?

          24   A.  Yes, it was prescribed, yes.

          25   Q.  Looking, then, to the explanations that you have put
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           1       forward, was that appropriate?

           2   A.  As I say, he had a condition, ulcerative colitis, which

           3       was being treated with prednisolone, albeit at low

           4       doses, which would have made him more prone to

           5       infection, and more serious infection, if this were

           6       a bacterial gastroenteritis.  So I think that, coupled

           7       with the clinical features, the high temperature and the

           8       raised white cell count, might have swayed the

           9       clinicians in favour of prescribing an antibiotic.

          10   Q.  Apart from the ciprofloxacin, then, was he prescribed

          11       with any other antibiotic during this particular short

          12       admission?

          13   A.  No, it was just the ciprofloxacin.

          14   Q.  What sort of duration of course, then, did he receive at

          15       this time?

          16   A.  He received ciprofloxacin during the course of

          17       the admission and was given a five-day course, supplied

          18       on his discharge.

          19   Q.  Do you consider that to be appropriate, in the

          20       circumstances?

          21   A.  If they had confirmed -- if microbiological

          22       investigations had confirmed a bacterial pathogen, then

          23       it might have been appropriate, but there was no

          24       indication from the stool cultures that he actually had

          25       a bacterial infection.
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           1   Q.  There was, I think, a stool sample taken, and that in

           2       particular was tested for C. diff; is that right, at

           3       this time?

           4   A.  Yes.

           5   Q.  That was a negative result?

           6   A.  Yes.

           7   Q.  If we look at the microbiology report, at GGC00360100,

           8       can we see the specimen was collected on 22 February,

           9       which I think was the day of his admission, it doesn't

          10       appear to have been received by the lab until

          11       25 February, and it is a negative result?

          12   A.  Yes, it is negative for C. diff and it is also negative

          13       for the other bacteria, which they look for in the lab.

          14       So, at that time, one would normally discontinue

          15       antibiotics which had been started for a bacterial

          16       gastroenteritis.  However, I think this report may have

          17       been received after the patient was discharged.  He was

          18       discharged on the 25th, I think.

          19   Q.  It certainly seems that way, because if we look at the

          20       report itself, it bears to have been received by the lab

          21       on 25 February and, as you pointed out, Mr Lynch was

          22       discharged from hospital on 25 February.  So he was

          23       discharged with a prescription for ciprofloxacin; is

          24       that right?

          25   A.  Yes.
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           1   Q.  What do you do in that situation, if you have given

           2       a patient a prescription for a particular antibiotic and

           3       you discover, after he's gone, that there may be reasons

           4       for stopping the antibiotic?

           5   A.  It might have been reasonable to phone the patient or

           6       otherwise contact the patient's general practitioner and

           7       inform him or her of the result and, therefore, the

           8       patient could have stopped the antibiotics.

           9   Q.  So far as the commencement of the antibiotic was

          10       concerned and its prescription up until a result was

          11       received, I think you say that was an appropriate

          12       response to the circumstances they were faced with?

          13   A.  Yes.  I think there was sufficient grounds for the

          14       clinicians to be concerned about the possibility of

          15       a bacterial gastrointestinal infection.

          16   MR KINROY:  I suppose, my Lord, we might observe that, if

          17       there had been contact made with the patient's general

          18       practitioner, there would have been necessarily some

          19       delay in the antibiotic being stopped, even after that

          20       point, because of the delay in communicating with the

          21       patient.  Is that reasonable to assume?

          22   LORD MACLEAN:  Why do you assume that there is a delay in

          23       communicating with the patient?

          24   MR KINROY:  My Lord, I don't know how quickly the GP would

          25       contact the patient, but I presume it would not be
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           1       instantaneous.

           2   LORD MACLEAN:  Oh, I see.  You mean the line is through the

           3       GP, the GP to the patient?  Yes.

           4           That would be right?

           5   A.  Yes.  The patient was given a five-day course, so if it

           6       took a day or two days, they could still have prevented

           7       three days' worth of ciprofloxacin.

           8   MR MACAULAY:  I think the position then was that Mr Lynch

           9       came back to the Vale of Leven Hospital on 7 March 2008;

          10       is that right?

          11   A.  Yes.

          12   Q.  At that time, what caused him to return to hospital?

          13   A.  I think the concern again was that he was having another

          14       exacerbation of his ulcerative colitis.

          15   Q.  At this time, was a specimen taken which did test

          16       positive for C. diff?

          17   A.  That's correct.

          18   Q.  We will look at that shortly, but he didn't stay long in

          19       the Vale of Leven Hospital because he was sent to the

          20       Royal Alexandra Hospital on 9 March; is that right?

          21   A.  Correct.

          22   Q.  Did he receive any antibiotics during the time that he

          23       was in the Vale, the two days that he may have spent in

          24       the Vale of Leven?

          25   A.  No.  He was commenced on antibiotics on his transfer to
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           1       the RAH.

           2   Q.  Was that the cefuroxime that you mention towards the

           3       bottom of page 8?

           4   A.  Cefuroxime and metronidazole, yes.

           5   Q.  I think we have seen this from other evidence, but, as

           6       you tell us towards the bottom of page 8, that

           7       combination was prescribed on Mr Lynch's transfer to the

           8       Royal Alexandra on 9 March, but they were discontinued

           9       later that day on receipt of a telephone report from the

          10       Vale of Leven that a positive result for C. diff had

          11       been obtained?

          12   A.  That's correct, yes.

          13   Q.  Can I then turn to that section of your report where you

          14       are dealing with the review and diagnosis and treatment

          15       for C. difficile?

          16           You begin by telling us that there was a negative

          17       result in the course of the admission of 11 December; is

          18       that right?

          19   A.  Correct.

          20   Q.  Similarly, I think, as we have seen, in fact, there was

          21       a negative result in the course of the admission of

          22       22 February?

          23   A.  Yes.

          24   Q.  That is the one we have just looked at a moment ago.

          25       You make a point, I think, about delay and the impact
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           1       delay might have on the specimen under reference to the

           2       laboratory's standing operating procedures.  Can you

           3       just elaborate upon that?

           4   A.  Yes.  The type of diagnostic test that the Vale was

           5       using at that time depends critically on the age of

           6       the specimen.  If there is a delay in the specimen

           7       reaching the laboratory, or a delay in processing the

           8       specimen after the specimen had arrived in the

           9       laboratory, this can affect the likelihood that a test

          10       is positive because of degradation of

          11       the Clostridium difficile toxin.

          12           That degradation can be minimised if the specimen

          13       is held at refrigeration temperatures, but will proceed

          14       much faster at temperatures higher than that.

          15   Q.  Then, if there is such degradation, do you run the risk

          16       of there being a false negative produced?

          17   A.  Correct.

          18   Q.  Then, if we turn to page 10 of your report, and we look

          19       at the specimen that was collected, I think on 7 March,

          20       at the time of that admission, if we turn to the report

          21       for that at GGC00360106, do we see here that the

          22       specimen was collected on admission on 7 March, it is

          23       received by the lab on the 10th and it is a positive

          24       result; we see that?

          25   A.  Correct.
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           1   Q.  Of course, by the time the lab had received the

           2       specimen, Mr Lynch had already been transferred to the

           3       Royal Alexandra Hospital, on the 9th?

           4   A.  Yes.

           5   Q.  But, as you pointed out, there was a phone call to the

           6       Royal Alexandra Hospital to inform them of the positive

           7       result?

           8   A.  That's correct.

           9   Q.  Did that stop the proposed antibiotics that were

          10       planned?

          11   A.  Yes, the cefuroxime and the metronidazole were

          12       discontinued on receipt of the telephone report.

          13   LORD MACLEAN:  Sorry, that slightly puzzled me, when I saw

          14       it first.  It was discontinued in relation to the

          15       Vale of Leven, or was it discontinued, full stop?

          16   A.  I'm sorry, you will have to rephrase that question.

          17   LORD MACLEAN:  He had C. diff?

          18   A.  Yes.

          19   LORD MACLEAN:  Metronidazole was an appropriate drug to be

          20       prescribed?

          21   A.  Sorry, the cefuroxime was stopped.

          22   LORD MACLEAN:  But the metronidazole would have been

          23       continued, I suppose?

          24   A.  I will need to check my notes on that.

          25   MR MACAULAY:  I think if you go to page 8 of your report --
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           1   LORD MACLEAN:  Yes, the bottom of page 8.  It is that

           2       passage that puzzles me.  It is only the cefuroxime that

           3       was stopped?

           4   A.  Yes, the cefuroxime was stopped and the intravenous

           5       metronidazole.  The cefuroxime and the metronidazole

           6       would have been prescribed because of concerns of

           7       intraabdominal sepsis.  When an alternative explanation

           8       for that, Clostridium difficile, was apparent from the

           9       lab's report, they would have stopped the cefuroxime

          10       certainly; metronidazole is used to treat C. diff

          11       infection, but normally one would administer it orally,

          12       as opposed to intravenously.  So it was the intravenous

          13       metronidazole that was discontinued.

          14   LORD MACLEAN:  Thank you.

          15   MR MACAULAY:  So what you say on page 8 is correct, in that

          16       they stopped both the cefuroxime and the intravenous

          17       metronidazole, but what then was the treatment they gave

          18       for the C. diff?  Was it oral metronidazole or was it

          19       vancomycin?

          20   A.  It was metronidazole, oral metronidazole.

          21   Q.  If we go to page 10, then, of your report, you again,

          22       I think, describe the C. diff in this case -- this is

          23       the second sentence in the second main paragraph -- as

          24       being hospital-acquired with community-onset; is that

          25       right?
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           1   A.  That's correct, yes.

           2   Q.  Can you just explain your thinking there?

           3   A.  Again, this patient had had previous admissions, recent

           4       admissions, and was treated during those admissions with

           5       antibiotics which are of a known association with

           6       Clostridium difficile.  So although he presented with

           7       signs of diarrhoea and that would normally be classified

           8       as community-onset, I think his previous hospital

           9       admissions and previous antimicrobial therapy mean that

          10       this case is probably better classified as

          11       hospital-acquired but with community-onset.

          12   Q.  Insofar as this admission, and he's now in the

          13       Royal Alexandra Hospital, does he test positive again in

          14       the Royal Alexandra Hospital for C. diff?

          15   A.  Yes.  There was a further specimen on --

          16   Q.  On page 11, I think you suggest 20 March.

          17   A.  Yes.

          18   Q.  Was that another positive result?

          19   A.  That is a further positive.

          20   Q.  Shortly after that, on 22 March, is he discharged home?

          21   A.  Yes, that's correct.

          22   Q.  I think he has another admission to the Vale of Leven on

          23       3 April; is that correct?

          24   A.  Yes, that's correct.

          25   Q.  What was the reason behind this admission?
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           1   A.  I think this was -- he was being admitted

           2       pre-operatively, before being transferred to the RAH for

           3       an elective subtotal colectomy.

           4   Q.  Indeed, transfer takes place on 7 April, so he is in the

           5       Vale of Leven for about three days or so?

           6   A.  Correct.

           7   Q.  During that time, do they take a specimen from him which

           8       produces a negative result?

           9   A.  Yes, that's correct.  That was a specimen from 4 April.

          10   Q.  If we then look at the report from microbiology, at

          11       GGC00360104, do we see here that this specimen is

          12       collected on 4 April, it bears to have been received by

          13       the lab on 7 April and that's a negative result?

          14   A.  That's correct.

          15   Q.  You have some points to make in connection with this

          16       particular specimen towards the top of page 12; is that

          17       right?

          18   A.  Yes.

          19   Q.  Can you just take us to that?  What points are you

          20       making there?

          21   A.  Again, this was reported by the laboratory as being

          22       negative, but, given the delay in the receipt of

          23       the specimen in the lab, it could well represent

          24       a falsely negative specimen.

          25   Q.  He is then transferred to the Royal Alexandra Hospital
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           1       on 7 April, and in the Royal Alexandra Hospital I think

           2       he has the operation that he had been admitted for; is

           3       that right?

           4   A.  That's correct.

           5   Q.  What about C. diff?  Was there any further involvement

           6       with that?

           7   A.  Yes, there was a specimen taken at operation, which was

           8       submitted to the microbiology laboratory.  This was not

           9       examined for Clostridium difficile toxin.  It was

          10       actually cultured for Clostridium difficile and that was

          11       positive.

          12   Q.  Does that assist in casting any light on whether the

          13       specimen that had been taken in the Vale of Leven on

          14       4 April may very well have been a false negative?

          15   A.  I think that's difficult to say.  If the specimen on

          16       4 April from the Vale was a true negative, then this

          17       would represent relapsing infection.  If it was a false

          18       negative, then this probably represents continuing

          19       Clostridium difficile infection, ongoing infection.

          20   Q.  Can I just take you to page 12, and the second main

          21       paragraph, below halfway?  You, I think, indicate that

          22       during this admission -- that's the admission from

          23       4 to 7 April -- Mr Lynch was not in receipt of any

          24       antibiotics; is that right?

          25   A.  Yes.
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           1   Q.  Do you consider that he should have been?

           2   A.  I don't think there was -- the concern at this time was

           3       that this patient was having real difficulties with his

           4       ulcerative colitis.  Hence the need to remove part of

           5       his colon, because of a failure of medical therapy to

           6       keep this disease under control.  So there was no

           7       indication, really, that he should receive antibiotics,

           8       and the concern was that this was just intractable

           9       ulcerative colitis and that he didn't have an infection.

          10       Therefore, no need to receive antibiotics.

          11   Q.  You do make a point about loperamide, which he appears

          12       to have been receiving during this time in the

          13       Vale of Leven?

          14   A.  Yes.

          15   Q.  Was it appropriate, in the circumstances here, that he

          16       be given loperamide?

          17   A.  If he had been shown to be C. difficile positive on the

          18       specimen from 4 April, it would have been inappropriate.

          19       It is contraindicated in Clostridium difficile

          20       infection, and the C. diff policies, infection control

          21       policies, note that it is contraindicated.

          22           However, the clinicians would have been going on

          23       that negative result, no C. diff, and, therefore, would

          24       have assumed that it was safe to prescribe the

          25       loperamide.
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           1   Q.  If we then look at your conclusion for Mr Lynch, I think

           2       we have probably covered the points that you have made

           3       in that paragraph; is that right?

           4   A.  Yes.  When he was -- he underwent the colectomy because

           5       of concerns of the ulcerative colitis.  But it wasn't

           6       ulcerative colitis, it was severe Clostridium difficile

           7       infection, a complication known as pseudomembranous

           8       colitis.

           9   Q.  Just going back to the admission that we were looking at

          10       from 3 April until he's transferred to the

          11       Royal Alexandra Hospital, in view of his previous

          12       C. diff history, and in light of the fact that they at

          13       least suspected C. diff because they took a specimen for

          14       analysis, in such circumstances, could some thought have

          15       been given to giving him treatment for C. diff, for

          16       example, such as metronidazole?

          17   A.  I think that would have been a possibility.  If you have

          18       a patient, particularly a patient who has had previous

          19       Clostridium difficile infection and they present with

          20       similar symptoms but the laboratory test is negative,

          21       then, under certain circumstances, it would be

          22       appropriate -- if you were still considering Clostridium

          23       as a clinical diagnosis, it could have been appropriate

          24       to give a course of metronidazole to see if there was

          25       any clinical response.
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           1           A diagnosis of Clostridium difficile infection does

           2       not solely rest on the microbiological results: you have

           3       to take into account clinical signs and symptoms of

           4       the patient, so it is just one element in making

           5       a diagnosis of Clostridium difficile infection.

           6           So to have started the patient on an empiric course

           7       of metronidazole to see if there was a clinical response

           8       could have been appropriate, yes.

           9   Q.  But we see, I think, from the report from the lab that,

          10       although the specimen was collected on the 4th, it

          11       wasn't, on the face of it, received until the 7th, so

          12       there was a window of opportunity there to go down the

          13       metronidazole route?

          14   A.  Yes.

          15   DAME ELISH:  My Lord, I wonder if Mr MacAulay at this point

          16       could clarify with Professor Kerr whether or not, if

          17       someone has suffered from C. diff and within 30 days of

          18       that has positives, are there limitations for

          19       microbiologists as to what they can take from that,

          20       given that the toxins would still persist even in

          21       asymptomatic patients within a 30-day period very often?

          22   A.  I'm sorry, could that question be rephrased?

          23   LORD MACLEAN:  Perhaps we should expiscate it?

          24   MR MACAULAY:  I wonder if my learned friend could just

          25       perhaps do some expiscation herself in the first
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           1       instance.

           2   DAME ELISH:  I will certainly attempt to, my Lord.

           3       I apologise.  It was somewhat convoluted.

           4           If someone has C. difficile and apparently recovers,

           5       and is tested within 30 days and the faeces show signs

           6       of positives, is that in itself limited in its value

           7       because asymptomatic patients may carry the toxin for

           8       that period?

           9   A.  Yes, I understand the question.

          10   LORD MACLEAN:  Do you understand it?

          11   A.  It is not usual -- it is not recommended to test

          12       a patient within 28 or 30 days of a diagnosis of

          13       Clostridium difficile infection because the patient may

          14       continue to excrete the toxin whilst asymptomatic.  So

          15       that is not normally recommended.

          16           It would be appropriate to retest within a 28- or

          17       30-day period if the patient's symptoms had stopped and

          18       had then recurred, because that could potentially

          19       indicate one of two things: a relapsing infection or

          20       a reinfection.

          21   MR MACAULAY:  My Lord, I am happy with that, and I am

          22       finished with this particular case, my Lord.  That may

          23       be a convenient point to stop for lunch.

          24   LORD MACLEAN:  Very well.  We will adjourn for lunch.

          25   (1.00 pm)
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           1                     (The short adjournment)

           2   (2.05 pm)

           3   MR MACAULAY:  Good afternoon, Professor Kerr.  The next case

           4       I want to look at is Dureena Chandayly.  Your report is

           5       EXP01670001.  We can see from the first page of

           6       the report that Mrs Chandayly was born on 19 May 1934

           7       and she died on 21 April 2008.

           8   A.  That's correct.

           9   Q.  If we look at the death certificate, at SPF00080001, can

          10       we note that she was 73 when she died on 21 April 2008

          11       and she died in the Vale of Leven Hospital?

          12   A.  Yes.

          13   Q.  We see that, in relation to the cause of death, C. diff

          14       itself does not appear on the death certificate?

          15   A.  No.

          16   Q.  If we then look at the body of your report and turn to

          17       page 4, you begin, I think, by noting that Mrs Chandayly

          18       was admitted to the Vale of Leven on 17 April 2008; is

          19       that right?

          20   A.  That's correct, yes.

          21   Q.  What was the reason behind that admission?

          22   A.  The reason was because she had diarrhoea and was

          23       vomiting.

          24   Q.  Had you noted that she had previously been in the

          25       Vale of Leven Hospital, an admission from 17 March,
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           1       I think, through to 4 April; is that correct?

           2   A.  That's correct, yes.

           3   Q.  But in the second admission, that's the one of 17 April,

           4       she died shortly after admission on 21 April?

           5   A.  She did.

           6   Q.  If we look at the position in relation to the first

           7       admission, that's the admission of 17 March, and if we

           8       turn to page 5 of your report, where I think you make

           9       some observations in relation to her antibiotic

          10       treatment generally at that time, you begin by, I think,

          11       saying that she was commenced on trimethoprim in the

          12       course of this admission; is that right?

          13   A.  Yes, she was.

          14   Q.  What was the thinking behind that?

          15   A.  Because of a presumed urinary tract infection.

          16   Q.  Was that then begun pending the result of a specimen?

          17   A.  That's correct.

          18   Q.  Was it appropriate to commence her on the trimethoprim

          19       at that time?

          20   A.  Yes.  It's not uncommon to commence empiric antibiotic

          21       therapy pending results from the microbiology lab for

          22       this kind of infection.

          23   Q.  If we look at the specimen, at GGC00090091, is this the

          24       result of the specimen collected on admission on

          25       17 March 2008?
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           1   A.  That's correct, yes.

           2   Q.  What do we take from this report?

           3   A.  Well, we see on the microscopic examination an absence

           4       of white blood cells, which tends to suggest that there

           5       is no inflammation in the urinary tract, and there was

           6       no growth on culture.  So it would suggest from the

           7       microbiological evidence that this lady didn't have

           8       a urinary tract infection.

           9   Q.  That should then have prompted the stopping of

          10       the antibiotics?

          11   A.  It would be reasonable to review the need to continue

          12       antibiotics at that time, yes, certainly, with a view to

          13       stopping.

          14   Q.  If we turn to page 6 of your report, then, what happened

          15       here?

          16   A.  She remained -- the trimethoprim continued, despite the

          17       negative microbiology, and then, later on in the

          18       admission, on 22 March, she started spiking

          19       temperatures.  She became feverish.

          20   Q.  Just focusing on the continuation of the trimethoprim,

          21       then, was it continued for -- the usual course I think

          22       you said was three days.  Was that the period?

          23   A.  The usual course for a lower urinary tract infection

          24       would be three days.

          25   Q.  Was that what happened here?
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           1   A.  Yes, it was continued for longer than three days.

           2   Q.  It was continued for longer than three days?

           3   A.  Yes.  The trimethoprim continued from 17 March to

           4       22 March.

           5   Q.  Are you saying that at least when they had received the

           6       results from the lab, the antibiotics should have been

           7       stopped?

           8   A.  Yes, the report was printed on 18 March and she

           9       continued to receive trimethoprim until 22 March.

          10   Q.  But it should have been stopped once they had the

          11       report?

          12   A.  Yes.

          13   Q.  You went on to say that she developed a temperature; is

          14       that right?

          15   A.  That's correct, yes.

          16   Q.  What was the response to that?

          17   A.  The plan at this time was, because there was -- I didn't

          18       think there was anything in the history to suggest

          19       a particular site or focus of infection.  They had

          20       decided to go for Augmentin, co-amoxiclav, presumably as

          21       a broad-spectrum cover.

          22   Q.  Was that an appropriate starting point?  Was that an

          23       appropriate antibiotic to prescribe, in the

          24       circumstances?

          25   A.  I think it is difficult -- with the information
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           1       provided, what we are really told is she's got

           2       a temperature, and there's really nothing from the point

           3       of view of examination -- or recorded in the notes to

           4       suggest there might be a particular site or focus for

           5       infection.  But, even if there were, co-amoxiclav might

           6       be a reasonable choice, pending further microbiological

           7       investigations.

           8   Q.  What happened here, then, in relation to the course of

           9       co-amoxiclav?

          10   A.  Well, she was -- the co-amoxiclav was prescribed, but

          11       was continued for ten days, which is -- formulary

          12       guidance would recommend a seven-day course of

          13       co-amoxiclav for most indications.  It's really not

          14       clear why the co-amoxiclav was continued for a ten-day

          15       course.

          16   Q.  I think we noted that this admission was from 13 March

          17       up to 4 April.  Does that then take her up to close to

          18       when she was discharged from hospital?

          19   A.  That's correct.  I think she was -- I have to refer to

          20       my notes here, I'm sorry.  She was discharged on

          21       4 April.

          22   Q.  What you tell us on page 6 is that there was an entry in

          23       the nursing notes to record that the co-amoxiclav had

          24       been stopped as the patient had been receiving this drug

          25       for ten days.
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           1   A.  Yes, it was the nurses who were aware that the

           2       co-amoxiclav had gone on for rather some time.

           3   Q.  Let's then turn to the second admission, the admission

           4       of 17 April 2008.  You look at this on page 7 of your

           5       report.

           6           To remind ourselves, at the beginning of your report

           7       you indicated that, at the time of this admission, she

           8       was admitted with diarrhoea and vomiting; is that

           9       correct?

          10   A.  That's correct, yes.

          11   Q.  How was she managed in the course of this admission?

          12   A.  On admission, she had a specimen of urine submitted for

          13       urinalysis which turned up several abnormalities.  She

          14       was not recorded as having symptoms of a urinary tract

          15       infection at that time, so what we may be looking at

          16       here is a case of asymptomatic bacteriuria in an elderly

          17       patient.  A specimen was submitted to the lab, however,

          18       and the patient was to be commenced on trimethoprim

          19       empirically, pending that result.

          20   Q.  Was it appropriate to start her on the trimethoprim

          21       pending the result?

          22   A.  On this occasion, I think there's less justification for

          23       prescribing the trimethoprim.  In the first admission,

          24       the patient did actually have symptoms of frequency,

          25       which would be indicative of a urinary tract infection,
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           1       but on this admission there are no symptoms of a urinary

           2       tract -- which would suggest a urinary tract infection

           3       recorded.

           4   Q.  Do you consider whether or not it was appropriate then

           5       to start the --

           6   A.  On this occasion, I don't think the trimethoprim was

           7       appropriate.

           8   Q.  Once the result -- we can look at this.  Perhaps I can

           9       do that first of all.  It is at GGC00090095.  Here we

          10       have the specimen collected on 17 April, received by the

          11       lab on the 18th, and you can perhaps tell us what it

          12       indicates.

          13   A.  Well, again, we have an absence of white blood cells in

          14       the specimen, and the presence of white blood cells

          15       suggests -- it doesn't conclusively prove a urinary

          16       tract infection, it suggests a urinary tract infection.

          17       However, the specimen was collected on the 17th and

          18       received in the laboratory on the 18th and, over time,

          19       white -- sorry, my apologies.  There are numerous white

          20       blood cells in this specimen.

          21           So that would potentially indicate a source of

          22       inflammation somewhere in the urinary tract, but there

          23       was no significant growth on culture.

          24   Q.  How would you respond to this, then?  You started the

          25       patient on trimethoprim.  How does this impact upon the
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           1       treatment?

           2   A.  I think if the patient is not telling you or expressing

           3       that they have symptoms of a urinary tract infection,

           4       whatever they may be -- hesitancy, frequency, dysuria --

           5       then under those circumstances, with no significant

           6       growth on the urine culture, it would be reasonable to

           7       stop the antibiotics.

           8   Q.  What happened here?

           9   A.  She was prescribed a three-day course of antibiotics on

          10       this occasion, although some doses were omitted on the

          11       20th and 21st.

          12   Q.  The three-day course, I think you told us, would be the

          13       normal period for this particular antibiotic?

          14   A.  Three days, yes.

          15   Q.  You then go on to mention that she was also prescribed

          16       with co-amoxiclav and clarithromycin, and this is on

          17       page 7 of the report.  What was the background to this?

          18   A.  The patient's C-reactive protein level was increasing,

          19       so this is an indicator of inflammation, not necessarily

          20       infection, but inflammation.  It seems that the

          21       antibiotics were prescribed in response to that.

          22       I don't think there is anything recorded in the notes to

          23       suggest a specific site or focus of infection.  This

          24       seems to be in response to the increasing CRP.

          25   Q.  If that is correct, was this an appropriate response to

                                            99

           1       that?

           2   A.  I think in these situations it is always better to treat

           3       the patient rather than the sole laboratory result.

           4       What might have been more appropriate would be to obtain

           5       further specimens, blood cultures in particular in this

           6       setting and, if the patient was stable, just watch and

           7       wait until you get the results of further

           8       microbiological investigations, rather than commencing

           9       very broad-spectrum -- as this regime represents --

          10       antibiotic therapy just on the basis of one abnormal

          11       laboratory result.

          12   Q.  What happened, in fact, in relation to the antibiotics

          13       being given to the patient?  I'm noting towards the top

          14       of page 8 that you suggest that it may have been -- they

          15       may have been prescribed, but they may not, in fact,

          16       have been given; is that correct?

          17   A.  That was a change -- a mooted change towards intravenous

          18       ceftriaxone and metronidazole, but this lady certainly

          19       did receive co-amoxiclav and clarithromycin.

          20   Q.  She did?

          21   A.  She did, yes.

          22   Q.  Can you tell me, then, what length of course she

          23       received?

          24   A.  She was given co-amoxiclav from 20 to 21 April, and she

          25       had clarithromycin just on 20 April.
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           1   Q.  If we then look at page 8 of your report and your review

           2       of the diagnosis and treatment for C. diff, I think in

           3       the course of the first admission there was a stool

           4       sample taken -- this is the admission of 17 March --

           5       which was a negative result; is that right?

           6   A.  That's correct.

           7   Q.  If we look at the report from microbiology, GGC00090090,

           8       this is a negative result.  We see it was collected on

           9       18 March and received by the lab on the same day; is

          10       that right?

          11   A.  That's correct, yes.

          12   Q.  Did she then test positive in the course of the second

          13       admission, that's the admission of 17 April?

          14   A.  That's correct.  She had a positive specimen which was

          15       obtained on 20 April.

          16   Q.  If we look at the report for that, at page 202, we see

          17       here the specimen was collected on 20 April, received on

          18       21 April and we see that it is a positive result.

          19   A.  That's correct.

          20   Q.  If we turn to page 10 of your report, you say, in the

          21       second paragraph there, that it is likely that the

          22       patient had C. difficile at the time of admission; is

          23       that right?

          24   A.  Yes.

          25   Q.  I think we noted she had diarrhoea at the time of

                                           101

           1       admission.

           2   A.  She did, yes.

           3   Q.  How would you categorise, then, the C. diff in this

           4       particular case?

           5   A.  I think, again, because of her previous hospital

           6       admissions, previous antimicrobial therapy, although,

           7       from the point of view of time of diagnosis, this would

           8       normally be classified as community-acquired.  I think

           9       this is more likely to be hospital-acquired, but with

          10       community-onset.

          11   MR KINROY:  My Lord, can we just clarify if this might also

          12       be a case in which the antibiotics prescribed which led

          13       to the C. diff illness might have been prescribed by

          14       a GP?

          15   MR MACAULAY:  Can we look at that?  First of all, in

          16       relation to antibiotic treatment, if we are focusing on

          17       the Vale of Leven, which antibiotics, if any, would you

          18       point to as being linked to the C. difficile?

          19   A.  This would be the co-amoxiclav, prescribed between

          20       22 March and 31 March.

          21   Q.  That was during the course of that first admission?

          22   A.  The first admission to the Vale.

          23   Q.  Do you have any knowledge as to what antibiotics, if

          24       any, may have been prescribed by the GP?

          25   A.  I have no information on that.
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           1   MR KINROY:  My Lord, I wonder if I had better just dot the I

           2       there.  Does that mean, if the GP prescribed

           3       antibiotics, that might have been the antibiotic which

           4       caused the C. diff illness?

           5   A.  I'm sorry, I didn't hear that question.

           6   LORD MACLEAN:  You have got a candidate there anyway.  There

           7       is a candidate for the origin in the ten days of

           8       co-amoxiclav.

           9   A.  Correct, yes.

          10   LORD MACLEAN:  You don't know what, if anything, was

          11       prescribed between the time she was discharged and the

          12       time she was readmitted.

          13   A.  I don't know, no.

          14   LORD MACLEAN:  But the timing of it is consistent with it

          15       being co-amoxiclav.  Am I right?

          16   A.  The timing would be consistent.

          17   MR KINROY:  I suppose, my Lord, we could ask, if, in fact,

          18       the GP prescribed antibiotics in the period between the

          19       first discharge and the second admission, would that be

          20       inconsistent with that being the cause of the C. diff

          21       illness?

          22   A.  If the GP had prescribed antibiotics in that intervening

          23       period, it would not be inconsistent.

          24   MR MACAULAY:  When a patient is admitted --

          25   LORD MACLEAN:  I beg your pardon.  It would not be
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           1       inconsistent, did you say?

           2   A.  I'm trying to answer the question as phrased.  If

           3       a GP -- if I could maybe rephrase that.  If the GP had

           4       prescribed antibiotics in the intervening period, then

           5       that could have contributed to the subsequent episode of

           6       Clostridium difficile.

           7   LORD MACLEAN:  If that is so.  It depends on the

           8       antibiotics, of course.

           9   A.  And it would depend on the antibiotics.

          10   LORD MACLEAN:  We have to know what they are.  We can't just

          11       proceed on hypotheticals.

          12   A.  Yes.

          13   MR MACAULAY:  If the GP has prescribed antibiotics, then

          14       that, too, may have contributed to making the patient

          15       susceptible to C. diff.

          16   A.  That's possible.

          17   Q.  So would it be an accumulation, then, if that hypothesis

          18       is right, of the GP's prescription and the co-amoxiclav

          19       that we know she had in the Vale of Leven?

          20   A.  It is possible.  It would depend on the nature of

          21       the antimicrobial that was prescribed.  If it was a very

          22       narrow-spectrum antibiotic, that would probably be

          23       unlikely to have influenced the subsequent C. difficile.

          24   Q.  What I was going to ask is this, that, when a patient is

          25       admitted to hospital, does the admitting doctor seek to
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           1       take a history from the patient, or a combination of

           2       the patient and the GP letter, as to what medication the

           3       patient may have been receiving?

           4   A.  Yes, that would be part of the so-called clerking

           5       process.  If the patient was admitted as an emergency

           6       via the ambulance or through the accident and emergency

           7       department, they would take a history from the patient.

           8       If it was a GP referral, then in the accompanying

           9       referral letter from the GP there should be a list of

          10       the current or recent medications that the patient has

          11       been on.

          12   Q.  If we look at this admission, then, of 17 April, at

          13       page 49 of the records, we see the date of

          14       the admission, 17 April, presenting complaint, "GP

          15       referral with diarrhoea and vomiting", and then, if we

          16       turn on to the next page, page 50, there is a list of

          17       current medications listed towards the bottom; is that

          18       correct?

          19   A.  That's correct.  None of those are antibiotics.

          20   Q.  We also have the GP letter at pages 51 to 52.  We can

          21       put that on the screen.  My own reading of that doesn't

          22       indicate --

          23   A.  No, no antibiotics.

          24   Q.  -- any treatment or antibiotics.  If we go back to the

          25       medical notes taken by the doctor at the time of
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           1       reception, page 50, can we read here that -- it is the

           2       timing at 1750 when the doctor seems to have spoken to

           3       the daughter:

           4           "Has had occasional small amounts of loose stool

           5       since discharge from ward 6 ... today she had an

           6       explosive diarrhoea ..."

           7           Do you see that?

           8   A.  I do, yes.

           9   Q.  That would tend to indicate that there may have been

          10       a degree of diarrhoea since the first admission, the

          11       discharge from the first admission?

          12   A.  Indeed, yes.

          13   Q.  Does that assist, then, in looking to see whether or not

          14       your attribution of the case being hospital-acquired but

          15       of community-onset being an appropriate description?

          16   A.  I think so.  The lady had diarrhoea possibly on

          17       discharge.  That might have possibly been the

          18       Clostridium difficile infection at that time.  There is

          19       no indication from the GP referral letter that she was

          20       on antibiotics or had been on antibiotics, and I think,

          21       in someone presenting with diarrhoea, the fact that

          22       someone had been on antibiotics because of the risk of

          23       C. diff would have been commented on, and in the

          24       admission clerking and in the current medications,

          25       again, no indication that she was receiving any
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           1       antibiotics.

           2           So I think, really, that strengthens the supposition

           3       that this was hospital-acquired.

           4   Q.  Looking, then, to her treatment for C. diff, and you

           5       look at that on page 11 of this report, you tell us that

           6       she was prescribed metronidazole empirically, as C. diff

           7       was considered a possible diagnosis despite the initial

           8       negative result; is that right?

           9   A.  Yes, that's correct.

          10   Q.  Was that an appropriate response?

          11   A.  Yes, I think, given this lady's previous antibiotic

          12       therapy and history of hospitalisations and the fact

          13       that there were -- at this time, there were a number of

          14       other cases of Clostridium difficile associated with

          15       this particular hospital, I think there was sufficient

          16       clinical suspicion to justify commencing empiric therapy

          17       with metronidazole.

          18   Q.  The point you make later on in that same paragraph,

          19       about the use of oral vancomycin, why do you raise that

          20       as, I think you say, you thought a more appropriate

          21       response?

          22   A.  You can classify Clostridium difficile infection into

          23       severe and non-severe, and there are various criteria

          24       which have been put forward as indicating severe

          25       infection.  There is no universally accepted single set
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           1       of criteria which would -- to indicate severe infection.

           2       But certainly, this lady, at this time, had a number of

           3       factors which are acknowledged to be associated with

           4       severe infection, and, under those circumstances, one

           5       might want to start an alternative regimen, as opposed

           6       to oral metronidazole.

           7   DAME ELISH:  My Lord, on this particular point Mr MacAulay

           8       has raised about the prescription of vancomycin rather

           9       than metronidazole at that stage, would Professor Kerr

          10       agree that, up until that point, for many years, it had

          11       been believed that metronidazole was as effective as

          12       vancomycin and that, indeed, a study of 2007 confirmed

          13       that assertion and belief?

          14   MR MACAULAY:  Can you respond to that, Professor?

          15   A.  Yes, I can.  Ever since the emergence of the 027 strain,

          16       as it is called, in the UK, in North America in

          17       2004/2005, there has been increasing recognition that

          18       some strains of Clostridium difficile are capable of

          19       causing more severe disease and, certainly, in many of

          20       the guidelines and publications arising out of

          21       the emergence of the 027 strain, the recommendation has

          22       been that, if a person manifests signs of severe

          23       C. difficile, then it is more appropriate for them to

          24       commence on oral metronidazole -- sorry, oral

          25       vancomycin, as opposed to oral metronidazole.
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           1   Q.  I think the point in the question is whether for many

           2       years, and indeed in 2007, it was believed that

           3       metronidazole was as effective as vancomycin?

           4   A.  Yes, and this would certainly be -- I think the policy

           5       at this time was still that you would start on oral

           6       metronidazole as first line.

           7   Q.  That is what is contained in the guidelines?

           8   A.  So this would be in line with the prescribing policy at

           9       the time.

          10   Q.  I don't see you as being critical here.  You are simply

          11       saying it would have been a better course of action to

          12       have started with the vancomycin?

          13   A.  Yes, the physicians on the ward were following the

          14       policy.

          15   LORD MACLEAN:  I have had the impression throughout this

          16       Inquiry that vancomycin was the second line, to be used

          17       when the first line, metronidazole, was not effective;

          18       would that be right?

          19   A.  That's correct.  One would normally start on a course of

          20       oral metronidazole and one would treat relapse or

          21       reinfection with metronidazole; a second relapse or

          22       reinfection would be treated with vancomycin.

          23           However, as I mentioned, from 2005 onwards, there

          24       was awareness that some individuals didn't do

          25       particularly well, individuals with severe C. diff, if
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           1       they were started on oral metronidazole.  Under those

           2       circumstances, one would proceed to oral vancomycin.

           3   LORD MACLEAN:  Straight away?

           4   A.  Straight away.

           5   MR KINROY:  My Lord, I hope I am not confusing this.  My, no

           6       doubt, subjective perception is that the witness is

           7       talking as a matter of pure fact about the medical

           8       efficacy of these things, judged as of today, but he is

           9       not suggesting that, even in this case, the first

          10       treatment should have been oral vancomycin, according to

          11       the guidelines then in use?

          12   LORD MACLEAN:  That is very much what he is.  He is not

          13       saying metronidazole was wrong, but it might have been

          14       preferable to have had oral vancomycin from the start,

          15       because of the severity of the symptoms.

          16   MR KINROY:  I accept that, my Lord, but I think he is saying

          17       that from the perspective of today as a matter of fact,

          18       rather than as a matter of knowledge and guidelines in

          19       2007/2008.

          20   MR MACAULAY:  I thought the witness had placed this in 2005

          21       and onwards.

          22   LORD MACLEAN:  Yes, that is what he said.

          23   MR KINROY:  My impression of it --

          24   LORD MACLEAN:  I am not going to go into it.  I have had

          25       enough.  All right?
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           1   MR MACAULAY:  If we go back to your report, Professor, you

           2       make a point, I think, that it would have been

           3       responsible to discuss the patient with a microbiologist

           4       regarding the C. diff infection and the antibiotic

           5       management.  Is that fair?  Is that what you say?

           6   A.  Yes.  This lady was getting worse.  So at that point,

           7       I think it would have been reasonable to -- her symptoms

           8       were worsening.  There was a clinical suspicion of

           9       colitis.  I think, at that time, not only

          10       a microbiologist, but it would have been reasonable to

          11       consult a gastroenterologist as well.

          12   Q.  I think there was a note -- I think you have mentioned

          13       this, in fact, on page 11 -- that it was considered that

          14       surgical intervention would not be appropriate?

          15   A.  Yes.  I think, by that time, unfortunately, this lady

          16       had passed the point of no return and the surgeon

          17       thought that taking her to theatre at that point would

          18       have achieved very little.

          19   Q.  Was there a window of opportunity where surgical

          20       intervention might have made a difference?

          21   A.  Yes, I think so.  Perhaps if she had commenced on oral

          22       vancomycin -- there are other alternatives to oral

          23       vancomycin in severe C. difficile as well, but I think,

          24       when this lady was beginning to deteriorate, there might

          25       have been a possibility for intervening earlier.
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           1   Q.  If we turn to page 13, I think we have covered the

           2       points, but the point you have just made, is that the

           3       point that you highlight in the very last sentence of

           4       your conclusion?

           5   A.  Yes, correct.

           6   Q.  That is that opinions from a gastroenterologist and

           7       a colorectal surgeon would also have been of value but

           8       were not sought?

           9   A.  Correct.

          10   Q.  Thank you.  The next patient then I want you to look at

          11       is [Patient A].  Your report is at EXP01700001.

          12           I think we see here on the front page of your report

          13       that [Patient A] was born on 8 August 1943?

          14   A.  That's correct.

          15   Q.  Then, if we look at the body of the report itself and

          16       turn to page 4, I think, in the first two paragraphs,

          17       you are summarising effectively three hospital

          18       admissions.

          19           If we look to the beginning of the second paragraph,

          20       I think you say that [Patient A] had been previously

          21       admitted to the Royal Alexandra Hospital, on 7 April; is

          22       that right?

          23   A.  That's correct.

          24   Q.  She was transferred from there to the

          25       Vale of Leven Hospital on 23 April; is that right?
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           1   A.  That's correct.

           2   Q.  But discharged home on the 25th?

           3   A.  She was, yes.

           4   Q.  You then come to the admission that you mentioned at the

           5       very beginning, that's the one when she was admitted to

           6       the Vale of Leven on 6 May 2008.

           7   A.  Yes.

           8   Q.  What was the basis for that particular admission?

           9   A.  She'd presented with symptoms of diarrhoea and vomiting.

          10   Q.  If we look at your review of her antibiotic treatment,

          11       and turn to page 7 of the report, you look at the

          12       admission of 6 May, first of all; is that correct?

          13   A.  That's correct, yes.

          14   Q.  Is it right to say that, as at the time of this

          15       admission, [Patient A] already was suffering from

          16       diarrhoea?

          17   A.  She was.  She was complaining of diarrhoea on her

          18       admission.

          19   Q.  Indeed, was she complaining of diarrhoea since she had

          20       been discharged --

          21   A.  Indeed.

          22   Q.  -- from the Vale of Leven?

          23   A.  Yes.

          24   Q.  In relation, then, to the antibiotics that may have made

          25       her susceptible to diarrhoea, were these antibiotics
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           1       that she had been given in the Royal Alexandra Hospital?

           2   A.  She had a course of, initially, ciprofloxacin when she

           3       was admitted to the Royal Alexandra Hospital, because of

           4       the concern over spontaneous bacterial peritonitis.

           5       That was then switched to ceftriaxone and then to

           6       co-amoxiclav, and then finally back to ceftriaxone and

           7       metronidazole, and then to cefaclor, which was continued

           8       when she was transferred back to the Vale.

           9   Q.  As we noted, she was in the Vale of Leven for, what, two

          10       days before she was discharged?

          11   A.  Just two days, yes.

          12   Q.  So the antibiotics, then, she had were antibiotics that

          13       effectively had been prescribed to her in the

          14       Royal Alexandra Hospital?

          15   A.  Yes.

          16   Q.  Just looking, you are reading from -- where are you

          17       reading from in your report?  Page ...?

          18   A.  At the moment, I am on page 6.

          19   Q.  Which antibiotics, then, that she had in the

          20       Royal Alexandra Hospital would render her susceptible to

          21       C. diff?

          22   A.  The ciprofloxacin, the cephalosporins and the

          23       co-amoxiclav.

          24   Q.  If we then look at the admission to the Vale of Leven

          25       that we are focusing upon, on 5 or 6 May -- it is not
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           1       quite clear which date it was.

           2   A.  Yes.

           3   Q.  As you have observed, she was admitted with diarrhoea,

           4       and at this time, then, what treatment, if any, did she

           5       get, leaving aside the C. diff, with antibiotics

           6       themselves?

           7   A.  She was commenced on cefotaxime and metronidazole.

           8       I think that was a rather unusual choice, given that the

           9       admitting diagnosis was one of possible infectious

          10       gastroenteritis, for which antibiotics are not usually

          11       indicated and, if you were going to treat an infectious

          12       gastroenteritis, then cefotaxime and metronidazole would

          13       not really be the first-line therapy.  There was also,

          14       at that time, suspicions of C. difficile infection.  So,

          15       again, that really wouldn't be appropriate, under the

          16       circumstances.

          17   Q.  In relation to the cefotaxime, could that exacerbate

          18       C. diff, if you are suffering from C. diff?

          19   A.  Yes.

          20   Q.  I think she didn't receive this for long; is that right?

          21       Because if you look at the bottom of page 7, the

          22       cefotaxime and the intravenous metronidazole were

          23       discontinued on 7 May once the C. diff infection had

          24       been confirmed?

          25   A.  That's correct, yes.
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           1   Q.  Perhaps we can look at the report from microbiology:

           2       it's at GGC26370062.  Can we see, then, the specimen has

           3       been collected on 6 May, received by the lab on the 7th,

           4       and this is the positive result that I think you mention

           5       on page 7 of your report?

           6   A.  That's correct.

           7   Q.  If we turn to page 8, and we will look at the position

           8       with C. diff in a moment, you make mention there of --

           9       is that Tazocin?

          10   A.  Yes.

          11   Q.  That was administered at this time.  What was the

          12       thinking behind that?

          13   A.  I think this lady was now manifesting signs of

          14       a potential chest infection and pneumonia, so the case

          15       was discussed with Dr Weinhardt, the consultant

          16       microbiologist.  At that time, a chest X-ray hadn't been

          17       performed.

          18   Q.  Was this, then, an appropriate course of action,

          19       notwithstanding the fact that she had been diagnosed

          20       with C. diff?

          21   A.  Well, even though a patient has C. diff, if they have

          22       another infection, clearly that has to be treated, and

          23       I think, pending the results of a chest X-ray,

          24       Dr Weinhardt thought that Tazocin would be an

          25       appropriate choice for this particular indication in

                                           116

           1       this setting.

           2   Q.  What, then, did the chest X-ray show?

           3   A.  The chest X-ray showed no evidence of infection.

           4   Q.  Did that prompt them to stop this particular drug?

           5   A.  Well, the annotation in the notes, on the basis of that

           6       chest X-ray report, I think led to the conclusion, "Hold

           7       off the Tazocin for now", not to prescribe it.

           8   Q.  So that was an appropriate response, then?

           9   A.  It was, but Tazocin was prescribed nonetheless.

          10   Q.  Subsequent to that?

          11   A.  Yes.

          12   Q.  But how many doses were given?

          13   A.  She was prescribed Tazocin from 9 May to 13 May.

          14   Q.  Is there a connection between the Tazocin and

          15       C. difficile?

          16   A.  Tazocin is a broad-spectrum antibiotic.  There is some

          17       argument as to the exact risk attached to it with

          18       Clostridium difficile, but many microbiologists would

          19       say that there is probably less of a risk with

          20       piperacillin-tazobactam than there would be with

          21       comparative broad-spectrum antibiotics such as the

          22       extended-spectrum cephalosporins.

          23   Q.  As the instruction was, this should have been held off

          24       or stopped when the result of the X-ray came through?

          25   A.  Yes.
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           1   MR KINROY:  My Lord, I wonder if we can clarify the last

           2       answer?  The question was: is there a connection between

           3       the Tazocin and C. difficile?  I infer the reason for

           4       that question was that the patient I think already had

           5       C. diff by then, and so, could the Tazocin have had any

           6       causal significance?  I guess that was the reason for

           7       the question.  But I don't think it was answered.

           8   MR MACAULAY:  I took from your answer that, although the

           9       risk is not as great as with broad-spectrum antibiotics,

          10       there is still a risk with Tazocin and C. diff; is that

          11       right?

          12   A.  There is, but --

          13   Q.  If a patient has C. diff, does that mean that you can

          14       risk exacerbating the infection?

          15   A.  The patient already has the Clostridium difficile

          16       infection.  Any subsequent prescribing should be as

          17       narrow a spectrum as possible and, under those

          18       circumstances, Tazocin, piperacillin-tazobactam, as

          19       opposed to a third generation cephalosporin, would

          20       represent less of a problem.

          21   LORD MACLEAN:  Less of a problem?

          22   A.  Yes.

          23   MR MACAULAY:  As I understand your position, the Tazocin

          24       should not have been given after a particular point; is

          25       that right?
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           1   A.  Well, on the basis of examination of the chest, it was

           2       thought there was likely to be a chest infection, and

           3       Dr Weinhardt made that recommendation without having had

           4       the benefit of the chest X-ray result.  Given that the

           5       chest X-ray was negative, then there was really no

           6       indication to continue or start the Tazocin.

           7   Q.  I understood you to say that Tazocin was continued for

           8       a number of days after that point?

           9   A.  Yes.

          10   Q.  I think the simple point is, whether the continuation

          11       with the Tazocin would have any impact on the patient's

          12       C. difficile?

          13   A.  Well, in general, once a diagnosis of C. diff is made,

          14       if antibiotics can be stopped, then that is the best

          15       thing to do.

          16   Q.  Why is that?

          17   A.  Because continued disruption of the gastrointestinal

          18       flora with antibiotics will allow the infection to

          19       flourish and persist.

          20   Q.  If we then look at the position relating to the C. diff

          21       treatment itself, and turn to page 10 of your report,

          22       and perhaps just focus on the microbiology results first

          23       of all, I think we looked at page -- perhaps we could

          24       put page 62 of the records onto the screen.

          25           This is the report we looked at earlier, I think,
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           1       for a sample collected on 6 May; is that right?

           2   A.  Yes, that's correct.

           3   Q.  If we look at page 61, if we can perhaps keep that on

           4       the screen, here we have another specimen collected, on

           5       the face of it, the following day, received by the lab

           6       on the 7th and, again, it is positive.  So there would

           7       appear to have been two specimens taken very close to

           8       each other here?

           9   A.  Yes.

          10   Q.  But, in any event, the result is a positive result.  How

          11       was that treated?

          12   A.  The patient was commenced on oral metronidazole from

          13       7 May to 17 May with some doses omitted.

          14   Q.  Was there any indication given as to why the doses were

          15       not given?

          16   A.  No.

          17   Q.  I will put the Kardex on the screen: it is GGC26370134.

          18       We are looking here at the Kardex, and the metronidazole

          19       is the second entry.  It is difficult to work out, but

          20       there appears to be one dose missing on 12 May.

          21   A.  I think there is also a dose omitted on the 7th, the

          22       evening dose on the 7th.

          23   Q.  So the two on the 7th and one on the 12th and a question

          24       mark on the 15th?

          25   A.  Yes, there looks like a question mark on the 1600 to
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           1       1800 dose for the 15th.  I'm not really sure whether

           2       that is a signature or whether it is a question mark.

           3   Q.  Or would it be a "3"?

           4   A.  Or possibly a "3".

           5   Q.  The code for the nonadministration of drugs is at

           6       page 140 of the records.  The code tells us that a 3

           7       would indicate that the patient refused.

           8   A.  Yes.

           9   Q.  It is difficult to make out.  Leaving that aside, there

          10       are some omissions, I think we can see from the Kardex.

          11   A.  Yes.

          12   Q.  And no explanations given?

          13   A.  No.

          14   Q.  Then I think you tell us that -- perhaps I should just

          15       also take from you that the patient tested positive

          16       again for C. diff on 19 May, and if we look at pages 56

          17       and 57 of the records, we have 57 on the screen and that

          18       is a sample collected on 19 May, received by the lab on

          19       the 19th and it is a positive result.

          20           Then, if we turn to page 56, I think that is

          21       a duplicate, in fact.  Oh, it is not.  It is different.

          22       But it relates to a sample collected on the same day,

          23       and it is positive as well.  So, again, there are two

          24       results at about the same time?

          25   A.  Yes, although the first one is for C. diff toxin and the
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           1       other one is for C. diff culture.

           2   Q.  Oh, yes.  With the same number?

           3   A.  Yes.

           4   Q.  What was the response, then, to this episode of C. diff?

           5   A.  The patient was intended to recommence metronidazole.

           6       That was the intention.  Although it was never

           7       prescribed.  The patient was actually restarted on -- or

           8       started, rather, on vancomycin.

           9   Q.  You tell us on page 10 that she received vancomycin from

          10       19 May to 26 May; is that correct?

          11   A.  Yes.  Again, there were some doses omitted during that

          12       course.

          13   Q.  I think you have mentioned that, certainly for two of

          14       the doses that were omitted, the number 5 indicated that

          15       she was nil by mouth?

          16   A.  Yes, that's correct.

          17   Q.  If we then turn to page 11 of the report, and if I can

          18       ask you how you would classify this case, where you look

          19       at that towards the end of that first paragraph on

          20       page 11, how would you classify [Patient A]'s case?

          21   A.  Again, she had antibiotics, several antibiotics, on

          22       previous admissions, so I would think this was -- again,

          23       represents hospital-acquired but community-onset.

          24   Q.  On page 12 of the report, you, I think, draw attention

          25       to the timings between the collection of samples and the
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           1       apparent receipt of the samples in the lab; is that

           2       right?

           3   A.  Yes.

           4   Q.  Do you consider there was some delay?

           5   A.  It was collected in the early hours of Monday morning

           6       but didn't arrive in the lab until 2.30 in the

           7       afternoon.

           8   Q.  Is that too long?

           9   A.  Well, according to the information in the junior

          10       doctors' handbook, there are specimen collections

          11       between 9.00 and 11.00 on weekday mornings and another

          12       one at 12.30, so it would appear to have missed the

          13       morning collection.

          14   Q.  Turning to your conclusion on page 14, I don't think

          15       there is anything new there that we haven't covered in

          16       the body of the report; would that be fair?

          17   A.  Yes, I think that's a fair summary.

          18   Q.  One point you make towards the end, in fact, is that

          19       [Patient A] was in isolation and was reviewed by the

          20       infection control nurse on four occasions; is that --

          21   A.  She was, yes.

          22   Q.  Do you take that from the infection control card?

          23       I will put it on the screen, if that would help:

          24       SPF01410001.  The first entry is for 6 May:

          25           "Informed by ward staff.  Patient isolated and
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           1       commenced on oral metronidazole for 10 days."

           2           Then there are some further entries, including that

           3       entry and before discharge -- there is one on the 15th,

           4       one on the 22nd and one on the 26th.  Is that what you

           5       are referring to in the final paragraph?

           6   A.  Yes.

           7   Q.  The next case I want to look at is Edward Docherty.

           8       Here we can find your report at EXP01810001.  If we are

           9       looking at the front of the report, we see that

          10       Mr Docherty was born on 20 February 1920 and died on

          11       26 June 2008; is that right?

          12   A.  That's correct.

          13   Q.  If we look at the death certificate itself, at

          14       INQ01670001, do we see that he was 88 when he died on

          15       22 June 2008, that he died in the Royal Alexandra

          16       Hospital, and we can see what's been noted on his death

          17       certificate, and that does not include C. diff?

          18   A.  That's correct, yes.

          19   Q.  If we look at his medical history, you make some

          20       comments on that on page 4 of your report.  Do you, in

          21       the beginning of the second paragraph, note that he was

          22       admitted to the Royal Alexandra Hospital on

          23       23 April 2008, I think having had a fall; is that the

          24       case?

          25   A.  Yes, that's correct.
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           1   Q.  On 1 May 2008, he was transferred to the Vale of Leven,

           2       and, you thought, discharged home on 7 May; is that

           3       right?

           4   A.  Yes.

           5   Q.  Then, looking to the first main paragraph, do you note

           6       that, thereafter, Mr Docherty was admitted to the

           7       Royal Alexandra Hospital, on 19 June, with a six-week

           8       history of diarrhoea?

           9   A.  He was, yes.

          10   Q.  If we focus on the first admission that you mention,

          11       that's the one to the Royal Alexandra Hospital on

          12       23 April, and, without looking at the detail of it, do

          13       you note that he received antibiotics, and in particular

          14       ciprofloxacin, in the course of that admission?

          15   A.  He did, yes.

          16   Q.  What was the reason for the ciprofloxacin?

          17   A.  That was prescribed because of a presumed urinary tract

          18       infection.

          19   Q.  Apart from that, did he receive any other antibiotics

          20       then during that particular admission?

          21   A.  No, that was the only antibiotic.

          22   Q.  Following that admission, he then went to the

          23       Vale of Leven on 1 May 2008; is that correct?

          24   A.  Yes.

          25   Q.  In the Vale of Leven, did he receive any antibiotics?
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           1   A.  I don't have the documentation for the Vale of Leven

           2       stay.

           3   Q.  I'm sorry?

           4   A.  I didn't have the documentation for that particular stay

           5       in the Vale.

           6   Q.  So you have no evidence, then, as to whether or not he

           7       received antibiotics in the Vale of Leven?

           8   A.  No.

           9   Q.  Then, just to follow this through, as we noted earlier,

          10       he's admitted to the Royal Alexandra Hospital on 16 June

          11       with a six-week history of diarrhoea; is that correct?

          12   A.  That's correct.

          13   Q.  Would that place him back to about the point in time

          14       when he was discharged from the Vale of Leven?

          15   A.  It would, yes.

          16   Q.  Looking to the position with regard to C. diff, and if

          17       you turn to page 7 of your report, have you noted that

          18       he was first C. diff positive on 13 May 2008?

          19   A.  That's correct.

          20   Q.  That was in the community; is that correct?

          21   A.  Indeed.  The specimen was submitted by his general

          22       practitioner.

          23   Q.  That would be, what, some six days or so after discharge

          24       from the Vale of Leven?

          25   A.  Yes.
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           1   Q.  Then can we see that you have noted that there was

           2       certainly one negative result -- it is dated the same

           3       day?

           4   A.  Yes.

           5   Q.  Then, on 18 June, there was a further positive result;

           6       is that correct?

           7   A.  Correct.

           8   Q.  That positive result, was that at the time of his

           9       admission to the Royal Alexandra Hospital, or was it --

          10   A.  I think that was before his admission.

          11   Q.  Can we then just look at the report?  That is at

          12       INQ01750005.  We are looking at information that has

          13       been obtained from the lab computer.  It is not very

          14       clear, but can we just highlight the bit for

          15       Mr Docherty, please?  Here we are looking at results

          16       that relate to Mr Docherty, and I think the one we are

          17       interested in is the one at the very bottom.

          18   A.  Yes.

          19   Q.  The second column tells us it was collected on 18 June

          20       and it was received on 19 June.  If we move along the

          21       column, that was a positive result.  We see that

          22       reported on 24 June.  The addressee appears to be the

          23       Alexandra Medical Centre?

          24   A.  Yes.

          25   Q.  So the specimen was collected in the community and, by
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           1       the time it was at least officially reported,

           2       Mr Docherty was in the Royal Alexandra Hospital?

           3   A.  That's correct.

           4   Q.  Let's just see, then, where that takes us.  If you turn

           5       to page 9 of your report, where you are seeking to

           6       classify the nature of this particular C. diff

           7       infection, what conclusions did you come to?

           8   A.  Again, because of the previous hospital admission and

           9       antibiotics which were known to be associated with

          10       Clostridium difficile, the onset of diarrhoea shortly

          11       after his discharge from hospital, I think this

          12       represents another incidence of hospital-acquired but

          13       community-onset C. difficile.

          14   Q.  If we are looking to see where he may have acquired the

          15       spores, then, and it is hospital-acquired, we have, when

          16       we look at the history here, the time that he spent in

          17       the Royal Alexandra Hospital, from 23 April to 1 May,

          18       and then in the Vale of Leven from 1 May to about 7 May.

          19       So where does that take us?

          20   A.  I don't think it is possible to say, under these

          21       circumstances, if we are calling it hospital-acquired,

          22       whether that was RAH-acquired or Vale of Leven-acquired.

          23   Q.  But what you can say is that the culprit antibiotics,

          24       looking to what you have seen, were from the

          25       Royal Alexandra Hospital?
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           1   A.  Yes.

           2   Q.  If we turn to page 10 of your report, which is your

           3       conclusion, I don't think there is anything new there.

           4       The only point I want to pick up with you is the fifth

           5       line, where you say:

           6           "He appears to have been readmitted to the

           7       Vale of Leven in June 2008."

           8           I don't think we have seen any evidence for that.

           9       The admission in June was to the Royal Alexandra

          10       Hospital?

          11   A.  I think I may have been referring to the admission

          12       in May.  That is a typographical error.

          13   MR MACAULAY:  Thank you.

          14           If your Lordship were thinking of a short break,

          15       this might with an appropriate point to have it.

          16   LORD MACLEAN:  Could I just be sure what the correction is

          17       in the conclusion?

          18   A.  That refers to an admission to the Vale in May and

          19       not June.

          20   LORD MACLEAN:  Yes.  We will have a short adjournment now.

          21   (3.10 pm)

          22                         (A short break)

          23   (3.25 pm)

          24   MR MACAULAY:  My Lord, the next case is Archibald McInally.

          25       The report here is EXP01660001.  If we can note on the
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           1       first page of the report, you have noted that

           2       Mr McInally's date of birth was 18 September 1927, and

           3       he died on 13 June 2008.

           4   A.  He did.

           5   Q.  If we look at the death certificate, and I will put that

           6       on the screen, SPF00270001, can we note that Mr McInally

           7       was 80 when he died on 13 June 2008?

           8   A.  He was.

           9   Q.  He died in the Vale of Leven Hospital?

          10   A.  Correct.

          11   Q.  Can we see that Clostridium difficile does appear in

          12       part II of the death certificate?

          13   A.  Yes.

          14   Q.  If we turn to page 3 of your report, do you set out

          15       there, under the heading "Medical History", that

          16       Mr McInally was a nursing home resident and was admitted

          17       to the Vale of Leven on 18 May 2008?

          18   A.  Yes.

          19   Q.  What was the reason behind the admission?

          20   A.  Mr McInally had had a stroke in 2002, which had left him

          21       with swallowing difficulties, and he frequently choked

          22       on his food.  That can sometimes lead to the condition

          23       of aspiration pneumonia, which was the case.

          24   Q.  I think during his time in the Vale of Leven -- and we

          25       will look at this in a moment -- he did develop C. diff?
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           1   A.  He did.

           2   Q.  If we look at your review of his antibiotic treatment,

           3       and turn to page 6 of the report, and I think this goes

           4       on for some three to four pages, it seems that he

           5       received a number of different antibiotics during the

           6       course of the admission; is that right?

           7   A.  He did, yes.

           8   Q.  If we look at page 6, then, you begin by looking at the

           9       co-amoxiclav, which you say was prescribed by the GP on

          10       the day before his admission to the Vale of Leven?

          11   A.  Yes.

          12   Q.  What was the reason for that?

          13   A.  The clinical picture was one of an aspiration pneumonia.

          14       This is an infection which can be caused by a number of

          15       different bacteria acting together, so-called

          16       polymicrobial infection.

          17           Under those circumstances, you would want to use

          18       a broad-spectrum antibiotic, which would also include

          19       cover for anaerobes, which are very frequently involved

          20       in this type of infection.  So the prescription for

          21       co-amoxiclav was appropriate.

          22   Q.  On his admission to the Vale of Leven itself, what

          23       happened then, in relation to antibiotic prescribing?

          24   A.  When he was admitted, he was commenced on cefuroxime and

          25       metronidazole.
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           1   Q.  Was that for the same condition?

           2   A.  That would be for the same condition.  The co-amoxiclav

           3       was an oral formulation, but, as aspiration is a serious

           4       infection, it is appropriate to give intravenous

           5       therapy.

           6   Q.  I think you did consider this was a reasonable choice?

           7   A.  Indeed, yes.

           8   Q.  If we turn to page 7 of your report, I think the next

           9       antibiotic you give consideration to was ciprofloxacin.

          10       He was also prescribed that particular antibiotic.  What

          11       was the thinking behind that?

          12   A.  Mr McInally was not progressing.  In fact, his condition

          13       was deteriorating, and it was thought, at that time,

          14       there was a need to change antibiotics to reflect that

          15       deterioration, so the case was discussed with

          16       Dr Bagrade, the consultant microbiologist.

          17   Q.  Was that what triggered the prescription of this

          18       particular antibiotic?

          19   A.  Yes.  The prescription of the ciprofloxacin was

          20       recommended by Dr Bagrade.

          21   Q.  Was this an appropriate response at this time?

          22   A.  I thought that was an unusual choice of antibiotics

          23       under those circumstances.  As I have mentioned,

          24       aspiration pneumonia is a polymicrobial infection.  Many

          25       of the organisms that you will find in the lung under
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           1       those circumstances will be anaerobic bacteria, and

           2       ciprofloxacin doesn't have activity against anaerobes,

           3       so I thought that was a slightly unusual choice.

           4   Q.  Was it appropriate?

           5   A.  Personally, I wouldn't have thought in a patient with

           6       aspiration pneumonia who was failing to respond to

           7       a switch to ciprofloxacin would not necessarily be an

           8       appropriate choice.  Dr Bagrade suggested that, if the

           9       patient did not improve on the ciprofloxacin, to switch

          10       again to Tazocin, piperacillin-tazobactam, which is

          11       a combination which is active against anaerobes.

          12   Q.  Towards the bottom of that page you say that

          13       ciprofloxacin is listed in the prescribing handbook as

          14       therapy for non-severe hospital-acquired pneumonia, but

          15       it is recommended to be used in combination with

          16       amoxicillin and not as monotherapy.

          17           Do you mean by that not on its own?

          18   A.  Yes.  But the indications for prescribing in both the

          19       guideline and the handbook would be for

          20       community-acquired pneumonia without an element of

          21       aspiration, which there was in this case.

          22   Q.  Then, if we go on to page 8 of the report, we are now

          23       moving to 6 June, where you, I think, say the patient

          24       became pyrexial, and I think the choice of antibiotic at

          25       this point was ceftriaxone; is that right?

                                           133

           1   A.  That's correct, yes.

           2   Q.  What was the thinking here?

           3   A.  Well, again, the patient is continuing to show signs of

           4       infection.  The clinical impression is one of

           5       a continuing pneumonia, or even a new pneumonia,

           6       hospital-acquired pneumonia.  Clearly this happened

           7       whilst the patient was on ciprofloxacin, so the

           8       impression, at that time, would have been to change the

           9       antibiotics again.

          10   Q.  Was this appropriate, then, to go for this particular

          11       antibiotic?

          12   A.  Well, the patient had already been on cefuroxime when he

          13       was initially admitted to the Vale of Leven.  There is

          14       a difference in the spectra of activities of cefuroxime

          15       versus ceftriaxone, but unless one had bacteriological

          16       evidence to suggest the contrary, I'm not really sure

          17       that going back to another cephalosporin, when the

          18       patient had clearly failed to respond to the initial

          19       cephalosporin, was necessarily a good choice here.

          20   Q.  When you say, towards the bottom of that paragraph, that

          21       there was no reference to metronidazole, would you have

          22       expected metronidazole to be prescribed with the

          23       ceftriaxone?

          24   A.  Yes.  Again, if they were thinking that this was

          25       a continuing aspiration pneumonia, then it would be
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           1       important to include cover for anaerobic bacteria.

           2       Ceftriaxone does not have anti-anaerobic cover.

           3   Q.  You mentioned a few moments ago what Dr Bagrade had said

           4       if the ciprofloxacin was not seen to be ultimately

           5       appropriate.  If you go back to page 7, I think you say

           6       that her advice was to commence on Tazocin should the

           7       patient's condition worsen.  Would that have been

           8       a better choice?

           9   A.  I think so, certainly.

          10   Q.  Was there any indication given as to why that wasn't the

          11       route that was taken at this time?

          12   A.  No, I don't think there's anything in the notes to

          13       suggest that Dr Bagrade's advice to switch to Tazocin

          14       after the ciprofloxacin, should the ciprofloxacin not do

          15       the -- not result in an improvement in the patient's

          16       clinical condition.  So I'm not at all sure why the

          17       ceftriaxone was chosen.

          18   Q.  Well, if we move on to page 9 of your report, the next

          19       medication you look at is the flucloxacillin, which you

          20       say was prescribed from 10 to 12 June.  I think that was

          21       for cellulitis; is that right?

          22   A.  Yes.

          23   Q.  Was this appropriate for that?

          24   A.  That would be appropriate under the circumstances, yes.

          25   Q.  Then vancomycin intravenously, a single dose I think is
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           1       prescribed on 12 June.  This is not to do with C. diff;

           2       is that right?  This is --

           3   A.  That's correct.  Vancomycin can be given intravenously,

           4       but it is of no value in the treatment of

           5       Clostridium difficile infection because the levels of

           6       vancomycin achievable in the gut would be insufficient

           7       to treat the C. diff infection.

           8   Q.  What was it being given for here, then?

           9   A.  It appears to have been given because of a positive

          10       blood culture.  The patient had a positive blood

          11       culture, a bacterium called Staphylococcus epidermidis

          12       was isolated from a blood culture taken on 6 June.

          13           There are two interpretations to the growth of this

          14       particular organism in blood culture.  This is

          15       a bacterium which very commonly lives on the skin, and

          16       if the technique of the person obtaining the blood

          17       culture isn't -- if aseptic technique is not observed

          18       during the taking of the blood culture, it is possible

          19       that the bacteria on the patient's skin or, indeed, the

          20       person taking the blood culture's skin, can get into the

          21       blood culture bottle contaminating it.  It is a very

          22       common cause of contaminated blood cultures.  That would

          23       be one explanation for this finding.

          24           The other would be that this represents a genuine

          25       bloodstream infection with this particular bacterium,

                                           136

           1       and the usual reason for finding this bacterium in the

           2       blood is that the patient has got an infected vascular

           3       access device, so a drip into the back of a hand or

           4       a larger drip into one of the veins in the neck.

           5           We saw earlier that the patient had been prescribed

           6       flucloxacillin for cellulitis.  What we don't know is

           7       whether that was in association with an infected drip

           8       site.

           9           So there are two possibilities for that finding.

          10   Q.  We are looking to the second possibility, then.  If that

          11       was right, then would the vancomycin be appropriate?

          12   A.  It might be appropriate.  I think, on the basis of just

          13       finding a single positive blood culture with this

          14       particular organism, one might want to repeat the blood

          15       cultures to see whether it was a genuine finding, or

          16       whether it was a contaminant, before commencing an

          17       intravenous antibiotic such as vancomycin.

          18   Q.  Can we then look at your review of the diagnosis and

          19       treatment for C. difficile?  The positive result,

          20       I think, was obtained on 12 June.  If we could perhaps

          21       put the report on the screen: it is at GGC00450029.  Do

          22       we see here that the specimen was collected on the 12th

          23       and received by the lab on the 12th and this is

          24       a positive result?

          25   A.  That's correct, yes.
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           1   Q.  Just in the timeframe we are looking at, this is really

           2       the day before Mr McInally died?

           3   A.  Yes.

           4   Q.  Did his condition at that time impact on the manner in

           5       which his C. diff was treated?

           6   A.  I'm sorry, could you rephrase the question?

           7   Q.  Yes.  Did his physical condition at that time impact

           8       upon the way in which his C. diff was treated

           9       thereafter?

          10   A.  Yes.  By this time, Mr McInally was extremely unwell.

          11       There was a decision taken to prescribe oral vancomycin,

          12       which in his condition, at that time, he wouldn't have

          13       been able to have taken.  It would require passing

          14       a nasogastric tube to administer the drug.

          15       Mrs McInally's wish was that because the patient was so

          16       seriously ill, she thought that would not be in the

          17       patient's best interests.

          18   Q.  Indeed, you mention this towards the top of page 11,

          19       that the patient's wife did not feel this would be in

          20       his interests, given that he was gravely ill.

          21   A.  Yes.

          22   Q.  If we go back to page 10 of your report, and I just ask

          23       you how to classify this particular C. diff infection.

          24       If you turn to the first paragraph under this heading

          25       "Review of diagnosis and treatment for C. difficile",
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           1       how would you classify this C. diff infection?

           2   A.  Well, Mr McInally had been in hospital for nearly

           3       a month by that time, when the diarrhoea first started,

           4       so that is clearly hospital-acquired.

           5   Q.  Do you relate his antibiotic treatment to his

           6       susceptibility to the spores?

           7   A.  Yes.

           8   Q.  If you turn, then, to page 12 of your report, I think we

           9       have covered the point you make about his antibiotic

          10       treatment and the response to his C. diff?

          11   A.  Yes.

          12   Q.  The next report I want to look at is Rose Burns.  Your

          13       report here is at EXP02300001.  We see from the front

          14       page of the report that Mrs Burns was born on

          15       23 November 1925 and she died on 14 November 2008; is

          16       that right?

          17   A.  That's correct.

          18   Q.  The death certificate, if I can put that on the screen,

          19       SPF00050001, can we see that, at her death, Mrs Burns

          20       was 82, when she died on 14 November 2008?

          21   A.  She was.

          22   Q.  She died, looking to the death certificate, from

          23       non-Hodgkin's lymphoma?

          24   A.  That's correct.

          25   Q.  The medical records here were quite voluminous; is that
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           1       right, in this particular case?

           2   A.  They were.

           3   Q.  I think you had to at least consider a number of

           4       hospital admissions covering a period of about nine

           5       months to a year; is that right?

           6   A.  Yes.

           7   Q.  If we turn to page 4 of your report, here I think you

           8       are focusing on -- is this the final admission, the

           9       admission on 21 June 2008?

          10   A.  That was her final admission, yes.

          11   Q.  What we note there is that she was admitted to the

          12       Vale of Leven Hospital with diarrhoea of approximately

          13       three weeks' duration; is that correct?

          14   A.  That's correct, yes.

          15   Q.  Perhaps the way to do this is to look at your review on

          16       page 18, where you begin to review the position in

          17       relation to C. diff.  If I can jump ahead to page 29,

          18       the middle paragraph there, you note that Mrs Burns was

          19       admitted to the Vale of Leven on Tuesday,

          20       13 November 2007 with dehydration, diarrhoea and

          21       vomiting; is that correct?

          22   A.  Yes.

          23   Q.  During the course of this admission, which I think was

          24       from 13 November to 16 November, did she test positive

          25       for C. diff?
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           1   A.  Yes.

           2   Q.  Dealing briefly with this, you note that this can be

           3       classified as a community-acquired C. diff infection; is

           4       that correct?

           5   A.  In the absence of any documentation relating to previous

           6       admissions, yes, this is community-acquired.

           7   Q.  If we go to the previous paragraph, is the transfer to

           8       the Royal Alexandra Hospital on 14 December following

           9       upon the admission that we look at, or is that from

          10       a separate admission?  Had she been to the

          11       Vale of Leven Hospital and then transferred to the

          12       Royal Alexandra Hospital?

          13   A.  If it was a transfer, then she must have been in the

          14       Vale.

          15   Q.  My note is she was seen at the medical assessment unit

          16       at the Vale of Leven on the 14th, but transferred really

          17       that day to the Royal Alexandra Hospital, so that would

          18       explain your reference to her being transferred.

          19   A.  Yes.

          20   Q.  But a stool specimen obtained on that same day was, in

          21       fact, a negative result; is that right?

          22   A.  Yes.

          23   Q.  If we turn to page 27 of your report, it is the last

          24       paragraph on that page, you say that Mrs Burns was

          25       admitted to the Vale of Leven on Monday, 25 February; is
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           1       that right?

           2   A.  Yes.

           3   Q.  Again, suffering from dehydration presumed secondary to

           4       diarrhoea?

           5   A.  Yes.

           6   Q.  A sample was taken, and that was a negative result; is

           7       that correct?

           8   A.  It was, yes.

           9   Q.  She is discharged, I think, following upon this

          10       admission on 7 March?  Have I got that right?  I think

          11       you can take it from me that that is correct, although

          12       you may not have noted that.

          13           I can take this quickly.  She was again admitted to

          14       the Royal Alexandra Hospital on 21 March; transferred to

          15       the Vale of Leven on 25 March; and discharged on

          16       14 April.  But she did not suffer any signs of C. diff

          17       during that admission?

          18   A.  No.

          19   Q.  If we then move on to what is maybe her fifth admission

          20       and we turn to page 22 of your report, you have noted

          21       here that Mrs Burns was admitted to the Vale of Leven on

          22       Friday, 25 April, with a three-day history of diarrhoea.

          23       Is this the prevalent theme, that Mrs Burns is admitted

          24       to hospital with diarrhoea?

          25   A.  Yes.
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           1   Q.  You say:

           2           "As the diarrhoea was deemed infective in origin,

           3       she was to be admitted to a side room."

           4           If you then look at the history of the specimen, and

           5       perhaps we can put the report on the screen,

           6       GGC00060094, can we see here that the result was

           7       collected on 26 April, received by the lab on 28 April,

           8       and this is a negative result?

           9   A.  Yes.

          10   Q.  Do you raise in your report the delay between collection

          11       and receipt?

          12   A.  Yes, there was a two-day delay.

          13   Q.  Does that create the risk of a false negative, depending

          14       upon how the specimen is managed?

          15   A.  Indeed.

          16   Q.  If you turn to page 24, have you noted in your report

          17       that there was a further specimen collected on

          18       30 April -- this is in the second paragraph -- but,

          19       again, this was a negative result; is that right?

          20   A.  This was another negative result, yes.

          21   Q.  If we then turn to page 24, do we then, on 20 May, have

          22       a positive result?

          23   A.  Yes.

          24   Q.  If we put on the screen page 114, we can see here the

          25       specimen was collected on 20 May, it is received the
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           1       same day and we see this is a positive result?

           2   A.  It is positive.

           3   Q.  If we turn to what you say on page 24 through to page 25

           4       of your report in relation to classifying this C. diff

           5       infection, what was your view?

           6   A.  Well, Mrs Burns, this time, had been admitted on

           7       25 April, so the specimen was obtained on 20 May.

           8       Therefore, this represents hospital-acquired

           9       Clostridium difficile infection.

          10   Q.  On page 25, that same page, I think you make a comment,

          11       through to page 26, that the infection control card

          12       makes no reference to this episode of C. diff; is that

          13       right?  Just below halfway in that first paragraph on

          14       page 26.

          15   A.  Yes.

          16   Q.  If we look at the infection control card, SPF00440001,

          17       there don't appear to be any entries on the card that we

          18       have beyond 3 March 2008?

          19   A.  No.

          20   Q.  Have you noted also that, at the time that this

          21       diagnosis -- sorry, you make a point towards the top of

          22       page 27 that loperamide was prescribed from 2 to 16 May,

          23       but was not administered.  That is, in fact, before the

          24       diagnosis of C. diff was made?

          25   A.  Yes.
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           1   Q.  So what happened here?  It was prescribed, but she

           2       didn't actually receive any?

           3   A.  I think loperamide was administered.

           4   Q.  I think it was earlier on, but at this point -- well,

           5       putting it in context, I think if we look just above

           6       that you say that loperamide was prescribed when she had

           7       diarrhoea that was deemed infective in origin.

           8   A.  Yes.

           9   Q.  You say it wasn't clear why that was administered.

          10   A.  Yes.  I mean, clearly, with the repeated specimens for

          11       Clostridium difficile, that was a diagnosis which was

          12       being considered at that time, so it would have been

          13       reasonable not to prescribe the loperamide until the

          14       diagnosis had been confirmed or otherwise.

          15   Q.  The prescription would appear again to have been in

          16       place on 2 May, but for that period, from the 2nd to the

          17       16th, it wasn't, in fact, administered?

          18   A.  Correct.  Yes.

          19   Q.  Did Mrs Burns recover sufficiently during this admission

          20       to be discharged, I think on 2 June, although it is not

          21       very clear from the records?

          22   A.  No.

          23   Q.  But, in any event, she was discharged?

          24   A.  She was discharged, yes.

          25   Q.  Then, if we turn to page 18 of your report, I think we
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           1       have now come to the final admission of 21 June 2008.

           2       We have worked backwards, but I think that is where we

           3       are now, on page 18.

           4           Do you note there that the patient was admitted to

           5       the Vale of Leven on 21 June 2008 with dehydration,

           6       presumed secondary to diarrhoea and, reading on, do you

           7       note that Mrs Burns was reported to have had diarrhoea

           8       since her earlier discharge from the Vale of Leven three

           9       weeks earlier?

          10   A.  That's correct, yes.

          11   Q.  In relation to what happened insofar as C. diff is

          12       concerned, was there a negative result obtained?  Again,

          13       if you turn to page 19, the second paragraph, I think

          14       you indicate that specimens were taken -- two specimens,

          15       in fact -- and both were negative for C. diff?

          16   A.  That's correct, yes.

          17   Q.  What about her treatment?  What assumptions were made

          18       and how was she treated at the time of this admission?

          19   A.  The suspicion at this time was that this represented

          20       another episode of Clostridium difficile and, again,

          21       pending the results from the stool specimens, she was

          22       prescribed empiric metronidazole.  There was an

          23       instruction to continue the metronidazole, possibly for

          24       up to ten days, until a negative sample had been

          25       obtained.  So I think if the samples were going to come
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           1       back negative, the plan was to stop the empiric

           2       metronidazole.

           3   Q.  Was that an appropriate approach, then, to this episode?

           4   A.  I think so.  This lady had a previous episode of

           5       Clostridium difficile infection, which is a known risk

           6       factor for further episodes.  So it's a perfectly

           7       reasonable thing to do, yes.

           8   Q.  Have we seen, then, that, over the period you have

           9       looked at, Mrs Burns tested positive for C. diff, first

          10       of all, on 13 November 2007 --

          11   A.  Yes.

          12   Q.  -- and you thought that was community-acquired?

          13   A.  Yes.

          14   Q.  The second occasion was on 20 May 2008, when I think you

          15       thought that was hospital-acquired?

          16   A.  Yes.

          17   Q.  In that period also, have we seen that there were

          18       a number of negative results?

          19   A.  Yes.

          20   Q.  But she suffered regularly from diarrhoea?

          21   A.  She did, yes.

          22   Q.  If we look at the history of her antibiotic treatment,

          23       then, and turn to page 10 of your report, focusing in

          24       particular on the diagnosis of C. diff made on

          25       20 May 2008, are you able to point to any antibiotic
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           1       treatment that may be relevant to that particular

           2       diagnosis?

           3   A.  She'd had a course of co-amoxiclav, Augmentin, during

           4       the admission, which started on 25 April.

           5   Q.  I think you talk about that on page --

           6   A.  Page 11, I think.

           7   Q.  Page 11.  What was the reason for that?

           8   A.  It seemed to be the Augmentin was prescribed on the

           9       basis of what is described as a borderline pyrexia --

          10       a temperature of 37 degrees Celsius -- and she was

          11       nauseous, and because of a positive urinalysis on

          12       a catheter specimen of urine.

          13   Q.  Was that appropriate, to prescribe that particular

          14       antibiotic?

          15   A.  I would not be particularly concerned with a one-off

          16       temperature of 37.3.  Nausea is not usually specific for

          17       an infection and there is really very little diagnostic

          18       value to be gained from performing a urinalysis on

          19       a catheter specimen of urine.

          20   Q.  What is your view, then?  Was that an appropriate

          21       response or not?

          22   A.  I don't think there was sufficient grounds to justify

          23       prescribing Augmentin at that time.

          24   Q.  Do you see a connection between that prescription and

          25       the subsequent contraction of C. diff on 20 May?
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           1   A.  Yes.  Co-amoxiclav is known to be associated with

           2       Clostridium difficile infection.

           3   Q.  You also mention, on page 12, that she was prescribed

           4       ciprofloxacin twice daily from 6 May to 12 May.  I think

           5       you say there was a single dose omitted.  What was the

           6       purpose of that?

           7   A.  I think this was prescribed because the patient was

           8       becoming short of breath and her white cell count had

           9       increased and there were abnormal sounds when her chest

          10       was sounded and there were signs on the chest X-ray as

          11       well to suggest she might have had a chest infection,

          12       a lower respiratory tract infection.

          13   Q.  Was this then an appropriate response?

          14   A.  For a hospital-acquired pneumonia, I wouldn't

          15       necessarily say it would have been first-choice

          16       antibiotic.

          17   Q.  You tell us, I think, that there was a management plan

          18       that included substitution of clarithromycin with

          19       ciprofloxacin and the continuation of co-amoxiclav.  Is

          20       this something separate to the ciprofloxacin you're

          21       looking at at the moment?  I'm looking at page 12?

          22   A.  Yes.  In actual fact, she initially started on the

          23       clarithromycin, and then the ciprofloxacin was

          24       substituted for the clarithromycin.  My apologies.

          25   Q.  Can you explain what was happening here, then?
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           1   A.  I think it was presumably because they did not think the

           2       patient was responding to the clarithromycin.

           3   Q.  I'm reading at the bottom of page 12, where you suggest

           4       that the co-amoxiclav and clarithromycin combination is

           5       in line with infection management guidelines, and the

           6       co-amoxiclav/ciprofloxacin combination is in line with

           7       those of the prescribing handbook.  Does that suggest

           8       then that this was following the guidelines?

           9   A.  Yes, I think it was probably potentially confusing for

          10       a prescriber at this point, because there were two sets

          11       of guidelines in existence, both of which were not

          12       offering consistent guidance in particular clinical

          13       situations.

          14           But in either case, the co-amoxiclav/ciprofloxacin

          15       combination would be in line with one guidance, whereas

          16       the co-amoxiclav/clarithromycin would be in line with

          17       the other set of guidance.

          18   Q.  So focusing on the ciprofloxacin, then, what is your

          19       view as to whether that was appropriate or not, in the

          20       circumstances?

          21   A.  I think a combination of co-amoxiclav and ciprofloxacin

          22       is certainly an unusual combination in terms of

          23       the coverage, the spectra, of the different agents, what

          24       it's trying to achieve.  I'm not really sure why that

          25       was selected as a recommendation.
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           1   LORD MACLEAN:  Could I ask you, at the expense of going back

           2       a little -- I have to say, I'm not finding the way this

           3       is coming out easy to follow --

           4   MR MACAULAY:  It is a difficult case, my Lord.

           5   LORD MACLEAN:  It has been made even more difficult.

           6   MR MACAULAY:  Well, I hope not.

           7   LORD MACLEAN:  It is the occasion when there were two

           8       negative samples, in May, I think -- no, it wasn't.

           9       There were two negative samples, and yet they continued

          10       with the metronidazole for a time.  Is that right?  Do

          11       you remember that?

          12   MR PEOPLES:  My Lord, I think there was a specimen collected

          13       on 26 April that was negative and another on 30 April

          14       which was also negative.  I don't know whether these are

          15       the two.

          16   LORD MACLEAN:  It was an occasion when metronidazole was

          17       continued but then ceased.  It looked as if, despite the

          18       negative results, they had made their own judgment about

          19       it being C. diff and treating it.

          20   A.  Yes.

          21   LORD MACLEAN:  Is that right?

          22   A.  The diagnosis of Clostridium difficile infection doesn't

          23       rely solely on the microbiology, so if they thought

          24       clinically that this patient had Clostridium difficile

          25       infection, despite what the result from the lab was
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           1       telling them, then I think it was justified for them to

           2       prescribe the metronidazole, if, clinically, they

           3       thought that was the most appropriate explanation for

           4       the symptoms.

           5   LORD MACLEAN:  I think it is the first time I have seen

           6       that, though; an illustration of their deciding on

           7       purely clinical grounds, not on the basis of

           8       a microbiological result.

           9   A.  Yes, I think that, given that there was a lot of C. diff

          10       around at that particular time, that is a particular

          11       justification for prescribing metronidazole.  In an

          12       outbreak situation, it would be reasonable to prescribe

          13       metronidazole empirically in a patient who is at high

          14       risk for C. diff.

          15   LORD MACLEAN:  Yes, it was empirically, wasn't it?  Yes.

          16       Thank you very much.

          17   MR MACAULAY:  Can I see if I can try to introduce a little

          18       more clarity into the discussion by taking you to your

          19       conclusion, Professor, on page 31 --

          20   DAME ELISH:  My Lord, I'm loath to interrupt Counsel to the

          21       Inquiry on this, but before moving to the conclusion,

          22       counsel has made reference to the delays which are shown

          23       between the collection of the sample and the recording

          24       of its receipt in the laboratory.  I wonder if

          25       Professor Kerr could be referred to page 24 of his
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           1       report, the first paragraph at the top, where, at the

           2       top, it says:

           3           "An annotation in nursing notes for 28 April 2008

           4       timed at 16:15 records 'results of stool sample ..."

           5   LORD MACLEAN:  Yes, that caught my eye, actually.  I just

           6       wondered what it meant.  Is that what you are asking?

           7   DAME ELISH:  Yes, my Lord.  It is because of the earlier

           8       evidence suggesting the receipt was, in fact, a clerking

           9       point, when it was inputted into the computer, rather

          10       than actual receipt in the laboratory for assessment and

          11       analysis.

          12   LORD MACLEAN:  Have you got that?

          13   A.  Yes.

          14   LORD MACLEAN:  Can you explain?

          15   A.  Well, clearly, it would not have been physically

          16       possible to generate a result in that time.  So there is

          17       incorrect -- the most likely explanation is incorrect

          18       recording of the time of the specimen arriving in the

          19       lab.

          20   LORD MACLEAN:  That is what follows from that, is it?  It

          21       must be?

          22   A.  It would not be possible to generate a result in that

          23       time.

          24   DAME ELISH:  I'm very grateful, my Lord.

          25   MR MACAULAY:  Then I was going to take you to your
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           1       conclusion, on page 31.  I think you, as it were, work

           2       backwards here; is that right?  Let's just follow your

           3       train of thought in the conclusion.  You begin by

           4       focusing on the admission of 21 June, which is the final

           5       admission --

           6   A.  Yes.

           7   Q.  -- when Mrs Burns was admitted with diarrhoea.  You say:

           8           "She was nursed in a side room.  Although

           9       C. difficile infection was suspected, this was not

          10       confirmed microbiologically.  There was confusion over

          11       past C. difficile test results and whether the patient

          12       was to receive metronidazole for a presumed new episode

          13       of infection."

          14           I think, in fact, as you have pointed out, she did

          15       receive a short course of metronidazole?

          16   A.  Yes.

          17   Q.  Once again, you say some doses were omitted; is that

          18       right?

          19   A.  Yes.

          20   Q.  Then, going to the previous admission of 25 April, the

          21       delay there that you are focusing upon in sending the

          22       sample to the laboratory, I think that was the specimen

          23       we looked at at page 94 of the records, perhaps we can

          24       put that on the screen, GGC00060094.

          25           Is this the specimen that contradicts what is in the
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           1       nursing notes that you mention on page 24?

           2   A.  Yes, that is the specimen.

           3   Q.  On the specimen, we see it was collected on 26 April,

           4       received on 28 April, and in the nursing notes for

           5       28 April the result is given in at 1615?

           6   A.  Yes.

           7   Q.  It is received in the lab at, according to the document,

           8       1552 on the 28th.  So that turnaround time is too quick,

           9       you would say?

          10   A.  Yes.

          11   Q.  So there is an error somewhere?

          12   A.  There is an error somewhere.

          13   Q.  What you don't mention, I think, in the conclusion we

          14       are looking at is that Mrs Burns did test positive in

          15       the course of the admission in April 2008.  That was

          16       a positive result on 20 May 2008?

          17   A.  No, that is not mentioned.

          18   Q.  In relation to her treatment for that, was the treatment

          19       appropriate?

          20   A.  Yes.  She was treated with metronidazole, 400mg three

          21       times a day, between 20 May and 29 May.  That would

          22       represent appropriate treatment.

          23   Q.  Then, if we go back to your conclusion, on page 31, you,

          24       I think, conclude by looking at the initial admission

          25       that we looked at in November 2007, and you say there
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           1       was a delay in reporting the result of a stool specimen

           2       positive for C. difficile toxin and the staff were not

           3       aware of the result until some time after the patient

           4       had been discharged.  Is that right?

           5   A.  Yes.

           6   LORD MACLEAN:  You mentioned a moment ago, Mr MacAulay, that

           7       the professor had not mentioned Mrs Burns had tested

           8       positive in the course of her admission in 2008.

           9   MR MACAULAY:  In the conclusion.

          10   LORD MACLEAN:  In the conclusion?  Well, is that right?

          11       Because in the second paragraph -- I may have not been

          12       picking this up very well.  Toward the end of the second

          13       paragraph:

          14           "A microbiological diagnosis of C. difficile was

          15       subsequently made ..."

          16   A.  That was in that admission that --

          17   MR MACAULAY:  It was?

          18   A.  Yes.

          19   MR MACAULAY:  I misled you, my Lord, apologies.

          20           That is the one for 20 May?

          21   A.  Yes.

          22   LORD MACLEAN:  I see, that is the admission that began

          23       in April?

          24   MR MACAULAY:  It is, yes.

          25           Thank you for that, Professor.  We have one more
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           1       report, I think, to cover, my Lord, which is the

           2       overview report.

           3   LORD MACLEAN:  Do you want to do that tomorrow?

           4   MR MACAULAY:  Indeed.

           5   LORD MACLEAN:  You don't mind, do you?

           6   A.  Not at all.

           7   LORD MACLEAN:  We will adjourn now until tomorrow.

           8   (4.15 pm)

           9                 (The hearing was adjourned until

          10             Tuesday, 29 November 2011 at 10.00 am)
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